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CHAPTER 1
INTRODUCTION
DESCRIPTION OF THE MANUAL OF PROCEDURES (MOP)
1.1.1  Purpoese

The ACT Manual of Procedures provides detailed descriptions for all ACT-related procedures
and operations. [t serves as a detailed extension of the ACT protocol. Whereas the protocol provides
a general description of the design and operational aspects of the trial, the MOP offers a day-to-day
guide on the execution of all aspects of the study. Another major difference between the protocol and
the MOP is the frequent need for revisions to the MOP, as a result of inevitable changes that occur
during the course of a trial. The MOP, in a sense, reﬁresents a "living document.”" One of the most
important documentation activities occurring at each ACT site will be the meticulous and timely
updating of the MOP.

All ACT study personnel should familiarize themselves with the study protocol. In addition, it
is critical that ACT personnel become familiar with pertinent sections of the MOP. No one is expected
to commit to memory the details of ACT. However, it is important that study personnel feel
comfortable navigating through the sections of the MOP. As operational questions arise, ACT
investigators and staff should consult the MOP to find the appropriate answer. Because no one
document is all inclusive, there will be occasions when one cannot find the appropriate answer in the
MOP. At this point, ACT personnel are encouraged to communicate their question(s) to the ACT
Clinical Coordinating Center (CCC) preferably via e-mail or, if time is critical, by phone.

1.1.2  Organization ‘

Efforts have been made to organize the MOP in a logical fashion, so that topics of interest can
be identified quickly. Specific ACT forms and their corresponding instructions are found in varying
chapters. For example, the "Demographics and Medical History" form and its instructions are located
in the chapter devoted to Screening Visit 0 (when these data are collected}. On the other hand, the 7-
day Physical Activity Recall form and its instructions are located in an appendix of the MOP. An entire
appendix section is devoted to this form because this instrument collects data on a primary endpoint for
the study and because instructions for completion are more complex than for most ACT forms.

MOP chapters are initially organized chronologically, beginning with recruitment issues, followed
by specifics about Screening Visits 0, 1 and 2 (including descriptions of procedures and corresponding
forms to be administered at these visits), randomization, and scheduled follow-up visits (see MOP Table
of Contents). Subsequent chapters focus on safety monitoring, adherence/retention, data management

and quality control. The appendices contain detailed information on the informed consent process,
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performance of specific study procedures and completion of the related forms, general instructions about
forms completion, information related to collection of cost analysis data, the Ancillary Study on Arterial
Stiffness, and a list of study personnel.
1.1.3  Revisions
As noted in section 1.1.1, periodic revisions to the MOP will occur. This is typical for most
muiticenter studies. Revisions may relate to alterations in blood processing or treadmill testing
procedures, creation of new forms and corresponding instructions, clarification on any number of issues,
revised recruitment plans, changes in training/certification procedures, additional safety issues, etc.
When revised pages are sent to the ACT Clinical Centers (CCs) from the Clinical Coordirating

Center (CCC), it is strongly suggested that an appointed ACT staff member at each CC measurement
site take on the responsibility of updating all the MOPs at that particular site. It is best to give this task

to one individual, rather than assuming that everyone will take the initiative to update their own MOPs.
All staff will soon be extremely busy as the trial progresses, and, unfortunately, updating the MOP often

takes low priority. Out-of-date MOPs shouid never be relied upon; the only way to guarantee that all

ACT MOPs at one location are current is for one person to ensure that all amendments and revisions

are promptly incorporated. Updating the MOP entails:

1. Reviewing the accompanying cover memo from the CCC that describes the changes;
2 Removing outdated page(s) and replacing them with the corrected versions or;

3. Inserting new pages in the appropriate sections; and

4 Ensuring that all ACT staff and investigators are made aware of pertinent changes by

copying and circulating the CCC cover memo.

Additionally, the person taking on the charge of updating the MOP should discuss pertinent
MOP revisions during weekly staff/investigators meetings, when all ACT personnel are together. All
revised MOP pages sent to the CCs will be identified by footers indicating the date of revision.

Most MOP changes need not be brought to the attention of your local Institutional Review
Board (IRB). However, your IRB may want to know about changes related to select issues, perhaps
having to do with altered recruitment strategies or matters concerning participant safety, such as alert
values. Each site should check with their IRB at the beginning of ACT to determine what kinds of
changes should be brought to the attention of the IRB. Any protocol changes should be discussed with
your local IRB.

Each ACT Clinical Center {CC) will be issued a limited number of MOPs, which should be
situated in key locations for easy access. The rationale for assigning a limited number of MOPs to each

site s based on the fact that updating large numbers of MOPs at any one site can be very time-
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consuming. Also, the more books to update, the greater is the likelihood that one may be overlooked
and, therefore, be made out-of-date. During periodic site visits to each CC, one site visitor will review

all MOPs to ensure that they are up-to-date.

1.1.4 Summary of ACT procedures and forms

Enclosed in this section are two tables. Table 1 is taken from the ACT protocol. This
summarizes all ACT procedures and visits during which the procedures are administered. Table 2
outlines when the various ACT forms are to be administered, in terms of which screening and follow-up
visits. The order in which the forms are listed follows the overall suggested order for administering the

forms.
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TABLE 1.
SCHEDULE OF ACTIVITIES

Phone Prescreen

SVO0 Orient. Visit
Initial MD Visit
8mo FU Visit

SV
SV2

12mo Phone Call

18 Month Ph Mail

24mofa) FU Visit

24mo(b) FU Visit

Eligibility and _mmn_d:q:m:aﬂmnxm:m

Age and other eligibility data

»| |Clinic Chart Review

Telephone recruitment

b

Informed Consent

>

Demographics and Medical Hx and health habits

7-Day Physical Activity Recali

e >

Contact information; distribute at SV0

Medications Inventory

>

Physical exam

by B P Bt

Randomization

Primary/Secondary Outcomes

VO2max during GXT

b

Submaximal Exercise Test (HR @ 50 & 75% V02max)

Heart Rate Variability

Total Chol, HDL-C

E B tadted

Triglycerides, LDL-C (calculated)

Fibrinogen/clotting factors

Fasting insulin

SBP, DBP, resting HR

BMI

Anthropometrics (skinfolds, girths)

Diet Questionniare; distribute at SV1; mail for FU

Follow-up Health Habits

HRQLNOA,; distribute at SV1; maii for FU

>
E TN A P B P b B

b b o I BT T I

E T B PR P S B b

Initiate ACT Interventions

X

Process Evaluation/Measures of Compliance

collected regularly G-24 mo.

Self report: Physical Activity Logs (IntGrpOnly)

Documentation of Interventions Delivered (IntGrpOnly)

Cost analysis data collection

Safety and Adverse Effects .

Musculoskeletal, cardiovascular

Hospitalizations/deaths

svember 8 1096




TABLE 2
ACT Data Collection Forms Guide

M of

Form Name Visit Admn | Chapter/

By Appendix
Preliminary Screening Contact! Telephone Prescreen Staff 2
Telephone Pre-screening Telephone Prescreen Staff 2
Contact Information™ SV0 Pptt 3
Demographics & Medical History® SV0 Ppt D
Physical Activity Recall (PAR) SV(,8V1,FUG,FU12, FU24a&b | Staff C
Eligibility Disposition SV0,8V1,5V2 Staff 3.4,5
Screening & Randomization SV(,Sv1 Staff A
Participation Consent
Medications Inventory’ SV1,FU6,FU24a Staff E
Clinical Measures (Blood Pressure) SV1,5V2,FU6,FU24a,FU24b Staff F
Clinical Measures (Anthropometl'lc{) SVW,FUZ%,FU%b Staff F
Physical Exam SVl,FU6,I{*'U24a Staff D
Graded Exercise Test (max) SV1,FU6,FU24 Staff B
Heart Rate Variability SV1,FU6,FU24a Staff B
Graded Exercise Test (submax) SV2,FU6,FUZ24a Staff B
Health Related Quality of Life/ SV2,FU6,FU24b Ppt D
Influences on Activity’
Diet Questionnaire® SV2,FUs,FU24b Ppt D
Pulse Wave Velocity® $V2,24b Staff 3
Follow-up Health Habit FUs,FU24a Staff 7
Adverse Events FU6,FU12,FU24a *‘SMO Mailee | Staff 8
Achviies :D'm*m’l (VT - locally gﬂigrlz?{tcg“ gptn%nal form Peing oleveloped. #

2 1 part form; no entry into the database for this form
3 - take home at SV0; implies eligible for §V1

4 - Ppt = participant

5 - take home at SV1; implies for SV2

6 - protocol & form being developed
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CHAPTER 2
RECRUITMENT AND PRESCREENING

2.1 Overview

It is anticipated that as many as 70 to 80 patients may need to be screened each week to
randomize an average of 6-7 patients per week over a 12-month recruitment period. Depending on the
weekly patient volume seen by the participating primary care providers, the patients screened may
comprise only a small subset of patients (e.g., only those seen on certain days of the week). If a subset
is taken, the sampling method used should be capable of selecting an unbiased sample: for example, it
should not differentially exclude initially eligible persons from screening by patient’s sociodemographic
characteristics.

Patients initially eligible for ACT are those who are age 35 to 75 years, with at least one prior
primary care visit t0 a physician participating in ACT; those considered a patient of the physician
participant; and those with a return clinic visit prescheduled at least 2 months in advance or those who
are eligible for a return clinic visit at least 2 months in advance.

Prescreening will proceed through step-by-step process to eliminate those with readily and
reliably identifiable ACT exclusions. To accommodate the different clinical environments, practices and
resources, different methods may be used in the initial prescreening steps. The subsequent common
pathway in prescreening is the ACT telephone interview. The centralized data coliection and data entry
begin with the telephone interview, once the participant has been contacted and agrees to the interview.
Regardless of which initial prescreening strategy is used, in order to track recruitment and provide
pertinent patient information for the subsequent prescreening steps, the clinics are encouraged to
develop a local recruitment tracking system. A model tracking form is provided at the end of this
section.

For the initial prescreening steps, two distinct recruitment strategies have been developed, each
affording options and alternative steps. The first approach entails the following steps: compiling a
Patient List of initially eligible patients; a record review to identify initial medical exclusions; and ending
with the ACT Telephone Prescreening Interview. The second approach forgoes medical record review,
and instead uses a brief office-based questionnaire to identify major medical history eligibility. It too,
ends with the standard ACT Telephone Prescreening Interview. Each of these recruitment strategies,
and options, is detailed below in sections 2.3 and 2.4.

2.2 Timeline

The timeline for completion of all recruitment prescreening steps including the date assigned
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for the SV0 exam will vary according to the patient’s next scheduled visit, ranging from a few weeks or
less to several months. It is important that for patients with a "near-dated” next physician appointment
(e.g., return visit scheduled 2 or 3 months beyond index clinic visit date) make every effort to expedite
prescreening. This is because completion of the SV0, SV1 and SV2 phase will take a minimum of two
to three weeks under the best circumstances. It is anticipated that some patients may need 45 days to
90 days and longer to complete the SVs allowing for patient’s and ACT measurement site schedule
availability {the maximum time period allowed for completing V0, SV1 and SV2 is 3 months). For the
other extreme, for patients with a next physician visit scheduled several months in advance (e.g, 6 to
12 months), there is considerable time to complete SV0 - SV2. In addition, because the total time
between SVO and the next clinic visit should not exceed 120 days (or four months) the patient\s SV visit
may need to be delayed several weeks or months following selection from the Patient List or
appointmeni logs.
2.3 Strategy 1

Initia] Patient List. Recruitment staff will compile lists of patients from appointment logs or
records of those who meet the age-eligibility criterion, and have a scheduled appointment within at least
2 months of the current (index) visit date. Additional screening can be performed at this stage depending
on the information available for the office appointment logs or desk files: patients may be excluded from
the Initial Patient List if the home residence is known to be greater than 50 miles from the medical
center or clinic, if they have low or no proficiency in speaking the English language, if they do not have
a home telephone, if they require a wheel chair or walker for mobility, if they have severe SEensory
impairment resulting in blindness or deafness. Thus, the Initial Patient List should include all persons
considered initially eligible for ACT based on routinely available information in appointment logs and
desk files.

The Patient List may be compiled each day prior to clinic, or during the day as patients are seen,
and should span a sufficient number of days per week to meet anticipated randomization yields. In a
12-month recruitment period, potentially 52 weekly Patient Lists may be constructed. The Patient List
should include at least: patient’s name, telephone number, and DOB, name of the ACT participating
primary care physician, date of next clinic visit, and medical record number. Patient sex, race, and home
mailing address shouid be included if available. This information is typically available in printed reports,
such as appointment logs, and may also be obtained from record systems normally used to initiate billing
for services. The Patient Lists may be locally designed and produced as needed; these may also serve

as recruitment tracking forms for local use.
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Record Review to Identify Initial Medical Exclusions Once compiled, the Patient List should

be obtained by the ACT recruiter or designated medical record reviewer at least on a weekly basis to
begin the medical chart/data systems review. This second stage of prescreening will exclude patients with
known medical diagnoses, procedures, or those on treatments consistent with active medical exclusions
in ACT. This screening step is strongly encouraged as a relatively efficient way to exclude persons with
ACT ex;:lusion conditions that are often readily identifiable, thus avoiding the more resource-intensive
telephone interview. Methods for excluding patients from the Patient Lists are variable: these could
include marking out the lines of data on the List, or producing a new revised Patient List.

Two approaches to identifying medical exclusions may be used: a) 2 medical chart review (for
an example, see the ACT Medical Chart Review Form developed for recruitment pilot testing); or b)
a cémputer search of a patient database records system. As an additional step, with either approach,
patient names retained on the Patient List may be reviewed by the treating primary care physician to
identify persons with exclusions (e.g., mental illness, severe functional impairment, or trained athlete)
which were not detected by the screening method. Note: as in any phase of prescreening, if this strategy
is used it is important that exclusions are objectively ascertained using only the ACT inclusion or
exclusion criteria.

a. Patient Medical Chart Review. This method for prescreening may be streamlined by using staff

experienced in collecting information from medical charts. The patient medical record number is the
starting point. At some locations, arrangements may be needed with Medical Records or Clinical staff
for record retrieval, including time ailocation for processing the record, and work space t¢ maintain the
files during processing and to abstract data. Medical exclusions which pertain to a patient’s current status
should be identified from the medical chart using the most recent visit. Exclusions pertaining to recent
history of a particular condition (i.¢., last 5 years) may be identified from entries or notes contained in
earlier medical charts; however, it is not necessary that all medical charts recorded within a 5-year time
frame be pulled. Every effort should be made to complete the medical chart reviews using a time period
that spans no more than 2 or 3 previous visits. The reason for this limitation is that this stage of
prescreening is considered only preliminary, not all encompassing, and because an ACT Pilot Study of
medical chart abstraction revealed that notations regarding major medical exclusions are very likely to
be included in the patient’s recent medical charts/folders.

b. Computerized Patient Information Systems. Another prescreening strategy is to identify initial
medical exclusions from computerized patient information systems. This data source may also be used
to obtain complete demographic data, patient's address and telephone number. The type of information,

its availability and usefuiness as a screening method will vary by site. At some sites extensive patient data
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are collected and stored, while others may have little information. Since many primary care clinics are
components of medical centers, clinical patient databases may also be linked with hospital and intensive
care databases to identify history of hospital admissions, emergency and major medical procedures.
Note that initially eligible patients will have had at least one prior office visit prior to the
upcoming (index) appointment. Many patients will have had several previous kept appointments, some
or all of which may be available in the Information Systems/Billings data. It is preferable to extract
patient’s address and telephone number from patient’s last kept office visit to minimize obsolete
addresses or telephone numbers. For clinics where hospital diagnostic and procedure codes are available,
the search can include previous years, consistent with the eligibility criteria (i.e., MI within last x;\zears/
months). ”

Introductory Letter. Following record review, but before the Telephone Interview, an

Introductory Letter is an option which may bolster recruitment success. The purpose of the Introductory
Letter is to inform potential participants about ACT in a non-intrusive manner and encourage them to .
learn more about the trial, if they are interested. This approach offers the advantage of giving the
individual some time to think about the trial instead on making an ‘on-the-spot’ decision in response to
a "cold’ telephone call. The letter, mailed on clinic stationery and signed by the physician, announces an
upcoming telephone contact to inquire about joining ACT. It should also provide some means for the
recipient to contact ACT staff to inform them of preferred times to call. One means to do this is a
telephone number to call to speak with an ACT staff person, preferably the ACT recruiter. This
safeguard will help insure that inquiries of comments about the study are routed to the ACT recruiter
rather than to the clinic.

2.4 Strategy 2

Office-Based Self-Administered Screening Questionnaire. The brief questionnaire should be

designed to collect information on select medical exclusions, as well as patient’s age, address, and
telephone number, and next scheduled appointment in the brief office-based screen. Patients eligible
for ACT based on their questionnaire responsesv:\:;'i‘lgl‘%é‘e ’cdl;ta“ct\ec\it for :':n \AC’I‘ Telephone Interview
within 7 days. A simple patient log system should be implemented listing age-eligible patients receiving
the questionnaire, including: patient’s name, DOB (or age), and date of visit. This log system may be
prepared each week, in advance, to flag age-eligible patients to receive the self-administered
questionnaire as they come in, and to track recruitment locally. The self-administered gquestionnaire
should be distributed to patients preferably by ACT personnel who are familiar with the study and with
responsibility for recruitment. This approach will minimize regular clinic staff burden. Alternatively, an

office recepticnist or the physician during the clinical visit could distribute these questionnaires. A brief
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written and/or oral description of ACT, instructions on where to return the questionnaire should be
included. The patient should be told that if eligible he/she will be contacted by telephone within several
days. To ensure a high return rate the completed questionnaire should be returned before the patient
leaves the clinic. A drop box, or a designated staff person may be used to collect the questionnaires.
Depending on staff or clinic resources availabie, patients found not eligible for ACT based on their
questionnaire responses may be contacted and provided with this information.

Three methods for distributing the Office-Based Questionnaire have been proposed and
described: 1) by an ACT staff person in the clinic; 2) By the physician. Prior to each of the ACT
physician’s scheduled clinic, a study staff person will attach a brief introductory letter from the patient’s
physician describing ACT along with the self-administered questionnaire to the patients medical chart.
The physicians will be asked to give both the letter and the questionnaire to the identified patients
scheduled during their clinic hours. 3) By the Office Staff/Receptionist. A brief invitation should be
given to the patient to complete the form, along with the information about ACT describing that the
patient’s physician is participating in a national study to increase physical activity and exercise in primary
care patients to improve health. Patients interested in learning more about the study should complete
the questionnaire to determine their eligibility. Regular office staff should be adequately briefed about
the study, should patients have questions. Study brochures and information packets may be useful, in
addition.

25 Telephone List.

A Telephone List should be prepared listing all patients screened who remain eligible for the

ACT Telephone Interview. Essentially, this list is the Initial Patient List, now refined by the removal of
patient names and data with known ACT exclusions. The Telephone List is used locally for tracking
purposes and documentation by the recruiter, and should include the following information: patient
name, address, phone number, provider name, and date of next clinic visit. It should also include space
to record the date and time of each call attempt (up to four attempts). See section below describing
methods for the Telephone Interview.
2.6 The Telephone Interview. This final stage of prescreen is the telephone contact. This step is
designed to ascertain whether an initially eligible patient is interested in participating in ACT, and if they
" meet the final prescreen eligibility criteria. A completed Telephone Interview culminates with a
scheduled SVO visit.

Planning the Telephone Contact. Each initially eligible patient on the Telephone List should
be called as needed. Implementing a recruitment tracking system will be invaluable in determining the

numbers of subjects necessary to call on average, per week. Priority in "time to telephone contact”
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generally reflects the number of days until the patient’s next scheduied appointment. Patients scheduled
for a return office visit in 3 months or less will require an SVO visit as soon as possible. There is
considerably more flexibility in scheduling SV0 for those with later scheduled physician’s office visits,
but still constrained by the timeline for the SVs. For the latter, the time period recommended for
completing all of SV0, SV1, and SV2 is 3 months or less. Thus, as an estimate, an average of
approximately 1.5 months could occur between SV0 and SV1, and SV1 and $V2. One month has been
targeted as the time period between SV2 and the patient’s upcoming physician’s office visit (baseline).
Thus, some patient’s may require an SVO0 scheduled to occur several months after the date of the
patient’s index physicians office visit (shown on Initjal Patient List) in order to adhere to the SVO -
Baseline Visit (next clinic visit) recommended timeline of 4 months.

Obtaining Valid Telephone Numbers. A secondary information source may be necessary from
which projec’i staff may obtain patient telephone numbers when information on the Patient List or office
appointment log is incomplete or incorrect. Two major resources for this information are the patient’s
clinical or billing records, and local telephone directories.

Call Attempts. Multiple call attempts should be made until either the patient is contacted or
the designated number of attempts is exhausted. Generally the number of call attempts varies from four
to as many as ten, and is adjusted during the trial based on actual experience and recruitment yields.
Experience with telephone recruitment has shown that it is often useful to create a time-of-day plan for
call attempts to avoid calling back at the same time(s) when the individual is apparently not available.
For example, if four call attempts are used, the first call could be placed during one of the designated
blocks of optimal hours (e.g., $:00 am to 1:00 pm, and 2:00 pm to 5:00 pm Monday through Friday}; the
second call could be placed during an unused block; the third call could be an evening call {e.g., 6:30
pm to 9:00 pm Monday through Friday), and the fourth and last attempt could be a weekend call during
optimal hours. Once the final call attempt has been exhausted, the household would not be called again,
even if a different individual listed with the phone number is later identified as initially eligible for ACT.
A phone call to a targeted number is typically not counted as a call attempt if a busy signal is received.
A call attempt is generally defined as an attempt to contact a designated person and has one of the
following results: 1) no-one answers after 8 rings, 2) an answering machine answers, or 3) someone
answers the telephone but the targeted person is not available to receive the call.

Beginning the Interview. After contact is made by speaking directly to the targeted person, the
ACT recruiter should foliow the script included on the first page of the Telephone Pre-screening Form.
If an introductory letter was mailed, it may be useful to mention that such a letter was recently mailed,

and that this a follow-up call.
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Making this connection may more clearly legitimize the phone call and study from the patient’s
point of view. Recruiters should be prepared to answer more in-depth questions than provided by the
material furnished in the telephone script. A small percentage of persons contacted may ask for more
details about the intervention, whether their doctor has given his/her permission for the respondent to
join, whether their doctor wants them to participate, any potential costs (time or money) to the
participant, any risks involved, duration of the study, and who is sponsoring the study. To handle these
occasions it is useful for each site to prepare a more in-depth description of ACT (see the ACT
Information session in SV0 for key study features). Answers to such questions should be kept brief but
informative, noting that a more in-depth description will be provided at a later screening visit.

If the respondent agrees to a telephone interview, verify the person’s name and address. Record
any corrections. The recruiter should proceed to collect the prescreening information on the Telephone
Prescreen Form. Note that the centralized data collecting begins at this point, when the respondent has
agreed to proceed with the interview. If a respondent abruptly refuses to continue an interview, this
should be coded as a refusal. If for some reason a respondent cannot complete the interview and asks
for a call-back, the recruiter should start over the interview at a mutually agreed upon time and date.

Determining Eligibility. If a respondent affirms any response highlighted by a shaded box he/she
is ineligible to participate in ACT. if no shaded-box responses are checked, the individual qualifies for
an SVO visit. In this step, the participant should be congratulated for passing all of the screening
questions and informed that, based on their responses, they are eligible to attend the ACT clinic
screening visits. The recruiter should describe the purpose of the SVs generally as: "at these visits
participants will receive free medical tests and complete questionnaires to verify that they do not have
any other medical conditions that may prevent them from joining an exercise study, and that they are
not already too physically active to benefit from the study. You will also be given an in-depth description
of the study and what you will be required to do if you decide join."

Scheduling SVO. To avoid making the respondent feel pressured into joining before a complete
description of the study has been provided, the recruiter may offer: "you do not have to decide whether
you want to join the study right now, you may want to wait until you've attended one of our screening
visits." At this time the recruiter should attempt to schedule an SVO visit using a locally developed
scheduling protocol. Please note that the target time-period for the participant to complete all screening
visits and attend the next scheduled physicians visit is four months or sooner. For many respondents,
less than four months time may be available before the patient’s next scheduled physicians appointment.
These cases will need to be scheduled for an SV0 to occur as soon as possible in order to maximize the

time remaining to complete SV1 and §V2.
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Ineligibles. When a respondent is found to be ineligible the interview should close, without
completing the remaining items. The recruiter should politely indicate that the ACT study requires that
participants not have the specific exclusion criterion identified, and should close the conversation by
thanking the respondent for his/her time, and suggesting that they may want to discuss the health
advantages of physical activity and forms of safe exercises with their primary care physician.

Answering Machines. If the recruiter reaches the household's answering machine, and the

message includes times that the person named on the Telephone List may be reached, the recruiter
should arrange to call back at that time. A decision with answering machines is whether or not to leave
a message. It is recommended that if used, a message should paraphrase the Telephone Screening Script
" Hello, this is » I am calling you on behalf of your physician Dr. , who is taking part
in a national study to help patients increase their physical exercise. We are contacting you to see if you
are interested in participating in this study (called the ACT study), and to see if you are eligible. I will
try calling you back in a few days, hopefully, when you are in. Thank you." If the household’s recorded
message does not refer to when to call back, the recruiter may want to add: "You can reach me at _
if you would like to suggest a convenient time for me to call back or if you have any questions.
Thank you.”

Disconnected Numbers. Temporarily disconnected numbers, or numbers not in service should

be recycled for a future telephone call attempts, since experience has shown that many of these numbers
will be working several days later.

Cali Backs. If the houschold is successfully contacted but the target person is not available the
recruiter should inquire for a better time to reach this person. Persons who are ill or away for an
indeterminate or unknown period of time should be recontacted, for the next call attempt, one to two
weeks later, This will avoid exhausting call attempts during a period when the target person is physically

unable to receive a telephone call.
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27 Pre-Screen Tracking Form

ACT PRESCREEN REPORT FORM

Record for Month Clinic
Beginning Date [ L Ending Date 1 l

MO DAY YR MO DAY YR
Staff Code

Please record the following data for the two-week period recorded above, as
applicable.

(A) Number of patients in period identified from appointment logs
{optional)

(B) Number of patients in period prescreened with medical chart I I
review or office-based questionnaire

(C) Number of patients in (B) identified as eligible for ACT

D) Number of questionnaires not returned, or medical charts not
found

(E) Number of patients telephoned for screening (initial call attempt)

{F) Numpber of patients not reachable (call attempts exhausted)

(G) Number of patients refused interview
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"ala enfry code

ACTIVITY COUNSELING TRIAL
TELEPHONE PRE-SCREENING

INTERVIEWER: Please do not complete any information on this form until the potential
participant has agreed to be interviewed.

"Hello, this is <inferviewer name>, and I'm calling you on behalf of your physician,

Dr. <physician name>, who is taking part in a national study to help patients increase their
physical activity.

Participating in regular physical activity, such as walking or moderate exercise, can be
good for people of all ages. It can reduce your chances of developing heart disease. Since
you are a patient of Dr. <physician name>, you have the opportunity to join the study, if you
qualify. Do you think you might be interested?"

IF NO: “"Thank you for your time."

IF YES: " 1 would like to ask you a few questions to find out if you can take part in
the study. Answering these questions will take about ten minutes. if you
1 are not eligible for the study, I'll let you know right away. Your answers will
be kept confidential. You can refuse to answer any question or stop me at
any time. Are you ready to begin?"

Phone number called: - =

"What is your full name?"
(First) {Middle or Maiden) (Last)

"What is your address?"

{Street name and number or P.C. Box)

(City) {State) {ZIP code)

.

i Data Entry Use
‘Ig,;[ézstum-ber D l AcrosticL_1

ehactiformsitetescrn frm Page 1 0of 4 . \ 3112196
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i Daeot TN TN

Interview won  Day Yoar 5 !nterviewerl .| (staff code)

Physician Visit Information

Date and time of scheduled appointment: Physician ID
Date Time
I _l : Clam CIpm
Mon Day Year
PART I
1. "What is your date of birth?" I T
Mon Day Year

2. "What is your age?” years
3. "Are you a woman or a man?" 10 Female 21 Maie
4. "Are you of Spanish or Hispanic origin or descent?" OYes 2INo

“What race do you consider yourseif to be?"
1d White or Caucasian
21 Black or African American
31 American Indian or Native American
41 Native Alaskan
sL1 Aleutian
e[1 Asian or Pacific Islander
711 Other race

(specify)

PART Il
"The next questions are about your health habits and medical history.”
8. "Do you currently and reguiarly participate in any physical activity
such as walking, running, aerobic dance, swimming, or playing sports

at least three times per week for 30 minutes or longer each time?" 11 Yes A No

7. "If you have a job, does your job require you to do heavy manual
labor or vigorous physical exercise for most of your shift?" 1E Yes 20 No

cactformsietescrn. fm Page 2 of 4 312198



10.

1.

12.

13.

14,

15.

18,

"Has a doctor ever told you that you have heart problems?"

"Piease specify the type of problem you have:"

10 Yes
2[1 No
"Has a doctor ever toid you that you have had a stroke?” 1E] Yes A1 No
"Have you ever been diagnosed or treated for skin cancer?"
"Was it melanoma?"
1 Yes 1 Yes "Was this within the last 5 years?" EYes 20No
AINo
2A1No
"Have you ever been diagnosed or treated for any types of cancer other than skin cancer?”
L H ?lf
O Yes ‘What kind of cancer?
"Was this within the last 5 years?" 1@ Yes 200 No
2LINo
"Do you have diabetes that requires you to take insulin?" 18 Yes 20 No
"Has a doctor ever told you that you have asthma?"
0 Yes "Do you currently take medications for your asthma on a daily basis?"
iBYes AINo
2[1 No
WOMEN ONLY:  "Are you pregnant, breast feeding, or currently
trying to get pregnant?” 1 Yes 21 No
"Are you able to walk one-quarter of a mile (about 3 blocks) or climb
ten stairs without difficuity?” 1J Yes 2E1No
"Are you willing to increase your level of physical activity?” 1] Yes 2 No

cactformsietescrn.frm Page 3 of 4
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(

17.  "Are you currently participating in another medical research study?"

"As part of this study are you receiving any medical treatments, taking any
10 Yes medications, or being asked to change your usual health habits?"
13 Yes A1 No
21 No
18.  "Are any members of your household already participating in the
Activity Counseling Trial?" 1 Yes 20 No
19.  "Do you live within 50 miles of your doctor's office?" 10 Yes 2E1 No
20. "Do you plan to stay in this area for the next two years?” 1 Yes 21 No

Eligibility status:
1] Possibly eligible

“Would you be interested in learning more about the study?”
10 Yes — Complete scheduling information below.
281 No — End of questionnaire.

Give primary reason for exclusion:

ineligible

Scheduling Information

Date and time of appointment:

Date Time
I : OAM OPM
Mo Day Yr Hour WMinute
| {38 mana
atereviewed J J Reviewed by (staff code)
It & Mon = Day  Year Hes S S

chactformsitetescrm fim Page 4 of 4 3112108
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CHAPTER 3
SCREENING VISIT 0 (SV0)
31 Overview

Patients who remain eligible once completing telephone interview prescreen, and who express
an interest in participating in ACT, should receive an SV0 appoiniment. Before the scheduled SVO date,
the clinic should provide the participant with directions to the ACT measurement site, pertinent
instructions for transportation and parking, and a telephone number of an ACT staff person at the
measurement site shouid the participant need further information. In addition, the site should contact
the participant by mail or telephone to remind him/her of the date, time (to - from) and location of the
appointment.

At SVO0, the participant will receive detailed information about the study in an Information
Session, and sign a brief consent form for attending the remaining of SV0. Participant information to
be collected at SVO includes: the Demographics/Medical History Form and Seven-Day Physical Activity
Recall. This stage of the screening process is designed to eliminate an appreciable proportion of
ineligible persons through paper and pencil testing, avoiding more costly expenditures of staff and study
resources necessary for the physical and physiological tests in SV1 and SV2.

If a participant remains eligible for the trial throughout the visit, an SV1 appointment should
be scheduled (see Chapter 4).

The procedures and corresponding data coliection forms to be completed during SVO are
displayed in Table 3.1.

3.2 Information Session

At the beginning of SV0, participants will receive a 15 to 20 minute presentation on the ACT
study. Each site should develop the presentation content and materials as appropriate for the
demographic (e.g, ethnicity and SES) characteristics of the patient population served by the provider
practices. The ACT logo should be used on printed material and visuals developed for this session. The
material conveyed should include and expand on the following aspects:

1) that ACT is a national study operating through medical centers and health provider practices;

2) the goal is to help patients of all ages increase their physical activity to optimal levels as

determined by medical research in promoting health and longevity;

3) that there are different methods for increasing physical activity being tested in ACT, such as

educating patients about increasing exercise, newsletters, incentives, and actual training in
exercises and physical activities. The intervention that a participant will receive will vary by

group assignment made and determined randomly;
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4) that the participant will receive several free medical tests, will complete some questionnaires,

and must agree to attend each of three screening and follow-up visits; and

5) that their physician has given his/her approval for the participant to enroll in ACT if they pass

the eligibility criteria.

The staff person should present the opportunity to participate in ACT as a positive and

potentially enjoyable activity by discussing some of the "fun" aspects of the study such as the incentive
programs and newsletters, and belonging to a national study. A clear and accurate picture of what ACT
represents should be provided, yet, without sounding too formal and scientific. However, it should be
stressed that since ACT is a study, it is important that the participant be committed to following the
protocol and attend each of the scheduled ACT visits to the best of their ability. Persons v:ho are.
enthusiastic, but who have not categorically agreed to seek participation in ACT can still proceed to
complete SV0, but they should be encouraged to discuss this opportunity with their spouse and/or family.
Participants who agree to complete 8V should be told that, for safety reasons, prior to participating
in ACT they will need be tested for possible health exclusions in two subsequent screening visits.
33 Informed consent. Refer to Appendix A, Guidelines for Obtaining Informed Consent, for
detailed instructions about the informed consent process. The informed consent obtained at SVO0 will
pertain only to the activities performed during that visit. A more extensive informed consent will
describe activities at SV1 and SV2.

The consent form must be signed before proceeding with SVO data collection. The signed
consent forms will be stored at the ACT measurement site.

Table 3.1 5V0 Procedures and Corresponding Data Collection Forms

Procedure Form Name
Obtain locating information Contact Information Form
Obtain informed consent SV0 Informed Consent
Ascertainment of medical history SV0 Medical History Form

Measurement of daily energy expenditure 7 Day Physical Activity Recall

Provision of eligibility status SV0 Disposition Form
34 Eligibility Determination

As each participant proceeds through SV0, he/she must successfully pass through a series of
eligibility checks. If a participant is declared ineligible, he/she will be offered an explanation of the
exclusion criterion, thanked, and then excused from the remaining SV0 procedures. Ineligibility can arise
by refusal to provide informed consent, presence of a medical exclusion on the Medical History Form,

or deemed to be too physically active on the 7-Day Physical Activity Recall. The eligibility status of each
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participant attending SV0 will be summarized on the SV0 Disposition Form.
35 Mandatory order for SV Data Collection Activities

The SVO Informed Consent Form must be completed prior to collecting any participant
information.

3.6 Suggested Order for Data Collection Activities

The ACT measurement sites may modify the non-mandatory elements as necessary. The
following is a suggested sequence:

Information Session
Informed Consent (must occur prior to data collection)
Medical History/Demographics Form

3.6.1 'Medical History

After obtaining informed consent the ACT Medical History and Demographics Forms may be
presented. These questionnaires are self-administered, and completed in the clinic; however, a trained
staff person should be nearby and available to answer questions participants may have about the
eligibility, or on the content or meaning of items in the Medical History Form. Please refer to Appendix
D for specific instructions for the Medical History and Demographics forms. If a participant of SVO0
checks any of the boxes corresponding to a medical exclusion, he/she is no longer eligible for ACT. AT
this point the SV0 exam is completed, and a SV0 Disposition Form should be completed. Please Refer
to Appendix D for detailed instructions.

Some participants may be unsure of their past or present diagnoses. When this occurs, the
reviewer should attempt to determine whether: a) the person is unsure because he/she has never heard
of this condition or has had no prior knowledge of such a condition (in which case the item may be
coded as 'no’); or b} the person has knowledge of having a condition similar to, or likely to related to,
the specific exclusion factor cited. If the latter (b) is true, the interviewer may consult other resources
to judge whether it is more likely than not that the exclusion factor is actually present. These sources
may include: the patient’s physician or primary care practice used, or the ACT manual of medical
exclusions and terms in Appendix D. .

3.6.2 Seven-Day Physical Activity Recail (PAR)

The PAR interview technique is used to estimate an individual’s daily energy expenditure in
physical activity, a primary endpoint. Energy expenditure is assessed by a structured interview in which
the participant is asked to estimate the amount of time spent during the last seven days in various
categories of daily activity. This interview format yields an estimate of daily kilocalorie/kg. Instructions

for interviewer administration of the PAR are provided in Appendix C, Procedures for Seven-Day
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Physical Activity Recall. Briefly, men and women with an estimated energy expenditure of > 35
Kcal/kg/day will be excluded from ACT.
3.7 Scheduling

Alt participants still eligible at the end of SV0 should be scheduled for SV1, to be held, as a
target, 7 to 30- days post-SV0. The 7 day lower limit is necessary *o avoid overlap in time recall periods
between the SY0 and SV1 administrations of the Seven Day Physical Activity Recall.

3.8 Data Entry and Forms Handling

After all data collection forms and the disposition forms have been completed, the data
coordinating staff will enter the data on site. This will serve as an additional check of the participant’s
eligibility status before proceeding to SV1. Please refer to Chapter 10, Data Management, concerning
instructions for data entry operations.

Upon data entry, it is possible that the participant’s eligibility status may be found to differ from
what was determined by the staff member completing the SV0 forms. If so, the data coordinator should
inform the study coordinator of this discrepancy and determine the source of error. If a previously
eligible participant is determined to be truly ineligible, the participant should be notified of the change,
and the appropriate action taken to cancel the SV1 schedule.

39 Contact Information Form (following pages)

3.10  SV0 Disposition Form (following pages)
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ACT Contact Information Form

Clinic Use Only

i | i R :i.;_Aicrostic.
Date i Date [T 11

Distributed “mon Day  Year . _-"_,;_Beturge;‘d_ .. Mon Day  Year

Fuli
Name;

(First) (Middle or Maiden} (Last)

Name you prefer to be calied:

Your Social Security Number: | | | |- -1

Your home address:

(Number) (Street) {(Apt Number)

(City) (State) (ZIP Code)

Your mailing address (if different from above):

{Number) (Street) (Apt Number)
(City) {State) (ZIP Code)
Day time phone number:  ( } -

(Area Code)

Evening phone number.  ( ) —
(Area Code)

Name phone is fisted under:

What is the best time to call you? 0 Morning 8 Afternoon O Evening

c\actforms\contact.frm Page 10f 3
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|

Acrostic I '

If employed, what is the name of your employer?

What is your employer's address?

{(Number) (Street)

(City) (State)

(ZIP Code)

May we call you at work? [ Yes O No

Work phone number: ( ) —

(Area Code)

other way.

It will be very important for the study staff to stay in touch with you. Please provide us with the
narmes, addresses and phone numbers of two friends or relatives who do not live with you that
will always know where you live and whom we could contact if we were unable to reach you any

Contact Person 1

Relationship to you:

Name:
(First) (M.1) (Last)
Address:
(Number) (Street) (Apt Number)
(City) {State) (ZIP Code)
Phone number: ( ) -—-
(Area Code)

Page2of 3

clact\forms\contact.frm
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AcrosticI ’ | l I

Contact Person 2

Name:
(First) (M.1) (Last)
Address:
{(Number) (Street) {Apt Number)
(City) (State) {ZIP Code)
Phone number: ( ) -
(Area Code)

Relationship to you:

clactiformsicontact. frm

Page 30f 3
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ACT SVO Disposition Form

"IDD ' | S  Acrostic
Date 1 ' J ) ARLAS

of Visit Mon  Day Yoar

; "C.gmpi;téd_'by {(staff code)

Has informed consent been obtained for participation in SV0? [JYes [INo

Eligibility Checklist

Please summarize the participant's eligibility status with respect to the items listed below.

Participant
Item Eligible?
Medical D Yes Specify exclusion{s):
History O No
7-day PAR Oves (<35 keal/kg/day)

energy expenditure [ No

Is this person still willing to participate in the trial? [JYes [ No

In the opinion of the clinic staff, is this participant an appropriate candidate for ACT?

D Yes Specify why not:

O No

Was SV1 scheduled for this participant?

Date scheduled | | I l l l |

!:i Yes Mon Bay Year
O No Time scheduled [:] | Oam Opm

ciactiforrnsisvOdisp. frm 11/8/95
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CHAPTER 4
Screening Visit 1 (SVi)
4.1 Overview

Those prospective participants still eligible for the trial after completing SVO will return for SV1
within eight to thirty days. It is essential that at jeast iLf)t days elapse between 8V0 and SV1 so that
two inde_pe—ndent baseline measures for the seven-damysical activity recall (PAR) are obtained,
corresponding to two distinct seven-day periods of time. It is recommended that no more than 30 days
elapse between these two consecutive visits. However, 2 longer time span will be acceptable as long as
the tota] time between SV and SV2 does not exceed 90 days. This should permit some additional
flexibility in scheduling screening visits, in general, and rescheduling cancelled visits, in particular.

Before a scheduled SV1, clinics should contact the participant by phone or mail to remind
him/her of the date and time of the visit. He/she should also be instructed to bring all medications
currently being taken to the visit, and to wear lightweight, loose-fitting clothing for completion of the
graded exercise test (GXT).

At this visit, the screenee will sign the consent form for attending the remaining screening visits
and for full participation in the trial. After staff completion of the Baseline Medications Form, the
potential participant will undergo a limited physical examination (including blood pressure
measurement), will be administered the seven-day physical activity recall (PAR), and will perform the
graded exercise test (GXT) under medical supervision.

If a participant remains eligible for the trial throughout the visit, two self-administered forms
{Health-Related Quality of Life Questionnaire/Influences on Activity Questionnaire and Diet
Questionnaire) will be distributed for completion at home and return at SV2.

It is estimated that this clinic visit will take approximately 2 to 2.5 hours to complete in full. The
procedures and corresponding data collection forms to be completed during SV1 are displayed in Table
4.1.

4.2 Signing of Screening and Randomization/Participation Consent

At the beginning of Screening Visit 1, the study candidate will have an opportunity for an
individual question-and-answer session with a Clinical Center staff member. During this discussion,
every effort will be made to inform the prospective participant fully of all aspects of the trial, including
randomization to intervention or control groups, potential risks and benefits, and the schedule for ali
baseline and follow-up procedures. The participant’s full understanding of the overall trial is important
for ethical considerations, as well as compliance with the study design. Refer to Appendix A, Guidelines

for Obtaining Informed Consent, for detailed instructions about the informed consent process.
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The consent form must be signed before proceeding with SV1 data collection activities. The
signed consent forms will be stored at each Clinical Center,
43 Eligibility Determination

As each participant proceeds through 8V1, he/she must successfully pass a series of eligibility
checks before proceeding to the next procedure. Once a participant is declared ineligible, he/she will
be offered an explanation of the exclusion criterion, thanked, and then excused from completing the
remaining procedures. As a result, study resources and staff time can be more efficiently directed at
screening participants who remain potentially eligible.

The eligibility status of each participant attending SV1 will be summarized on the SV1
Disposition Form. Detailed instructions for completing this form are presented in Section 4.8, and a
copy of the form, in Section 4.11.

4.4 Mandatory Order for Data Collection Activities

Each clinical site will exercise local discretion in ordering many of the data collection activities
to be completed during SV1, with a few exceptions noted below. For participant safety and in order to
achieve reliable, siandardized, and high-quality study data, the following order should be strictly adhered
to: 1) obtain blood pressure measurements before conducting the physical examination; and 2) perform
the physical examination and administer the seven-day physical activity recall before the graded exercise
test (GXT).

4.5 Suggested Order for Data Collection Activities

This section describes a suggested sequence for conducting data collection procedures at SV1,
incorporating the mandatory elements mentioned above in Section 4.4. However, clinica) sites may
modify the non-mandatory elements as required by local logistics for scheduling procedures and tests.

4.5.1 Completion of Baseline Medications Fbrm

The clinic staff will interview each participant regarding the medications currently taken, which
have been brought to the visit, as well as the reasons for usage. This information will be recorded on
the Baseline Medications Form. This will help to determine whether a participant is taking a drug for
a condition that would preclude trial participation. Refer to Appendix E, Procedures for Interviewing
Participants, for detailed instructions.

The classes of exclusionary drugs consist of antianginal agents, oral steroid preparations,
anticoagulants, and medications for treatment of asthma, major depression (tricyclics, serotonin re-
uptake inhibitors, monamine oxidase inhibitors), mood disorder (Lithium), schizophrenia, or other
psychotic disorders (neuoroleptics), as well as insulin treatment for diabetes mellitus. Participants

reporting treatment for the following disease conditions would also be excluded: Parkinson’s disease or
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systemic rheumatic conditions (rheumatoid arthritis, psoriatic arthritis, Reiter’s discase, systemic lupus
erythematosus, etc.). If a participant is still eligible for the trial after review of histher current
medication usage, then proceed to the next section, blood pressure measurement.

A list of exclusionary prescribed medications by class has been compiled and is presented in
Table 4.2. This list contains names of commonly prescribed drugs by category. This list will help to
determine whether a screenee’s current medication disqualifies him/her from trial participation.
However, the list is not exhaustive of all possible exclusionary drugs. Consult your local clinician for
classification of questionable medications reported.

Note that beta-blockers and calcium channel-blockers listed in Table 4.2 are not considered

__exclusionary medications if prescribed for treatment of hypertensi sion. However, they are exclusionary
if prescribed for co;;:)l of angina.

4.5.2 Measurement of Blood Pressure

Resting systolic and diastolic blood pressure measurements will be obtained before the limited
physical examination is performed. A standard sphygmomanometer will be used with the appropriate

size cuff. After five minutes of rest, three readings of blood pressure, spaced 30 seconds apart, will be

taken while the participant is seated quietly. The readings will be recorded on the SV1 Blood Pressure
Form. Refer to Appendix F, Measurement of Physical Parameters, for spebiﬁc instructions for blood
pressure measurement,

The three readings taken are made to the nearest even digit. Any reading which appears to fall
exactly between markings on the column should be read to the next marking immediately above. After
recording all three pairs of measurements, use a hand calculator to determine average systolic and
diastolic readings for this visit by adding the three corresponding readings obtained and dividing by
three. 7 Bt l“/ bor 3 moS

The average readings oblamed will be used for eligibility determmatmn If the average systolic
blood pressure is greater than 180 mm Hg or the average dlastohc bleod pressure is greater than 100
mm Hg, the participant is notéehglble for the trial. Blood prcss,ure levels beyond these values would
indicate the need for blood pressure control and stabilization before entry into the trial. If the
prospective participant remains eligible, then proceed to the next section, the physical examination.

453 Physical Examination

A standard limited physical examination (described in Appendix F, Measurement of Physical
Parameters) will be performed by an experienced health care professional (nurse practitioner, physician’s
assistant, or physician). The examiner will review the Demographics and Medical History Form and the

Baseline Medications Form before initiating the exam. The findings will be entered on the Physical
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Exam Form.

The examiner \?ill pay special attention to identify those prospective participants with an
exclusionary active medical condition. Significant clinical findings disqualifying a potential participant
would include evidence of coronary heart disease, cerebral vascular disease, peripheral vascular disease,
arrhythmias, valvular heart disease, cancer (except non-melanomatous skin cancer), insulin-requiring

diabetes mellitus, puimo:\wry‘ disease, and severe systemic disease. A detailed list of exclusionary medical

conditions appears on Pé‘ge :‘f)of the ACT Protocol. If the prospective participant remains eligible, then
proceed to the next scct-idn, the seven-day physical activity recall (PAR).

454 Seven-Day Physical Activity Recall {PAR)

The PAR interview technique is used to estimate an individual’s daily energy expenditure in
physical activity, a primary endpoint. Energy expenditure is assessed by a structured interview in which
the participant is asked to estimate the amount of time spent during the last seven days in five categories
of activities. Daily kilocalories/kg can be estimated from the hours recalled at the various levels of
intensity. Instructions for interviewer administration of the PAR are contained in Appendix C,
Procedures for Seven-Day Physical Activity Recall.

4.5.5 Graded Exercise Test (GXT)

Cardiorespiratory endurance, a primary endpoint, will be assessed by measuring maximal oxygen
uptake (VO, max in liters/minute) using a graded maximal treadmill exercise protocol. The GXT will
be conducted with physician supervision. Resuits of the GXT will be recorded on the Max Graded
Exercise Test Form. Heart rate variability, a secondary endpoint, will be measured in conjunction with
the GXT. Findings for heart rate variability will be recorded on the Heart Rate Variability Form.
Refer to Appendix B, Procedures for Graded Exercise Test, for detailed instructions.

A participant will be excluded from participating in the trial based on the following findings: 1)
a resting ECG suggestive of a history of myocardial infarction, a serious arrhythmia, or underlying
coronary heart disease; or 2) physical signs or symptoms of ischemia or underlying coronary heart
disease. Refer to Appendix B for a thorough explanation of the exclusion criteria.

4.6 Distribution of Health-Related Quality of Life (HRQL) Questionnaire/Influences on Activity
Questionnaire and Diet Questionnaire

If a prospective participant remains eligible throughout $V1, he/she will be given a copy of two
self-administered forms, the HRQL Questionnaire/Influences on Activity Questionnaire and the Diet
Questionnaire, for completion at home and return at SV2. Detailed instructions for questionnaire self-

administration are presented in Appendix D, Procedures for Self-Administered Forms.
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4.7 Scheduling SV2

All participants still eligible at the conclusion of SV1 will be scheduled for SV2, to be held within
four te 30 days of SV1. Instruct the participant to fast (nothing by mouth, except water) for 12-16 hours
prior to blood drawing at SV2. He/she should also be told to abstain from alcohol for 24 hours, from
vigorous activity for 12 hours, and from smoking for one hour prior to blood drawing. The participant
shouid also be instructed to wear lightweight, loose-fitting clothing for the submaximal exercise test.
4.8 Instructions for Completion of SV1 Disposition Form

The SV1 Disposition Form must be completed for every participant attending SV1 to document
eligibility status. It is recommended that the form be filled out as soon as possible after the screemng
visit has terminated.

The first part of the form, the upper shaded portion, contains the foliowing standard identifiers:
participant ID (the six-digjt identification number), Acrostic (the six-character alphabetic code), the date
of the visit (month/day/year), and the staff code assigned to the individual completing the form.

The next item, "Has informed consent been obtained for participation in study?" must be
answered affirmatively before proceeding to the next section of the form, the "Eligibility Checklist"
portion. Ifinformed consent is not obtained, be sure to check "No." In this case, nothing further should
be completed on the form since the participant refused any additional data collection activities.

Regarding the "Eligibility Checklist" section, mark "Yes" or "No" to indicate the participant’s
eligibility status for those procedures/measurements which were completed at this visit. If a participant
is ineligible, all the items listed do not have to be answered (since the v151t is halted at the first
ineligibility encountered). If "No" is checked for medications, physical exam or graded exercise test, be
sure to enter the specific exclusion in the box provided. If more than one exclusion was noted, just enter
the first one encountered on the corresponding form. For example, if two medications listed on the
Baseline Medications Form disqualify the participant for trial participation, just specify the first one in
the box provided on the SV1 Disposition Form.

If the participant is eligible for each item listed in the "Eligibility Checkliist" box, then proceed
to answer the next item, "Is this person still willing to participate in the trial?" Check the appropriate
response. If the response is "Yes," indicating that the participant is still interested in participating in the
trial, then proceed to the next item, "In the opinion of the clinic staff, is this participant an appropriate
candidate for ACT?" If "No," enter an explanation in the box provided. Otherwise, the participant is
still eligible at the completion of SV1, so schedule an appointment for SV2 and enter the date and time

of the return visit in the boxes provided at the end of the form.
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49 Recycling of Temporarily Ineligible Participants at SV1

Prospective participants may be declared temporarily ineligible and then later allowed to reenter
the screening process. This would require repeating all data collection procedures, beginning with SV0,
to ensure that the participant’s study data are current.

Temporary exclusions for which screenees may be recycled include the following: elevated blood
pressure (once the blood pressure is under control and the participant has been on a stable dose of
antihypertensive agent(s) for three months).

4.10 Data Entry and Forms Handling

After the forms are thoroughly reviewed for completeness and consistency, the data coordinator
or data entry operator will enter the data from the data collection forms completed at SV1. Be sure to
enter the SV1 Disposition Form after entering all other SV1 forms. This will serve as an additional
check of the participant’s eligibility status before proceeding to SV2. Refer to Chapter 10, Data
Management, concerning instructions for data entry operations.

Upon data entry, the screenee’s eligibility status may be different from what was determined by
the staff member completing the SV1 Disposition Form. If this occurs, the data coordinator will inform
the study coordinator so that the screenee can be notified of the change in eligibility status and
appropriate action taken to cancel or schedule SV2,

After the data are keyed, the original copy of each two-part form should be removed from the
form booklet, stapled together in the upper left hand corner, and mailed to the Coordinating Center on

a weekly basis. The second copy will be retained for the participant’s local clinic records.
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Table 4.1 §V1 Procedures and Corresponding Data Collection Forms

Procedure

Provision of locating
information

Ascertainment of current
medication usage

Blood pressure measurement
Physical examination

Measurement of daily energy
expenditure

Measurement of maximal oxygen
uptake

Measurement of heart rate
variability

Summary of eligibility status
Measurement of health-related
quality of life/finfluences on
activity

Measurement of dictary intake

Form Name

Contact Information Form
(for return at SV1)

Baseline Medications Form

SV1 Blood Pressure Form
Physical Exam Form

Physical Activity Recall

Max Graded Exercise Test Form

Heart Rate Variability Form

5V1 Disposition Form

HRQL Questionnaire/Influences on Activity
Questionnaire (for completion at home and
return at SV2)

Diet Questionnaire (for completion at home
and return at SV2)
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Table 4.2 Exclusicnary Medications by Class

Antianginal Agents

Nitrates
Transdermal

Minitran
Nitro-Dur

Deponit NTG Film
Nitrodisc

Lingual Aerosol

Nitrolingual spray
Ointment
Nitrobid

Nitrol

Nitrong

Capsule

Dilatrate

Isosorbide (Ismo) (Isordil)
Nitro-Bid

Nitrogard

Nitroglycerin

Nitroglyn

Nitrospan

Peritrate

Sorbitrate

Sublingual

{Nitrostat)

Erythrityl Tetranitrate (Cardilate)
Nitrogara

Isoscrbide (Isordil)

L Beta-Blockers

Atenolol (Tenormin)

Labetalol (Normodyne)
Metoprolol Tartrate (Lopressor)
Nadolol (Corgard)

Pindolol (Visken)

Propranclo} (Inderal)

Timolol (Blocardren)

Betaxolol (Kerlone)

Acebutolo! (Sectral)

)\ Calcium Channel-Blockers

11/95

Diltiazem (Cardizem)
Nifedipine (Procardia)
Verapamil (Calan) (Isoptin)
Nicardipene {Cardene)
Isradipine (Dyna Circ)
Nimodipine (Nimotop)
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Table 4.2 Exclusionary Medications by Class (continued)

Steroid Preparations (Oral)
Aristocort
Celestone
Cortone acetate
Decadron
Hydrocortone
Medrol
Prednisolone
Prednisone

Anticoagulants
Coumadin

Dicumarol
Heparin
Parwarfin

Psychotropic Medications

Neuroleptics
Chlorpromazine (Thorazine)
Perphenazine (Trilafon)
Thioridazine (Mellaril)
Trifluoperazine (Stelazine)
Haloperido!l (Haldol)
Fluphenazine (Prolixin)
Thiothixene (Navane)
Clozapine (Clozaril)

MAQO Inhibitors
Tranylcypromine (Parnate)
Isocarboxazid (Marplan)
Phenelzine (Nardil)

Tricyclics
Amitryptilene (Elavil)
Imipramine (Tofranil)
Desipramine
Nortriptyline

Serotonin Re-uptake Inhibitors
Fluoxetine (Prozac)
Doxepin (Sinequan) (Adapin)
Trazodone (Desyrel)

Anti-manic Agents
Lithium (Eskalith) (Lithobid)

Hypoglycemic Agents

Insulin
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Table 4.2 Exclusionary Medications by Class (continued)

Asthma Medications

Theophylline (Theo-Dur)
Albuterol (Proventil) (Ventolin)
Isoetharine (Bronkosol)
Metaproterenol (Alupent)
Terbutaline (Brethine)
Ipratropium {Atrovent)
Pirbutero! (Maxair)

Steroid Inhalers
Triamcinolone (Azmacort)
Beclamethasone (Beclovent) (Becanase)
Flunisolide (Aerobid)

4.11  5V1 Disposition Form (following pages)
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ACT SV1 Disposition Form

"IDD

Date

3 e

of Visit Mon

Day Year

. .., Acrostic

'édhplatéd':tiy- '

'(étaﬁ code)

Has informed consent been obtained for participation in study?

Oyes [ONo

Eligibility Checklist

Please summarize the participant's eligibility status with respect to the items listea below.

Item

Baseline
Medications
Form

Blood Pressures
SBP<180
DBP<100

Physical
Exam

Graded Exercise Test

ECG Results

Other GXT Results

Participant
Eligible?

[ Yes
[ No

Specify exclusion{s):

Ovyes ONo
Ovyves ONo

O ves
O No

Specify exciusion(s):

O Yes
O No

Specify exclusion{s):

[J Yes
O No

Specify exclusionis):

cihactiforms\sy1disp.frm

Page 1 of 2
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Acrostic HEERR

Is this person still willing to participate in the trial? [JYes [JNo

In the opinion of the clinic staff, is this participant an appropriate candidate for ACT?

D YeS Specify why not:

I No

Was SV2 scheduled for this participant?

Date scheduled |_ l :I
D Yes Mon Day Year
CINo Time scheduled HBH Oam Opm
Page 2 of 2

c:hactiformsisv1disp.frm 118/9%



Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.
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CHAPTER 5§
Screening Visit 2 {SV2)
51 Overview

Those prospective participants still eligible for the trial after completing SV1 will return for SV2
within four to 30 days. A four-day interval between SV1 and SV2 is required to allow the participant
time to recover from the maximal graded exercise test before performing the submax graded exercise
test. It is recommended that no more than 30 days elapse between these two consecutive visits.
However, a longer time span 1w.ill be acceptable as long as the total time between SV0 and SV2 does not
exceed 90 days. This should permit some flexibility in scheduling screening visits.

Before a scheduled SV2, clinics should contact the participant by phone or mail to remind
him/her of the date and time of the visit. He/she should be instructed to fast (nothing by mouth, except
water) for 12-16 hours prior to blood drawing. He/she should also be told to abstain from alcohol for
24 hours, from vigorous activity for 12 hours, and from smoking for one hour prior to blood drawing.
The participant should also be instructed to wear lightweight, loose-fitting clothing for compietion of
the submaximal exercise test.

At this visit, the screenee will return the self-administered forms (HRQL Questionnaire
/Influences on Activity Questionnaire and Diet Questicnnaire) for staff review during the visit. After
blood pressure measurement, the prospective participant will undergo a fasting venipuncture for plasma
lipids and lipoproteins, plasma insulin, and plasma fibrinogen. After a light snack, anthropometric
measurements and a submaximal exercise test will be performed.

If a participant remains eligible for the trial throughout the visit, he/she will have qualified for
entry into the trial. |

It is estimated that this clinic visit will take approximately 1.5 hours to complete in full. The
procedures and corresponding data collection forms to be completed during SV2 are displayed in Table
5.1
52 Eligibility Determination

As each participant proceeds through SV2, he/she must successfully pass a series of eligibility
checks before proceeding to the next procedure. Once a participant is declared ineligible, he/she will
be offered an explanation of the exclusion criterion, thanked, and then excused from completing the
remaining procedures. As a result, study resources and staff time can be more efficiently directed at
screening participants who remain potentially eligible.

The eligibility status of each participant attending SV2 will be summarized on the SV2
Disposition Form. Detailed instructions for completing this form are presented in Section 5.5, and a

copy of the form, in Section 5.9.

11/95 Chapter 5-2



53 Mandatory Order for Data Collection Activities

Each clinical site will exercise local discretion in ordering many of the data collection activities
to be completed during SV2, with a few exceptions noted below. For participant safety and in order to
achieve reliable, standardized, and high-quality study data, the following order should be strictly adhered
to: 1) obtain blood pressure measurements before performing the venipuncture; and 2) after the
venipuncture, provide a snack or light meal and then wait about 20-30 minutes before conducting the
submaximal exercise test.

54 Suggested Order for Data Collection Activities

This section describes a suggested sequence for conducting data collection procedures at SV2,
incorporating the mandatory elements mentioned above in Section 5.3. However, clinical sites may
modify the non-mandatory elements as required by local logistics for scheduling procedures and tests.

54.1 Measurement of Blood Pressure

Resting systolic and diastolic Flood pressure measurements will be obtained before the fasting
blood draw is performed. A standard sphygmomanometer will be used with the appropriate size cuff.
After five minutes of rest, three readings of blood pressure, spaced 30 seconds apart, will be taken while
the participant is seated quietly. The readings will be recorded on the Clinical Measures Form. Refer
to Appendix F, Measurement of Physical Parameters, for specific instructions for blood pressure
measurement and requirements for certification.

The three readings taken are made to the nearest even digit. Any reading which appears to fall
exactly between markings on the column should be read to the next marking immediately above. After
recording all three pairs of measurements, use a hand calculator to determine average systolic and
diastolic readings for this visit by adding the three corresponding readings obtained and dividing by
three. Q! %-**\'“{g

The average readings obtained will be used for eligibility determination. If the average systolic
blood pressure is greater than 180 mm Hg or the average diastolic blood pressure is greater than 100
mm Hg, the participant is not' eligible for the trial. Blood pressure levels beyond these values would
indicate the need for blood pressure control and stablhzatlohi\before entry into the trial. If the
prospective participant remains eligible, then proceed to the next section, the venipuncture.

5.4.2 Venipuncture and Blood Processing

A fasting blood draw will be performed after blood pressure measurerment. Plasma will be
analyzed for triglycerides, HDL-cholesterol, LDL-cholesterol (calculated from the Friedewald equation),
total cholesterol, insulin, and fibrinogen. Refer to Appendix G, Procedures for Blood Specimens, for

instructions for blcod drawing, processing, and shipping,
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If a participant has forgotten to fast before the visit or if, for some other reason, it was not
possible to obtain a blood sample at this time, reschedule the procedure. If repeated attempts to obtain
a blood sample are unsuccessful, the participant is still eligible for trial participation.

After the blood drawing and before the submaximal exercise test, a snack or light meal will be
provided to the participant.

5.43 Anthropometrics

Height will be measured in centimeters using a wall-mounted stadiometer and weight will be
measured in kg using a balance beam scale with the participant wearing light indoor clothing and no
shoes. One measurement each of height and weight will be taken.

Following the NHANES III protocol, circumferences using a steel tape measurer will be taken
in cm at the waist (at the suprailiac crest) and at the hips (at the maximum extension of the buttocks).
Measures of skinfold thickness, using Harpendon calipers, will be taken in mm at the chest (for men
only), triceps, subscapular, suprailiac, abdominal, and thigh sites. Two readings of circumferences and
skinfolds at each site will be made. If the two circumference measurements differ by more than 1.0 em,
then a third measurement must be made. Likewise, if the two skinfold thickness measurements differ
by more than 3.0 mm, then a third measurement must be obtained.

All anthropometric measurements obtained will be recorded on the Clinical Measures Form.
Consult Appendix F, Measurement of Physical Parameters, for detailed instructions and certification
requirements.

54.4 Staff Review of Self-Administered Forms

The staff will review the self-administered forms returned at SV2 (HRQL
Questionnaire/Influences on Activity Questionnaire and Diet Questionnaire) for completeness and
consistency. If any problems arc noted, a staff member will question the participant to rectify any
omissions or inconsistencies. However, the participant is free to refuse to answer any item he/she so
chooses. Refer to Appendix D, Procedures for Self-Administered Forms, for specific guidelines.

5.4.5 Submaximal Graded Exercise Test

Based on the results of the maximal treadmill test performed at SV1, the treadmil! workload at
50% and at 75% of VO, max will be determined for each participant. A submaximal exercise test will
be performed as the participant walks on the treadmill for five minutes at these reduced workloads. The
results will be recorded on the Submax Graded Exercise Test Form. Refer to Appendix B, Procedures
for Graded Exercise Test, for detailed instructions.

55 Instructions for Completion of SV2 Dispositicn Form

The SV2 Disposition Form must be completed for every participant attending SV2 to document
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eligibility status. It is recommended that the form be filled out as soon as possible after the screening
visit has terminated.

The first part of the form, the upper shaded portion, contains the following standard identifiers:
participant ID (the six-digit identification number), Acrostic (the six-character alphabetic ccde), the date
of the visit (month/day/year), and the staff code assigned to the individual completing the form.

The next item, "Was blood sample obtained successfully?,” will be checked "Yes" or "No." This
will help to cross-reference laboratory values reported by the central lab in order to track results. Recall
that a participant is still eligible for the tria} if a blood sample could not be obtained. 7

Regarding the "Eligibility Checklist" section, mark "Yes" or "No" to indicate the participant’s
cligibility status with respect to blood pressure, systolic and diastolic. If the participant is blood
pressure-eligible, then proceed to answer the next item, "Is this participant’s English comprehension and
fluency adequate?" In general, an eighth-grade reading level is required for comprehension of data
collection forms and intervention materials. Check the appropriate response. If the response is "No,"
then the participant is not eligible and the form is complete. If the response is "Yes," then proceed to
the next item, “In the opinion of the clinic staff, is this participant an approprate candidate for ACT?"
If "No," enter an explanation in the box provided (the participant is not eligible and the form is
complete). If "Yes," then proceed to the next item, "Is this person still willing to participate in the trial?”
Check the appropriate response. If the response is "Yes," then answer the final question, "Is this
participant eligible for randomization?" The response to this item should reflect the participant’s overall
eligibility status after completing all three screening visits (SV0, S$V1, and SV2).

5.6 Scheduling Six-Month Follow-up Visit

All participants eligible at the conclusion of SV2 and still willing to participate in the trial will
be scheduled for a six-month follow-up visit to occur six months after the upcoming visit to a
participating study physician. This upcoming doctor’s visit constitutes the beginning of the intervention
period for the participant. Instruct the participant to fast (nothing by mouth, except water) for 12-16
hours prior to blood drawing at the six-month follow-up visit. He/she should also be told to abstain from
alcohel for 24 hours, from vigorous activity for 12 hours, and from smoking for one hour prior to blood
drawing. The participant should also be instructed to wear lightweight, loose-fitting clothing for the
graded exercise test (GXT).

57 Recycling of Temporarily Ineligible Participants at SV2

Prospective participants may be declared temporarily ineligible and then later allowed to reenter

the screening process. This would require repeating all data collectior procedures, beginning with SY0,

to ensure that the participant’s study data are current.
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ACT SV2 Disposition Form

oCl T rew[[TT]
Date I l L5 . T s

of Visit Mon Day Year

7 completed by [ | ] istaff code)

Was blood sample obtained successfully? [ Yes [JNo

Eligibility Checklist

Piease summarize the participant’s eligibility status with respect to the items listed below.

Participant
tem Eligible?
Blood Pressures
SBP<180 Uves ONo.
DBP<100 Cyes CINo

is this participant’s English comprehension and fluency adequate? [JYes [ No

in the opinion of the clinic staff, is this participant an appropriate candidate for ACT?

Specify why not:
O Yes pecity Wiy

O No

Is this person still willing to participate in the trial? Oyves OnNo

|| Is this participant eligible for randomization? [ Ygs’“-fD No e

c:hact\formsi\sv2disp.frm
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Temporary exclusions for which screenees may be recycled include the following: elevated blood
pressure {once the blood pressure is under control and the participant has been on a stable dose of
antihypertensive agent(s) for three months).

58 Data Entry and Forms Handling

After the forms are thoroughly reviewed for completeness and consistency, the data coordinator
or data entry operator will enter the data from the data collection forms completed at SV2. Be sure to
enter the SV2 Disposition Form after entering all other SV2 forms. This will serve as an additional
check of the participant’s eligibility status before the upcoming doctor’s visit. Refer to Chapter 10, Data
Management, concerning instructions for data entry operations.

Upon data entry, the screenee’s eligibility status may be different from what was determined by
the staff member completing the SV2 Disposition Form. If this occurs, the data coordinator will inform
the study coordinator so that the screenee can be notified of the change in eligibility status.

After the data are keyed, the original copy of each two-part form should be removed from the
form booklet, stapled together in the upper left hand corner, and mailed to the Coordinating Center on

a weekly basis. The second copy will be retained for the participant’s local clinic records.

Table 5.1 5V2 Procedures and Corresponding Data Collection Forms
Procedure Form Name

Blood pressure measurement Clinical Mecasures Form

Fasting blood drawing (none for central data entry)

Measurement of anthropometrics Clinical Measures Form

Measurement of health-related HRQL Questionnaire/Influences on Activity

quality of life/influences on Questionnaire (for staff review at SV2)

activity

Measurement of dietary intake Diet Questionnaire (for staff review at SV2)

Submaximal exercise test Submax Graded Exercise Test Form

Summary of eligibility status 5V2 Disposition Form

59 5V2 Disposition Form (following page)
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ACT SV2 Disposition Form

!DEI - L AcroStac l . I
Date IT 1 e i

of Visit Mon  Day Year

(gééﬁ coda)

‘Completed by [

g R

Was blood sample obtained successfully? [JYes [JNo

Eligibility Checklist

Please summarize the participant's eligibility status with respect to the items listed below.

Participant
item Eligible?
Blood Pressures
SBP< 180 Ovyes CINo
DBP<100 Oves TNo

Is this participant's English comprehension and fluency adequate? [ Yes [JNo

in the opinion of the clinic staff, is this participant an appropriate candidate for ACT?

Specify why not:
O Yes pecity why

O No

Is this person still willing to participate in the trial? [Yes [JNo

|| Is this participant eligible for randomization? [ Yes<[] No «*

chactiforms\sv2disp.frm 11/8/95
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CHAPTER 6
RANDOMIZATION

6.1 Eligibility Check

Upon completion of SV2 and completion of data entry of SV2 forms, the staff will run the
eligibility verification program by selecting the eligibility verification option on the main menu of the
Data Base Management System (DBMS) (see Section 10.2). If the subject is eligible based on the data
in the local PC database, the program will print on the screen and provide a printout of a 10 digit
randomization access number. The Randomization Access Code Report is presented in Section 6.2.
This form is to be sent (FAX, mailed, hand delivered), to the heath educator. The method of delivery
should depend on local sites logistics and capabilities and on urgency depending on time until the
patient’s scheduled office visit. The subject should then be contacted {by phone or mail?) to confirm
they are eligible for the study, confirm when their physician appointment is and that they should expect
to be at their physician visit for up to an additional 30-60 minutes beyond the normal time for an office
visit. The staff at the measurement site must forward the Randomization Access Code Report to the
appropriate health educator at the physician site where the subject will be seen.

If the patient does not meet all eligility criteria, clinic staff should review the criteria listed on
the screen and verify their accuracy. Then refer to the appropriate forms to iflvestigate any criterion
that was not met. If they are valid, clinic staff should discuss with the appropriate personnel whether to
inform the subject that they are not eligible for the study or whether the condition causing the
ineligibility can be brought under control and have the subject come back for new SVs for recycling (see
Sections 4.9 and 5.7). |

—
6.2 Touch Tone Randomization /7

/

The health educator needs to have received the randémization access code from the

measurement site prior to the subjects scheduled visit. Upon c’é;pletio%[ of the subject’s office visit, the
health educator will need to use a touch tone phone to call the telephone randomization system at (910}
716-0725. The computer will ask the educator to enter their staff code number with password and the
subject’s access code. The computer will verbally respond with one of the three intervention groups to
which the subject has been randomized. Within 48 hours, the Coordinating Center will fax a paper copy
of the subject’s i.d. and the randomization group to the health educator and others identified by the PI
at the clinical site who need this information and do not need to be blinded to randomization arm {see
report, ACT Touchtone Randomization Report (in Section 6.2). A separate report generated at the
CCC identifying the participants and the date these subjects had been randomized will be sent to the

measurement site (who need to remain blinded to intervention group)(see sample report, ACT CCC
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Randomization Report for Clinic 1, in 6.2). The staff will enter this into the DBMS to plan and monitor
schedule follow-up visits and phone contacts (See Chapter 10 on Data Management).

There is a possibility that contact may not be possible with the ACT telephone randomization
system due to: 1) prior notification by the Coordinating Center that the system will be temporarily down,
2) received busy signals after 3 attempts within 3 minutes, 3) unable to receive a ringing signal after 2
tries, or 4) system does not pick up after 5 rings on 2 separate tries. In the event that contact with the
ACT telephone randomization is not possible, the health educator should use the back-up randomization
procedure involving filling out the backup randomization log printed on the randomization envelope and
opening the randomization envelope in the possession of each health educator. Immediately after the
session with randomized patient, the health educator should call or leave a message with Susan Anthony
(910/716-7067) or EMail Anthony@phs.bgsm.wfu.edu. at the Coordinating Center indicating that a back
up randomization procedure has occurred. The randomization envelope that was used and the log sheet

should then be mailed to Susan Anthony at the Coordinating Center.
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Participant ID Number: 100011 Acrostic: DOEJO-

Name: JOHN DOE

Address: ANYSTREET |
ANYTOWN XX 99999-1111

Phone Number: 999.999- 9599
Date of Birth: 04/21/60
Gender: MALE

Occupation: STATISTICIAN
Appointment Date: 10/05/95

Physician ID: 1 11

Randomization Access Code: 0000000

e e et

1195 Chapter 6 - 4



ACT TOUCHTONE RANDOMIZATION REPORT

This is to confirm that the following participant was randomized to the
intervention arm listed. Please review the following information and report
any discrepancies to Susan Anthony at (910) 716-7067.

Date: 10/18/95 Time: 15:38:11
Clinic: stanford Intervention: Group C / Staff Counseling
Participant Id: 303111 Interventionist Id: 123456
{ MM“’“"’"““ T
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PARTICIPANT ID
106001
100002
100003
100006
1195

ACT Coordinating Center
Randomization Report for Clinic 1

For the week ending October 6, 1999

ACROSTIC DATE OF RANDOMIZATION
ABCDEF 10/01/99
JKLMNO 10/01/99
GHIJKL 10/02/99
UVWXYZ 10/03/99
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CHAPTER 7
SCHEDULED FOLLOW-UP VISITS
7.1 OVERVIEW
7.1,1 Timing of Follow-up Contacts
Participant follow-up contacts by ACT measurement staff will take place according to the following
post-randomization schedule, with specified data being collected at each contact:
6 month visit
18 month il contact
24a month visit
24b month visit
This chapter does not consider intervention visits by the ACT health educator nor intervention-related data
collection. Consult the ACT Intervention Manual of Operations for these specifics.
The three follow-up visits at 6 months, 24a months and 24b months will collect much of the same data
that were obtained during the screening process (See Table 1 in this chapter for a summmary of tests to be
administered/performed}. ACT staff will additionally contact each participant by phone at 12 months post-

randomization to administer the 7-day Physical Activity Recall gnd theé Adtivitiés InveéntoryForii, Jand to

collect information on health habits as well as adverse events that may have occurred since the 6 month visit.

At 18 months post-randomization,:-an abbreviated adverse events form will be sent fo participants for them

7.1.2 Scheduling of Follow-Up Contacts
At the conclusion of an SV2 visit or as soon as randomization has taken place, measurement siaff
should schedule the 6-month measurement follow-up appointment for that participant. Similarly, after the 6-
meonth visit has been completed, personnel should schedule the date for the 12-month phone call. At the end
of the 12-month phone call, clinic staff and participants shouid establish the dates for both 24-month visits.
Clinic staff should also keep track of the target date for mailiig the 18-month follow-up materials té
participants: |
7.1.3 Windows around Follow-up Contacts
The ACT clinics should schedule all foliow-up contacts and collect all data within the visit-specified
windows noted in Table 2. If a 6-month ﬁsit is split into 2 consecutive visits, the two visits should be

scheduled within 2 weeks of each other. Under some circumstances, a maximum of 1 month may elapse
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July 11, 1997 ACT STEERING COVMMITTEE
CONFERENCE CALL MINUTES

Next Steering Committee meeting: Tuesday, August 26, one day after the August 25th
subcommittee meatings in Arlington, VA.

Present: Tim Morgan, Denise Simons-Morton, John Taylor, Scott Allender, Walt Ettinger, Bill
Haskell, Bill Applegate, Steve Blair, Abby King, Susan Margiti¢

NHLBI

Budget negotiations with the ACT sites have gone very well. All sites need to submit their
revised budgets to the Project Office by the end of July. There is some discrepancy across the
sites in terms of funding needed during Phase lil of the study, when the measurement closeout
visits take place. Denise suggested that part of today’s call be devoted to determining what
staffing tasks are needed at this point in the study, so that all sites could more consistently
detail their budgetary needs.

Other decisions affecting funding need to be discussed as well. These include the number of
Steering Committee meetings during the final study phase, the need for additional health
educator training sessions beyond the upcoming August, ‘97 session, and the kinds of
debriefing visits between participants and study staff (to present study results and individual
participant data). '

IMPORTANT ISSUES RELATED TO FUNDING AND STUDY PROCEDURES
Deadline date for closing out all study participants (24a an 24b)

A motion passed {4 in favor, 1 abstention) to establish March 31, 1898 as the final date to see
participants for their 24b-month visits. This is a “hard” date, which means that the
Coordinating Center will accept no participant data beyond the 31st.

To allow more flexibility in scheduling participants for their 24a and 24b visits, it was also
agreed to expand the 22-26 month window on the front end to 21.26 months, in order to bring
suhjects i for their final measurement visits earlier.

Policy on providing study resulis to participants and their ACT physicians

During the upcoming August face-to-face meetings, the Measurement s/c will establish a
standardized set of study result/individual participant information that will be made available
to the participant and his/her ACT physician after the final results of the study have been
determined. Each clinic will decide if they want to conduct group debriefing sessions to
present these data (as opposed, for example, to mailing out this information).



between the 6a- and 6b-month visits. The Coordinating Center will collect data on the number of follGW=ip
visits/calls/mailings that occur within and outside these windows.

Nodata _f__‘_'_'___'.ﬁhiiﬁki be’collected for a particip aiitgf the date of ihe coniaci falls sulside the w‘ﬁéab?nbtgd
in Table 2,7 The Disposition Form for any foliow-up contact must be conipleted on or before the last day of

13

the window for that coniact. If there is cartdirty that  participint Will WOt be GVailable for i PATHCHIAT
Jollow-up contact, the corresponding Disposition Form cai be compieied earlier {to be coded a5 a'“missed

visit.™

21
(‘M
P

TABLE 2
WINDOWS AROUND ACT FOLLOW-UP CONTACT

Follow-up Contact Window'

6 month visit 5 - 10 idonths ?
12 month call 11-14 months
18 month mail response 17%@ months
24a and 24b-month visits // -26 months
Time between 24a and 24b-month visits k/’7-30 days 3

! Time spans represent the time from the date of randomization;

2 This window was widened by the Steering Committee on 8/6/96 1o reduce the burden of
overlapping screening and 6-month follow-up visits.

? The 7-day minimum is necessary to avoid overlap of the 2 consecutively administered 7-day

PAR questionnaires.

To facilitate timely scheduling of follow-up contacts, ACT staff can use a utilities program on their
ACT PC to generate a participant-specific list of target dates for future follow-up contacts. A copy of this list

should be given to the participant, and a copy should be retained in the participant’s file. JiTadditionzihe

Coordinating Center will régularly issue a list to each site that indicates the ID numbers of those
participants who are nearing the closing dates for a particular follow-up window. For example, a list

wrould be generated of ID numbers for those participants who are > 8 months post-randomization and

for whom no 6-month Disposition orms have been generated.
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7.1.4 Preparations for Follow-up Visits

Several weeks befere each follow-up visit, participants should be reminded of the upcoming visit or
phone call by either phone or postcard. This contact can determine if phone number or address changes have
occurred, enabling staff to seek out current information.

The 12-month phone-call should be preceded by a letter to the participant thanking him/her for
his/heF orie-year participition i ACT and requesting that he/she contact the ciinic to arrange a date and
tirng for the phoie call Tite

Participants should also be reminded to prepare accordingly for particular procedures scheduled for

PRPERATR T

their next visit. For example, a blood draw at the 24b-month visit calls for having participants fast 12 hours
prior to the visit, and refrain from vigorous activity, smoking and alcohol intake a given number of hours before
the visit, etc. (consult Appendix G, Procedures for Blood Specimens, for details). In preparation for treadmill
testing, participanis should be instructed to refrain from any unusually vigorous physical activity the day before
the follow-up treadmiil test, whercas performance of one’s regular exercise program is appropriate. A
Medications Inventory form to be completed at the 6 month and 24a month visits necessitates that participants
be reminded to bring in all their current medicaticns. The Heaith-related Quality of Life/Influences on Activity
(HRQL/IOA) and Diet Questionnaires will be sent to the participants 10 days before the 6 month follow-up Visit,
and can be given to participants at the 24a-month follow-up visit, for completion and return at the 24b month
visit. Participants need to be reminded to complete these forms at home and to bring them in at their next visit
for submission and review. .

ACT staff should be well-prepared for the follow-up visits. Participant files with sets of forms to be
completed during the visit should be ready and accessible. Be sure and have the Contact Information Form that
was completed during screening ready for review with the participant in case there are any changes. All
supplies and appropriate equipment should be prepared for procedures to be completed. Follow-up visit slots
should be adequately spaced so that participants do not have to wait long in the reception arca. Clinic operations
should be well establisked to facilitate clinic flow and participant activities during the measurement visits (6,
24 and 24b month visits).

7.1.5 Follow-up Visit Conduct and Activities

Data collection procedures such as taking measurements, administering the ACT forms or reviewiﬂg
self-adainistered forms with the participant should be undertaken only by appropriately trained (and for some
measures, certified) ACT personnel. Consult appropriate sections of the MOP for specifics regarding protocols
for ACT measurements. Consult Appendix E for information about procedures for interviewing participants.
Appendix H discusses procedures for forms 'completion and correction.

Once data on the forms have been obtained from and reviewed with the participant and reviewed once
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more by ACT personnel in preparation for data entry, trained staff should enter the data as soon as possible.
It is critical that a timely system for data entry be established. Allowing backlogs of unentered forms to

accumulate can seriously impair a clinic’s progress to keep up with the study.

7.1.6 Retention of Participants during Follow-up

Some participants randomized into ACT may not actively participate, i.e., they may not adhere to the
ACT intervention and/or attend the clinic measurement visits. This may be due to any of a number of reasons,
such as logistical difficulties (e.g., transportation problems), advice from their family, or personal situations
(divorce, job loss or retirement). Regardless of the reason, these participants should be followed until the end
of the study, and the measurement staff should attempt to make contact at 6, 12, 18 and 24 months. These
contacts are inten&ed to remind the participant that they are still a part of ACT and to encourage them to show
up for the 6, 24a and 24b office visits, and to respond to the 12-month phone call and 18-month mailback card.
The only reason to abandon any future contact with a participant is if, after a number of attempts to convince
them to keep their clinic measurement appointments or respond to inquiries for data, they request that ACT
personnel no longer try fo contact them. Should this occur, a Study Termination Form (see Section 7.2.3 and
the form near the end of this chapter) should be completed. This form alerts the Coordinating Center that no
more data will be collected on this participant.

Before giving up on a participant “refuser” or “dropout,” study staff should make every effort to
persuade the participant to continue his/her involvement in ACT. Finding out the source of noncompliance can
prove helpful. Logistical preblems such as lack of transpertation to the clinic would be an easy problem to
resolve, if the clinic could arrange and pay for taxi or other transportation to the clinic. -

Ideally. all pre-determined data should be collected on a participant. If the participant is
unwilling to undergo all tests/procedures and to answer all questionnaires, efforts should be made to
obtsdin at least primary outcome data. This strategy may call for negotiating with the participant. For
example, ask the individual what he/she would be willing to continue doing versus not doing. Try to convince
the participant to at least attend clinic measurement visits for measurement of the primary outcomes, VO,max
and 7-day Physical Activity Recall. If the participant refuses to attend future measurement visits, could the clinic
staff periodically cail the person to obtain some important information by phone (adverse events and PAR data;
see next section)?

Refer to Sections 9.3 (Promoting attendance for scheduled clinic visits), Section 9.4.1 (Missed visits)
and Section 9.5 (Promotion and maintenance of adherence) of the MOP for description of strategies to enhance

participant retention in ACT.

Revised March 31, 1997 Chapter 7- 6



Adherence to scheduled follow-up visits and corresponding windows will be monitored by the CCC

in regular reports.

7.1.7 Obtaining Follow-up Data by Phone for “No-show” Participants

For “no show” participants who fail to attend a particular scheduled visit and for whom concerted
efforts have failed to bring them to the clinic, (e.g., multiple re-schedulings, PI calling participant, etc.), efforts
should be made to obtain adverse events information by phone soon after the date of the appointment. Similarly,
the 7-day PAR questionnaire and other. iniformation ‘should be administered by phone if the “no show”
participant is willing to provide this information. Any data collection by phone should be indicated by
immediately placing a colored sticker on the appropriate form that indicates that these were “phone-collected
data” (for Adverse E;fcnts, PAR and Disposition Forms), This sticker will then inform data entry personnel that
when entering these data into the database, they need to indicate (in the database) thaf this information was
obtained by phone (as opposed to a face-to-face visit). (Fields added to the AE, PAR and Disposition Forms
database indicate “phone-collected data;” these should be checked appropriately.) Remember that if only partial
data are obtained for a particular visit, the appropriate Study Disposition Form (see end of this chapter) should
still be completed; this form accommodates incomplete ascertaimment of data, missed visits (indicate reason for

missed visit), as well as complete data collection.

7.1.8 Separation of Participants from ACT Physicians

During the course of ACT, it is possible that some randomized participants may swiich to non-ACT
physicians or an ACT physician may leave his/her practice...and the study. The following strategies should
be taken:

1. During the first visit to the Health Educator, the randomized participant will be urged to
inform ACT personnel if he/she later switches to a non-ACT physician. The participant will
be advised to give the name and address of the new physician to ACT personnel so that the
new physician can be informed about his/her patient’s involvement in ACT and so that
pertinent follow-up data can be forwarded to the new physician.

2. ACT data collection should be maximized, with emphasis being placed especially on
ascerfainment of the 2 primary endpoints: 7-day PAR and V{,max. Some data, such as
adverse events and the 7-day PAR, can be collected via phone.

3. Even if an ACT participant switches to a non-ACT physician, continued implementation of

the originally assigned intervention by the Health Educator should occur as much as possible.
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7.1.9 Follow-up Data to Participants or Physicians

ACT participanits asking about their follow-up Progress on primary and secondary outcomes such
ds GXT cardiorespirafory fitness (VO,iiax), lipids and blood pressure should be told that the
measurement staff do not have access to this information until the end of the study. Staff can make
general comments 1o participants regarding, for example, a GXT follow-up test by indicating that the
pariicipant performed well or that the results looked “OK or normal.” Participants can be told that once
the study is closed, they will receive measureriient information on their progress during the course of the
study:

{For follow-up GXT reporting, the physician letter should express GXT results only as positive
or niégative.] (For follow-up reporting of heart rate, blood pressure, ECG, wéight and lipid results, the
same information can be provided that was given at baseline.) See Section 8.3 for example of physician
leiter. :Abnormal follow-up findings such as abnormal ECG reports can be sent to the physician’s

attention, if in the best interest of the patient.

7.2 FOLLOW-UP FORMS AND CONTACTS

7.2.1 Summary

The ACT follow-up forms are discussed in this section. A number of these forms are the exact same
forms that were used during ACT screening. For these forms, the reader is referred to that section of the MOP
containing a copy of the form and corresponding instructions. Other forms contain minor revisions, and the
reader is again referred to that section of the MOP containing a copy of the original form and corresponding
instructions. Incorporated revisions for this second category of forms will be discussed below. Those forms
which are completely new are discussed in more detail below, with copies being included at the end of this
chapter. Table 3 summarizes which forms are exactly the same as the screening forms, which have some

revisions, and which are completely new.

TABLE 3

Summary of ACT Follow-up Forms
Forms unchanged from screening Forms_with minor revisions New forms
7-day PAR Medications Form FU Dispositicn Forms
6 & 24 b mo.BP & Anthro. 24a Blood Pressure Form (6,12 24a & 24b mo.)
Diet Questionnaire - Study Termination Form
HRQL/IOA FU Adverse Events
HR Varijability , Worksbeet & Form
Max Graded Exercise Test ' Follow-up Health Habits
Submax Exercise Test Activities Inventon
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7.2.2 Follow-up Disposition Forms

Similar to the screening Disposition Forms, these newer versions provide a summary status of each
participant contact. They serve as summary reports for fully completed contact information, semi-completed
contact information and missed contact information. A disposition form should be completed for every
participant af the end of every follow-up visit or phone cali. (There is no Disposition Form for the 18-month
mail contact.) The Disposition Forms address adverse events, serve as a checklist for visit/call-specific forms

to be completed and ask for information regarding missed visits or partial information.
7.2.2.1 Completion of Six Month and 24a and 24b Month Disposition Forms

Question #1--Adverse experiences (6 mo and 24b months):

Adverse event information is im'tiélly obtained from the newly created Follow-up Adverse Events
Worksheet [see end of this chapter], which lists the various adverse events in conjunction with “yes” and “no”
boxes. A “yes” answer would necessitate completing the actual Adverse Events Questionnaire in its entirety,
as well as noting this information on the Study Disposition Form, as described below. Although data from the
Adverse Events Worksheet need to be transcribed to other forms for data entry, the data on the AE Worksheet
itself are not entered into the database.

Question #1 on the 6- and 24b-month Smdy Disposition Forms is broken down into the 3 categories
of adverse experiences or events (see below). Check the appropriate “yes” box if the participant has reported
any of the events listed under each category. Any “yes” response would necessitate completion of the Adverse
Events Form (see Sections 8.7, 8.8 and §.10 of the MOP). The adverse events include:

1) Cardiovascular (chest pain, difficulty breathing, fainting, dizziness or loss of consciousness);

2) Musculoskeletal (any of the following during cr after exercise...leg or arm pain, swollen or sore

joints, pulled or strained muscle, or broken/fractured bones);

3) Hospitalization for any reason.

For “no show” participants who fail to attend a scheduled follow-up visit, adverse events information
should be obtained by phone soon after the visit date using the Adverse Events Worksheet, after which the AE

data should be transcribed to the Disposition Form and, if needed, to the expanded Adverse Events Form. -

Question#2--Visil status (6, 24a and 24b months). Was visit completed as planned?

If the visit was completed as planned, meaning that the participant visit was in the established window,
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and all visit-specific measurement forms were completed, check “yes.” If the “no” box is checked, indicate
in the inner box: '

Was partial information collected?

Check “yes” if partial information was obtained, and indicate which visit-specific forms/tests were
missing or were not performed. If 7-day PAR data were obtained by phone on a participant who fails to attend
a scheduled follow-up visit, this would constitute an “incomplete” visit, necessitating leaving the 7-day PAR
box unchecked--i.e., data obtained--as opposed to checking all other boxes under this section--i.e., data not
cbtained. (In this example, data entry personnel should check the pink field at the top of the form, which
indicates “phone-collected data.”) If only partial information is obtained and there is certainty that the
remaining measures for a particular visit will not be performed, complete the Disposition Form accordingly.

If no information was cbtained, in terms of forms/test completion, and ACT staff are certain that they
cannot obtain any of this information from the participant for a particular follow-up contact, enter “no” and
indicate the reason for the missing data:

Why was this visit missed?

Reasons include: participant cannot be located, participant located but refused clinic visit, participant
died (complete Study Termination Form) and other. Check the appropriate box, and enter an explanation, if
“other” was checked.

If a participant misses 2 scheduled contact/visit and another contact/visit is to be rescheduled, do not
complete the Study Disposition Form until the rescheduled contact/visit has been completed. For 6-month split
visits: 1) date each form according to the actual date of data collection; 2) only fill cut one 6-month Disposition
Form at the end of the second part of the split visit, when the maximum amount of information/measures has
been obtained; and 3) enter the date on the 6-month Disposition Form as the date of the second part of the split
visit.

For those participants who complete the 24b-month visit, be sure and fill out the Study Termination
Form, which indicates that the participant has comnpleted the requisite 24 months of study follow-up and is now

being closed out.

7.2.2.2 Completion of Twelve Month Disposition Form

This represents the data collection form for the 12 month follow-up phone call.

Question #1--Adverse experiences?

Inguire about adverse events and complete question # 1 of this form, as described in the previous section.
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Question #2--Phone call status: Was phone call completed as planned?

Check the “yes” box if the call was completed as planned. Otherwise, check the “no” box, indicating

Why was this phone call missed? -

Reasons include: participant cannot be located, participant located but refused telephone interview,
participant died (complete Study Termination Form) and other. Check the appropriate box or enter an

explanation under “other.”

7.2.3. Study Termination Form

7.2.3.1 Overview

This form will be completed any time during the study when:

1. A participant death has occurred; or

2. ACT study personnel have given up ail hope of obtaining any further data on a participant and no
further efforts to contact the participant will be made. This could be due to a noncompliant
individual who is unwilling to continue in the study, or it could be due to a “lost to follow-up,”
meaning that all attempts to contact the participant have failed. Before a clinic decision is reached
to complete a study termination form on 2 participant, it is critical that ACT staff and investigators
make heroic efforts to contact this individual and to try to convince him/her to provide even minimal
follow-up data, in which case the Study Termination Form should not be completed. (The
appropriate Disposition Form would reflect that partial data were obtained.) See Section 7.1.6 for
further information concerning attempts to prevent participant dropouts; or

3. Routine participant closeouts occur at 24 months. This will happen for all remaining study
participants when the 2-year follow-up period for that participant is over. Once the 24b Disposition
Form is completed (the 24b visit represents the final follow-up visit for study participants), be sure
to complete the Study Termination Form at the conclusion of this visit. This indicates that the
participant is officially “closed out,” in terms of study follow-up.

Thus, a Study Termination Form will be completed for every ACT participant at some point during or

at the end of the study.

7.2.3.2 Completion of Study Termination Form
Enter the participant ID mumber and acrostic, date of form .comp!eticm and staff code in the shaded gray
portion at the beginning of the form.

Why is this participant being terminated from study follow-up?
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Check box #1 if study termination is due to regular participant closeout at the end of the 24-month
follow-up period.

Check box #2 if the participant refuses any further contact with study personnel.

Check box #3 if the participant is lost to follow-up, meaning that all atternpts to contact the participant
have failed.

Check box #4 if the participant has died. If a participant death occurs between scheduled visits, the
Disposition and Study Termination Forms for the next scheduled visit/call should be completed immediately.
Any hospitalization information related to the death should be entered into the Adverse Events Form (see
Section 8.8). It may be necessary to obtain medical records to discern the cause of death in order to complets
this form. Each Clinical Center will be responsible for obtaining a copy of the death certificate for any
participants that die during the follow-up pericd. 4 photocopy of the death certificate should be forwarded to
the Coordinating Center. Compleie the attached box-in information, which queries about the death. Enter:

- date of death

- cause of death

- state where the death occurred.

Check box #5 if the participant is being terminated from the study for reasons other than those stated

above, then enter the specific reason(s) for participant termination.

7.2.4 Follow-up Contacts

For a particular follow-up contact, a pre-determined number of measures are performed, with data
being written onto the ACT data collection forms. Consult Table 1 for the schedule of activities for each type
of contact. If a particular measurement is not obtained, do not complete the corresponding form if that form
exclusively addresses the particular measure. As an example, if the GXTsubmax test was performed on a
participant, but the GXTmax was not obtained, there is no need to complete any information on the GXTmax
Form, not even the shaded area at the top that deals with standard identifiers. On the other hand, some forms,
like the GXTmax Form, do address multiple tests, such as the GXTmax and ECG information. For this form,
it would be appropriate to provide partial (e.g., ECG) information.

7.2.4.1 Mandatory order for data collection

Each clinical site will exercise local discretion in ordering many of the data collection activities to be
completed during the follow-up visits, with a few exceptions. For participant safety and in order to achieve
reliable, standardized and high-quality data, the following order sheuld be sirictly adhered to: 1) obtain blood
pressure measurements before conducting the physical examination; 2} obtain blood pressure measurements

before performing the venipuncture, and 3) perform a physical examination and the 7-day PAR before the GXT.
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7.2.4.2 Six- month Follow-up Visit Forms

Forms to be completed are listed below.

Contact Form (to be updated)
Information originally obtained on this form during screening should be updated during each follow-up

contact, to ensure that the information is current. Also, when communicating with an ACT participant during
follow-up, inquire about any scheduled appointments with the ACT physician. This information would prove

useful to the health educators, who may be unaware of upcoming appointments.

Medications Form
The participant should be reminded ahead of the visit to bring in all his/her medications so that this

form can be completed accurately. One additional category has been added to the follow-up version of this
form. This relates to use of insulin. New versions of these forms will identify them as follow-up (as opposed

to screening) forms. Consult Appendix E for comprebensive instructions on completing this form.

Follow-up Health Habits Form

The original version of the Follow-up Health Habits Form was revised in September, 1996 to include

three additional questions related to marital and employment status and quality of life,

Question #1-The following questions are about cigarette smoking:

a. Have you ever smoked cigareites?
For a “no” response, skip to question #2. If “yes” is checked, move to b:

b. Do you currently smoke cigareties?
If the “yes” box is checked, ask the participant:

On an average day, how many cigarettes do you smoke?, and enter the number in the corresponding
box. If the “no” box is checked, ask:

Did you quit smoking before you began participating in ACT?
If the participant responds “yes”, check the corresponding box and skip to Question #2. If the response is
“no”, check this box and ask the following 2 questions:

When did you quit smoking? Enter the month and year in the corresponding box. If the participant
is unable to remember the month, enter -35 into the "month” spaces on the form.

Before quitting, on an average a'ay; how many cigarettes did you smoke? Enter the number in the

appropriaie box.
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Question #2-Since your last visit, have you tried to lose weight?
For a “no” response, skip to Question #3. For a “yes” response, ask the participant:
Did you try to lose this weight by..check the appropriate box and enter an explanation, if “other” is

checked.

Question #3-What is your current marital status?

Enter the participant’s response by checking the appropriate box.

Question #4-Furogol Score

This is an alternative scale measuring quality of life, that asks the participant to indicate on a 100-point scale
how good or bad his/her health is today. Although the Follow-up Health Habits Form is steff-administered, it
is very important that the participant actually read this question him/herself, view the analogue scale and draw
the line between the “your own health state below” box and what they perceive to be the scale value that best

represents their current state of health.

Question #5-What is your current employment status?

Enter the participant’s response by checking the appropriate box.

7-Day Physical Activity Recal
Consult Appendix C for instructions on completion of the 7-day PAR.

Diet Questionnaire
This form should be mailed to the participant (along with the Health-related Quality of Life/Influences

on Activity Form) 10 days prior to the 6 month visit, with a cover letter asking the participant to complete the
form and bring it with him/her the day of the clinic visit. The participant should be called 1 or 2 days in
advance of the scheduled visit to remizd him/her of the visit and to remind bhim/her to bring in the completed
form. Clinic staff should review the completed form with the participant, with specizal attention being given to
missing information, inconsistencies, and clarification (foods needing special codes). Consuit appendix D for

further instructions on compietion of the Diet Questionnaire.

Health-related Quality of Life/Influences on Activi
This form should be mailed to the participant 10 days in advance of the scheduled appointment for
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completion and return with the participant. Along with the Diet Questionnaire, clinic staff should review this
completed form with the participant. Consult appendix D for further information.

Clinical Measures (blood pressure, height and weight)
For the 6-month visit, clinical measures will include blood pressure, height and weight. To relieve the

burden of overlap of screening visits with 6-month follow-up visits, no waist and hip circumference measures
will be performed at 6 months, nor will skinfold thickness be obtained. Although these data are listed as part
of the Clinical Measures Form (the same form that was used during screening) these sections should be left

blank for the 6-month visit. Consult Appendix F for pertinent information on completion of this form

Venipunciure
To reduce the burden of overlapping screening and 6-month follow-up visits, the 6-month blood test

will be done on a non-fasting sample. Thus, the 6-month assay will measure only total cholesterol, HDL and
fibrinogen (but not DL, triglycerides and insulin, as with SV2 and the 24b-month visit). Consult Appendix

G for description of the procedures for collection of blood specimens.

Physical Examination

An abbreviated physical exam should be performed prior to initiating treadmill testing, to rule out any
contraindications to treadmill testing. Use the Follow-up Physical Exam Form (see end of chapter) for this
purpose. For this visit as well as for the 24-month visit, this information will be kept in the participant’s file,
but witl not be keyed as part of the ACT database.

Heart Rate Variability
See Appendix B of the MOP for instructions on completion.

Submaximal Exercise Test
See Section 7.3 of this chapter.

YO, max during GXT

Participants should be instructed 1o refrain from any unusually vigorous physical activity the day before
the follow-up meadmill test; howsver, performance of one’s regular exercise program is appropriate.

See Section 7.3 of this chapter for details about the follow-up GXT protocol.
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6 Month Disposition Form
See Section 7.2.2.1 above for explanation.

Adverse Events Worksheet and Adverse Evgn;l s Form, if appropriate

Adverse event information is initially obtained from the newly created Follow-up Adverse Events
Worksheet {see end of this chapter], which lists the various adverse events in conjunction with “yes” and “no”
boxes. A “yes” answer would necessitate completing the actual Adverse Events Questionnaire in its entirety,
as well as noting this information on the Study Disposition Form. Refer to Sections 8.7, 8.8 and 8.10 of the

MOP for detailed information on completion of the Adverse Events Form.

7 .2.4.5 Twelve-Month Follow-up Phene Call
Two weeks prior to the 12-month phone call, the participant should receive from the ACT clinic a cover
letter that reminds the participant of the time, date and purpose of the call. Several days prior to the scheduled
call, the participant should be contacted by phone to remind him/her of the upcoming follow-up phone call.

Forms to be completed during the 12 month phone contact include the following:

7-day Physical Activity Recall

The .12-monih Follow-up Activities Inventory form is designed to collect information about
physical aciivities in which participants have engaged during the first year of the study. The form isto
b¢ administered via telephone: inmiediaieiy»'fouaWthfihe;Physical Activity Recall (PAR). The participant
can report on up fo five activities, which are to be coded on the form by the interviewer using the
 “COMPENDIUM OF PHYSICAL ACTIVITIES” that follows. The form is scripted and itéms appearing

onihe form in quotation marks should be read verbatim during the interview. Following are item-by-item

» Identifving Information-—-Complete identifying information “in the__ﬁr_st__bp_x,____il_l_ql_x__gqug
pavticipant ID number and acrostic, date the form was completed and the two-digit code

v . v

identifying the (HIETVIEWer]

& Itém 1--Read quoted text to participant. If the participant responds that hefshe has
INCREASED his/her activity-during the past year, mark the appropriate response on 'the

forin and continue to item 2. If the participant responds that his/her physical activity has
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L

s

decreased or stayed about the same as it was before enrolling in ACT:thén “magk {he
appropriate response and stop the questionna
® Item 2--Read quoted text to participant. If the
will remember everything, tell him/her that you understand that it is'a long'period of timg,
but that their “best gisess” or “best recollections™ will be fine. Tell the participant thatthey

ire here.

articipant is unsure or. does not think he/she

do not have to be exact; just report the physical Hetivitie thit theyFecall 01iig HioSt O]

© Primary Activity—Read quoted text to participant; Recoid responses i Spaces Provided For

frequency questions, if participant gives a range of numbers, rounnd up'to the et teger)

If the participant has ircuble récalling how many months he/she did the activity, probe by
using the name of the month in ‘which he/she was randomized (e.g; " Think hick 167145t

February...did you begin doing the activity then?”). If the participant does ot Kiow How

2L 7 b

many times, on averagé, he/she did the activity per monih, ask how many times the activity
was perfornied in an average week and exirapolaté by rounding up to the next integer; then
multiply the respotise by 4 to get the average Per mioiith;

® Item 3--Read guoted text'to participant. . If h/she answers “yes,” that He/she did Heier

by completinig thie Secondary- Activity uestioiis s sinillai fashion tothé Prifiiary ATt

part.” If the participant responds that he/she did not do other activities, then mark the
appropridte resporise and end the questionndire here.

e [tem 4--Read guoted fext fo participant. If he/she answers “yes,” that he/she did other
activities, then mark the correct response and continue {o the Tertiary Activities portion of
the questipnmaire,  If he/she answers “no,” mark the appropriate response and end the
guestionnaire here.
fields proyided on the form.

mpieting the phone call, go to the “Compendium of Physical Activities” provided by the

Coordinating Center, find the activity category that best matches the participant’s responses, and record

the four-digit activity code in the appropriate box beside each response.

Follow-up Health Habits Form
The 12-month version of the Follow-up Health Habits Form, unlike the 6-month version of this form,

addresses 3 areas: smoking habits, and marital and employment status (but not quality of life and weight loss,

like the 6-month version of this form.)
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7.2.4.4 Eighteen-Month Follow-up Contact

18-Month Adverse Events Form and Adverse Events (long) Form (if appropriate)

1. Purpose and General Instructions )

One week prior to the beginning of the 18-month visit window (which is 17 to 20 months after
randomization), an 18-Month Adverse Events Form, cover letter with instructions for completion, and pre-
addressed postage-paid envelope should be sent to study participants. This form asks participants to report
whether or not they have experienced any of the following three broad classes of adverse events during the
previous three months: (1) hospitalizations; (2) chest pain, difficulty breathing, or severe dizziness or loss of
consciousness at ény time; and (3) leg/arm pain, swollen/sore joints, pulled/strained muscles, tendons or
ligaments, or broken bones during or following exercise. Upon return of a completed 18-month A.E. Form, a
measurement staff member should promptly telephone participants who respond affirmatively to any of the

inquiries and administer the Adverse Events (long) Form via telephone interview.

2. Administration

Prior to mailing the 18-Month A. E. Form to a participant, the “ID,” “Acrostic,” and “Date Mailed®”
fields should be completed. The cover letter should be personalized with the participant’s name and address
and signed by the study coordinator.

Mechanisms for monitoring the process to ensure a timely return of the form will be left to clinic
discretion. It is recommended that participants that have not returned the completed form by their 18 month
target date be contacted by card or telephone and reminded to complete the form and return it to the clinic
promptly. Before the end of the 18 month window, participants who still have outstanding 18-Month A. E.
forms should be contacted by telephone, and the form completed by telephone interview.

When completed 18-Month A. E. forms are received, the date the form is received should be written
in the “Date Returned” field, and participant responses should be reviewed. Patients who respond
affirmatively to any of the questions on the 18-Month Adverse Events form should be contacted promptly bya
measurement staff member and have the Adverse Events (fong) form completed by telephone interview. See
MOP section 8.10 “Completion of Adverse Events Form” for instructions on how that form is to be

completed.
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Date of Letter

Participant
Address
Here

Dear Participant Name:

We at the ACT study appreciate your involvement as a study participant and
we hope that things are going well for you. It has been about 18 months since you
enrolled in the study. Although you are not scheduled to return to the ACT clinic for
another six months, there is some information that we would like to obtain from you
Now.

At your six-month visit to our clinic, and during the “one year” phone call, we
asked you if you had been hospitalized or had other health problems during each of
the prior six month periods. Enclosed with this letter is a form that asks you to
respond to those same questions with regard to your last six months (the months
between finsert month, year of 12-month phone cail here] and [insert month, year
of 18-month target here]). Please complete the questionnaire and return it to us in
the enclosed postage-paid envelope. As always, the information you provide for us
here, like all of your ACT study data, are confidential.

You are very important to us, and you are making a valuable contribution to
the study. If you have any questions about this form or any other aspects of the
study, please do not hesitate to call me at finsert your clinic phone number here].
Thank you for your time and consideration.

Sincerely yours,

ACT Study Coordinator
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ACT 18-Month Adverse Events Form.

Have you been admitted to the hospital during the last 6 months for any reason? 1] Yes

Have you experienced any of the following problems at any time
during the last 6 months:

Chest PaiN? ... ovvvienr e ia e . ..10 Yes
Difficulty breathing? .. ... ... i 1] Yes
Severe dizziness or loss of consciousness? . ... ..o n 1] Yes

Have you experienced any of the following problems during
Jr following exercise during the last 6 months:

Leg OF @IM PAINT .. tvvevnneneomnnnnssson s 1] Yes
Swollen or sore JOiNS? ... .o 1] Yes
Pulled or strained muscles, tendons, or ligaments? . ...........0 o 11 Yes
Broken BONES? ...t c it  E50B0B006 00 i] Yes

| Please return the completed form to the clinic using the enclosed postage-
paid envelope. If you have any questions about this questionnaire or your:.
responses, please call the ACT clinicat(__) __ - . Lo g

2] No

7] No
] No
21 No

1 No
23 No
2] No
A7 No

1

Reviewed by T _{s_taff cod:)—l—]

6/19/97 =
Chapter 7-18b
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2 mon dv Di ition Form

See Section 7.2.2.2 above for instructions on completion.

dverse Events Worksheet and Adver, vents Form, if rlate

7.2.4.4 Eighteen-Month FolloW-itp Coitact

/
cover letter (on iocal-ACT site stationary) with instructions to complete and return the form to ihe

/
méasurement clinic in the/enclosed addressed and prepaid envelope. Participants indicating that they have

/
éxperieniced any-of the 3 categories of adverse events noted above will be called by measurement staff so

ATy

Gié COMprEnensive (orighial) Adverse Events forin cai be completed i i entivety.

7.2.4.5 Twenty-four “a” Month Follow-up Visit

Forms to be completed at this visit are listed below.

Medications Form
Follow-up Health Habits Form (same 5 questions as for 6-month visit)
7-day Physical Activity Recall

24a Visit Blood Pressure Form
For the 24a visit, blood pressure information only is collected, simnilar to SV1 (i.e., no anthropometric

measures), so the 24a visit utilize‘s\{hc “24a Visit Blood Pressure Form. Consult Appendix F for information

on completion of this form.

Physical Exam
See Section 7.2.4.2, under “Physical Exam.”
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Heart Rate Variability

V durin T

24a Disposition Form

See Section 7.2.2.1 for explanation

Adverse Events Worksheet and Adverse Events Form, if appropriate

7.2.4.6 Twenty-four “b” Month Follow-up Visit

Forms to be completed at this visit are listed below.

7-day Physical Activity Recall

24-Mgiith Activities Inveritory:-Form
(To be updated later.,)

Diet Ouestionnaire
The Diet and Health-related Guality of Life/Influences on Activity (HRQL/IOA) Questionnaires can

be given to participants at the 24a-month follow-up visit, for completion and return at the 24b month visit.

Health-related Quality of Life/TOA

See above.

Clinical Measures Form (blood pressure and anthropometrics)
The 24b-month Clinical Measures Form is the same as the form used at SV2 (collection of blood

pressure and anthropometric data). Consult Appendix F for information on completion of this form.

¥enipuncture
The 24b-month blood draw, like that for SV2, will be a fasting sample, which will allow for

measurement of total cholesterol, fibrinogen, LDL, HDL, triglycerides and insulin. Participants should be
reminded at the 24a-month visit to fast for the upcoming 24b-month visit. Consult Appendix G for description

of the procedures for collection of blood specimens.
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Physical Exam
Although no more than 30 days should elapse between performance of the GXTmax at the 24a-month

vigit and the GXTsubmax at the 24b-month visit, it is recommended that at least a brief physical exam be

performed to rule out any contraindications to the submaximal test.

Submaximal Exercise Test

24b Disposition

See Section 7.2.2.1 for explanation
Adverse Events Worksheet and Adverse Events Form, if appropriate
7.3 Protocol for 6-month follow-up GXT
7.3.1 Instructions to participants regarding physical activity the day before GXT testing
Participants should be instructed to refrain from any unusvally vigorous physical activity the day before
the follow-up treadmill test; however, performance of one’s regular exercise program is appropriate.
7.3.2 Maximal Exercise Test

In addition to the foilowing writeup on the next page, review the section near the end of Appendix B -

entitled “Modifications of GXT Procedures for 6-month Visit.”

SEE FOLLOWING 2 PAGES FOR 6-MONTH PROTOCOL FOR GXT TESTING
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Protocol for Six-Month GXT in ACT

Introduction to Six-Month Visit

- At the six-month evaluation, the subject will return to the testing
laboratory for only a single visit. Therefore, a combined protocol must be
utilized that inciudes both the standardized submax protocol from SV2 and
the V02max protocol from SVI1. During the preparation for this test it shouid
be explained to the subject that they will perform a test that utilizes the
original submaximal protocol as a warm-up, followed by a brief (2-minute)
interim period prior to the VO2max protocol that they performed six months
earlier.

A schematic of the protocol for the Six-Month Graded Exercise Test is

provided below:

Schematic of 6-Month Submax/Maximal
Graded Exercise Test Protocol
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It is important to understand that this protocol should "be established
prior to the arrival of the subject after a careful study of the submaximal and
the maximal graded exercise tests performed at SV1 and SV2. This protocol
must be programmed info the software that controls the treadmill prior to the
arrival of the subject. The submaximal phase has two 5-minute segments, the
interim phase is 2 minutes in duration, and the maximal protocol should be
programmed for at least 2 additional stages above that obtained during the
SV1 GXT to ensure that an increased functional capacity can be
accommodated as a consequence of the 6 month training period. The first
stage of the VO2max protocol should be set at approximately 85% of the
VO2max, i.e., at ~2% grade higher than the grade utilized for the 75% portion
of the submaximal test. These calculations can be determined using the
Givoni & Goldman VQ2 chart for level and grade walking (JAP 30:429, 1971).

~ Submaximal workloads: Subjects will replicate the identical submaximal

protocol that they performed at SV2, which consists of two submaximal
workloads of 5 minutes each at a predetermined speed which will elicit ~50%
and ~75% V02max to evaluate their physiological response to submaximal

- work. The subject will be monitored by a 12-lead ECG during the submaximal
protocol with SBP/DBP, HR, and RPE obtained at the identical points as
obtained at SV2. The subject will not be wearing the mouthpiece for expired
air collection during this phase of the test.

Interim__workload: A 2-minute interim workload will be interspersed
between the submaximal and the maximal protocols to allow a brief walking
or standing recovery period before the maximal test and also to prepare for the
expired air collection required for the maximal protocol. This interim
workload should be set at approximately 2 or 3 mph @ 0% grade -- or whatever
is comfortable to the subject. If the subject has a very low functional capacity
and would be fatigued by a walking recovery prior to starting the maximal test,
then it may be better to allow the subject to stand during the interim period.
The most important point to remember is that the subject must be able to
attach the noseclip and insert the mouthpiece in a comfortable and a safe
manner prior to commencing the max test so that the metabolic cart flow rate
can be confirmed prior to expired air collection. During this time subjects will
be also reminded about the hand signals, the RPE scale, and -the need for the
subjects to exert themselves to a voluntary maximal effort.

Maximal workload: At the end of the interim workload, the speed and
grade will automatically increase to elicit the ~85% load established earlier,
With speed held constant througheut the max protocol, the grade is then
increased by 2% every 2 minutes until volitional exhaustion to determine
V02max. The physiologic data (VO2, HR, BP, and RPE) are recorded as obtained
during the VO2max test at SV1. The test is continued to volitional exhaustion
followed by a 1-minute walking cool-down and a 6-minute supine recovery.
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7.3.3 Submaximal Exercise Test

The only change from the screening version of this form (see Appendix B) relates to the positioning
and number of “grade” boxes. The number of “grade” boxes for 50% VQ,max and 75% V0, max have been
reduced to 2 (one for each test) and these have been moved from the “Treadmill measurements” table to near
the top of the page. See Appendix B for further information, and the end of this chapter for the follow-up
GXTmax and GXTsubmax Forms.

7.3.4 Additional GXT information
Primary outcome: The primary outcome VO,max is recorded on the form using 3 expressions; ml/min,

ml/kg/min, and METS.

_ Ventilatory threshold: The ventilatory threshold is recorded on the form using 3 expressions: L/min, ml/min,
and as % VO,max. The ventilatory threshold is calculated by the software program of the MedGraphics unit.

In the event that the data are insufficient to make the calculation, missing data are recorded..

7.3.5 Contraindications t¢ performing follow-up GXT testing

All participants should undergo a physical exam before taking the follow-up treadmill tests. Clinical
judgement, in conjunction with nationally recognized guidelines, should be used to determine whether or not
the participant should proceed with the GXT (see below, Table 4, Contraindications to Exercise Testing -
Absolute and Relative). Relative blood pressure contraindications to exercise testing (as reflected by nationally
recommended guidelines) are as follows: resting diastolic blood pressure > 115 mm Hg or resting systolic

blcod pressure >200 mm Hg.
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Table 4 -- Contraindications to Exercise Testing - Absolute and Relative *

Absolute Contraindications

| i A recent significant change in the resting ECG suggesting infarction or other acute cardiac
event

Recent complicated myocardial infarction (unless patient is stable and pain-free).

Unstable angina

Uncontrollable ventricular arrhythmia _

Uncontrolled atrial arrhythmia that compromises cardiac function

Third degree AV heart block without pacemaker

Acute congestive heart failure

Severe aortic stenosis

R R N RN

Suspected or known dissecting aneurysm

10. Active or suspected myocarditis or pericarditis
il. Thrombophlebitis or intracardiac thrombi

12, Recent systemic or pulmonary embolus

13. Acute infections

14. Significant emotional distress (psychosis)

Relative Contraindications

1. Resting diastolic blood pressure > 115 mm Hg or resting systolic > 200 mm Hg

2. Moderate valvular heart disease

3. Known electrolyte abnormalities (hypokalemia, hypomagnesemia)

4, Fixed-rate pacemaker (rarely used)

5. Frequent or complex ventricular ectopia

6. Ventricular aneurysm

7. Unconirollable metabolic disease {e.g., diabetes, thyrotoxicosis, or myxederna)

8. Chronic infectious disease (e.g., mononucieosis, hepatitis, AIDS)

9. Neuromuscular, musculoskeietal, or rheumatoid disorders that are exacerbated by exercise
10. Advanced or complicated pregnancy

8Source: ACSM, ACSM’s Guidelines for Exercise Testing & Prescription, 5th Edition, Baltimore:
Williams & Wilkins, 1995 (p.42)
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ACT 24 Month A Follow-up Disposition Form

Date [ I ‘ I X 55-‘ i Cbmpietéd:-by'
OFViSI. Mon.  Day.  Year i o
Visit Status:
Was visit completed as planned?
Was partial information collected?
Indicate below the items that are missing or were not
performed.
10 Yes 1C] Max Exercise Test 100 F/U Health Habits
0 Yes 10 PA 7-day Recali 10 Heart Rate Variability
1] Blood Pressure 11 Medications Usage
2t] No —
Why was this visit missed?
11 Participant cannot be located.
. 2] Participant located but refused clinic visit,
2] No- o] Participant died (complete Study Termination
Form)
41 Other
(Specify}

3120095



ACT 24 Month B Follow-up Disposition Form

pEEEDIET e s [T [an]

‘OfVisit ' iMen:.  Day . Year

1. Adverse Experiences:

Has participant experienced chest pain, shortness of breath, severe dizziness or loss of
consciousness during the last 8 months?
13J Yes (complete Adverse Events Form)

21 No

' Has participant experienced any of the following during or following exercise during the last 6

months: leg or arm pain; swollen or sore joints; pulled or strained muscile, tendon, or ligaments; or

broken bones?
11 Yes (complete Adverse Events Form)

21 No
Has participant been hospitalized during the last 6 months?

11 Yes (complete Adverse Events Form)
0 No

.. Visit Status:

Was visit completed .as pianned?

Was partial information collected?

indicate below the items that are missing or were nof
performed.
10 PA 7-day Recali 11 Submax Exercise Test
1Yes 100 Anthropometrics 13 Bloed Collection

110 Blood Pressure 1] Diet Questionnaire
A3 No —+ 10 Health Related QOL/Influences on Activity

1dYes

Why was this visit missed?

10 Participant cannot be located.

L1 No 21 Participant located but refused clinic visit.
i ] Participant died

471 Gther

(Specity)

[ Complete Study Termination Form at conclusion of this visit,

' c\actiformsyu24bdsp.frm
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ACT Study Termination Form

] IR Cagestel L]
" pateotest. LI Tl completedby [ [ J(stafrcode)
ML e e T Mon 0 Day Year s A O i ST F A R e

Why is this participant being terminated from study follow-up?
{1 Participant has completed 24-month follow-up evaluation.

A1  Participant refuses further contact and has requested to be terminated from
the study.

i ] Participant has been lost to follow-up (all attempts o contact participant have
failed).

4] Participant has died:

Date of Death

Mon Day Year

Cause of Death:

State in which participant died:
1] Tennessee A1 Texas 4 1 California -

4_] Other

{Specify}

Obtain copy of death certificate from state in which participant died.

Participant terminated from study for other reason(s):

Specify reason(s) for termination:

claci\fformsistdylerm.frm 4/10/96
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ACT Follow-up Medications Form

: Acrostic

Visit Code

If participant does not take any medications on a regular basis, check here: [J

MEDRICATION NAME

Doske

TIMES
PER DAY

ANTI-
HYPERTENSIVE

LipiD-
LOWERING

HypPoGLY-
CEMIC

INSULIN ESTROGEN

. §

Nj@ejo ke N

10.

11.

12.

1tk

14,

IS

16.

17.

18.

19.

20.

| completed by

- (sit'éf'f code)

clactformsimedinvfu.frm
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ACT Clinical Measures Form

At

Trfs

T N T L5
TR e e ey

T EmE:

o VisitCode Lt lal o

Resting Blood Pressures

Arm Circumnference

cm

Time of Day

Pulse Disappearance Pressure

/

Maximal Infiation Level

OAmM OPM

Cuff Size
O Pediatric 0 Adult
(16.0-22.5 cm) (22.6-30.0 cm)
O Large Arm O Thigh -
(30.1-37.5 cm) (37.6-43.7 cm)
mmHg
mmHg

First BP
Second BP °
Third BP

Systolic

Blood Pressures {(mmHg)

Diastolic

Average of 3 BPs

SBP DBP-

Comments?

> OYes

O No

Measured by

(staff code)

clactformsiclinmeas.frim
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N
GO TV
e C)@M(-L Acrostols Lalazlad ke

Anthropometry Measurements MO 0l UANCA @M -

Height L_lem Weight L lkg
Waist/Hip Circumferences (cm) .
First Second e Th’rd*
e 1
Waist I [ Jem A em I L_lem

Hip i F cm D cm ; cm

/:M,ake'th!rd measurement only if first two differ by >1.0 cm.

Skinfold Thicknesses (mm)

First Second
Chest (men only) mm mm
Triceps mm , ATm mm
-~ B
Subscapular mm// mm mm
Abdominal _lmf mm mm
Suprailiac //// mm mm ‘ mm
///
Thigh mm mm mm

*%

/Make third measurement only if first two differ by >3.0 mm.

~

Comments? 0 Skinfolds greater than 65 mm (specify):
o Yes 0O Could not be measured (specify):
O No O Participant refused (specify).
W{s ecify):
Measured by (staff code)

elactiformsiclinmeas frm Page 2 0f 2 _ 9/27/95



ACT Max Graded Exercise Test Form

Dateoftestt bl 1UR LT Visit Code
ST e e Mon e Dy Yeat i AT
Age Height cm Weight kg
Age-predicted 60% Age-predicted 70% Age-predicted
Max HR (220-age) bpm Max HR bpm Max HR | bpm
Patient on medications? R
1 D Yes Specify Meds:
2 No

Resting Measurements

ECG Results:
1] Normal

4] Abncrmal

Specify abnormalities:

1 Uninterpretable

Any contra-indications to treadmill testing?

1 E] Yes——- Specify contra-indications:

21 No
yurse of action taken:

1 [1GXT performed 2z [] Subject excluded (GXT not performed) 3[GXT rescheduled

Supine: SBP mmHg DBP mmHg HR bpm
Standing: SBP mmHg DBP mmHg  HR bpm
Treadmill Measutements
Warm-up: HR bpm %HR 2 TM Speed
Stage| Time {Grade] HR | RER SBP |DBP |RPE | AP | ST | Arr Commentis
1 0-2

2 | 2-4

3 |46

4 &-8

5 8-10 5

g |10-12

7oi12-14

8 |14-16

g 16-18

chactiformsigxtmax frm Page 10of2 3/25/96




1[7 "5 Treadmill Time

min

Reason for stopping:

Post-exercise Measurements

Acrostici

Time HR

SBP

DBP

Signs, Symptoms, ECG Changes

B *
immediate

2 minute

4 minute

6 minute

8 minute

*

If no BP was obtained at peak exercise, obtain one immediately after stopping.

f

GXT Interpretation:

11 Negative

Specify result or problem:

4 | Positive

s this a contra-indication to further treadmill testing? 1[Yes
Will this subject be excluded from participation in ACT? 1 [dYes 201No

2 1No

JUninterpretable

Criteria for VO, max

Primary Cutcome

maximal heart rate

maximal RPE
maximal RER

maximal VENO,

maximal respiratory rate
maximal VO,

VO, @ (max stage - 1)

VO, @ (max stage - 2)

b/min

mimin

mi/min

mi/min

VO, Max Measurements mi/min
ml/kg/min
METS
Ventilatory Threshold
Ve {(BTPS) Lfrnin
VO, r/min
%V 0O, max

TCOMMENTS:

clactiermsigximax.frm
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ACT Submax G,raded Exercise Test Form

: - Date of Tést

Acrosticl ]

e on. L DAy Year

BL VO, Max

mi/min

Patient on medications?

1] Yes

2[INo

50% Max Test
Speed
Grade

75% Max Test

Speed

Grade

Specify Mads:

Resting Measurements

Standing: SBP

mmHg

DBP

mmHg HR bpm

Treadmill Measurements

Stage

Time

HR | SBP

DBP | RPE

Comments, Symptoms, ECG Changes

1

50%
VO, Max

O A N

gy

75%
VO, Max

162 B R S B IS BN

Recovery Measuriments

Time Speed

Grade

HR

Comments, Symptoms, ECG Changes

3 2

0%

¢

I rest performed

(code) .

clact\formsigxdsub.frm
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Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.
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CHAPTER 8
SAFETY MONITORING PROCEDURES

8.1 Goals

While we are not engaged in the primary care of ACT participants, it is important for us to be active in
monitoring aspects of their health that we measured as part of the study and to ensure that safety-related information
is routed back to the participants and their perscnal physicians. It is alse important for us to record adverse events
that may be related to participation in ACT so that we can assess both the costs and benefits of following the ACT
interventions.

The principal data for monitoring safety during ACT appear in the following table. In this chapter, we

will describe the ACT protocel related to each of these measures.

Source of Data Collection

Blood pressures Standardized clinic measurements at SV1, SV2Z, |
6 mornths, and 24 months

Lipids Samples collected at SV2, 6 months, and 24
months for central laboratory assays

Beck Depression Inventory Self-administered form collected at SV2, 6
months, and 24 months

Cardiovascular Events and Self report (every 6 months) fellowed by a more

Symptoms detailed Adverse Events Form

Musculoskeletal Injuries Self report (every 6 months) followed by a more

detailed Adverse Events Form

Hospitalizations Self report (every 6 months) followed by a more
detailed Adverse Events Form

Deaths Disposition and Study Termination Forms and
Adverse Events Form, if appropriate

If, during the interactions with ACT participants, you become concerned about their safety for other
reasorns, please discuss your concerns with your local ACT physician and use your judgement to take appropriate
actions.

8.2 Measurement information given to pariicipants

All sites should informally provide certain measurement results to participants at the time of the
basglineg tests (except for lipids; participants can be told that their lipid results will be sent to their personal
physician in about 3 months, the maximum time it should take to obtain lipid resuits from the ACT Central

Laboratory). Résting blocd pressure results will be given to the participants immediately, as will height and

weight measures. A brief summary of the bageliig GXT will be presented to the participant, in the context of

Revised March 31, 1997 Chapter 8 - 2



poor, fair, average or good performance according to the 1995 AHA exercise standards. GXT measurement
staff should always emphasize to participants that there is room for improvement, in order to keep them
motivated. No written information reflecting these data will be given to the participant, although participants
will be told that this information will be sent to their doctors.

ACT participants asking about their follow-up progress on primary and secondary outcomes such as
GXT cardiorespiratory fitness (VO,max)}, lipids and blood pressure should be told that the measurement staff
do not have access to this information until the end of the study. Staff can make géneril ¢omnients o
parti¢ipanis regarding, for example, a GXT follow-up test by indicating that the participant performed
well or fhat the results looked “OK or normal”. Participants can be told that once the study is closed, they

will receive measurement information on their progress during the course of the study.

Screening intormation may be given to ineligible subjects who request this information.

8.3 Measurement information forwarded to personal physicians

Before their patients are randomized, physicians will be sent a letter on ACT letterhead by the
measurement clinic informing them that their patients are enrolled in ACT and that patient general information
will be forwarded to them at the 6-month and 24-month follow-up visits. Personal physicians will be sent letters
indicating their patients’ resting blood pressures, lipid values and a brief description of the GXT. The following

form letter, to be signed by an ACT physician at the measurement site, has been developed for adaptation at

each site:

Dear Dr.

Thank you very much for allowing your patient to participate in the Activity Counseling
Trial (ACT). We evaluated on a treadmill exercise test today and he/she demonstrated a (poor,

fair, average, gocd) exercise capacity by American Heart Association Exercise Standards, with a normal heart
rate and blood pressure response. {For-follow-up GXT reporting, the physician letter should express GXT
resulis'only.as positive or negative.) There were no symptoms or ECG evidence of ischemia. His/her average
resting blood pressure readings were __ /  mimHg, and the height and weight were cm and

kg, respectively. Blood lipid values will be sent to you once we receive this information. (TGE
provided that was given at baseline.) Abnormal baseline or follow-up findings snch as abxi.?;i-_l.:.l.z.x.l. ECG
teporis can be sent to the physician’s attention, if in the best interest of the patient.

Sincerely,

ACT Clinic M.D.

Revised March 31, 1997 Chgpter g8-3



considéréd on i case-by-case basis'by the ACT Measurement Subcommittee. " If approval is granted, it
would "be iniporiant that a staiement requesting forwarding of such information be signed by the

participant.”;

8.4 Blood Pressure

The procedures for measuring blood pressures during ACT are described in Chapter 5 and Appendix
. Fof this Manual of Procedures. These are the average of three separate measurements taken about 30 seconds
apart. For entry into ACT, the average resting systolic blood pressures collected at SV1 and SV2 both must
be less than 180 mmHg, and the average resting diastolic blood pressures collected at these visits must both be
less than 100 mmtg.

The average blood pressure measurements collected at each visit should be routinely provided to the
ACT screenees and participants, and to their personal physicians. Clinical sites will want to prepare form letters
for notifying the physician. If ACT screenees and participants ask for interpretation of their blood pressure
readings, we must be careful not to interfere with the relationship that they have with their clinicians. You may
suggest that participants discuss the readings with their physicians in the context of the broader picture of their
overall health. Each clinic may wish to keep a supply of literature on blood pressure that can be made available

to screenees and participants.

8.5 Lipids

Section 5.4.2 of the ACT Manual of Procedures describes the protocol for the collection and processing
of screenees’ and participants' blood for measuring concentrations of total cholesterol, high density lipoprotein
cholesterol (HDL-C), low density lipoprotein cholesterol {LD1L-C), and triglycerides. This blood is to be
collected on everyone at the SV2, 6 month, and 24 month visits. '

* There is likely to be a maximum lag time of 3 months before these measurements will be available to
the clinical centers, due to the necessary shipping, assaying, and data transfer. It will be standard protocol for
the ACT measurement clinic to forward these data to the participants’ physicians. Participants can be told that
their lipid results will be sent to their personal physician in about 3 months, the maximum time it should take to

obtain lipid results from the ACT Central Laboratory. As lipoprotein assays are completed, the Central Laboratory
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will sort and tabulate the data for transmission to the clinical centers in standardized reports, Concentrations of
total cholesterol, HDL-C, LDL-C, and trigiycerides (all in mg/dl} will be listed also with screening IDs. It will
be the responsibility of the clinical center staff to transcribe these data into form letters to the personal physicians.
This letter will be printed on ACT letterhead and signed by an ACT measurement clinic physician.

If participants wish to discuss the interpretation of lipid data, you may wish to be prepared with literature
to give to them. You may wish to suggest that the participants may want to discuss their data With their physicians

in the context of the broader picture of their overali health.

8.6 Beck Depression Inventory
The Beck Depression Inventory for measuring depression is part of the self-administered HRQL
questionnaire that screenees and participants fill out at SV2, 6 months and 24 months. This comprises item
_ number 45 ("I do not feel sad") through number 65 ("I have not noticed any recent change in my interest in sex.”)
on this form, This standardized scale is scored using a computer algorithm built into the data entry screen for these
forms. After these data are entered, the computer will compute an overali score. A message will appear on the
screen if either
i. the total score is greater than or equal to 18 or
ii. the individual checks any of the following responses (to item 53 on the SV2 form):
I have thoughts of killing myself, but I would not carry them out.
I would like to kill myself.
I would kill myself if 1 had the chance.
If this message occurs, the ACT physician should be informed immediately so that she/he can contact the
individual's personal physician. The:enclosed draft letter should be adapted and used to forward this

information to the participant’s physician.

recently attendé€d a'screening (or follow-up) visit for the
Ativity:Counseling Trial (ACT). During this visit, we routinely administer a number of health-related
guality efiife questionnaires including the Beck Depression Inventory (BDI).  The BDIis a well~va!idatcdf
anidxespected tool for assessing depression in both clinical and free-living populations. We are required
to.nofify you of patients who score 18 or more on this questionnaire (indicating moderate to severe

depression)asd/or who check any positive answer relating to thoughts of suicide.
L] * AR : 4
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Your patient:

[ ] Had & BDEseore118 or greater’

i .

[ ] Chiecked apositive answer bii the thoughits of suicide gusstion

e

We'hiive enciosed a copy of this patieiit’s BDI questionnaire for yvour records. A summary of the

BDI scoring criteria"appears below for your information, If you require any further information, please

call:
Principal Invesiigator, Activity Counseling Trial (phone: )
Simgcerely;

Activity Counseling Tral Claical Staff

'NOTE:BDI SEHHE CHETA

<10 = none to mild deprassion;

oy

iid fo ToHeEte;

Enclosure

The ACT physician will need to use her/his clinica! judgement in handling each case individually. If, in
reviewing the self-report form, you note a pattern of responses that may suggest depression, you may want to have
the form entered quickly so that the computer can compute the overall score.

There are no eligibility criteria that are based specifically on the Beck Depression Inventory. If, however,
a screenee appears to have significant depression based on responses to this instrument, the ACT clinical staff may
wish to use their judgement as to whether the participant would be suitable for randomization into ACT.

The ACT protocol defines a score greater than or equal to 18 on the Beck Depression Invemntory or the
responses related to suicide listed above as constituting alert con&itions. The Coordinating Center, Steering

Committee and ACT Data and Safety Monitering Committees will monitor the occurrences of these aiert levels.
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8.7 Musculoskeletal and cardiovascular events

All randomized participants will be free of overt cardiovascular disease at baseline. While patients will
be excluded from the study for musculoskeletal problems that are sufficient to functionally limit them in walking
one-quarter mile or climbing ten steps, minor musculoskeletal problems may be present at baseline (clinical staff
may exclude for other reasons at their discretion).

During follow-up, musculoskeletal and cardiovascular events will be queried using standard protocol
every six months. At the 6 and 24b month visits, this will be done as part of the visit disposition forms. At 12
months, this will be part of the disposition form for the telephone survey. At 18 months, this information will be
coliected using a %&pre-addressed, postage-paid \c% that the participant can complete and return by mail.
Either the visit disposition forms or the postage-paid éa:d will query (yes/no responses) for 3 adverse event
categories during the specified time period:
1) Cardiovascular (chest pain, difficulty breathing, fainting, dizziness or loss of consciousness);
2} Musculoskeletal (any of the following during or after exercise...leg or arm pain, swollen or sore joints,

pulled or strained muscle, or broken/fractured bones);

3) Hospitalization for any reason.

A positive response to any of these items requires that the more detailed Adverse Events Form be filled
out. (See Section 8.10 for more detailed information on compietion of this form.)

_Adverse events occurring before the 6-month visit will be captured at the 6-month visit, at which time

the Disposition and Adverse Events Forms should be completed. If a participant death occurs between visits,

the Disposition and Study Termination Forms for the next scheduled visit/call should be completed immediately.
Any hospitalization information related to the death should be entered into the Adverse Events Form. See Section
8.8 below for more detailed information.

When any adverse events or symptoms are noted by the above means, the case should be referred to the
Clinic Coordinator, who will initiate the process of informing the personal physician. Adverse event (AE) data
collected during follow-up will be incorporated into the doctor’s letter discussed above. AE information
ascertained at the 12-month phone call will be forwarded to the personal physicians as well. When the ACT
Interventionist becomes aware of an AE, the personal physician should be informed. Efforts should, however, be
made to keep physicians blinded to ACT patient treatment assignments.

The ACT interventionists will alsc monitor participants for adverse evenis that may affect how
interventions should be tailored to individual participants. Since clinic staff (i.e., those performing ACT
measurements) should be blinded to information collected by the interventionists, interventionists should not

inform ACT measurement staff about partici,bant adverse events.
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88 Deaths

It may be that no deaths will occur among the ACT participants during the trial. For completeness,
however, it will be important to document if any deaths do occur and to determine the cause of death.

ACT personnel should become aware of deaths while investigating missed 6 and 24 month visits or when
making the 12-month phone call or when obtaining information from the 18-month mail-back card (query family
member if card is not returned). If these occur, a Disposition Form (for the next scheduled visit or call) and the
Study Termination Form should be completed, with death being entered as the reason for the missed visit. Any
hospitalization information related to the death should be entered into the Adverse Events Form.

If study personnel become aware of a participant death between foliow?up visits or the 12-month phone
call, the Disposition Form for the next scheduled visit or call and the Study Termination Form should be
completed z‘mmedfately. Any hospitalization information related to the death should be entered into the Adverse
_ Events Form. For example, if a participant death occurs before the 6-month visit, the 6-month Disposition and
Study Termination Forms should be compleied immediately, followed by the Adverse Events Form, if
appropriate. A participant death occurring between the 6 month visit and 12 month follow-up phone call should
be documented on the 12-month Disposition Form and the Study Termination Form. Any participant death
occwrring after the 12 month follow-up visit should be reported on the 24b month Disposition Form and the Study
Termination Form.

It may be necessary to obtain medical records to discern the cause of death in order to complete this form.
Each Clinical Center will be responsible for obtaining a copy of the death certificate for any participants that die
during the follow-up period. A photocopy of the death certificate should be forwarded to the Coordinating Center.

3.9 Central Monitoring of Trial-Wide Safety

The National Heart, Lung, and Blocd Institute (NHLBI) has appointed the ACT Data and Safety
Monitoring Board, whose charge includes reviewing the overall safety of ACT participants and the ACT
interventions. This committee will meet approximately every 6 months, and more frequently if needed, to discuss
detailed reports prepared by the Ceordinating Center and t¢ make recommendations to the NHLBI and ACT
investigators on safety. Committee members will be completely unblinded to safety and intervention data.

Participant safety wiil be rountinely reviewed by the ACT Steering Committee, based on reports prepared
by the Coordinating Center. The Coordinating Center, Steering Committee and ACT Data and Safety Monitoring
Committees will monitor the occurrences of blood pressure alert levels, defined as greater than 140 mmlig and
diastolic blood pressures greater than 90 mmHg, in accordance with consensus national guidelines (e.g. National
High Blood Pressure Education Program. The Fifth Report of the Joint National Committee on Detection,
Evaluation, and Treatment of High Blood Pressure. Arch Intern Med. 1993;153:154-183.).
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The Coordinating Center, Steering Committee and ACT Data and Safety Monitoring Committee will
also monitor the occurrences of lipid alert levels, defined as HDL-C levels less than 35 mg/dl and LDL-C lavels
greater than 140 mg/dl, in accordance with consensus national guidelines (National Cholesterol Education
Program).

Also included in Coordinating Center safety reports will be the timeliness and completeness of adverse events.

8.10  Completion Adverse Events Forms
1. Purpose

As noted in Section 8.7, if information coliected on either the disposition forms (6~ or 24b-month visits;
12-month phone survey) or the mail-back card (sent at 18 months follow-up) indicate that the participant had
experienced cardiovascular or musculoskeletal adverse events or had been hospitalized, the more detailed Adverse
Events form must be completed. Adverse events noted by means of the mai_led self-report card at 18 months
should trigger an immediate phone call to complete the Adverse Events form. If ACT measurement personnel
become aware of an AE before the next scheduled follow-up visit/call/mail contact, the AE information should
be documented for later completion of the Adverse Events Form at the next scheduled contact (death would be
the only exception that would trigger immediate completion of the appropriate Disposition and Study Termination
Forms). However, if appropriate, personal physicians could be notified of these AEs, which occurred between

regularly scheduled participant contacts.

The Foilow-up Adverse Evenis Worksheet facilitates the initial querying about adverse evenfs. Any
to thie appropriate Disposition Form, from which the data will be entered. Data collected on the actual AE

Questionnaire will also be entercd. Because the worksheet is not part of the ACT database, this document

will not e printed. This should be reproduced locally.

The interviewer-administered Adverse Events form, which appears at the end of this chapter, is designed
to capture greater detail concerning the three primary categories of adverse events: 1) cardiovascular, 2)
muscnloskeletal and 3) hospitalizations. It should be completed during the same session {clinic visit or phone call},
whenever possible. Adverse Events form data should be entered into the ACT computer expeditiously so that the

Coordinating Center can keep an up-to-date accounting of participant safety.
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2. Administration
Even if only one section of the Adverse Events form needs to be completed, (i.e., with appropriate “yes”

responses), the form should be completed in its entirety.

Top portion of form -- Enter participant ID, acrostic, date of completion and appropriate visit and staff
codes at the beginning of the form. See Section H.3 of the MOP for detailed instructions on completion

of this portion of the form.

Hospitalizations (Question 1) - If the participant was hospitalized during the last 6 months, enter the total
number of admissions and the total number of nights stayed for all admissions. Write in the reason(s) for

the hospitalization.

Cardiovascular adverse events {Questions 2-5) -- These address chest pain, difficulty breathing, and
fainting/dizziness/loss of consciousness. Any “yes” response should lead to completion of the appropriate

inner box(es).

Musculoskeletal adverse events (Questions 6-9) -- These address specific musculoskeletal problems
encountered during or following exercise. Categories include leg or arm pain; swollen or sore joints;
pulied or strained muscle, tendon or ligament; and any broken or fractured bones. Any “yes” response

should lead to completion of the appropriate inner box(es).
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ACT Follow-up Adverse Events Questionnaire

ol L

s Aqroétid

Date Completed ,
RN E; 28 5 wo-Mon

. Day”iiYear’

. VisitCodel

Form completed by: I (staff code)

1. Were you hospitalized during the last 6 months?

Number of
admissions

13 Yes

Total number of

nights stayed

Reason(s) for hospitalization :

20 No

~ The following questions are aboutadverse experiences. '

2. Have you experienced chest pain during the past 8 months?

21 No

1dYes

a) Did the chest pain affect your physical activity routine?

1dYes —
10 Yes— 2INo

i} Did you stop your routine?

For more than 1 week?

20 No

10 Yes— How many weeks?

i) Did you shorten your routine?
i) Did you decrease the intensity of
your routine? )

1 1Yes 2ONo
idYes 2dNo

10 Yes— How many nights did you stay?
21 No :
d) Did you have surgery because of your chest pain?
e) Did you miss any work because of your chest pain?
10 Yes— How many days?
A1No

b) Did you see a physician for your chest pain?
21No 1] Yes— How many times?
21 No

¢) Were you hospitalized for your chest pain?

{1Yes 2ZZINo

ciactiformsiadvevnt.frm
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Acrostic

3. Have you experiénced difficulty breathing during the last 6 months?

1IdYes

A No

cact\fforms\advevat.frm

a) Did this breathing problem affect your physical activity routine?

i) Did you stop your routine?

For more than 1 week?
10 Yes — 1] Yes— How many weeks?
CYes—{ ZINo 21 No
2L1No ii) Did you shorten your routine? 1dYes 20No

iii) Did you decrease the intensity of

your routine? i Yes 2dNo

b) Did you see a physician for your breathing problem?
11 Yes— How many times?
0 No

c¢) Were you hospitalized for your breathing problem?
101 Yes— How many nights did you stay?

A1 No
d) Did you have surgery because of your breathing problem?
0 Yes INo

e) Did you miss any work because of your breathing problem?
11 Yes— How many days?
200 No

Page 2 of 7
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e

4. Have you experienced severe dizziness or loss of consciousness during the last 6 months?

a) Did the faihting or dizziness affect your physical activity routine?

i} Did you stop your routine?

For more than 1 week?
i0Yes— 100 Yes— How many weeks?| |
OYes—] #INo 23 No
20 No fi} Did you shorten your routine? {0OYes 2AdNo

iii) Did you decrease the intensity of

your routine? 10 Yes 2INo

10 Yes b) Did you see a physician for your fainting or dizziness?

1] Yes— How many times?
21 No

c) Were you hospitalized for your fainting or dizziness?
1] Yes— How many nights did you stay?

23 No

2] No
d) Did you have surgery because of your fainting or dizziness?
1JYes 2AdNo

e) Did you miss any work because of your fainting or dizziness? .-
10 Yes— How many days?
21 No h
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| ACYOS“C[ Iil I I

’biease u—;i'{us whether or. not _VOu have expeﬂenced any Of the followmg CO"d't'O”S in the past 9 }:

5. Have you experienced leg or arm pain’?

1dYes
20 No

clactiformsiadvevnt.frm

a) Did the leg or arm pain affect your physical activity routine?

i) Did you stop your routine?

For more than 1 week?

1O Yes — 10 Yes— How many weeks?

CYes—{ 2INo 21No

21 No ii) Did you shorten ybur routine? i Yes

iif) Did you decrease the intensity of

. 10 Yes
your routine?

2O No
23 No

b) Did you see a physician for your pain?
10 Yes— How many times?
21 No

¢) Were you hospitalized for your pain?
1J Yes— How many nights did you stay?
A3 No

d) Did you have surgery because of your pain?
10 Yes 20No

e) Did you miss any work because of your pain?
10 Yes— How many days?
20 No

f) In which limbs did you have this pain (mark all that apply):
101 Right arm 10 Left arm .
1 Right leg O leftieg -
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(

6. Have you experienced swollen or sore joints?

a) Did the swollen or sore joints affect your physical activity routine?

i) Did you stop your routine?

For more than 1 week?
10 Yes — 1] Yes— How many weeks?
DYes— 2INo 2LINo

2[1No iy Did you shorten your routine? 1 Yes AJNo

i) Did you decrease the intensity of

your routine? 10Yes 2INo

b) Did you see a physician for your joint problem?

100 Yes— How many times?
21 No

¢) Were you hospitalized for your joint problem?
100 Yes— How many nights did you stay?
I No

21 No d) Did you have surgery because of your joint problem?
1O Yes 20No

e) Did you miss any work because of your joint problem?
100 Yes— How many days™

i1Yes

20 No
f) In which part(s) of your body did you have this joint problem {mark all that
apply):
1] Right wrist 100 Left wrist
1 Right elbow 11 Left elbow
1] Right shoulder 10 Left shoulder
1] Right ankle 11 Left ankie
) id Right knee 1 Left knee
10 Right Hip 11 Left hip
11 Other

(Specify)
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7. Have you expetienced a pulled or strained muscle, tendon, or ligament?

a) Did the muscle/ligament strain affect your physical activity routine?

i} Did you stop your routine? )

For more than 1 week?
iC]Yes—  10Yes— How many weeks?| |
R iClYes— 2INo 2L1No
20 No ii) Did you shorten your routine? 11Yes 2AdNo

iii) Did you decrease the intensity of

your routine? 1 Yes 20No

b) Did you see a physician for your muscle/ligament strain?
11 Yes— How many times?
21 No

c) Were you hospitalized for your muscle/ligament strain?
1] Yes— How many nights did you stay?

1 Yes 2L1No
2C1 No d) Did you have surgery because of your muscle/ligament strain?
1OYes 21No
e) Did you miss any work because of your musclefligament strain?
11 Yes— How many days?
20 No A
f) In which part(s) of your body did you have this muscle/ligament strain
{mark all that apply):
1 Right hand 10 Left hand
1J Right arm i Leftarm
10 Right foot 1 Left foot
10 Right leg {0 Leftleg
< -+ Abdomen iCINeck ¢
11 Trunk or ribs 10 Chest
13 Lower back 103 Upper back
10 Other
(Specify}
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~Acrostic B

!

8. Have you experienced any broken or fractured bones?

a) Did the fracture affect your physical activity routine?

i) Did you stop your routine?

For more than 1 week?
1d Yes — 11 Yes— How many weeks?
OYes— 2dNo A1No

A1No i} Did you shorten your routine? 1O Yes 2L1No

i} Did you decrease the intensity of

your routine? 1OYes 20No

b) Did you see a physician for your fracture?

10 Yes— How many times?
27 No

c) Were you hospitalized for your fracture?
10 Yes— How many nights did you stay?
21 No

21 No d) Did you have surgery because of your fracture?
10 Yes 2No

e) Did you miss any work because of your fracture?
10 Yes— How many days?
21 No “

f) In which part(s) of your body did you have this fracture (mark all that
apply):
10 Right hand 1 Left hand
10 Right arm 103 Left arm
10 Right foot 103 Left foot
10 Right leg 100 Left leg
1] Trunk or ribs 11 Back ',
13 Head 100 Neck
13 Other,

{Specify)

11 Yes
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ACT Study Termination Form

Why is this participant being terminated from study follow—dp? ;

{1  Participant has completed 24-month follow-up evaluation.

41 Participant refuses further contact and has requested to be terminated from
the study.

3] Participant has been lost to follow-up (all éttempts to contact participant have
failed). .

41 Participant has died:

Date of Death l I I

Mon Day Year

Cause of Death:

State in which participant died: N
1] Tennessee A ] Texas o] California

{7 Other

{Specify)

Obtain copy of death certificate from state in which participant died.

Participant terminated fromf study for other reason{(s):

Specify reason(s) for termination:

crachiormsistdyterm.frm . 3/20/98
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ACT 6 Month Follow-up Visit Disposition Form

Date

o R

TIT

‘of Visit ' Mon | Day

Acrostic| | i | il

I . Completedby[ | ] (staffcode)

FViNeat.

1. Adverse Experiences:

Has participant experienced chest pain, difficuity breathing, severe dizziness or loss of
consciousness since randomization?

i1 Yes (complete Adverse Events Form)
201 No

Has participant experienced any of the following during or following exercise since randomization:
leg or arm pain; swollen or sore joints; pulled or strained muscle, tendon, or ligaments; or broken

bones?

101 Yes (compiete Adverse Events Form)
A3 No

Has participant been hospitalized during the last & months?

2. Visit Status:

11 Yes (complete Adverse Events Form)
21 No

Was visit completed as planned?

1O Yes

A No —

ciactiformsifubdisp.frm

Was partial information collected?

1] Yes

Indicate below the itemé that are missing or were not
performed:

10 Max Exercise Test 13 Submax Exercise Test
10 PA 7-day Recall 11 Heart Rate Variability
1] Anthropometrics ~ 1[0 Blood Collection

i1 Blood Pressure 100 Medications Usage

13 Diet Questionnaire 1 F/U Kealth Habits
i3 Health Related QOL/Influenices on Activity

AdNo

Why was this visit missed?

100 Participant cannot be located.

2] Participant located but refused clinic visit.

aJ Participant died (complete Study Termination
Form)

47 Other

(Specify)

4/1/96



ACT 12 Month Telephone Follow-up Disposition Form

l l ll R o & i Acrost(c : ] , _l_l

s | [ LD . Gomeletedby[ [ J(staftcode)

1. Adverse Experiences:

*Have you experienced chest pain, difficulty breathing, severe dizziness or loss of
consciousness during the last 6 months?”

10 Yes (compiete Adverse Events Form)
I No

“Have you experienced any of the foliowing problems during or following exercise in the
last 6 months: leg or arm pain; swollen or sore joints; pulled or strained muscle, tendon, or
ligaments; or broken bones?”

10 Yes (compiete Adverse Events Form)

A1 No

“Have you been hospitalized during the last 6 months?”

11 Yes (complete Adverse Events Form)
AJNo

2. Phone Call Status:

Was phone call completed as planned?

i Yes Why was this phone call missed?

1O Participant cannot be located.

21 No 271 Participant located but refused interview.

3] Participant died (complete Study Termination Form)

4] Other

(Specify}

cihact\forms\ful 2disp.frm
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ACT 24 Month B Follow-up Disposition Form

LR LEE . ok

Date 'D T A:Completedtﬁ)‘l;‘:ji(is;t'af_f code)

;:quViéi't".j?.'i “infon i i Day £ Year

[
1. Adverse Experiences:

Has participant experienced chest pain, difficulty breathing, severe dizziness or loss of
consciousness during the last 6 months?

i Yes (complete Adverse Events Form)

21No

Has participant experienced any of the foliowing during or following exercise during the last 6
months: leg or arm pain; swollen or sore joints; pulled or strained muscle, tendon, or ligaments; or
broken bones?

10 Yes (complete Adverse Events Form)

20 No

Has participant been hospitalized during the last & months?

10 Yes (complete Adverse Events Form)
2[1No

2. Visit Status:

Was visit completed as planned?

Was partial information collected?

Indicate below the items that are missing or were not
performed.

11 PA 7-day Recall 103 Submax Exercise Test
1] Anthropometrics 1] Blood Coliection

10 Blood Pressure 1 Diet Questionnaire
JTNo — 1] Health Related QOL/Influerices on Activity

. 1lj Yes

1l Yes

A

- ; Why was this visit missed? T
1] Participant cannot be located.
o7 No A1 Participant located but refused clinic visit.
3] Participant died

43 Other

{Specify}

" Complete Study Termination Form at conclusion of this visit.

chactiformsifu24bdsp.frm 411196
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CHAPTER 9
PROMOTION OF COMPLIANCE WITH DATA COLLECTION
9.1 Introduction

In order for ACT to succeed, it will be important for us to describe as fully as we can the
experience of the ACT cohort. This means that it will be very important for us to adhere to the
planned data collection schedule for every randomized participant, regardless of which intervention
arm that they have been assigned to, how regularly they receive intervention contacts, and whether
they adhere to the interventions or other aspects of the ACT protocol.

In this chapter, we focus on ways to promote adherence to data collection visits. Some
general guidelines and suggestions that should be considered to help promote and improve clinic
attendance are presented. It is very important that attendance to clinic visits be emphasized
uniformly to ;'111 participants, and to be presented in a way that does not interfere with or confound
the aims of the ACT interventions. It will be important for clinic staff to review with the ACT
intervention staff their plans to promote clinic attendance to ensure that these plans are
appropriate.

As with other chapters of this Manual, the target audience is members of the ACT clinic
staff and ACT investigators. (A separate discussion of adherence and retention issues for ACT
interventionists appears in the Intervention Manual.) The suggestions that are provided are based
on experience from other National Institutes of Health trials such as the Systolic Hypertension in
the Elderiy Program (SHEP), the Postmenopausal Estrogen/Progestin Interventions (PEPI) trial,
the Asymptomatic Carotid Artery Progression Study (ACAPS), and the Trial of Nonpharmacologic
Interventions in the Elderly (TONE) study. Not every clinic will be able to use every technique,
but this discussion should be useful to clinics for planning their strategies to enhance the
completeness of data collection in ACT.

Although the experience of other trials is useful, actual experience with ACT participants
will be invaluable in deciding what works and what does not. During the trial, clinics with good
attendance records will be asked to share whatever compliance techniques they have found to be
- fruitful.

9.2 General Discussion

Efforts to promote adherence to scheduled data collection should begin during the Pre-
Screening interview (SV0), which may be the first time a potential participant will discuss the study
with ACT staff. At this time, potential participants will be educated about some of the public
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health concerns related to physical activity. An informed person is more likely to comprehend the
goal of ACT: to help clinical practices make decisions about the best ways to promote physical
activity among their patients.

Although convincing evidence is lacking, it seems reasonable that a truly informed subject
is more likely to adhere to the study protocol. Therefore, for scientific, as well as ethical concerns,
each person considered for ACT should clearly understand the study and adequate time should be
spent so that they understand what is expected of them. This should include a discussion of the
main features of the study, the possible intervention regimens to be followed over the duration of
the study, laboratory tests and procedures required, and the timetable for clinic and intervention
visits. A potential participant should be encouraged to consult with their family or private physician
prior to signing consent forms in order to minimize the chance that they may change their mind
later and drbp out.

From the beginning, the clinical center staff should make it clear to the prospective
participant what test results they will receive and when these tests will be performed during the
course of the study. In general, screening test results will be available immediately; however,
follow-up test results {exercise test measures, blood pressures, and laboratory results), unless they
indicate a possible abnormal finding, will not be made available until the end of the study.

Before enrollment, several steps will be taken to minimize compliance problems related to
data collection. Because ACT requires a dedicated commitment to an examination schedule, we
must select appropriate subjects and assess their potential for following the protocol before
randomizing them. Only those persons who are likely to follow the study protocol should be
enrolled.

It is usually advisable to exclude certain types of people from participation in a trial. ACT
exclusion criteria include indications that persons are addicted to drugs or alcohol, live too far away,
are likely to move before the scheduled termination of the trial, or are involved in other clinical
research that may interfere with ACT. The judgement of clinical center staff is essential in
determining overall eligibility with respect to adherence.

It is especially critical in studies of long duration to maintain good attendance after
randomization. Providing clear, easy-to-follow, written instructions for returning for follow-up visits
is important. Reviewing these instructions with the participant pericdicaily during follow-up should
be a priority, especially if demonstrated compliance problems exist. Involving the subject’s spouse

or other family members in these reviews can be useful.
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Attempts should be made to maintain continuity of follow-up care. Whenever possible, the
same ACT staff should see the subject throughout the study.

Every attempt should be made to make each clinic visit pleasant. Minimizing waiting time
and providing such things as parking facilities, free transportation, and comfortable waiting room
facilities will make the visit more pleasant and make the participant more likely to keep their
subsequent appointments.

9.3 Promoting Attendance for Scheduled Clinic Visits

During the follow-up phase, participants are required to attend the clinic 6 and 24 months
after randomization. Attendance at scheduled clinic visits is documented by the completion of the
appropriate Follow-Up Visit and Missed Visit forms.

Clinics are advised to keep detailed records of rescheduled and broken appointments for
each individual participant. It is important to monitor each participant and identify persons who
need support. Records of participants consenting to only a portion of the follow-up procedures,
i.e. partial compliance, should also be maintained. Local summary reports of such difficulties are
important to identify problems. Critical review of such problems may suggest solutions.

9.4 Management of Non-Adhersnce
Plans should be made to handle non-attendance at the clinic. The procedures discussed
below may be used for handling and documenting these cases.
9.4.1 Missed Visits
Participants not attending the clinic during the required time frame are considered to
have missed a visit. Careful documentation and monitoring of missed visits is important in the
specific, as well as the overall, management of these cases. The following procedures should be
implemented as appropriate in each clinical center:
1) Preparing for the next visit at the end of each current visit by making the appointment
and giving instructions for the next visit.
2) Sending out pre-visit reminders.
3) Establishing a mechanism by which clinic attendance for each participant can be charted and
monitored locally so that the clinic can be immediately alerted to a missed visit,
4) Immediately contacting (usuaily by telephone) the participant when they miss a visit.
5} Planning clinic action to rectify the problem within the scope of clinic services.
6) Rescheduling the visit, if at all possible, within the same window.

Examinations that fall outside of the target window remain important and will be used
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in ACT analyses. These examinations will be assigned to whichever target time they are
closest to: a visit not occurring until 8 months will be recorded using Follow-up Visit 6
forms, while a visit occurring after 9 months will be recorded using 12 month forms. If it
becomes apparent that a visit corresponding to a particular set of forms, e.g. a 6 month visit,
will not be completed, an ACT Missed Visit form should be filled out.
9.4.2 Refusals
Some participants randomized into the study may not be actively participating, i.e., not
adhering to the ACT intervention and/or not attending the ACT clinic. This may be due to any of
a number of reasons, such as transportation problems, the advice from their family, or the
participant’s decision. Regardless of the reason, these participants should be followed until the end
of the study, and the clinic staff must attempt to make contact at 6, 12, and 24 months. These
contacts are intended to remind the participant that they are still eligible to participate in the study.
Considerable effort should be expended to collect physical activity recalls and VO,max
measurements at appropriate times.
9.5 Promotion and Maintenance of Adherence
The following guidelines may help to attain better adherence to the ACT protocol, both in the
area of intervention adherence and in clinic attendance. Resources available to a clinic will
determine which techniques are most appropriate for that clinic.
9.5.1 Participant-Staff Relationship
The key element in successfully maintaining a participant in a clinical trial is the
development of a personal relationship between the individual participant and individual members
of the staff. Impersonal form letters or phone calls from someone not known to the participant are
far less likely than personal contact to succeed in keeping a participant interested in the trial. This
personal element in participant contacts cannot be overemphasized.
9.5.2 Continuity of Care
In general, participants’ appointments should be scheduled so that they can be seen by
the same clinic staff members on each visit.
9.5.3 Clinic Environment
The clinic environment should be warm and pleasant, and oriented to the comfort of the
participant. Personal notes can be made of events in the life of the participant--these can be
commented on at the next visit (for example, the birth of a grandchild). If possible and if resources

are available, lunch might be provided.
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9.5.4 Participant-Staff Communications
Good and consistent communication is essential. Instructions should be clear and
interactions should be friendly and individualized. The participant should be helped to understand
the beneficial nature of their participation in this program. The written reminders of data
collection appointments, which the ACT protocol calls for participants to receive two weeks prior
to scheduled visits, offer a good opportunity for communication.
It may be useful for un-masked clinic staff to regularly meet with intervention staff to
discuss the consistency of communications from these two groups.
9.5.5 Convenience and Accessibility
An easily accessible clinic location, the availability of transportation, and convenient clinic
hours are important factors for maintaining adherence. Each clinical center is responsible for
making visits easy for the participants, a factor critical to the ultimate success of the study.
Depending on local circumstances, different approaches may be used, but no participant should be
unable to attend the clinic because of transportation, hours of clinic operation, or any similar
circumstance. If necessary (and if funds are available), participants should be reimbursed for
transportation. Pre-arranged parking should be available if at all possible. The ACT protocol calls
for the clinical centers to provide free transportation to clinical center visits, if necessary.
Appointments should be scheduled at times and on days that do not interfere with a
participant’s working schedule. Al clinical centers should have at least some clinic sessions on
evenings or weekends, outside of usual working hours, if necessary.
9.5.6 Time in Clinic
One element that may be of vital importance in keeping participants returning for
interviews over a prolonged period is the time that it takes to be seen at each clinic. Total clinic
visit time for a participant at any single visit should be kept to a minimum consistent with
maintaining quality. If waiting is necessary, explain the situation and, if possible, offer the option
of seeing another staff member or rescheduling. On the other hand, participants ought not to feel
tushed or be made to feel unwelcome. ACT participants should feel that in any department they
are as important as any other patients. Taking time to visit with the participants and having coffee
and the daily newspaper available will help to establish this feeling.
9.5.7 Appointment Reminders
Like the rest of us, participants can forget appointments. Therefore, appointment

reminders should be used to prompt participants to come for clinic visits. These written reminders
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should be mailed to ACT participants so that they receive them one to two weeks before their
scheduled visit date.

9.5.8 Interim Contact Between Scheduled Follow-Up Visits

During the screening and randomization phases, when the study process is still relatively
new, ACT staff should contact participants by telephone to remind them of clinic appointments and
check to see if they have questions or concerns.

During the period between the follow-up visits, a participant may have second thoughts or
develop apathy toward the study. These visits demand that the participant interrupt their normal
routine and make a trip to the clinjc. Participants with otherwise good intentions may find tiis an -
unwelcome task. It is especially important, then, that clinic staff maintain contact with participants
between visits.

The first follow-up visit at six months often presents special problems simply in its newness to
the participant. Once the route to the clinic site and the personnel and procedures within have
become familiar, subsequent visits should not evoke any such anxiety. Clinic staff may aid the
participant in overcoming any reluctance to attend the first follow-up visit by any means locally
feasible. Maps may be distributed to the participant, showing the location of the ACT clinic.

The participant should not feel, however, that they are being "checked on." Early in the
screening process, clinic staff might ask the participant if they would object to a telephone call
before the next visit and ask what time of the day and which day of the week that they prefer to
be called. Clinic staff should determine what is the best time for calling the participant and
schedule the calls accordingly, rather than leaving a message simply asking a participant to call back.
However, the participant should be encouraged to call if they have any questions or problems.

9.5.9 Participant Identity with ACT

The clinics should focus on promoting participant identity with ACT. Regular
communication will encourage such identity. This could include holiday cards or notices of special
events.

9.5.10 Invoivement of Family Members

Family members’ involvement should be encouraged. A pamphlet describing the trial
for the family members may foster successful involvement. The spouse should be informed about
the study’s purpose, its general design and the study interventions. The importance and need for
full cooperation from each study participant should be stressed. The spouse or other household

member could, for example, be invited to attend the clinic visits, especially the initial visits, or any
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group meetings that are held during the course of the study. Compliance with the study protocol
is more likely to be good if the family members get involved in the process. They can also notify
the clinic if something happens to the participant.
9.5.11 5taff Meetings .
Regular staff meetings should be held to keep the ACT clinic staff informed regarding
individual and overall adherence problems and to plan strategies for improvement. An adherence
chart should be developed and reviewed for each participant and kept with the participant’s record.
Notes or clinic visit summaries can be used to indicate adherence problems. The ACT Principal
Investigator should be readily available and willing to take personal action or give assistance when
adherence problems make their involvement advisable.
9.5.12 Participant ID Cards
If resources are available, every randomized participant in ACT could be given an
identification card bearing the following information:
1. the name of the study, and
2. atelephone number for medical advice 24 hours a day, with the instruction that the number
be called in case of any medical emergency.
Participants should carry this identification at all times and present it for all clinic visits
and whenever care is sought at a hospital, an emergency room, or a doctor’s office for
a major medical problem.
9.5.13 ACT Relationship with Private Source of Care
Good communications and maintenance of a positive relationship with the participant’s
private physician or other outside source of care are important. The physician should be kept
advised of the participant’s clinical course by reports of abnormal laboratory findings, physical
examination findings, and other pertinent information, including any clinical problems encountered.
A good rapport with the private physician and his or her support and cooperation with the ACT
protoco] is essential to & high degree of compliance.
9.5.14 Re-Education
A review at each scheduled clinic visit or phone call of the ACT program with the
participant, especially those who have missed visits, for the purpose of promoting clinic attendance
can be a strong motivation. At this review, clinic staff should discuss with the participant the
purpose of the study, general features of the study, and what the length of the planned follow-up

is (this is easily forgotten). In addition they should review the written instructions given to the
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participant at the beginning of the study. It may be useful to provide participants with calendars
that lay out the expected times for scheduled data collection visits.
9.6 Monitoring Clinic Retention

Adherence to scheduled clinic visits and windows will be systematically monitored by the
coordinating center in regular reports. These reports will be reviewed by the Steering Commiittee,
the Data and Safety Monitoring Board, the Project Office, and the Study Coordinator
Subcommittee. A feature of each clinic site visit will be a review of the site’s recent participant

attendance and completeness of data collection.
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CHAPTER 11
QUALITY CONTROL

11.1 TRAINING AND CERTIFICATION

Study wide quality control is the ultimate responsibility of the ACT Clinical Centers and the
Coordina?ing Center with guidance from the measurement and Quality Control Subcommittee
under the auspices of the Steering Committee. The Clinic Coordinator from each Clinical Center
will also serve as the Training and Quality Control Liaison. This person will be responsible for the
maintenance of measurement and training standards at the Clinical Center including training of new
personnel, in‘ the event of staff turnover, and recertification for existing staff. The ACT Training
and Quality Control Liaison must become familiar with ACT requirements and provide input into
the scheduling of clinic activities so that there is adequate time for clinic staff to carry out their
responsibilities while meeting quality standards.

Key clinic staff from each Clinical Site will be trained at the initial ACT Training Session in
Winston-Salem. These key staff will be responsible for training and re-training other staff members.
Certification and recertification of training are required for GXT measurements, PAR
measurements, blood pressure measurements, and anthropometric measures. Training, but not
certification, will be required for laboratory collection and data entry personnel at each Clinical
Center. Specific procedures for training clinic staff to obtain each of these measures are provided
in the appendices of the ACT Manual of Procedures: GXT in Appendix B, PAR in Appendix C
and Anthropometric/Blood Pressure in Appendix F. Forms for certification are also contained in
these appendices. More general details regarding frequency of re~certification and for maintaining
documentation of certification and recertification are outlined below.

The key staff personnel responsible for training and retraining other personnel hired at the

Clinical Sites will be required to be recertified centrally at an annual training session. Other
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personnel hired at the Clinical Sites will be required to be recertified every six months for all
measurements.  Documentation of certification for all staff members will be maintained in a
central location at each Clinical Site. Updated lists of personnel certified to perform each type of
measurement will be sent to the Coordinating Center when personnel are certified either newly or
recertified.
11.2 REPORTING

An extensive system of reporting will be used in ACT to ensure both eligibility of parﬁcipants :
enrolled and high quality data during both screening and follow-up. In addition to study wide
FEPOTts genelrated by the Coordinating Center, the database application will permit the Clinical
Centers to generate some reports specific to the participants within their clinics. Other continuous
quality control efforts, that do not necessarily involve the generation of paper or computerized
reports, must be undertaken by the Clinical Centers throughout the duration of the study. Below,
the quality control responsibilities of both the Clinical Centers and the Coordinating Center are
detailed.
11.2.1 Clinical Centers

Specific continuous quality control efforts to be carried out by the Clinical Centers include:

1. Training/retraining and/or certification/recertification of clinic staff by the centrally-trained

key staff.
2. Scheduling and monitoring of regular equipment maintenance and reporting of equipment
failures to the Coordinating Center when such failures may impact on the quality of data.

3. Regular observation and monitoring of clinical procedures.

4. Monitoring and editing of study data through the distributed data processing system.

5. Compilation, review, and reporting to the Coordinating Center regarding lost laboratory

samples, packaging problems, errors in packing, shipping and labeling of specimens.
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6. Reporting of quality control concerns or problems to the Coordinating Center.

The Clinic Coordinator and/or Quality Control Liaison should regularly monitor Clinical
Center procedures to be certain that they are being carried out properly and with consideration for
the ACT participant. Corrective action should be taken immediately if problems are observed.

Because of the relatively short time windows between SV0, $V1, SV2 and Randomization, the
Clinical Centers will need to pay particular attention to the amount of time remaining for
participants to be eligible for the next visit. To aid in this monitoring, the data entry application
will provide the Clinical Centers the ability to print reports detailing for each visit (SVO0, SV1, SV2
and Randorﬁization) those patients that are due for the visit, and the number of days since the
previous visit. This report also will identify those participants approaching the time limit of the
recommended window. Additionally, the data entry application will provide the Clinical Centers
the ability to print an up-to-date summary of recruitment activity, including the number of patients
successfully completing Telephone Screening, SV0, SV1, 8V2, and Randomization. To take full
advantage of the capabilities provided by the data entry application, it will be necessary for the
Clinical Centers to keep up-to-date on the entry of the SV0, SV1, SV2 and Randomization
Disposition forms. Staying up-to-date on data entry (even for ineligible participants) will help the
Steering Committee to monitor the overall recruitment process and assist in refining eligibility
criteria, if necessary, in order to meet studywide recruitment goals.

As an additional aid in the recruitment process, the data entry system will contain a utility
enabling the Clinical Center to access an eligibility checklist report for any patient. Thus, when
_data entry is up-to-date, this checklist will identify whether individual patients have specific
eligibility criterion missing or pending.

Quality control of study data should be carried out locally using the ACT data entry system.

Invalid or incomplete forms may be corrected prior to transmitting data to the Coordinating Center.
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Monitoring and/or error reports will be distributed to the Clinical Centers by the Coordinating
Center to aid in the correction of data entry errors.

The Clinical Center staff are encouraged to communicate with the Coordinating Center about
quality control or other concerns or problems.
11.2.2 Coordinating Center

Monitoring of the ACT study data will take place at the Coordinating Center. These activities
include validation, selective data re-entry, and report generation. Some of the monitoring and
quality control reports will be transmitted to the Clinical Centers for immediate action and
attention; otfner reports monitoring trial performances will be generated for Project Offices/Steering
Committee and Data and Safety and Monitoring Committee. During the recruitment period of the
trial, bi-weekly reports on recruitment activities by each Clinical Center will be provided to the
Chairperson of the Steering Committee, Eligibility and Recruitment Committee, the Principal
Investigators, and NHLBI Project Officers. Reports, generated by each Clinical Center and for the
overall study, will include summaries of:

1) Recruitment vields,

2) Reasons for ineligibility,

3) Missed screening visits, and participant refusals,

4) Average time between participant visits and data entry,

5} Deviations from protocol,

6) Problems observed or reported at site visits, and

7) Missing forms and/or individual data items.
Items to be reported on during follow-up will include many of the above items in addition to
summaries of:

1) Adverse events,
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2) Missed follow-up visits, and

3) Participant loss to follow-up.

Annual reports will include a summary of quality control data by Clinical Center. These quality
contro] reports will address issues such as drift in measurements, digit preferences, and intra- and
inter-observer agreement. Should the reports indicate that specific problems exist, it is the
responsibility of the Coordinating Center to report these findings to the Measurement and Quality
Control Subcommittee and/or Steering Committee.

The Coordinating Center will routinely re-key selected items on a subset of data forms to
assess data entry accuracy. Reports of errors will be distributed to the Clinical Centers and reports
of overall error rates will be provided to the Steering Committee.

The Coordinating Center will regularly perform edit checks of ACT data, such as examining
the logical consistency of data across forms collected on each participant. When inconsistencies are
detected, the Clinical Center will be notified through edit reports, and will be asked to verify, if
possible, some entries. Prompt action with these verification requests is essential for an efficient
quality control system.

113 SITE VISITS

During recruitment and follow-up, the Coordinating Center, with other study personnel, will site
visit each Clinical Center to promote communication, answer questions, and ensure that study
procedures are understood and carried out correctly. The site visit program will provide a
mechanism to encourage the effective and standardized delivery of recruitment efforts, intervention
programs, and the collection of appropriate and valid data within each of the ACT clinic sites. Site
visits may also be performed if consistent departures from the Protocol and Manual of Operating
Procedures are detected. Retraining and/or recertification may be done as needed during these

visits, depending on the availability of staff.
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One of our most valuable resources is the ACT Measurement and Intervention Staff who are
collecting the data and providing for the delivery of the intervention. It is these individuals that
have the day to day experience, and first hand knowledge as well as a practical perspective to
identify and help correct problems and/or variations in procedures that clinic centers may
experience. Before the visit, the clinical centers will be sent a proposed agenda and a schedule will
be worked out in advance. The principal investigator, as well as other staff members, will be
involved. The first round of site visits should occur after experience has been gained with the first
wave of participants. This will enable us to look at recruitment efforts, thé multiple aspects of the
intervention,‘as well as any staffing problems clinics may be encountering.

The site visit will be an ideal time for suggesting solutions for any problems which are
identified. It should be noted that outside visitors may not have better answers, however, they may
have different answers that may prove useful. Of equal importance will be the lessons that site
visitors gain while watching other centers in action. The observational experience can enhance and
increase the visitor’s own skills at developing problem solving strategies and solutions that may be
applicable to other Clinical Centers. Consequently, the site and peer-review visits will be a time
when the Coordinating Center staff, peers and clinic site staff review progress and problems, share
what has/has not worked, and consider new strategies and solutions.

The Site Visit Team will include representatives from the Coordinating Center and colleagues
from the other clinic sites.

A key to a successful site visit is adequate preparation by the Clinical Center, the Coordinating
Center, and the Site Visit Team members. Site visits should serve to enhance communication
throughout the study, and to personalize interchange among study staff and investigators.

To make the site visit process as efficient as possible, prior to the site visit, the Site Visit Team

will provide the Clinical Center with a set of general questions such as those listed below.
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1. Do clinics have an adequate number of staff members to provide for effective recruitment, data
collection, data entry and intervention delivery? Do staffing patterns match those originally
proposed?

2. Are staff roles clearly defined and is there communication and interaction between the various
working groups?

3. How is information, such as changes in the MOP or protocol, shared among personnel?

4. What is the overall view of clinic flow?

5. The clinic tracking system will be discussed and the following questions may be asked.

a) What is the procedure followed when a participant does not show up for histher
appointment?

b) How does the clinic handle rescheduling for a situation where the participant only partially
completes a visit as a result of illness, etc.?

¢) How does the clinic keep track of where an individual is in the study flow so that the
participant is scheduled within the appropriate window?

The Clinical Center will be asked to respond in writing to these questions at least 1 week prior to

the site visit. The Site Visit Team will review the responses and provide feedback to the Clinical

Center during the site visit. Other activities that will take place during the site visit may include

discussions of data reports provided by the Coordinating Center and exploration of any concerns

or questions that arise. During the site visit, the Site Visit Team may ask to follow a participant
through a visit and observe randomly selected procedures.

Chart reviews will also be a major component of the site visit. Questions will be asked about
where records are kept and how participant confidentiality is assured. A site visitor will do at least
five randomly selected chart reviews to look at items such as: informed consent, appropriate

signatures, and complete data forms.
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Site visitors also will ask questions concerning study documentation. Some typical questions

will include:

1. Where is the MOP located in the clinic and do clinic staff have easy access to it?

2. Do the protocol and MOP have all the updates included?

3. What procedures are used to ensure that changes to the protocol are implemented in every day
clinic operations?

4. Where is staffing documentation, including certification, kept?

5. 'What is the procedure for maintenance on machines? Where are the quality control logs
documcﬁting that machines are checked regularly?

6. Where are IRB documents kept and what is the procedure for informing the IRB of protocol
changes?

After each site visit, two types of site visit reports will be carried out. The first will be a frank
discussion at the end of the visit between the Site Visit Team, the principal investigator and key
staff at the clinic site. The Site Visit Team will prepare written reports on the activities of the site
visit. A detailed report of the team’s cbservations and recommendations subsequently will be sent
to the Principal Investigator of the site being reviewed and the chairs of the Steering Committee

and the Quality Control Committee.
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APPENDIX A
GUIDELINES FOR OBTAINING INFORMED CONSENT

A.l Imtroduction

The success of every clinical trial depends on the cooperation of its participants. For ACT to
succeed, the participants must be able and willing, before randomization, to increase their levels of
physical activity, monitor their physical activity on written "logs," return for follow-up visits as indicated,
and report any untoward side effects that may develop. To aid in meeting these objectives, participants
must be truly informed and aware of what study participation would entail. If the consent process is
simply a mechanical ritual, the trial could be jeopardized by a large number of early drop outs, poor
adherence, and confusion about study protocol.

There are two consent forms to be completed in ACT. The "Preliminary Screening Consent,”
discussed and signed at the beginning of SVO0, describes all SV0 procedures. If the screenee remains
eligible by the end of this visit, and is willing to continue the screening process, he/she is then given the
"Screening and Randomization/Participation Consent” to take home and review. This second consent
form addresses all procedures, risks, and benefits, etc. associated with SV1, §V2, and trial participation,
should the individual be eligibie and willing to be randomized. This form is then reviewed and signed
at the beginning of SV1.

The two ACT consent forms need to be approved by local Institutional Review Boards (IRBs) prior
to initiating recruitment. Any subsequent changes in either form must be brought to the attention of
the IRB immediately.

A.2 Basic Elements of Informed Consent

Department of Health and Human Services (DHHS) guidelines set forth eight essential elements

of informed consent:

(1) Participants must be advised that the study involves research. An explanation must be given

regarding the purposes of the research, the expected duration of the participant’s involvement in

the study, and a description of the procedures to be followed, including identification of any

experimental procedures,

It is essential that the participant understand that he/she will be randomly assigned to one of three

primary-care-based programs to increase physical activity. In other words, each participant has a 1 in
3 chance of being in any one program.

It is important to emphasize that this is primarily a study, rather than a therapeutic program that
has been specifically designed for an individual patient. It should also be conveyed to the participant

that the standard care control group is of equal importance to the two intervention arms. Thus, a
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participant assigned to Group A is making just as valuable a contribution to the trial as someone
assigned to Groups B or C.

With respect to routine procedures, participants shouid be told that they will need to return to the
ACT clinic six months and 24 months after beginning the trial for "measurement” visits. Those assigned
to either intervention group (B or C) are expected 1) to have periodic visits and phone calls to reinforce
their physical activity program and 2) to keep track of their physical activity on written "logs" over the
course of the study. To avoid misunderstanding, it should be made clear that the study is expected to
last two years for each participant.

(2) Anticipated benefits of the trial must be explained.

Many participants appreciate the opportunity to be involved in relevant research and to contribute
to medical knowledge. In the ACT trial, the knowledge gained will be specifically applicable to
participants in the study as well as to sedentary adults in general, and this is an added benefit of
participation.

Preliminary research indicates that any increase in physical activity in non-active people will benefit
their health and cardiovascular status. The potential benefit of reducing heart disease is great among
this high-risk group.

The physical examination, laboratory tests, and treadmill tests provided may lead to the early
diagnosis of disease, if present. The physical examination and the laboratory studies are provided free
of charge.

(3) Attendant discomforts and risks "reasonably to be expected” must be described.

Screenees should be told about the risks of venipuncture, as written in the second consent form
{possible temporary pain and later bruising).

In ACT, there is very little likelihood that the participants will be seriously harmed by participating
in the trial. To reduce the risks, participants, for whom a graded exercise test is contraindicated, have
been purposefully excluded.

In spite of these precautions, however, there exists the rare possibility of certain changes occurring
during the treadmill test, including abnormal blood pressure, fainting, dizziness, irregular heart beat, and,
in extremely rare instances, heart attack, stroke and death. Emergency equipment and trained personnel
are available to deal with unusual situations that may arise.

Other possible risks associated with increasing physical activity include injuries to the muscles,
ligaments, tendons, and joints.

{(4) Appropriate alternative procedures that might be advantageous for the subject must be disclosed.

The participant should be told what options exist if he/she elects not to participate in the trial.
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He/she may choose to increase his/her physical activity level without enrolling in this trial. Private and

community resources are readily available for this purpose. Blood tests for cholesterol, insulin, and

fibrinogen may be provided by a primary care physician.

(5) The extent to which confidentiality of records identifying the participant will be maintained must
be described.

Confidentiality of ali participant information is assured in all participating centers. No unauthorized

personnel should have access to participant records or results of interviews or tests, Additionally, all
record storage rooms should be appropriately secured, and should contain secured files or other storage
equipment.

It may be useful to explain that in studies of this nature, numerical and alphabetic codes are
assigned by which central study files may be linked to individual participants. Participants are not
identified by name in any reports or publications.

(6) Prospective participants must be advised of the availability or non-availability of medical treatment

or compensation for physical injuries incurred as a result of participation in the study, and if

available, what they consist of or where further information may be obtained.

It may be useful to distinguish between providing follow-up tests and procedures free of charge, and
financial compensation for injuries incurred. The Federal Government is prohibited by law from
committing funds that have not yet been appropriated by Congress, and funds have not been allocated
for compensating injured subjects in trials such as ACT. The only recourse for such participants is to
seek compensation through the courts or through negotiation with the Clinical Center involved.

(7) Persons responsible for the study must offer an explanation of whom to contact for answers to

pertinent questions about the research and the participant’s rights, and whom to contact in the

event of a research related injury to the participant.
One or more people associated with the trial should be available to answer relevant questions while

participants are contemplating participation. Prospective participants should be given the names of these
people in writing. If no names are provided, they may ask questions of persons not knowledgeable about
the study and be given unclear answers or misinformation.

Once they are enrolled in the study, participants should receive written information regarding whom
to contact at any time about possible untoward side effects during the intervention or rights as a
volunteer in the study.

(8) Participants must be told that participation is voluntary, refusal to participate will involve no penalty

or_loss of benefits to which the subject is otherwise entitled, and the subject may_discontinue

participation at anv time without penalty or loss of benefits to which_he/she is otherwise entitled.
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Participants must know that they have the right to withdraw at any time. This option should be
conveyed to participants without luring them into the trial on a probationary "look and see" basis.
Hesitant participants should be evaluated very carefully to screen out those who are likely to withdraw
early.

The right to withdraw from a trial is meaningless if such behavior invokes penalties. This is the
reason for the phrase, "without penalty or loss of benefits,” and the idea should be explained to
participants. If they drop out of the trial, the act of dropping out will not jeopardize their regular care,
and they will be welcomed back into the study at any time they wish to return.

A.3 The Process of Obtaining Censent

The eight requirements of informed consent in the DHHS guidelines above refer primarily to
categories of information that enable participants to make rational decisions regarding participation in
clinical trials. Except for the stipulation that participant inquiries should be answered, these basic
elements do not refer to the process of obtaining informed consent.

Various studies indicate that the circumstances under which consent is obtained in clinical trials can
have a profound influence on the participant’s interpretation of information communicated during the
consent discussion and on the freedom of participants to make their own decisions. Following are

guidelines to ensure that the consent obtained will be as informed and voluntary as possible:

(1) Participants shouid be fully informed about the study and have adequate time to evaluate the pros
and cons of participation.
The second, more complicated consent form is to be sent home with the participant after Screening

Visit 0, so that the screenee may more carefully review it. It should be returned to Screening Visit 1
unsigned. Time should be set aside at Screening Visit 1 for a one-on-one question-and-answer session
with an ACT Clinical Center staff member, at which time the pros and cons of participation will be
discussed and a signature obtained.

(2) Participants should be encouraged to discuss the study with anyone they wish, particularly family

and friends who might be affected (for example, persons who might be needed to provide
transportation).

Close associates of the participant may raise questions and considerations that the participant has

overlooked, and questions that concern the family are better answered sooner rather than later.
Furthermore, there is evidence to suggest that family support for studies of this kind increases the
probability of participant cooperation and adherence during the course of the trial. The participant

should also be encouraged to discuss study involvement with his/her personal physician,
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(3) To be eligible for participation in ACT, participants must have the capacity to give their own

informed consent.

If a participant is incapable of understanding what is expected of him/her, it is not permissible to
obtain informed consent from a guardian. The study requires performance of daily responsibilities that

cannot be easily assumed by substitute persons.

(4) The setting in which consent is obtained should be as private as possible so participants can

frecly ask guestions without embarrassment.

If extraneous parties can hear the conversation, participants may be reluctant to ask appropriate
questions. '
(5) To avoid pressuring the participant, only one person associated with the study should be present
when the participant reviews the consent forms.

I a second witness is required, he or she should be as unobtrusive and non-committal as the

situation permits.

(6) The participant should be given a copy of the informed consent forms after they are sipned and
witnessed.
Even though participants are free to withdraw from the study at anytime, the consent form spells
out the trial’s obligations to the participant and the participant’s obligations to the study while he/she
is a subject.

(7) Participants should be encouraged to review the consent forms periodically.

The consent forms contain useful information about the stu wh ch participants, may wan, to

review from time to time. M CO A M ( T df:( ; MC;{:J
A.4 Informed Consent Forms LUWG %W e /j 7 {)0
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ACTIVITY COUNSELING TRIAL (ACT)
Preiiminary Screening Visit Consent

Your doctor has agreed that you can be asked to participate in the research study called "The Activity
Counseling Trial" (ACT), a study of physical activity counseling in persons who are involved in limited
physical activity.

Purpose of the study
This study will test the effectiveness of physical activity counseling in the physician office setting on the

health status of persons who are sedentary (involved in limited physical activity). Approximately 810
men and women 35-75 years of age will be enrolied at three centers, located in California, Texas and
Tennessee. Everyone will be encouraged to remain in the study for 2 years. Legal authority to conduct
this research is provided by Section 419 [285b-1] of the Public Health Service Act.

Screening procedures
If you agree to participate in ACT, you will be asked to attend a total of three screening visits (counting

today’s visit) to determine your continued eligibility. The entire screening process could take up to
about 2 months to complete, and the three screening visits will last approximately 4-5 hours in all.

At today’s initial screening visit we will give you more detailed information about ACT. You will also
be asked to provide some general personal information (so that we can keep in touch with you) and
more detailed information about your medical history and level of physical activity. If you remain
eligible after today’s visit, we will give you one form (contact questionnaire) to take home, fill out and
bring back for your next screening visit. If you are not eligible, the reason(s) will be explained to you.

Risks/Discomforts

There are no physical risks or discomforts associated with this visit.

Benefits
Continued eligibility may enable you to participate in ACT. Participation could benefit your general
health and cardiovascular status.

Alternatives_to participation
You may choose to discontinue this preliminary screening process.

Voluntary participation

Farticipation in the ACT screening process is voluntary. Refusal to participate will involve no loss of
benefits to which you are entitled. Further, you may withdraw from any of the screening visits at any
time without penalty.

Significant findings
You will be told of any significant findings that may occur during the course of this study that could

relate to your willingness to continue to participate. The investigator and the sponsor reserve the right
to terminate the study and discontinue your participation at any time for any reason, in order to ensure
your safety.

Confidentiality :
Personal medical data will be kept confidential as required by the Privacy Act, 5 U.S.C. 552a. Details

from your medical records will be stored on a private computer system, but your name will not be used
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in any computer files. Information stored on the computer may be seen by ACT clinic study staff or
government staff at the National Heart, Lung and Biood Institute, which funds the study.

Questions

If you have any questions at any time during your screening for ACT or if you believe you have
sustained an injury related to the screening process, you can contact either Dr.

at or the Health Educator at
. If you have any questions about your rights as a research subject, contact Dr.
, the Institutional Review Board Chairman, at

Consent summary
I'understand that I am not waiving any legal rights or releasing the local institution sponsoring this study

or its agents from liability for negligence. I understand that in the event of physical injury during the
ACT screening process, the local institution sponsoring this study does not have funds budgeted for
compensation either for lost wages or for medical treatment. Therefore, the local institution does not
provide for treatment or reimbursements for such injuries.

I have read the description of the first ACT screening visit and I freely volunteer to participate in it.
I have had known possible side effects and adverse reactions (none for this visit) explained as well as
having had alternative procedures explained. I have had an opportunity to ask questions to the ACT
clinical staff and I have received acceptable answers. I understand that 1 may withdraw from the ACT
screening program at any time and I will still receive standard treatment for my condition.

Signature of participant Date
Signature of witness Date
Signature of Principal Investigator Date
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ACTIVITY COUNSELING TRIAL (ACT)
Screening and Randomization/Participation Consent

Purpose of the study

The objective of this study is to test the effectiveness of physical activity counseling in the physician
office setting on the health status of persons who are sedentary (involved in limited physical activity).
Approximately 810 men and women 35-75 years of age will be enrolled at three centers, located in
California, Texas and Tennessee. Everyone will be encouraged to remain in the study for 2 years. Legal
authority to conduct this research is provided by Section 419 [285b-1] of the Public Health Service Act.

Remaining screening procedures

During the remaining two screening visits to determine your eligibility for ACT, you will have a physical
examination and will have your blood pressure measured. Blood will be drawn from a vein in your arm
(Iess than 2 tablespoons) to check your levels of cholesterol, insulin, and specific blood clotting factors.
Some of this blood will be frozen for later analysis and studies. In preparation for these blood tests, you
will be asked to fast (to stop eating and drinking anything except water) for 12 hours before you come
in for your third screening visit. At the next two visits, you will walk on an exercise treadmill, which is
like walking on a conveyor belt. The treadmill will start going uphill very slowly. You will continue to
walk on the treadmill as the uphill increases in steepness. For the first visit this will continue until you
cannot proceed further. At the next visit you will walk on the treadmill but it will not be as hard.
During this test, you will have your heart rate monitored and you will breath into a breathing tube.
Your reactions to the exercise tests will be monitored to assure your safety. We will also ask you to
complete some questionnaires that ask about your level of physical activity, what medications you are
taking, the types of foods you eat, your smoking history and your quality of life. You will also have
height and weight measurements taken.

Study procedures
If you are not eligible to participate in this study, the reason(s) will be explained to you. If you remain

eligible for ACT after these next two screening visits, and you agree to participate in the study, you will
be assigned by chance to one of the following programs, which involve:

A. Advice from your doctor concerning increasing your level of physical activity and provision of
written materials on how to increase your level of physical activity.

B. Advice from your doctor concerning increasing your level of physical activity, provision of written
materials on how to increase your level of physical activity, in-person counseling, viewing a video
promoting increased physical activity, mailings, occasional phone calls, and referral to community
resources. You will be asked to keep track of your physical activity on written "logs” over the two-
year course of the study.

C.  Advice from your doctor concerning increasing your level of physical activity, provision of written
materials on how to increase your level of physical activity, in-person counseling, viewing a video
promoting physical activity, phone calls, mailings, written and visual materials, group classes and
referral to community resources. You will be asked to keep track of your physical activity on
written "logs" over the two-year course of the study.

For all three programs, if you ever have questions about your physical activity program, you can call your
Health Educator, who will give you his/her phone number at the time of your first health educator visit.

For all three programs, you will need to return to have several special "measurement" visits. You will
also be contacted by study staff by phone at 12 months to provide some information. During the one
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6 and two 24 months visits, you will have the same types of tests and procedures that you will have
during the next 2 screening visits. The 6- and 24-month "measurement” visits will last approximately
3 to 4 hours. These visits will include the following:

- completion of various questionnaires asking you about your current level of physical activity, your
diet, smoking history and quality of life;

- blood pressure measurement;

- height and weight measurements taken;

- a blood test, where blood will be drawn from a vein in your group (less than 2 tablespoons) to
check your levels of cholesterol, insulin, and specific blood clotting factors. In preparation for these
blood tests, you will be asked to fast (to stop eating and drinking anything except water) for 12
hours before coming in for this visit; and

- exercise treadmill tests, which involve walking on a conveyor belt that starts going uphill very slowly.
During these tests, you will have your heart rate monitored and you will breath into a breathing
tube. These tests will be the same as at the beginning of the study.

In addition, a test to determine the degree of stiffness of the main arteries will be done. This test
involves placing a pencil-like instrument over the blood vessels of the chest, groin, and/or neck.
Recordings will be made on a computer while a partial electrocardiogram is being done. The
measurements use high frequency sound waves that are harmless. The procedure will take about
10 minutes while you are lying down in a resting position. You can decline this optional test by
crossing out this paragraph.

Risks/Discomforts

The risks of participating in ACT are small. You may experience temporary pain during the blood
drawing, with later bruising at the puncture site. Only specially trained staff will be responsible for
coliection of blood samples. There exists the possibility of certain changes occurring during the treadmill
test. These include abnormal blood pressure, fainting, disorder of heart beat and, in rare instances,
heart attack, stroke and death. Every effort will be made to minimize these risks by reviewing
information about your health and fitness before the test and by closely observing you during the
treadmill procedure. Emergency equipment and trained personnel are available to deal with unusual
situations that may arise.

Possible risks associated with increasing physical activity include but are not limited to, injuries to the
muscles, ligaments, tendons and joints of the body. Other risks associated with exercise include, but are
not limited to, abnormal blood pressure, fainting, dizziness, disorders of heart rhythm, and very rare
instances of heart attack, stroke, or even death.

Benefits

The physical examination, laboratory tests and treadmill tests may lead to the early diagnosis of disease,
if present. The physical examination and the laboratory studies are all free of charge. It is expected
that any increase in physical activity in people who are non-active will benefit their general health and
cardiovascular status,

Alternatives to participation

To determine your blood levels of cholesterol, insulin and some clotting factors, you could visit your
personal health care provider. You may choose to increase your activity level on your own without
enrolling in this study. You may choose to have your own health trainer.
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Yoluntary participation
Participation in the ACT study is voluntary. Refusal to participate will involve no loss of benefits to

which you are entitied. Further, you may withdraw from the study at any time without penalty.

Significant findings .
You will be told of any significant findings that may occur during the course of this study that could

relate to your willingness to continue to participate. Your blood pressure and blood cholesterol results
will be sent to your physician. The investigator and the sponsor reserve the right to terminate the study
and discontinue your participation at any time for any reason, in order to ensure your safety.

Confidentiality
Personal medical data will be kept confidential as required by the Privacy Act, 5§ U.S.C. 552a. Details

from your medical records will be stored on a private computer system, but your name will not be used
in any computer files. Information stored on the computer may be seen by ACT clinic study staff or
government staff at the National Heart, Lung and Blood Institute, which funds the study.

Questions )

If you have any questions at any time during the study or if you believe you have sustained an injury
related to the study, you can contact either Dr. at

or the Health Educator at . If you have any questions about your rights as a
research subject, contact Dr. , the Institutional Review Board Chairman, at

Consent summary
1 understand that I am not waiving any legal rights or releasing the local institution sponsoring this study

or its agents from liability for negligence. I understand that in the event of physical injury resuiting from
the research procedures, the local institution sponsoring this study does not have funds budgeted for
compensation either for lost wages or for medical treatment. Therefore, aside from the emergency care
previously described, the local institution does not provide for treatment or reimbursements for such
injuries.

1 have read the description of this study and 1 freely volunteer to participate in it. I have had known
possible side effects and adverse reactions explained as well as having had treatment alternatives
explained. 1 have had an opportunity to ask questions to the ACT clinical staff and I have received
acceptable answers. T understand that I may withdraw from this study at any time and I will still receive
standard treatment for my condition.

Signature of participant Date
Signature of witness Date
Signature of Principal Investigator Date
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s 5 APPENDIX B
b PROTOCOL FOR GRADED EXERCISE TESTING
PROTOCOL FOR TESTING AND CERTIFICATION OF
GRADED EXERCISE TESTING PERSONNEL

Procedures for Graded Exercise Testing (SV1)

Overview of the determination of VO» max

Maximal oxygen uptake (VO max, L-min'l) is a primary outcome in ACT and will be assessed using
a multi-stage, graded maximal treadmill exercise {GXT) protocol. Oxygen uptake (VO3) will be
measured breath-by-breath throughout the GXT. The test continues until the participant requests to
stop because of fatigue or until any one of the criteria listed under ACSM “Indications for Stopping an
Exercise Test” (ACSM 1995) is met. The maximal GXT will be supervised by a physician. All staff
administering the test will be centrally trajined and certified and follow a standardized protocol. The
maximal exercise test will be performed at baseline (SV1) and at 6 and 24 months.

Pre-GXT Procedures

1. Thirty minutes before the arrival of the first participant of the day the exercise test technologist will
replace the drying tube and turn the main power switch of the CPX/D system on.

2. When system warm-up is complete, a manual calibration will be performed to insure that the
instrument is functioning properly.

3. Formuia System will be turned on.

4. Following the completion of the Seven-Day Physical Activity Recall at SV1, the participant will be
escorted to the treadmill testing area.

5. The exercise test technologist will be responsible for seeing that the top portion of the GXT Data
Form (down to “Resting Measurements”) has been properly filled out.

6. The exercise test technologist will confirm that an Informed Consent has been completed (see
Appendix A) and that the participant knows and understands the purposes and risks associated with
the graded exercise test. The test technologist will also confirm that the patient has abstained from
caffeine and alcohol for 12h, smoking for 6h, food for 2h and strenuous physical activity for 12h
prior to the GXT.

7. The exercise test technologist will weigh the participant according to the protocol detailed in the
Anthropometrics Chapter (Appendix F) and record this weight and a self-reported height to be
later entered into the MedGraphics CPX/D system and Formula System.

8. The exercise technologist will enter patient information into the CPX/D Sysiem while the ECG
technician applies ECG electrodes.

Application of ECG Electrodes

1. Inthe ECG prep area, the participant will remove clothing from the waist up. A hospitai gown will
be provided to women participants.
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2. The skin will be prepped in the areas of electrode application by the removal of excess hair with
a razor. The skin will be cleaned with rubbing alcchol and rubbed vigorously with an abrasive pad
prior to the application of the electrodes to insure good adherence to the skin.

3. The electrodes will be applied in a configuration like the Mason-Likar placement which permits
standard 12-lead electrocardiogram tracings to be obtained during exercise (Figure 1). The ECG
tracing will be tested for interference on all leads by observation of the monitor, tapping each
electrode to check for artifact. Select “OBSERVE”, “EXIT”.

Figure 1 - - Electrocardiographic Leads Used in Exercise Training

FIG 1
The Mason-Likar simulated standard 12-lead ECG electrode placement for exercise testing.

Electrode Placements:

Leads, I, II, III, AVL, AVR, & AVE: Leads V1, V2, V3, V4, V5, & V6!
R. Leg: 1 electrode placed approximately in V1: 1 electrode placed in the
line with the Anterior Superior lliac Crest at fourth intercostal space just to
the level of the umbilicus on the right side the right of the sternum

L. Leg: 1 electrode placed approximately in V2: 1 clectrode placed in the
line with the Anterior Superior Iliac Crest at fourth intercostal space just to
the level of the umbilicus on the left side the sternum

R. Arm: 1 clectrode placed in the infraclavic- V3: 1 electrode placed on a line
ular fossa(deltopectoral) triangle on the right midway between leads V2 and V4
side
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L. Arm: 1 electrode placed in the infraclavic- V4: 1 electrode in the midclavicular

ular fossa(dcltof)cctoral triangle) on the left line in the fifth interspace

side
V3: 1 electrode in the anterior
axillary line at the same level as
lead V4

V6: 1 electrode in the midaxillary
line at the same level as lead V4

Heart Rate Variability

This will involve 13 minutes of controlled frequency breathing with heart rate variability (RRV) acquired
over the last 10 minutes. The subject is seated comfortably in a chair and instructed on breathing in
time with a breathing tape to achieve a rate of 12 cycles per minute (0.2 Hertz). At this rate, subjects
should adjust their tidal volume so that their breathing feels normal. The subject's heart rate (HR) is
monitored during the first 3 minutes. Ifit appears that the subject is hyperventilating, i.e., HR increases,
ask the subject to reduce their tidal volume. The room should be quiet with the lights dimmed so that
the subject can relax. There should be no talking and the subject should not be allowed to fall asleep.
After 3 minutes , acquire RRV. Note: The treadmill should be turned off throughout the HRV
measurement in order to ensure the collection data. Turn treadmill off pricr to entering patient
information.

The specific sequence of keystrokes to acquire heart rate variability data is as follows:
* select “PATIENT” to enter patient information; patient last name should have “.RRV” as a suffix
* select “OK”
* select “AMAMN”
* input “ACT PROTOCOL” under indications
* select “OK”
* select “EXIT”
* select “PROTOCOL”, “LOAD”, “HRV”, “EXIT”
* The subject then begins breathing in time with the tape. Heart rate and breathing pattern are
monitored by technician and any adjustments made during this time. At the end of 3 minutes of
controlled breathing,
* select “ACQECG”, “PRE-EX”, and “EXERCISE”,
* This causes data acquisition to begin; data is then collected for the next 10 minutes.
* When data collection is complete (at least 256 heart beats must be included),
* select in rapid succession “ENDSTAGE”, “RECOVERY”, “POSTRECOVERY?”, “END”, “SAVE",
“END”
* When patient data window appears, select “SAVE”
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Pre-Maximal QXT Measurements

1. When heart rate variability measurements have been completed, the participant will move from a
sitting position to a supine position on the examining table. While the participant is resting, the
Formula System patient information will be updated by changing the patient name suffix to “.MAX”.
Select “OK”, “EXIT'. The maximal GXT protocol will be loaded by selecting “PROTOCOL”,
“LOAD”, “MAX”, “EXIT”. After 5 minutes, a supine, resting blood pressure measurement will be
obtained according to ACT protocol (MOP, Appendix F), entered into the Formula system and
recorded on the GXT Data Collection Form. A supine, resting standard 12-lead ECG tracing will
be printed and heart rate recorded on the GXT Data Coliection Form. The specific sequence of
keystrokes to run the ECG is as follows:

* select “ACQECG”

* select “PRE-EX”

* select “BP” and enter blood pressures

* select “EVENT”

* select “SUPINE” and tracing will print out

2. Recent medical history, including medications, and resting ECG will be reviewed by the exercise test
technologist. The exercise test technologist will verify that the participant is adhering to all
prescribed medication regimens. Abnormalities in the ECG, problematic medications and symptoms
such as chest pain, palpitations, etc. will be called to the attention of the supervising physician. It
is imperative that any contraindications to exercise testing (Table 1} are noted and taken into
consideration prior to the administration of the GXT. The supervising physician will make the final
decision on whether or not to test the participant with a maximal GXT.
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Table 1 -- Coptraindications to Exercise Testing - Absolute and Relative *

Absolute Contraindications

1. A recent significant change in the resting ECG suggesting infarction or other acute
cardiac event

2. Récent complicated myocardial infarction (unless patient is stable and pain-free).
3. Unstable angina

4. Uncontrollable ventricular arrhythmia

5. Uncontrolled atrial arrhythmia that compromises cardiac function
6. Third degree AV heart block without pacemaker

7. Acute congestive heart failure

8. Severe aortic stenosis

0. Suspected or known dissecting aneurysm

10. Active or suspected myocarditis or pericarditis

11. Thrombophlebitis or intracardiac thrombi

12. Recent systemic or pulmonary embolus

13. Acute infections

14. Significant emotional distress (psychosis)

Relative Contraindications

Resting diastolic blood pressure > 115 mm Hg or resting systolic > 200 mm Hg
Moderate valvular heart disease

Known electrolyte abnormalities (hypokalemia, hypomagnesemia)

Fixed-rate pacemaker (rarely used)

Frequent or complex ventricular ectopia

Ventricular aneurysm

Uncontrollable metabolic disease (e.g., diabetes, thyrotoxicosis, or myxedema)
Chronic infectious disease (e.g., mononucleosis, hepatitis, AIDS)

B A o A

Neuromuscular, musculoskeletal, or rheumatoid disorders that are exacerbated by
exercise

10. Advanced or complicated pregnancy

4Source: ACSM, ACSM's Guidelines for Exercise Testing & Prescription, 5th Edition,
Baltimore: Williams & Wilkins, 1995 (p.42)
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3. The /part:clpant will be move to the treadmill and stand quietly on the treadmill belt . A blood
pressﬁre cuff will be attached securely to the participant's arm with tape and a blood pressure
obtained with the participant practicing the technique to be used during the GXT,, ie.,
participant puts hand on shoulder of exercise test technologist. Standing BP will be entered
into the Formula system by selecting “BP” and entering measurements. Blood pressures will
also be recorded on the GXT Data Collection Form. A standing resting 12-lead ECG tracing
will be obtained by selecting “EVENT”, “STANDING” , “EXIT”. The standing, resting HR
will be recorded on the GXT Data Collection Form.

4. Prior to the test, the participant will be instructed on the use of the Rating of Perceived
Exertion (RPE) scale (Table 2). The following script may be used as a model for these
instructions:

"Throughout the exercise we are going to ask you to rate your level of exertion, or how hard
you perceive yourself to be working. As you look at this scale, you will notice that numbers
range from 6 (NO EXERTION AT ALL) to 20 (MAXIMAL EXERTION). A numerical
value of 9 is a very light exercise whereas the number 13 is somewhat hard; however, you
should have no problem continuing to exercise at this level. On the other hand, a value of 19
represents extremely hard exercise, as strenuous as you have ever experienced. It is important
to remember that we are interested in your overall feelings of exertion. Remember, we are
interested in the physical demand or exertion required by different levels of work."

Table 2 -- Rating of Perceived Exertion Scale

RPE SCALE

6 NO EXERTION AT ALL
7 EXTREMELY LIGHT
8
9 VERY LIGHT

10

11 LIGHT

12

13 SOMEWHAT HARD

14

15 HARD (HEAVY)

16

17 VERY HARD

18

19 EXTREMELY HARD

20 MAXIMAL EXERTION
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Establish 60_-79?5 predicted HR max

The participant will then be instructed about how to walk on the treadmill. The purpose of this
preliminary walk (to attain 60-70% pred. HR max) will be explained. The participant will straddie the
treadmill belt, holding onto the handrail with both hands. The Formula System operator will select
“DEMO?” to start the treadmill belt. Beli speed will be 1.5 mph/0% grade. The participant will step on
to the treadmill and begin walking. The speed of the treadmill will gradually be increased so that the
participant can walk with a comfortable stride. Treadmill speed will be increased by selecting “SPEED
+” and using the “enter” key (each enter = 0.1 mph increase). When a comfortable stride has been
achieved, the participant will be taught to release the handrail and walk with a normal arm swing. The
treadmill speed will then be further adjusted until the heart rate response is approximately 60-70 % of
age-predicted maximum (220-age), or RPE is 11-13 (fairly light to somewhat hard). For participants on
beta blockers, the speed will be adjusted according to RPE and not heart rate. This speed will be
maintained for 4 minutes. The treadmill will be stopped by selecting “STOP” from the ergometer
window. The heart rate at this speed will be recorded as Warm-up HR on the GXT form. The
participant will then be given a brief seated rest.

Maximal GXT

1. During the rest period, a thorough explanation of the maximal GXT will be given to the
participant. The explanation should include an overview of the protocol, the time of each stage,
the measurements to be made at each stage, and the means of participant/technologist
communication when the mouthpiece is in place. It is important that all participants be made
aware that they should continue to exercise until they feel they can proceed no further.
However, it is also important that they understand that the test will be discontinued at any time
that the participant wishes to stop due to fatigue, shortness of breath, pain, etc. or when the
exercise test technologist or supervising physician decides to stop the test in accordance with
established test termination criteria (Table 3).
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Table 3 - Absolute and Relative Indications for Termination of an Exercise Test
s

Absolute Indic?ntions

1. Acute myocardial infarction or suspicion of a myocardial infarction
Onset of moderate-to-severe angina

3. Drop in SBP with increasing workload accompanied by signs or symptoms or drop below
standing resting pressure

4. Serious arrhythmias (e.g., second-or-third-degree atrioventricular block, sustained
ventricular tachycardia or increasing premature ventricular contractions, atrial fibrillation
with fast ventricular response)

5. Signs of poor perfusion, including pallor, cyanosis, or cold and clammy skin

6. Unusual or severe shortness of breath

7. Central nervous system symptoms, including ataxia, vertigo, visual or gait problems, or
confusion

8. Technical inability to monitor the ECG

9. Patient’s request

Relative Indications

1. Pronounced ECG changes from baseline [>2mm of horizontal or downsloping ST-segment
depression, or >2mm of ST-segment elevation {except in a VR)]

Any chest pain that is increasing

Physical or verbal manisfestations of severe fatigue or shortness of breath

Wheezing

Leg cramps or intermittent claudication (grade 3 on 4-point scale)

Hypertensive response (SBP>260 mm Hg; DBP >115 mm Hg)

Less serious arrhythmias such as supraventricular tachycardia

Sl AN SR

Exercise-induced bundle branch block that cannot be distinguished from ventricular
tachycardia

2. The individualized ACT protocol will be entered in the Formula System. Specific key strokes
are as follows:
* select “EXIT”, “PROTOCOL”, “EDIT”, “PAGE 1~
* enter the speed just determined in the first 10 stages in the mph column
* enter the initial grade (usually 0%) in stage 1 and increments of 2% in the subsequent 9 stages
* select “OK” to save protocol changes on Formula System
* select “WORK”

® Source: ACSM, ACSM’s Guidelines for Exercise Testing & Prescription, 5th Edition,
Baltimore: Williams & Wilkins, 1995 (p.97)
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The necessary participant information will be entered in the CPX/D system and an Auto Cal
performéd to minimize errors resulting from calibration drift. Select F10 (QUIT) and return
to Main Menu. Select “Cardiopulmonary Exercise Testing”.

The participant will stand on the treadmill and be fitted with the mouthpiece and noseclips. The
sample line will be connected to the mouthpicce. Select “F1 (BEGIN)” on CPX/D and wait for
data to appear on the screen. Select “P WAVE” to confirm that analyzers and pneumotach
are operating correctly. Select F10 to quit “P WAVE?” off, select “F2 (STOP)”, select “F3
(RESTART)”, select “YES”, The participant will then be instructed to straddle the treadmiil
belt.

On the Formula System, select “ACQECG”, select “PRE-EX”.

Select “EXERCISE” on the Formula. When treadmill starts, participant will step onto the
slowly moving treadmill belt, begin walking and release his/her grip on the handrail. The
window on Formula will read “Ergometer starting, please wait”. When window disappears, the
timer on the Formula System will begin. The CPX/D tech should be cued to select “F1”
(BEGIN) on the CPX/D as quickly as possible. “F1” should be pressed twice so that data being
collected is designated as exercise data. This procedure will cause the ECG and gas exchange
data to be temporally aligned.

The treadmill will be automatically elevated by 2% in 2-minute stages (Figure 2). Blood
pressure, heart rate, and RPE are measured starting at the beginning of the second minute of
each stage. Select “BP” to enter blood pressure into the Formula System.

The test continues until the participant requests to stop or until any one of the criteria listed
under ACSM "Absolute and Relative Indications for Termination of an Exercise Test" (ACSM
1995, Table 3) is met. At maximal effort, select “RECOVERY” on the Formula and
simultaneously select “F2 (STOP) on the CPX/D. This will automatically reduce the treadmill
speed/grade to 2.0 miles per hour, 0% grade as quickly as possible to allow the participant a
one-minute active cool-down before stopping the treadmill belt. If a blood pressure has not
been taken at peak exercise, it should be taken as soon as possible during this active recovery.
The mouthpiece and noseclip can be removed at this time, the sample line returned to CPX/D
system and the vacuuwm pump turned off. Select “F10 (QUIT) to save data on CPX/D.

When the participant has had a one minute active recovery, select “POSTRECOVERY” on the
Formula System to stop the treadmill and allow participant to lie supine on the examining table
to complete recovery. During recovery, a 12-lead ECG will be obtained at the end of minutes
2,4,6,8 of recovery. Blood pressures will be taken and recorded before each recovery ECG
tracing. Signs and symptoms will be recorded when appropriate at these time intervals.
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Recovery heart rates and blood pressures should be stable, but not necessarily at pre-exercise
levels, before the discontinuation of monitoring. The decision to discontinue monitoring and
allow the participant to leave should be that of the supervising physician; usually 8 minutes is
sufficient. On the Formula System, select “END”, “SAVE”, “END”, “NEW”.

A Graded Exercise Test Data Form will be used to record participant responses and signs and
symptoms before, during and after the graded exercise test. Pre-exercise information should
be recorded on the form before the participant starts to exercise. During exercise, blood
pressures will be obtained at approximately the beginning of the second minute of exercise at
each stage. Ratings of perceived exertion will be obtained after completion of the blood pressure
measurement. Twelve-lead electrocardiograms will be obtained at the end of each stage of
exercise. For each exercise stage, treadmill grade, HR (from ECG}*, SBP, DBP and RPE will
be recorded on the GXT Data Form. ECG changes as well as other signs and symptoms will be
recorded under the appropriate heading on the GXT Data Form. Note that the suggested time
intervals at which measurements are made might need to be modified, according to the
judgement of the exercise test technologist, as the participant approaches maximal exercise. For
example, a blood pressure measure may need to be taken after only 30 seconds of exercise in
a specific stage if the participant is approaching a maximal level of exertion. All modifications
should be recorded on the GXT Data Form. The two highest 30 second time pericd VO3
measurements will be averaged to identify VOp max. VO3 max (L/min) will be recorded on the

data form.

The time of onset of significant electrocardiographic changes, chest discomfort, dyspnea, joint
pain, and/or other signs and symptoms will be recorded on the data form in the space provided.
The supervising physician will also record any pertinent remarks and conclusions on the data
collection form and record his interpretation of the results of the graded exercise test.

After the participant has adequately recovered and is free of symptoms, he/she will be escorted
to the waiting room until the supervising physician has made an initial review of the GXT
results.

American College of Sports Medicine Guidelines for Exercise Test Administration will be

adhered to during all exercise testing.

" Note: Even though the ECG monitoring unit may calculate the heart rate and antomatically
print it on all ECG tracings, all heart rates should be verified by using an ECG ruler or calipers.
If the ECG heart rate is not within = 4 beatsmin! of that obtained with an ECG ruler or
calipers, then the heart rate obtained with the ruler or calipers should be recorded on the

tracing.

Appendix B - 11



Protocol for Maximal Graded Exercise Test

(Screening Visit 1)

140

120

-k
o
o

Percent of VO2max
o0
o

12/95

Appendix B - 12



-

Post-Maximal GXT Procedures
e / 5‘-

Following the completion of the maximal GXT, the exercise test technologist will
1. On the CPX/D, select “Cardiopulmonary Exercise Report”, select “Print Final Report”,

2. " Record VE (STPD), VO mil/min, and %VQO7 max at the ventilatory threshold
according to the software included in the CPX/D system, '

3. Calculate speed/grade for submaximal exercise stages of 50% and 75% VO2 max using
ACSM equations.

4. Prepare equipment for the next test, including sterilizing mouthpieces, etc.
5. CPX/D data files should be transferred onto diskette monthly.

The ECG technician will

1. At the end of each test, print summary reports and place them with all ECG tracings

in the participant folder.

2. At the end of each testing day, follow procedures for Formula System file conversion
and RRV analysis.

3. At the end of each testing day, archive ECG results on floppy disks and clear hard _

drive.

Initial Review of Results

1. If the GXT interpretation is “Negative”, the participant is dismissed with instructions for
returning for SV2. <4
s
2. H the GXT interpretation is “Positive”, the physician meets briefly with the participant to discuss ,:f
results and follow-up procedures. The physician may also exclude the participant from the study &
based on exercise test resuits. [Exercise test resulis and recommended follow-up are el
communicated {0 the participant's personal physician at the earliest opportunity. v Q J{
A\ o

X3
|
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Procedure for Submaximal Exercise Test (S§V2)

of! Fd '/’
Cardiovascular response to submaximal exercise is a secondary cutcome in ACT. Heart rate, blood
pressures and ST segment changes will be measured at 50% and 75% of baseline VO3 max (as seen in
Figure 3). The submaximal exercise test will be performed at baseline (SV2) and at 6 and 24 months.

Submaximal Exercise Test Procedures

1. After completion of all other measurements during SV2, the participant will be escorted to the
treadmill testing area.

2. The Formula System will be turned on. Select “PATIENT” to enter patient information; patient
name should have “.SUB” as a suffix. Select “EXIT”.

3. The submaximal exercise stages will be programmed into the Formula System by selecting
“PROTOCOL”, “LOAD”, “SUBMAX”. Observe “submax” at top of screen. Select “EXIT”,
“PROTOCQL”, “EDIT”, “PAGE 1”. Enter speed and grade calculated to represent 50% VO;
max for the first 5 minute stage; enter speed and grade calculated to represent 75% VO9 max
for the second 5 minute stage. Select “OK” to save protocol on Formula System.

4, The participant will have electrodes applied as previously described to permit a 12-lead ECG
tracing to be obtained. A blood pressure cuff will be attached as previously described.

5. The participant will stand quietly on the treadmill belt while standing resting HR and bloed
pressure are taken and recorded. The specific sequence of keystrokes to run the ECG is as
follows:

* select “ACQECG”

* select “PRE-EX”

* select “BP” and enter blood pressures

* select “EVENT”

* select “STANDING” and tracing will print out

6. The participant will straddle the treadmill in preparation for the treadmill being started. Select
“EXFERCISE” to start the treadmill. The participant will step on to the treadmill and begin walking
on the treadmill as previously described. The treadmill speed and grade will be that previously
calculated to represent 50% of VO7 max for that individual. The participant will release the handrail

and continue to walk, -
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The participant will walk at 50% VO9 max for 5 minutes. During the 3rd minute, blood pressure will
be meaured and entered in the Formula System. At 4 min 20 sec, select “PRT RT” to print out
ECG. At 4 min 45 sec, ECG prints automatically. These two values should be averaged for the 4th
minute value to represent HR submax and entered on the form. RPE will be determined and
recorded at this time. Any ST segment changes will also be noted and recorded.

The treadmill speed/grade will be increased to that previously caleulated to represent 75% of VO2
max for that individual. During the 3rd minute of this stage, blood pressure will be measured and
entered in the Formula System. At 4 min 20 sec, select “PRT RT” to print out ECG. At 4 min 45
sec, ECG prints automatically. These two values should be averaged for the 4th minute value to
represent HR submax and entered on the form. RPE will be determined and recorded at this time.
Any ST segment changes will also be noted and recorded.

At the end of 10 minutes, the treadmill will automatically go into recovery (2 mph/0% grade). The
participant will walk at this pace for 3 minutes of active recovery. At 2 min 45 sec of recovery, ECG
prints automatically. At 3 minutes, select “POST REC” to stop the treadmill. If the participant has
tolerated the submaximal exercise with no adverse effects, he/she can be discharged from the
treadmill testing area when ECG leads and blood pressure cuff have been removed.

Appendix B - 15



Percent of VO2

80

12/95

Protocol for Submaximal Graded Exercise Test
Screening Visit 2

1 > 3 4 5 6 7 8 9 10 -
Minutes of Graded Exercise Test

Appendix B - 16



-

Procedures for Follow-up Submaximal and Maximal Exercise Tests

<42,

At the 6 and 24 month visits, the submaximal and maximal exercise tests will be repeated. At the 6

month visit, submaximal and maximal measurements will be combined into one exercise testing session.

The submaximal measurements will be made first, followed by the maximal measurements. At the 24

month visit, procedures for the 24 mo (a) visit will be the same as those on SV1; for 24 mo (b), the same
as SV2. For both the 6 and 24 month visits, treadmill speed/grade at 50% and 75% VO; max will be
the same as they were during SV2. '

Moadifications of GXT Procedures for 6 month Visit

12/95

Heart rate variability will be done following the same procedures as at SV1.
Calibration of the CPX/D system will be done following SV1 procedure.

Supine and standing rest ECGs and blood pressure measurements as well as review of medical
history will be as at SV1.

The submaximal exercise test will proceed exactly as done at SV2.

After completion of the submaximal measurements, the participant will be given a short rest while
the exercise test technologist run an Auto Cal on the CPX/D system to confirm calibration. At this
time, the exercise test technologist will review the protocol for the GXT, the RPE scale, the means
of participant/technologist communication and the importance of exerting 2 maximal effort with the

participant.

The participant will be fitted with the mouthpiece apparatus connected to the CPX/D and the system
checked to confirm that analyzers and pneumotach are operating correctly.

The maximal GXT will commence at the warm-up treadmill speed/prade used in SV1. After 2
minutes (Stage 1), the treadmill speed/grade will be increased to that representing 75% VO max
during the submaximal test. The maximal GXT will proceed as in SV1 with all of the same
procedures being followed during and after the test, Responsibilities of the exercise test technologist
and the physician remain as in SVL.
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. ACT Activity Counseling Trial
s Manual of Procedures

Protocol for Testing and Certification of GXT Personnel

Trainee:_ Site: _______
Examiner: Date:

By the end of the training session, the trainee should be competent in each of the
individuals skills listed below. The trainee will be considered to be certified to
perform ACT exercise testing when the form has been signed and each of the
following items have been checked, verifying that he/she has properly conducted a
maximal GXT and a submaximal exercise test according the ACT protocol in the MOP.

Intr i

1. Introduces self to participant and places participant at ease.

2. Explains purpose/procedures of GXT, verifies understanding of
informed consent.

3. Explains protocol for responsé to medical emergency and presents
written code procedure.

Preliminary Measures
1. Obtains height, weight, age, and cardiac medications.

Resting ECG. Heart Rate Variability, and Blood Pressure
Locatefexplain sites for limb and chest leads for standard 12 1cad ECG.

Prepares skin and applies electrodes.

Prepares instrumentation/environment for HRV and explains protocol.

Administers breathing protocol and monitors participant. -

Collects data for 10 min and acquires data for analysis and storage.

Locates brachial artery, measures/chooses cuff size, attaches cuff and
places stethoscope in position.

7. Identifies SBP/DBP according to MOP BP protocol.

OB 0

CPX/D_System

1. Prepares CPX/D system for measurement (drying tube, sample line,
calibration gas, etc.)

2. Manually calibrates pneumotach, analyzers, runs Auto Cal

3. Prepares mouthpiece, connects pneumotach, sampling line to CPX/D,
conducts p-wave observation.

4. Explains sterilization procedure for mouthpieces/valves.

5. Conducts transfer of participant files from hard drive teo diskette. .

6. Prints final report, transfers information onto data sheet, and shuts
system down.

{

Page One
iz/as



vy Page Two

ACSM idelin

—_—_-1. Understands absolute/relative contraindications to GXT.

____2. Explains general indications for stopping a GXT.

____3. Identifies ECG abnormalities/Sx requiring MD attention prior to GXT. .
____4. Contraindications and guidelines for stopping should be posted in Iab.

imal T

Explains maximal GXT protocol to participant.

Explains use of RPE scale to participant.

Explains participant/technologist communication during GXT.

Explains test endpoints, including participant request to stop
and signs/symptoms of exertional intolerance.

B

—___35. Teaches participant how to step on treadmill, release the handrail
and walk on treadmill.

——__=6. Demonstrates technique for obtaining SBP & 4th/5th phase DBP.

—___7. Demonstrates technique for obtaining exercise RPE.

—___ 8 Teaches participant to regrasp handrail at termination of GXT.

———-9. Explains procedure for determining treadmill speed.

—_--9. Demonstrates cool-down procedures and recovery procedures.

____10. Demonstrates ability to run Formula and CPX/D systems, including
programming protocol, entering BP, etc. .

Submaximal GXT

1. Explains submaximal GXT protocol and use of RPE scale to participant.

____ 2. Establishes correct 50 & 75% VO2max workloads from max GXT data.
3. Executes a submaximal GXT with all physiologic data acquisition.

4. Demonstrates complete data management after submaximal GXT.

5. Explains incorporation of max and submaximal GXTs into 6 mo. test.

Examiner {Signature) Date
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ACT Max Graded Exercise Test Form

iD L ) | |  Acrostic il

smsotresl LET T visitcode L]
sosn i Monn s Day Near. .. o e Biclr
Age Height cm Weight kg
Age-predicted 60% Age-predicted 70% Age-predicted
Max HR (220-age) bpm Max HR bpm Max HR bpm
Patient on medications?
1 D Yes Specify Meds:
2[INo

Resting Measurements

ECG Results:

11 Normal
2D Abnormal ———— Specify abnarmalities:
4 ] Uninterpretable

Any contra-indications to treadmill testing”?
1 Yes— Specify contra-indications:
2[INo

Course of action taken:
1 T GXT performed 2] Subject excluded (GXT not performed) 3 [ GXT rescheduled

Supine: SBP mmHg DBP mmHg HR bpm
Standing: SBP mmHg DBP mmHg HR bpm
Treadmill Measurements

Warm-up: HR bpm %HR o TM Speed

Stage|Time |Grade] HR | RER | SBP [ DBP |RPE | AP | ST | Arr Comments
1 0-2

2 | 24

3 | 46

4 6-8

5 1810

6 1012

7 [12-14

.8 |14-16

9 |[16-18

cactformsigximax frm Page10f2 COORDINATING CENTER COPY  snues

v e —— ey ——
sw==r —r — T T Ty e T v LT RGeS




Total Treadmill Time

min

Reason for stopping:

Post-exercise Measurements

Time HR

SBP

DBP

Signs, Symptoms, ECG Changes

Immediate*

2 minute

4 minute

8 minute

8 minute

If no BP was obtained at peak exercise, obtain one immediately after stopping.

GXT Interpretation:

1] Negative
Specify result or problem:
A_] Positive -
Is this a contra-indication to further treadmill testing? 1[dYes z[1No
Will this subject be excluded from participation in ACT? 1[JYes 2[0No
i} Uninterpretable
Criteria for VO, max Primary Qutcome
maximal heart rate b/min VO, Max Measurements mi/min
maximal RPE mi/kg/min
maximal RER METS
maximat VENO,
maximal respiratory rate jieuti=Coes e
maximal VO, mi/min Ve (BTPS) L/min
VO, @ (max stage - 1) I:: mi/min VO, mi/min
VO, @ {(max stage - 2) mi/min %VO, max
| Testperformed by | |~
: | (code)
cactiformsigxtma frm Page20of2  COORDINATING CENTER COPY 3(21/96




T

ACT Heart Rate Variability Form
ID EI - . ... Acrostic

Date 'of .Visit I I

Time . oAM OPM

TIME DOMAIN
VARIABLE EPOCH1 1" EPOCH2 "~ |- “MEAN

interpolated Beats

R-R Max
R-R Min
R-R Mean
sD

Variance

CO Variation (SD Mean)

FREQUENCY DOMAIN
VARIABLE EPOCH1 EPOCH2 MEAN
LF/HF RATIO

PSD NORM PSD NORM PSD NORM

VLF POWER
(0.01 -0.04}

LF POWER
{0.04-0.15)

HF POWER
{0.150-0.50)

TOTAL POWER
ABOVE VLF
{0.01-0.50)

TOTAL POWER
(0.00-0.50)

clact\formsihrirate. frm 11/8/95



Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.
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Physical Activity Pre-screening Items

L. INTRODUCTION

An initial eligibility criterion for inclusion in the Activity Counseling Trial (ACT) is a
weekly .energy expenditure of not more than 35 kcal » ]L{g'1 « week!. These values will ultimately
be determined by responses evaluated using an interview-administered 7-day Physical Activity
Recall (PAR) questionnaire. In order to pre-screen individuals who may exceed these energy
expenditure levels, questionnaires will be administered to potential study participants at the

initial telephone interview and the prescreening orientation visit (SV0}.

IL. TELEPHONE INTERVIEW
As part of the initial telephone interview for recruitment eligibility, the following

question will be asked of all potential study participants.

1. “Do you currently and regularly participate in any physical activity such as
walking, running, aerobic dance, swimming, or playing sports at least three times
per week for 30 minutes or longer each time?”

2. “If you have a job, does your job require you to do heavy manual labor for most

of your shift?”

If the answer to either question is affirmative, potential participants should be

ruled ineligible.

1. PRE-SCREENING VISIT
At the time of the initial pre-screening visit (SV0) all potential participants
who satisfied the criteria for the telephone interview will be asked to answer a
series of simple questions on physical activity. The purpose of these questions is
to further restrict potential study participants to only those who are sedentary.

The responses to these questions comprising the 7 day physical activity recall and

ACT 7-Day Recall Revised 5/96
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the resulting energy expenditure calculation will be used to identify participants

who may be ineligible due to excessive energy expenditure.

ACT 7-Day Recall Revised 5/96
Page 5



7-Day Physical Activity Recall Interview

I INTRODUCTION

The 7-Day Physical Activity Recall (PAR) interview technique is used to estimate an
individual's average daily energy expenditure for the previous week. Based upon participant
recalls, hours spent in moderate, hard, and very hard intensity activities are determined and total
kilocalories can be estimated from the number of hours engaged at the various levels of intensity.
The purpose, therefore, is not to single out specific physical activities but to identify participation
in activities at various levels of intensity. With this interview technique, we will be looking at
work-related activities, leisure-time activities, sitting patterns, and sleep patterns. By
mathematical difference, these data will then be used to estimate activities classified as light
intensity. The purpose of this manual is to standardize the interview process and to increase
agreement among interviewers.

Your interview technique should limit bias (it should be objective), and you should try to
keep the interview from becoming tedious. To achieve these goals, an interviewer script has
been created and is included in the Appendix of this manual. Although the interviewer does not
have to memorize this script it should be followed very closely to reduce variability between and
within interviewers. A major effort should be made by the person conducting the interview not
to be judgmental of participant responses. There are no right or wrong answers to the interview.
It is important to set a positive, non-threatening tone and to put the participant at ease at the
beginning of the interview. It is also important to remember not to let the study participant
sidetrack youn. It may be difficult for participants to remember their past week's activity. Some
may not try very hard, and others get bogged down in details. You should strive to achieve a
happy medium. You should control the pace of the interview; extraneous talk should be avoided.
If participants are going into excessive detail, you should remind them that they need not aceount
for every minute but that an average or estimate is expected. For example, you might ask, "How
much time in general?” or “about how long?”.

It is important to remember that most of the participants you see will spend a vast majority
of their waking hours doing light activity. Many tiring and unpleasant household or occupational

tasks do not have a very high energy cost. Clerks in a store, for example, may be on their feet all

ACT 7-Day Recall Revised 5/96
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day and may feel fatigued, but the energy cost is in the light category. An exception to this

example would be time spent in stocking shelves, which probably would be classified as

moderate activity. Also, for most occupational tasks that require at least moderate energy

expenditure, it is important to accurately determine the actual time spent doing the activity. In

the stocking clerk example, even though a person might do that activity for an entire shift, it

probably would not equal eight hours. You should try to subtract time spent on lunch, breaks,

and the like.

I INTERVIEWER PREPARATION GUIDELINES

THE FOLLOWING POINTS SHOULD BE EXPLAINED TO EACH
PARTICIPANT BEFORE ACTUALLY BEGINNING THE PHYSICAL
ACTIVITY INTERVIEW. REVIEWING THE INTERVIEWER SCRIPT
PROVIDED IN THE APPENDIX WILL ASSIST IN COMMUNICATING
THIS INFORMATION:

A.

1.

They are to think of their physical activities during the past seven days. Itis
important to stress that this is a recall of actual activities for the past week,
not a history of what they usually do.

Light activities, such as desk work, standing, light housework, softball,
archery, bowling, and the like (where there is little movement of large
muscles) will be considered in a separate part of the physical activity
interview. For the 7-day recall, we are interested in occupational,
household, and sports activities that make you feel relative to how you feel
when you are walking or make you feel like you are working as hard as
when you are walking briskly (15-20 minutes per mile). |
Explain to the participant that he or she will be asked fo categorize the
intensity of the activity into one of three groups, moderate, hard or very
hard. Explain that the moderate category is similar to how one might feel
while walking at a 15-20 minute per mile pace and that the very hard
category is similar to how one might feel when running. The hard category

falls in between. In other words, if the activity in question seems harder

ACT 7-Day Recall
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than walking but not as strenuous as running, place it in the hard category.
Here (prior to the interview) it is a good idea to give examples and interact
with the participant enough to allow feedback for a complete understanding
of the types and intensities of activities that would fall into these categories.
Laminated cards highlighting examples of each of the intensity categories
are provided to each interviewer. Prior to conducting the interview, the
interviewer should be familiar with the energy cost of many common
activities (see Certification and Quality Control section later in this chapter).
Study personnel are urged to consult the reprint of Ainsworth et al.
(Compendium of Physical Activities, found in Appendix) for a listing of
these energy costs.

4. Should any questions arise regarding administration of the PAR during the
course of ACT, study personnel are requested to contact the Dallas Center
(Laura Becker, 214-701-8001) for clarification and direction. All issues
raised during the study will be recorded in a logging book for future

reference.

[II. INTERVIEW PROTOCOL AND GUIDELINES
Physical activity recall data for ACT will be collected on pre-printed forms and transferred to
computerized form. Detailed information on participant interviewing can be found in the

interviewer script (Appendix). Detailed information on completion of the pre-printed forms is

found below.
A. Page 1 - Work Schedule and Physical Activity Accumulation Questions
1. Start the interview by asking the participant the employment question(s) on
the 7-day PAR Questionnaire.
a. “Were you employed in the last seven days (including paid work and
volunteering)?”
1. Yes
2. No (Skip immediately to Question 6, page 1)
ACT 7-Day Recall Revised 5/96
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B.

1. Number of days

c. “How many total hours did you work in the last seven days?”

1. Hours last week

d. “What days of the week do you consider to be your weekend or non-

work days?” ‘

e.  Ifthe participant reports fewer than 7 days (reported weekdays +

weekend days), “Why did you work fewer days this past week than
“usual?” If the participant’s work days and weekend days total more
than 7, note the reason for the increased work time.

f.  “For the past seven days, and thinking only about activities that are at
least of moderate intensity (show laminated cards), how many days did
you do activity or exercise that added up to at least 30 minutes each
day?”’

g. Goto PAR Worksheet

Establishing the Days of the Week for the 7-day Recall and Use of Worksheet

I.

To aid the participant in recall you will ask about each day in turn
starting with yesterday and working backwards. "Okay, today is
Tuesday, yesterday was Monday." Also make sure to label the worksheet
(see below) with the appropriate days of the week. Do this by placing
yesterday’s day of the week in the blank below the column labeled
“Yesterday.” Then, working backwards with respect to day of the week,
write each of the past 6 days of the week in the appropriate space above the
columns, ending with the last day of the recall week below the column
labeled “One Week Ago.” This makes logging the participant's activities
much easier. Also, connecting activities to specific days of the week helps
the participant to remember more.

The PAR worksheet (a Xerox copy of page 2 of the PAR form) is used to
help the interviewer summarize the physical activity recall reported by the
study participant. Minutes that the participant reports having spent in

ACT 7-Day Recall
Page 9
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study participant. Minutes that the participant reports having spent in
moderate, hard, and very hard activities (as well as sleep time) are recorded
on the Worksheet. These data will then be transferred to the PAR form and
used to caloulate an estimate of energy expenditure to determine study
eligibility (see Recruitment and Eligibility chapter of MOP) and as a
primary outcome variable. Several key points about use of the Worksheet

are listed below.

a. Make sure to label the worksheet with the appropriate days of the
week. This makes logging the participant's activities much easier.

b. Record time of sleep in spaces provided on worksheet. Time segments
should be recorded in 15 minute (:15), 30 minute {:30), 45 minute (:45),
or hour (:00) time blocks. Rounding to the nearest 15 minutes applies to
sleep times only.

¢. Record activity and time of activity in spaces provided on worksheet
for morning, afternoon, and evening at the various levels of intensity.
For activity that is continuously performed, it must have been performed
at least 10 minutes to be recorded. Round times spent in activities to the
nearest minute. For example, jogging three miles in 27 minutes and 52

seconds would be recorded as follows:

Very Hard 3 mi. jog

Likewise, walking five miles in 1 hour, 15 minutes and 20 seconds

would be recorded as follows:

Moderate 5 mi. walk

ACT 7-Day Recail Revised 5/96
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C.

d. Draw a light, wavy line down the column of the individual's weekend

day(s). Remember they may not necessarily be Saturday and Sunday.

Sleep

1.

The first item on the PAR Worksheet is an assessment of the participant’s
sleep times for the week. The goal in estimating the sleep pattern in the
PAR is to get an estimate of an individual's hours spent in bed per night.
Even if they claim not to have slept, if they were in a prone position, they
used approximately the same number of kilocalories as sleep. The number
would be rounded to the nearest 1/4 hour. For example, if the individual
reported 20 minutes, round down to 15 minutes (:15). If they report 25 or
35 minutes this would be rounded to 30 minutes (:30), if they have 40 or 50
minutes, round to 45 minutes (:45), and if they report between 55 and 05,
round to the nearest hour (:00). Many people will get in bed and get out of
bed at consistent hours on the weekdays. This should be determined as an

initial step by asking the following:

a. For the past 5 weeknights, did you usually get in bed and get out of bed

at the same time, or did it vary each night?

1. If the times vary most nights, go day by day beginning with getting
in bed last night and getting out of bed this morming (the day of the
interview). Work your way back through the week asking for the
specific times they got in bed and got out of bed each night and day.
Going backwards helps people remember by starting with the most
recent time frame.

2. If the times of getting in bed and getting out of bed are fairly
constant during the weekdays, ask what time they got in bed and
what time they got out of bed and record these numbers on the
worksheet, Ask the participant if there were any unusual weekdays

when they might have gotten in bed or out of bed earlier or later.

ACT 7-Day Recall
Page 11

Revised 5/96



Record any of these changes on the appropriate day. Next, ask the
participant about the past Saturday night getting up on Sunday and
the last Friday night (or equivalent weekend days) getting up on

Saturday. Record these numbers on the worksheet.

For example, if the interview takes place on a Tuesday, the first night
of recorded sleep (working backwards from Tuesday) would be
going to sleep Monday night and getting up on Tuesday morning the
day of the interview). The total number of hours slept in this time
frame would be recorded for Monday night (labeled “yesterday” on
the Worksheet). The next night of sleep assessed would be Sunday
night, getting up on Monday. This number would be entered into the
Sunday column. Therefore, keep in mind that although the labeled
column refers to that day’s activities, it also refers to that night’s

sleep times.

Keep in mind that some people may nap during the day or fall asleep
while reclined in a chair. This time should be added to the pertinent
night’s sleep time. To capture this information the participant should
be asked if they took any naps or laid down for any period during the
last seven days. Interviewers should be particularly alert to this if

there was a night of limited or no sieep time.

Overview Of The Interview

1. Starting with yesterday and working backward, ask sbout activities during
each day.

. Ask only about activities that are moderate, (at least the intensity of brisk
walking), hard (intensity between walking and running), and very hard

(intensity of running).

ACT 7-Day Recall
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3. Ask about activity during each segment of each day as a separate question.

For example, “On Wednesday morning, from the time you got out of the bed
until the time you had 1unch, did you do anything you would consider
moderate, hard, or very hard?” Morning is generally considered from the
time they wake up in the morning to the time they have lunch, afternoon is
from lunch to dinner and evening is from dinner until the time one goes to
bed. The previous question would then be repeated for the remaining

segments of the day.

. Tt will help recall significantly to have the participant remember what he or

she did during the day in question. If the participant is having trouble
remembering their activities during each segment of the day, as the general
question, “Do you remember what you did on (Tuesday)?” Once the
participant starts remembering, switch back to the segments of the day as

outlined above (i.e., morning, afternoon, evening).

. The interview needs to be sensitive to walking. However, people walk

many times during the day, and we will not count all of them. For example,
we do not waht them to add up each time they walk to the refrigerator. The
general rule is that they should do 10 minutes in a given intensity
category in a given segment of the day (e.g., morning, afternoon,
evening). The specific rule for walking is that you only count walking that
is continuous for at least 10 minutes or intermittent walking performed
during a limited period of time (such as 1-2 hours) which would total 10
minutes or more. An example of intermittent walking that would qualify
would be briskly walking through a shopping mall for 60 minutes with the
walking time interspersed with stopping to window shop. If the totél
accumulation of walking was 45 minutes (of the 60) and 15 minutes was
spent window shopping, the time to be recorded would be 45 minutes. This
would be classified as moderate unless the participant walked very fast or

race-walked.

ACT 7-Day Recall
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E.

6. Make sure to emphasize the intensity guidelines. For example, the

participant should be asked, “When you are doing the activity, is it similar to

how you feel when you are walking at a 15-20 minute per mile pace, or is it

similar to how you feel when you are running, or is it somewhere in

between?” If the activity is of an intensity less than a brisk walk, it is

considered a light activity and is not included in the worksheet.

Activity

a.

1. Frequency:

Probe to determine if the amount of the activity the participant reports
is per weekend, per week, or per day, etc. Someone may say, for
example, "I did one hour of digging this past weekend " when what
they meant is, "I did one hour of digging each of the two days this past
weekend."

Some people have trouble recalling or pinpointing the moderate to very
hard activities they have engaged in over the past seven days. In such
cases, try to cue them by asking them general questions. For example,
"How about any housework that made you feel similar to brisk
walking?", "Did you take any walks?", How do you get to and from
work?", "Did you participate in any sports?", "Any vigorous family
activities?", "Did you do any vigorous home repair or gardening?".
Take a retrospective look back at each day by asking the respondent

whether there is any activity they may have forgotten to mention.

2. Intensity:

a.

If you are unsure of the strenuongness of an activity that they may have
participated in, ask them to describe the physical effort involved.
For example, what does the activity entail? We have found that
walking and running provide good frames of reference for classifving
activities. Everyone should be familiar with the relative intensity of

brisk walking, which is about the midpoint of the moderate activity

ACT 7-Day Recall
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category. Therefore, if some other activity that the participant reports
seems to be about as strenuous to the individual as walking briskly,
then the activity should be coded as moderate. Most running or
jogging at any speed falis into the very hard category. If some activity
seems about as strenuous to the individual as running, classify the
activity as very hard. If the activity in question seems harder than
walking but not as strenuous as running, place it in the hard category.

For most activities, the rate at which they are performed can make a
huge difference in the energy cost. It is possible to play single tennis,
for example, so as not to move around much and not expend much
energy. Try to get some indication of how hard they are working at
a particular task. Again, use comparisons to walking and running so

they can rate how hard they did the activity.

Time:

Some people have trouble quantifying the amount of time they spent
doing moderate, hard, or very hard activities. In such cases, break
down all of their activities into specific events and ask them how
long they did each activity. Then sum up the amount of time relevant
to each category. If the individual is having difficulty quantifying the
amount of time engaged in a particular activity, suggest to the
individual possible time frames such as 15 minutes, 30 minutes, 45
minutes, or an hour, However, it is not necessary to round participant
answers to anything but the nearest minute.

The activity in guestion should be performed for a total of 10
minutes, intermittently or continucusly, during one segment of the
day; morning, afternoon, or evening. For example, if their activities
add up to at least 10 minutes in one intensity category {e.g., hard) for
one segment of the day (e.g., Wednesday afternoon), the total time of
those activities should be counted. If 10 minutes of activity is spread

out over two or more segments of the day, it is not counted. The
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4,

purpose of this rule is to eliminate the need to recall and record each
minute of activity.

Be sure that the time reported for an activity was actually spent
doing the activity. Being at the pool for 2 hours but only swimming
for 15 minutes, for example, should be recorded as 15 minutes, not 2
hours. Working in the garden all day Saturday (8 hours) should mean
actually working for 8 hours. Do not record the time spent on

breaks, rest periods, meals, and the like.

Special Cases:

If the last week was totally atypical--for example, in the hospital or in
bed, or involving a family crisis, or a work crisis, or travel--it is
permissible to go to the previous week for the survey. Do not take
this action lightly: use it only in unusual circumstances.

If a person has weekdays instead of weekends off from work--for
example, Tuesday and Wednesday instead of Saturday and Sunday--ask
the participant if they consider the weekdays they have off as their
weekend. If they do not consider the days off as their weekend days,
ask them which days are most like weekends. Some participants may
only consider one day as their weekend day. Others may have three day
weekends. The point here is to determine the participant’s non-work
days as they are likely to have a different routine than the workdays.
Make sure to count the most appropriate days of the week, as
indicated by the participant, as weekend days.

Weekend days should be denoted on the worksheet by drawing a light,
wavy line through the activities for the days which the pm’ticipa.ﬁt

counts as weekend days.

F. Strength and Flexibility Exercises

Any reported strength and flexibility exercises performed for at least 10

minutes should be recorded on the worksheet if they are performed at the

ACT 7-Day Recall
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H.

moderate, hard, or very hard intensity level as are any other physical activities.

Usually strength and flexibility exercises will be recorded as moderate physical

activities, however the interviewer should be confident that these activities are

performed at the same intensity as going on a brisk walk. The classification can

be verified by determining the time spent in the activity and the total number of

exercises (i.e., number of sit-ups, push-ups, etc.) performed during that time

period.

Review

1.

At the end of each day of recall, the interviewer should ask the participant to
take a retrospective look of the past week as well as at the end of each day
to determine any activities that may have been overlooked.

Use cues as much as possible to aid in the participant's recall of the past
week. For example, “Did you want to add any other household,
occupational, or sports activities that you participated in the past week and
that we have not talked about?” “Did you take any walks we have not
already covered?”, “Are there any activities that you are unsure about?”.
However, it is important that the interviewer administer these questions

consistently to all participants.

Other Physical Activity Questions.

1.

Was this a typical week in terms of your usual pattern of activity or

exercise? (YES/NO).

a. If NO, were you more or less active in the past week than you usually
are? (MORE/LESS).

Sitting Activities

Sitting activities are not recorded as part of the PAR worksheet, but are
of interest to ACT nonetheless. Therefore, two questions on such
activities are included on page three of the Physical Activity Recall

form. Such activities include sitting, watching television, working at a
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desk or computer, eating or reading, etc. We are interested in the
participant’s usual activity over the last three months.

a. Review the time period transition and the list of sitting activities with the
participant and ask them to give an average of the hours spent sitting
during their work week. Some participants will be able to do this
quickly as their days usually follow a routine. Remember, we are
looking for a global estimate of sitting time over the last three months,
therefore, it is not appropriate to attempt to match this answer with the
previous week’s recall..

b. Repeat for average weekend or non-work time spent sitting for

whichever days the particinant considers to be weekend days.

_ Ask about the number of flights of stairs climbed up each day and record

answer. Note that 10 steps equals a flight and that we are only interested in
flights climbed, not flights up and down.

Participant should provide an estimate of the number of minutes walked
during a day and the pace at which they walk. The participant does not need
to count each step, rather a general estimate of the time they spend walking

during a typical day.

. Ask the participant the three questions regarding strength and flexibility

exercises. Remember the time frame for these activities is over the last three

months,

. Thank the participant for their time and participation. The interview is

concluded.

Summarizing The Workshest

1. After the interview, data from the completed worksheet is entered into the

ACT 7-day Energy Expenditure Calculation Software. The computer
program calculates sunumaries of the intensity categories necessary to give a
kilocalorie per day estimate of physical activity for each participant. Before

entry into the computer, the interviewer must summarize the daily hours of
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sleep. The daily hours of sleep for ihe last seven days will be entered into
the energy expenditure calculation computer program.

2. Prior to data entry the interviewer should visually review each form and
ensure completeness and correctness of each entry. Questionable intensities
of reported physical activities should be verified using the Compendium of
Physical Activities or with Laura Becker at the Dallas Clinic.

3. Prior to data entry, each interviewer should be thoroughly familiar with
procedures and protocols for use of the ACT 7-day Energy Expenditure

Calculation Software.

Manual Calculation of the 7 Day Recall Form

Calculation of the kilocalorie expenditure for the 7 Day Recall Form should be
performed using the ACT PAR Scoring Application software installed at each
clinical site. If the data collection site is different from the location of the ACT
data entry computer with the scoring software installed, computer calculation is
still possible via faxing and telephone relay between the two sites. In cases of
power failure or computer failure, the following manual calculation may be used
to score the ACT Physical Activity Recall form. However, due to the increased
likelihood of mathematical error the manual calculation should be used only
when all other options fail. As soon as possible, PAR forms that have been
hand calculated should be entered into the ACT PAR Scoring Application

software to confirm the PAR score.
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The following example refers to the responses for the 7 Day Recall Certification
audio tape which vs}as administered at each site. Very hard intensity activity has
been added that was not part of the audio tape.
1.  Sum the seven nights of sleep. Example:

6:00

5:30

7:15

5:30

9:45

7:00
230
46:30 = total hours of sleep

2. Sum the daily hours/minutes spent in moderate intensity activity for each
line of the recall. Example:

Thurs. morning 17

Wed. moming :17

Tues. moming 17 17 x 3 = 51 minutes

Sun. morning 20 + 20 minutes = 1 hour, 11 minutes
Sat. morning 116 + 16 minutes = 1 hour, 27 minutes
Fri. morning 15 + 15 minutes = 1 hour, 42 minutes
Thurs. afternoon :15

Mon. afternoon 1:15 afternoon totals = 1 hour, 30 minutes

Total moderate intensity activity = 3 hours, 12 minutes

3. Sum the daily hours/minutes spent in hard intensity activity for each line
of the recall. Example:

Thurs. afternoon 45
Wed. afternoon 30
Fri. afiemoon 36 :

Total hard intensity activity = 1 hour, 51 minutes

4.  Sum the daily hours/minutes spent in very hard intensity activity for each
line of the recall. In this example there was no very hard intensity activity.

Tues. evening :42
Total very hard intensity activity = 0:42
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6.  Subtract total obtained in step 5 from 168 to get time spent in light activity.
Example:

168:00
- 5315
114:45 = total hours of light activity.

7.  Divide the minutes portion of each of the categories by 60 to obtain the
fraction of each hour spent in activity. Example:

Sleep = 46:30 ( 30/60 = .5), total sleep = 46.5

Light = 114:45 (45/60 = .75), total light = 114.75
Moderate = 3:12 (12/60 = .20), total moderate = 3.20
Hard = 1:51 (51/60 = .85), total hard = 1.85

Very Hard = :42 (42/60 = .70), total very hard = .70

8.  Use the following table to perform the next calculation:

Sleep 46.5 1 46.5
Light 114.75 1.5 172.125
Moderate 3.20 4.0 12.8
Hard 1.85 6.0 11.1
Very Hard 1.70 10.0 17.0
168.00 Grand Total 259.525

9. Divide grand total by 7 to obtain energy expenditure to determine
eligibility. Example:

259.525/7=37.075

Because the energy expenditure is greater than 35 kcal/kg/wt, this person is
meligible.
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K.

Evaluation Of The Interview By The Interviewer

In some cases it may be important for the interviewer to give a subjective
evaluation of the quality of the interview once it has been completed. Please
attach the PAR Interview Evaluation Form to the Worksheet once
completed. Although these data will not be entered into the computer, the
subjective opinion of the interviéwer is important to evaluate data quality.
Were there any problems with this survey?

a  Yes

b. No

¢. Explain

. Do you think this was a valid interview?

a. Yes

b. Maybe

¢c. No

Please list any activities reported by the participant which you don't know
how to classify.

Procedures for dealing with data from interviews determined to be invalid
will be handled on a case-by-case basis. Interviewers are requested to

discuss such cases with Laura Becker at the Dallas Clinic.

Important Procedures The Interviewer Often Overlooks

1.

Ask about each day in turn starting with yesterday and working backwards.
"Okay, today is Tuesday, yesterday was Monday." Also make sure to label
the worksheet with the appropriate days of the week. This makes logging
the participant's activities much easier. Also connecting activities to specific
days of the week aids the participant in recall of events.

Before asking about activities, it might help to ask the participant what he or
she did that day, in general. “Where did you go and what did you do on that

day?” Again, this helps them recall activities specific to that day.
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10.

Ask separately about each segment of the day. "What activities did you do
in the morning; in the afternoon; in the evening?" Again, this helps the
participant to remember more clearly.

Several times during the interview, remind the participant to think about all
physical activities including work, household, and leisure/sport activities.
Count walking that is done for at least 10 minutes continuously. However,
for the activity to be counted it must add up to at least 10 minutes in one
intensity category during a limited time segment of the day.

At the end of the interview, ask the participant if he/she forgot any activities.
The interviewer should not guess what intensity an activity is. Have the
participant classify all activities into intensity categories. They should use
the rule: running is very hard, brisk walking is moderate, and hard is in
between.

The purpose of the PAR is to estimate energy expenditure, so an activity
does not have to be continuous to be coded. If their activities add up to at
least 10 minutes in one intensity category (e.g., hard) for one segment of the
day (e.g., Wednesday afternoon), then that activity or those activities should
be counted. For example, consider 60 minutes of gardening which included
both digging and planting. If the participant alternately dug and stopped to
plant in five minute intervals, this activity would be recorded as 30 minutes
of digging. and would qualify as fard activity. If 10 minutes of activity is
spread out over two or more segments of the day, it is not counted. For
example, 5 minutes of walking in the morning, 5 minutes in the afternoon
and 5 minutes in the evening do not qualify. This rule allows the
interviewer to code sporadic activities, but it does not force one to code
every single minute of activity during the day, which would be too time
consuming.

Weekend days should be marked with a “squiggly” line down the column.

If the participant offers information about sexual activities, the interviewer

should offer his or her thanks, but the activity should not be recorded.
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However, do not make a point with the participant that the activity won’t be

recorded.

M. Certification and Quality Control Monitoring

| Interviewer certification and continuous quality control monitoring of
PAR measurement is critical to ACT primarily due to the fact that physical
activity is a primary outcome variable and as such reduction of variance is most
important. It is suggested that a minimum of three certified PAR interviewers be
available at each Clinical Center throughout the course of the study. There are
three stages of interviewer certification and quality control monitoring used in
ACT.

1. Initial interviewer certification.

Prior to conducting physical activity recall interviews for ACT, relevant
staff will be required to be certified in the interview procedure. During initial
training for PAR measurement, this certification will require the following
steps:

a. A personal review of ACT PAR audio tape containing sample 7-
day PAR interviews.

b. Attendance in a four hour training session led by a qualified
individual experienced in PAR administration. This session will
include practice sessions in which the interviewer has the
opportunity for administering at least three practice PAR
interviews under the supervision of the instructor. The instructor
will provide appropriate feedback and guidance.

c. Personal review by qualified instructor.

2. Initial certification during course of study.

For those individuals unable to attend the initial PAR training sessions

conducted at Bowman Gray School of Medicine in August 1995, and those who

join the study team while the study is occurring, cpportunities at individual
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Clinical Centers will be provided for PAR interviewer certification. There are

four stages to this decentralized approach to certification:

a.

3.

A personal review of ACT PAR audio tape containing sample 7-
day PAR interviews.

Attendance in a four hour training session led by a qualified
individual experienced in PAR administration. This session will
include practice sessions in which the interviewer has the
opportunity for administering at least three practice PAR
interviews under the supervision of the instructor. The instructor
will provide appropriate feedback and guidance.

Opportunity to view ACT PAR video tape containing initial PAR
training sessions conducted at Bowman Gray School of Medicine
in August 1995,

Personal review by qualified instructor via telephone. In this last
stage of certification, a telephone appointment will be made with
Laura Becker at the Dallas Clinical Center. During the phone call,
the interviewer will conduct two standardized practice physical
activity interviews under supervision. Feedback will be provided

and, upon completion, the interviewer will be certified.

Recertification and monitoring.

. To minimize “interviewer drift”, all certified PAR interviewers will be

monitored for quality control. At six month intervals, each Clinical Center will

be visited by Laura Becker or equivalent for observation and monitoring of PAR

interviews. Each interviewer will be observed on three separate interviews and

provided feedback where necessary.  Scheduling of recertification and

monitoring visits will occur on a site-by-site basis. Upon successful completion

of the visit, feedback will be provided and the interviewer will be recertified.
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Activity Counseling Trial
7-day Physical Activity Assessment Appendix

Sample 7-day Physical Activity Recall Script
Sample Instructor’s Training Outline
Interviewer Certification and Evaluation form
Interview Form
Worksheet

Ainsworth, et al. Compendium of Physical Activities: classification of energy costs
of human physical activities. Medicine and Science in Sports Exercise 1993;25:71-
80.
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Activity Counseling Trial

7 Day Physical Activity Recall Questionnaire
Interviewer Script

Note to the interviewer: This script is provided to help in the administration of the 7 Day
Physical Activity Recall for the Activity Counseling Trial (ACT). While you do not need to
memorize this script word for word, you should become familiar with it to closely follow along.
For the most part, this script only contains what you should say to the participant. Instructions in
coding the information and recording it on the 7 Day Recall form are included in the Manual of

Operations (MOP). Interviewer Tips and Probing Tips are included at the end of this script.

Instructions in parentheses ( ) are for the interviewer and are not part of the script to the

participant.

{Complete participant information in the shaded area on each page and label worksheet with days of the week from

yesterday to one week ago, prior fo starting the interview.)

(Page 1)

“Hi, _(Participant’s name) . We’re going to do a 7 day physical activity recall together.

We’ll go over the last seven days and what you actually did during those days.”

“There are three intensity levels that we want to talk about. The first one is moderate intensity
physical activity. Here are some examples of moderate intensity activities (show iaminated card).

These would all be about the same intensity as going on a brisk walk.”
£

“The next level is hard intensity activity, and here are some examples of hard intensity activitics

(show laminated card). This would be activity that’s a little harder than going on a brisk walk, but not

quite as hard as running.”
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“The last intensity level is very hard intensity activity. Here are some examples of very hard

intensity activities (show laminated card). These would all be about the same intensity as running.”

“Remember, these are just examples, so some of the activities you do that are moderate, hard, or
very hard may not be listed on these cards. If you have any questions about how to rate an
activity just ask me. A lot of the activities you do are considered Jight intensity activities, which

are less than moderate intensity activities, so you won’t have to report those activities.”
“We're also going to break the day up into 3 general time segments. Moming is usually
considered from the time you get out of bed until the time you have lunch. Afternoon is the time

after lunch, but before dinner, and evening is the time from dinner until the time you get in the

bed. Remember, these are just general guidelines that work for most people.”

“Let’s start first with some questions about work.”

“Were you employed in the last seven days? This includes paid work and volunteer work.”
“How many days of the last seven did you work?”

“How many total hours did you work in the last seven days?”

“What days of the week do you consider to be your weekend or non-work days? For most

people this would be Saturday and Sunday but it may be different for you.”

(If work days + non-work days do not total 7) “What was the reason why you worked less days s past

week?”

“For the past seven days, and thinking only about activities that are af least moderate intensity

(point to cards). How many days did you do activity or exercise that added up to at least 30 mirutes

each day?”
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(Page 2)

“Let’s talk now about your sleeping habits over the last seven days. On those weeknights did

you get in bed and get out of bed at the same time or did it vary?” (Remember for recording purposes,

weeknights are the nights before a weekday. Example: if weekdays are Monday - Friday, the weeknights are
Sunday - Thursday.)

Participant says “About the same every night.” “OK, what time was it that you got in
the bed? What time did you get out of the bed? Did you have any unusual weekdays
when you got in bed or out of bed earlier or later? Let’s go back to (most recent
weekend mighty . What time did you get in bed on (most recent weekend night) night?
What time did you get out of bed .on (weekend morning) _? How about on {next recent
weekend night) 7 ‘What time did you get in bed? What time did you get out of bed on

{morning of next weskend night) ?”

Participant says “They vary.” “OK, let’s think back on last night getting up this
morning. What time did you get in the bed last night? What time did you get out of
the bed this morning? Let’s think back on (night before last) what time was it that you
got in the bed? What time did you get out of the bed (yesterday) morning? Repeat by
going backwards through the last 7 nights.”

“Did you take any naps or lay down for any period of time during the last 7 days?”

“Now we’re going to talk about your moderate (point to card) , sard (point to card) , and very hard

{point to card) activities for the last week.”

“Let’s think back on yesterday, which was (yesterday) . On yesterday moming, from the time you
got out of the bed until the time you had lunch, did you do anything you would consider

moderate, hard or very hard?”
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“How about yesterday afternoon, from the time you had lunch until the time you had dinner?”

“What about last evening, from the time you had dinner until the time you got in the bed.

Anything moderate, hard, or very hard?”

(Continue working backward for each day of the week, making sure you prompt them often as to the day of the week
and the segment of the day being discussed).

““Are there any activities you did during the last week that might be moderate, hard, or very hard

that we’ve not already talked about?”
(Page 3)

“Was this a typical week in terms of your usual pattern of activity or exercise?”

(If *No") “Were you more or less active in the past week than you usually are?”

“Up to now, we’ve just been talking about the last 7 days. Now, I’d like you to think about your

usual activities over the last three months.”

“During your work week, on average, how many hours per day do you spend sitting quietly?

That would be like if you sit to watch TV, work at a desk or computer, eat or read.”
“During your weekend, on average, how many hours per day do you spend sitting quietly?”
“How many flights of stairs do you climb up each day? A flight is 10 steps.”

“If you had to add together the total minutes you spend walking during the day, how many

minutes would that be? Remember, add up your actual walking time and don’t add in the time
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spent just standing. Include your to and from walking and any fitness walking. Don’t try to

remember every step, just give a general idea of the time spent walking.”

“What is your usual pace of walking? Is it casual or strolling, average or normal, fairly brisk, or

brisk or striding?”
“Do you regularly do strength and flexibility exercises like sit-ups, pushups, yoga or stretching?”
“How many days per week do you do these exercises?”

“On the days that you do strength and flexibility exercises, how many minutes do you spend

doing them?”

“That’s the end of this questionnaire, {paricipant name) .” (Explain to participant what they will be doing

next in the clinic visit).

Interviewer Tips:

¢ Participant says this wasn’t a typical week, doesn’t want to do recall on past week, or says
information won’t be valid. Tell participant there will be a question at the end of the
questionnaire where we can note that it wasn’t a typical week.

o If participant isn’t putting effort into the recall, take a different approach. Think back on
(next day of the week) what did you get up and do on (next day of the week)? When the
participant starts to put more effort into the recall, switch back to asking about anything
moderate, hard or very hard during each segment of the day. |

» Always get the participant to compare their activity to walking, running, or in between
walking and running.

» Ifthe participant asks how an activity is classified, get as much information about the activity
as possible and then tell them how it is usually classified.

» Assure the participant that it is all right to change answers or add forgotten items to the recall.
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Some participants will be ashamed or embarrassed of low activity levels. Assure them that
different people have different activity levels.

Some participants will apologize profusely if the interviewer has to erase or change an
answer that has been given. Tell them that’s why we do the interview in pencil and it’s more
impbrtant to get it right.

Use cues that the participant may have provided during the interview to prompt their
memories. If the participant just can’t remember, go to the next time segment and at the end
of the recall ask again about the missing time segment.

Put zeros on the worksheet to indicate that no moderate, hard, or very hard activity was
performed.

Use Probing Tips to get complete information on an activity, its intensity, and duration.

Probing Tips:

Get as much detail about an activity, its duration and its intensity as possible without
exhausting the participant or getting bogged down.

When a participant reports an activity, ask if they consider it moderate, hard, or very hard.
Remember to liken moderate activity to going on a brisk walk. Hard activity is more than a
brisk walk but not quite running. Very hard activity is the same intensity as running.

Use the laminated cards to help classify activities.

Ask “How long did you spend in that activity?”, “Did you take any breaks?”, “Were you
working at the same intensity level for the whole time?”. Try and determine as closely as
possible the actual time spent in an activity.

If yow're unsure of what comprises an activity {i.e., yardwork). Ask ihe participant to tell
you the detzils of the activity. Determine which activities are moderate, hard, or very hard
and record individual times in correct intensity categories.

If you are unsure about how to classify an activity, refer to the Compendium of Physical
Activities by Ainsworth, et al. (Manual of Operations). If you need further help, call Laura
Becker in Dallas at (214) 701-8001.
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e The participant might report that this was a typical week for their pattern of activity. If the
recall reflects some unusual activity (i.c., moving an office, cleaning the garage), ask the
participant if they normally do _(unusual activity) or something equal to that acfivity every
week. If they answer ‘no’, then the past week was not a typical week. If they say ‘yes’ then
the bast seven days were typical.

e Make sure that the participant is including all their waking time to calculate sitting time. For
their work week, ask them if the answer they give includes time sitting before work and after
work.

o Look for facial clues for signs of boredom, confusion, misunderstanding and adjust the
interview accordingly.

e Listen attentively, things the interviewer hears at the first of the recall can be used to aid in
the activity recall.

e Control the interview. It needs to be long enough to get the correct information, but not so
long that time is wasted in meaningless conversation or useless details.

e Don’t try to hide the recall form from the participant, but adopt a casual manner where the
participant does not see the completed worksheet.

e Use a calendar to help the participant keep the days straight. If they have brought their own
calendar they can use it to help them. Don’t openly encourage participants to bring their

calendars prior to a 7 day recall.
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General techniques for interviewing

Presented below are general interviewing techniques. Specific issues regarding the 7-day PAR

interview and solutions to a variety of problems are offered at the end of the Interviewer Script

found in this manual.

I.  HOW TO GET SATISFACTORY ANSWERS

A. Learn the Purpose of Each Question. In orderto do a good job of interviewing, you

C.

need to understand the kind of information we are trying to get through each
particular questions. Unless you understand its purpose, you will not be able to judge
when response is adequate and when you must probe for clarification or for additional
information.

Don’t Attempt to Interpret/Explain the Question - Maintain Neutrality. 1If a
participant does not seem to understand a question, repeat the question slowly and
clearly. Give the participant time to think about the question (while simultaneously
being aware of time allowed for administering the questionnaire). Unless you have
other instructions about handling specific questions, the acceptable reply for a
participant who wants to know what a question means is “whatever it means to you”.
Do not attempt to explain the purpose of a question unless the interviewer instructions
specifically authorize you to do so.

Don’t Leave a Question Until You Have an Adequate Answer or Have Determined

That a Participant Can’t Give a Clearer Answer.

II. PROBING TECHNIQUES

The two most effective nentral probes are silence and repeating the original question.

A.

Silence. The value of silence cannot be overestimated. Many people, including
interviewers, react to silence as a vacuum that must be filled with constant chatter.
The interviewer who can wait quietly and patiently will soon find that 15 seconds of
silence is more that most participants can take, and the participant will often expand

or clarify a previously inadequate answer.
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Repeat the Question or Answer Categories. Be sure to repeat the question as stated
in the questionnaire. This is particularly useful when the participant answers a
question irrelevantly. In some cases it will be necessary to remind the participant of
your frame of reference, LE. to acknowledge what the participant has said and then
bring the participant back to the topic by repeating the question. :
Do not Accept a “Don’t Know” Answer Without Probing at Least Once. If a
response is a “don’t know”, probe by asking: “Well, what do you think?” or “T’d like
to know your opinion” (if the qusstion asks for an opinion rather than facts). If the
question deals with facts, we prefer an approximation to no answer at all, and you
might probe “what’s your best guess?” or “approximately?” to convey the idea that
100% accuracy is not required.

Use Neutral Probes That Do Not Suggest Answers. Probes are needed to obtain
more complete, accurate answers. All probes must be non-directive, i.e., the probe
must not suggest any particular answer to the participant. Probes should be used
whenever the participant is hesitant in answering questions; when he/she seems to
have trouble expressing him/herself, when he/she seems too shy to speak at length;
whenever there is any reason for the interviewer to believe that the participant has not
given a complete report of his/her thoughts; and finally, reassuring probes are needed
when a participant seems to lack confidence.

Examples of Other Neutral Probes:

1. In what way?

What is that? Why do you feel that way?

How do you mean?

= Y

I would like your impression.

1 would like you opinion.

What do you think?

Can you give me an example? or For example?

Can you explain that in a little more detail?

S

How are you using the term...7

10. How is that? or How does that work?
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11. Anything at all - even little things?
12. If you had to choose, which would you say?
13. What else can you tell me about that?

14. In general, overall...

1.  Generally Speaking, Some Probes are Avoided in Favor of others.

a. Instead of “anything else?” yow’ll find that “what else can you tell me
about that?” is more likely to elicit answers.

b. Instead of “why?” you'il find “why do you feel that way?” or I'd be
interested in your reasons” accomplishes the same purpose and is less
likely to be threatening.

2. Questions Used in Ordinary Conversation Should be Avoided Because They

Suggest Answers

a. Refrain from asking “do you mean A or B”. This suggests two
possible answers and there may be others which may occur to the

participant.

Do Not Leave a Probe Dangling. Always record the response to a probe even if it’s

only “no” or “That’s all I can think of”.

G. Always Cross Reference. When you probe to clarify a response, always indicate

which response you are clarifying. There will be times when a participant will say
something ambiguous and continue talking.

1. If there’s not enough space to record the respondent’s answer, use the
margin. Be sure to label these continuations clearly when you edit each
completed interview,

2. Don’t ask “do you mean...” People tend to say “yes” to any suggestion

either because it’s easy or because they think it’s the right answer.
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Activity Counseling Trial

Seven-Day Physical Activity Recall Training
Instructor’s Outline

I.  Introduction to Seven-Day PAR Training
A. Purpose
1. To get an estimate of an individual's energy expenditure (including strength
& flexibility activities) for previous week.
2. Not singling out aerobic activities, looking at activities performed at

various levels of energy expenditure.

3. Most people spend majority of time doing light activity
) a) Exception: Stocking shelves at work (moderate)
4. History of PAR

II. Interviewer Preparation Guidelines

A. Explain following items before beginning interview:
1.  Recall of actual activities for past week, not a history

B. Not interested in light activities
1. Have to be same intensity as walking or harder '
2. Very light (sitting) is estimated separately.

C. Categorization of activity
1. Moderate - similar to how you feel when you're walking briskly
2. Very Hard - similar to how you feel when you're running

3. Hard - falls in between

II. Interview Protocol and Guidelines
A. Establishing days for recall
1. Start with yesterday and work backwards (see manual)
2. Label worksheet with days of the week
B. Sleep

1. Start with yesterday and work backwards (see manual)
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C. Activity

Want an estimate of individual's hours in bed, not necessarily
asleep

Write total hours at top in that day’s column - easier to wait until
later to add up totals

Prompt: ask if they have a regular time that they go to bed and get
up, especially if they are having trouble remembering - also ask

what they did that night to help them remember

1. Start with yesterday and work backwards (see manual)

D. Other Activity Questions

E. Summarization and Data Entry

F. Sample Cettification Audio Tape and Review

G. Certification
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Activity Counseling Trial

Seven-Day Physical Activity Recall Training
Interviewer Certification and Evaluation Form

Interviewer: Reviewer: : Date:
Interviewer Techniques Yes Comments

1.  Asks questions about work schedule.

2. Defines ‘sleep’ correctly.

3.  Reviews sleep habits, beginning with previous
night.

4.  Queries about naps.

5. Explains intensity guidelines. Walk=mod
Jog=very hard.

6.  Explains that stop-and-go walking is pot included
if intensity is not at least moderate.

7.  Asks in general what participant was doing each day
using context cues for better recall.

8.  Asks about activities that may have been forgotten
for each day.

9. Asks which days are considered weekends.

10. Asks separately about moming, afternoon, and
evening activities.

11. Prompts participant to define intensity level by
referring to intensity guidelines.

12. Makes clear the length of activities.

13. Prompts for any 'breaks' taken.

14. Appropriately used rule of recording 10 min. at
one intensity in one segment of the day (Did not
require continuous activities for scoring).

15. Asks about any activities for the week

ACT 7-Day Recall Revised 5/96
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that may have been forgotten
Scoring

1.  Puttimes.in correct places on worksheet.
Marks weekend days.

Uses correct arithmetic.

o 5

Compare scoring of interviewer and reviewer.

Provide additional comments below. Note reasons for discrepancies between interviewer and

reviewer.

Strengths:

Needs Improvement:

ACT 7-Day Recall Revised 5/96
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Activity Counseling Trial

Interview Evaluation Form

Comments on the Worksheet:

Interviewer assessment:
Were there any problems with the 7-Day PAR interview? (circle one)
1. Yes
0. No

Explain:

Do you think this was a valid 7-Day PAR interview?
1. Yes

2. Maybe

0. No

Please list below any activities reported by the participant which you don't know how to
classify.

ACT 7-Day Recall Revised 5/96
Page 41
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ABSTRACT

AINSWORTH,B.E.W.L HASKELL. A.S. LEON.D. R. JACOBS.
JR. H.J. MONTOYE. J. F. SALLIS. and R. S. PAFFENBARGER.
JR. Compendium of Physical Activities: classification of energy costs
of human physical activues. Med. Sci. Sports Exerc., Vol. 25, No. L,
pp. 71-80. 1993. A coding scheme 1s presented for classifving physical
activity by rate of energy expenditure, ie.. by intensity. Energy cost
was established by & review of published and enpublished data. This
coding scheme employs five digits that classify activity by purpose
(1.e.. sports, oceupanon, seli<care), the specific type of activity, and
its inlensity as the ratio of work metabolic rate to resting metabolic
rate (METs). Energy expenditure in kilocalories or kilocalories per
kilogram body weight can be estimated for all activitiss. specific
activities. or activity types. General use of this coding system would
enhance the comparability of results across studies using self reports
of physical activity.

EXERCISE, EXERTION. PHYSICAL ACTIVITY

The proliferation of self-report measures of physical
activity reflects growing interest in the study of physical
activity and its relation to various health outcomes. A
common problem faced by researchers is the coding of

0195-9131/93/2501 007132 000
MEDICINE AND SCIENCE DN SPORTS AND EXERCISE
Copymght € 1993 by the Amencan College ¢f Sparts Medicine

Submutted for pubhicauen Seprember 1992,
Acrepied for publication Septeraber 1992

physical activities by tvpe and by intensity. Each res
searcher has devised a coding system to fit his or her
purposes. While there are similarities across published
systems, there are also differences that limit the com-
parability of results across studies and add confusion 1o
the field. The availability of a comprehensive list of
physical activities coded with a standardized system
that is flexible enough 1o meet multiple needs of phys-
ica! activity researchers would facilitate research in this
area.

This Compendium of Physical Activities has been
developed 10 facilitate the coding of physical activities
and 1o promote comparability of coding across studies.
The Compendium is designed to be useful for investi-
gators who coilect data on physical activity by diary,
recall, or direct observation methods. The physical
activity data may be used 10 describe aciivity patterns
of populations, to study determinanis of physical activ-
ity, or to investigate the relations between physical
activity, health and disease. Because each activity can
be coded by function, specific tvpe, and intensity, the
same compendium can be used for many different
purposes and in both clinical and epidemiologic studies,
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The intensity or energy cost values were derived from
the best available published and unpublished data. Most
sources have been used extensively by investigators in
the past. but this Compendium has integrated these
sources and offers a single coding system that can serve
as a common source for subsequent research.

CODING SCHEME

This activity classification system-was a product-ofa- ——

multicenter Request For Applications from the Epide-
miology section of the National Heart. Lung. and Biood
Institute (NHLBI) for the purpose of validating phyvsical
activity measurement techniques. It provides a compre-
hensive system for coding physical data on physical
activity by purpose and energy cost. The energy cost of
specific activities listed in this Compendium were ob-
tained pnmanly from the following previously pub-
lished physical activity energy expenditure lists: Tec-
umseh Occupational Questionnaire (13,14). Minnesota
Leisure Time Physical Activity Questionnaire (LTPA)
(3.10). McArdie, Katch, and Katch's physical activity
list (7.9). the 7-Day Recall Physica! Actvity Question-
naire (2). and the Amenican Health Foundation's phys-
ical activity list (8). Activities from the LTPA were
identified by 2 T followed by a number {e.g.. T115). By
retaining the LTPA designator codes, the new list may
be used 10 score the LTPA with its criginal physical
activity intensity codes.

As would be expected, there was considerable overlap
in energy expenditure values among the supplied lists.
For exampile, the Minnesota LTPA. which was devel-
oped from the Tecumseh Leisure Time Questionnaire.
identifies similar activities; while the list of activities
from the 7-Day Physical Activity Recall guestionnaire
is nearly identicai 10 that of McArdle, Katch. and Katch
(9). In general, the majority of the energy expenditure
lists were generated from Passmore and Durnin {} 1):
while McArdle, Katch. and Katch (9) also used data
derived from Bannister and Brown (1) and Howley and
Gilover (6).

The intensity assigned to activitics in this publication
were determnined by selecting 2 mean energy expendi-
ture value from the eight sources mentioned previously.
The representative intensity levels were determined by
censensus of the authors.

Qrganization

The Compendium of Physical Activities is organized
to maxirnize flexibility in coding. data entry. and inter-
pretation of energy cost for each ciass and tvpe of
activity.

Activity coding. The coding scheme for the Compen-
dium of Activities emplovs a five-digit code in order to
calegorize activities by their major heading (first two
digits on the left). specific activity (last three digitz on
the nght). and ntensity (3-digit column). The coding

MEDICINE AND SCIENCE IN SPORTS AND EXERCISE

t«cheme 5 organized i the following way:

00 00e 00.0
major specific INiensity
headings activity

For example: 0t 008 08.5
bicveling bmx METs

Major headings. The Compendium is organized by
activity types or purpose and includes activities of dailv

living.or seif care, leisure and recreation. occupation.” - -

and rest (Table 1). The major headings explain the
reasgn a person is engaging in a specific activity and is
useful in categorizing activity types.

ldentification of the proper major heading is the
tnitial step in classifying an activity. However, it is
possible that there may be morc than one reason for
performing an actviiy: thus, a specific activity may be
listed under more than one major headirg. For exam-
ple. an individual may sit and read a took for pleasure
in one situation and at another time read a document
as a job requirement. These may be classified under the
major headings of rest or inactivity and occupation
depending on their purpose, Assumptions made for the
placement of activities into major headings are listed in
Appendix 2.

Specific activities. The specific activity descriptions
range from a general classification of an activity (e.g..
tennis. general) to a detailed description that includes
the form and intensity of the activity {(e.g.. tennis.
singles. vigorous effort) depending on the information
gathered by the survey method. Activities without 2
specified intensity are classified as “general.” More
detailed descriptions of activities are preferred since an
appropriate intensity can be assigned. Guidelines for
coding specific activities within major headings are
listed in Appendix 3.

intengity of activities. Ali activities are assigned an
intensity unit based on their rate of energy expenditure
expressed as ETs. The intensity of activities in the
Compendium are classified as multiples of one MET
or the ratio of the associated metabolic rate for the
specific activity divided by the resting metabolic rate
(RMR). For example, a 2-MET activity requires two
times the metabolic energy expenditure of sitting qui-
etly. One MET is also defined as the energy expenditure
for sitting quietly, which for the average adult is ap-
proximately 3.5 ml of oxygen- kg body weight™' . min™!
or I keal-kg™ body weight.h™".

A MET value was assigned to each activity in the
Compendium and was based on the “best representa-

TABLE 1. Major types of activites

Bucycing Lavwm andd garcen Sports
Condborang exersses Whscekaneous Transpartahon
Danang Musk pliyng Wallang
Fisrung and hurtng Cezapabon Water actvites
Home actvibes Rurmieg Winter actbes
Home repar Salt-Care

inactvity Sexual actrity
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tion™ from published lists and selected unpublished data
as was previously mentioned. For activities not in the
onginal lists. intensity was obtained from published
titerature. if possible. and assigned a MET value or
estimated from similar known activities (3.4.11.16).
Only data for adults were included in this Compen-
dium. When children’s games are listed in the Compen-
dium. the intensitv level is for adults participating in
children’s activities. Further. the Compendium is not
intended to be used for adulis with major neuromus-
cular handicaps or other conditions that would signifi-
cantly alter their mechanical or metabolic efficiency.

Caiculation of Energy Cost

Energy expenditure values can be expressed in kcal-
kg™ body weight-h™! kcal.min~", kcal-h~'. or kcal - 24
h™". The most accurate way to determine the kilocalorie
energy cost of an activity is to measure the keal ex-
pended curning rest (i.e.. the RMR) and multiply that
value by the MET values listed in the Compendium.
Because RMR is fairlv close 1o | kecal. kg body weight™' .
h™'. the energy cost of activities may te expressed as
muliiples of the RMR (15). By multiplving the body
weight in kg by the MET value and duration of activity.
it is possible to estimate 2 kcal energy expenditure that
is specific to a person’s body weight. For example.
bicveling at a 4 MET value expends 4 keal-kg™' body
weight-h—1. A 60-kg individual bicveling for 40 min
expends the following: (4 METs x 60 kg body weight)
X (40 min/60 min} = 160 keal. Dividing 160 kcal by
40 min equals 4 kcal-min~'. Using the same formula
for an 80-kg person would vield an energy expenditure
of 213 kcal or 5.3 keal-min™'. However. it is important
10 note that to the extent the RMR is not egual to |
kcal- kg body weight™'-h™* for individuals. then esti-
mates of energy expenditure that include weight will
more closely reflect body weight than the metabolic
rate {2).

Use of the Compendium for PA Records or Diaries

For records or diaries the data collection forms
should be organized in a way to identify each activity’s
major heading. ciassifv the intensity level. and the
record the duration 1o ensure accurate data entry. Fig-
ure | shows an example of a section of a data collection
form that may be used for this purpose.

It s important the participant complete all questions
except the space labeled “for clinic use only.™ The clinic
staff will use this space 1o record the aciivity code or
MET value for data analysis. The space labeled “reason
for activity™ is 1o help the coder decide under which
major heading to place the activity. The intensity rating
is designed 'o help the coder in assigning the appropnate
MET value. Intensity 1erms of light. moderate. heavy
or vigerous. and very heavy or very vigorous should be

-
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Ouraton Coxctn of MET ve
(Sor clin use onty

Type of Ramontor  Subrective
Actety Aty Intersdy Lovel Hours ba

1.

3.

Figure 1—Exampie of 2 section of recording form that asks partici-
pants to list the types of physical activities performed. reasons for
engeging in the activities. » rating of the participants’ impression of
the intensity level (light. moderate. vigorous. very vigorous}). and the

duration of the activities in hoars and minutes.

used in classifving intensity. In the case of walkiny. the
corresponding intensity terms are very slow. slow, mod-
erate. brisk. and very bnsk. If a coder does not plan 10
use the five digit code for data analysis. a space can be
provided on the questionnaire to record the MET val-
ues to calculate kcal scores.

Discussion and Limitations

The Compendium of Activities is a classification
svstern that groups physical activities by purpose and
provides flexibilitv in determining energy cost. How-
ever. there are several factors that may limit the use of
the Compendium for detsrmining the precise energy
cost of PA. The activity classification sysiem was pri-
marily based on previously published data and as such
may not reflect the exact energy cest of all phyvsical
activities. Since often the values are merely averages.
they do not take into account that some people perform
activities more vigorously than others. In addition. the
MET values of some activities were not derived from
actual measurements of oxvgen consumption: instead
they were estimated from the energy cost of activities
having similar movement patterns. Therefore. the esti-
mates inay have ill-defined confidence limits around
the mean MET values. For activities in which the
parameters are undefined. individual differences in en-
ergy expenditure can be large and the true energy cost
for a person may or may not be close to the stated
mean. This does net reduce the value of the standard
intensity codes. but it is an important perspective from
which to view the Compendium. Calculation of keal
energy expenditure from body weight and MET values
may aiso affect the energv cost of activities. Therefore.
use of the keal scores in correlation analyses should be
used with caution since coefficients may reflect body
weight rather than the actual energy cost of activities.
Expression of energy expenditure scores as kecal - kg™
body weight-h™" or keal kg™ body weight-dav™" will
eliminate this effect. Individual variation in movement
patterns and differences in the way activity is reported
(i.e.. effort, pace. age. and gender differences) mav
influence the energy cost of activities also. For example.
one person may rale his or her waiking pace as “brisk”
while another classifies the same pace as “slow.™ The
Compendium cannot account for individual differences
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in movement efficiency. however. variation in how
physical activities are recorded can be reduced by pro-
viding instruction to participants on how to classifv
energy expenditure (i.e.. 3 mph is moderate walking).
standardizing data recording techniques, and having
trained interviewers review the data with participants
for clarity before energy costs are calculated.

SUMMARY AND CONCLUSIONS ~-—— - === ~— -

The Compendium of Physical Activities is a unique
coding system that classifies the energy cost of physical
activities. Based on previouslyv published data. it groups
activities by purpose and intensity expressed as METs.
The Compendium is easy to use and provides flexibility
in calculating the energy cost of various types of phys-
ical activities. Despite its possible limitations, the Com-
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pendium of Physical Activities is useful for coding
physical activity questionnaires or records used in phys-
ical activity research. education. and clinic settings.
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01009 85 Beydng. Buoyzing. BMX or mountan

01010 4.0 Beydng, Bicyciing. <10 moh, general, lesure. 10
work of for pleasre [T115)

01020 6.0 Boydng. Scycing. 10-11.9 mph, lersure, siow,
Sgin effort

0030 A0 Bryokg, Bicyckn, 12-13.8 mph, feasure, moder-
Fte etion

01040 100 Boydng. Bioyding, 14-15.9 mph, raang o lev
are, fast, wgorous effort

01050 120 Buoycng, Bicyoing. 16-19 mph. raang/nat drah
g or >19 moh draftng. very fast.
racng genera

01060 160 Beycng, Beythng, >20 mph, racmyg, not drafong

01070 50 Beycng, Unicycing

02010 50 i exerose, Bioyting, stationary. gereral

02011 3.0 Condoneg exrease, Beycing. stabionary. 50 W. very kght

effor

02012 55 Canditoreng exercse, Bicycing, stabonary, 100 W, ight effort
(2013 7.0 Conditionng sxercse. Bicycdng, stavonary, 150 W, moderate
effort

2014 105 Conditionng exercise. Bicycing, stationary, 200 W. vigorous
effort

2015 125 Condticnng exercise, Bicydiing, stationary, 250 W, very vigor-
o effort
02020 80 Conditiorsng exercise.  Caksthenics (e.g., pushups, pubups,

(2036 45 Conditionng exercise, {aksthenscs. home exerdise. oht o
maderate effort, general {T 150) (ex-
ampie: back exercises). gomg up &
down from floor

02040 8.0 Condonung exertise,  Cicuft rarmg, general

02050 6.0 Conceborung exercrse, Wesght Fing (free wesghit, nautius o
urrversa-type). power kftng or body
buiding, woorous effort (T 210)
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02060
02065
02370
0207
02072

02073
02074

€2080
(2050
£2100
@110
02120
02130

02135
G3C10
035
03g20
0302
03025

04001
04010
Q402
04040
04030

04060
4070

04100
C4110
04120
04130
05010
05020

0503

05041

05030

05051
05052
05055

05038
05060
05065
05066

03070

55 Concitonng exercise.
60 Conciborang exercise,
85 Condificrung exercse,
35 Condioning exercse,
7.0 Condraoning exercse,

8.5 Condtionng exeraise
120 Condrorng exercsse

95 Gcr:ibcmg exercrse.
f g Conditoning exercse,

Condrooning exercise,
60 Conditorang exercise,
4.0 Conditonng exercse,
30 Conditorng exercse.

10 Condborng exarcase.
60 Danorg.
6.0 Danang
5.0 Denang
7 Danong
435 Danang
£5 Danong.

3.4 Danang

4.0 Fishng and nunting
4.0 Fshing and nunting.
50 Fishng and munting,
25 Fishng and nunong,
35 Frshng and huntng
8.0 Fshing and hurmng
2.0 Fsheng and huring,
2.5 Fishing and hurvong,
6.0 Fstung ang huntng,
25 Fishng and nuntng,
5C Fishng and huntng,
€0 Fshing and hunng,
50 Fishing and munting,
25 Fshing and huntrg
2.5 Home actvives,

4.5 Home actmhes.

3.5 Horme actvives.
2.5 Hame activites
23 Heome acinibes
23 Home actites

2.5 Home actvines,

2.5 MHome acies,
25 Home actvibes.
25 Hame acttes,

40 Home actvines,
35 Home acthmes.
2.0 Home actrvibes
2.3 Home achivibes

23 Home activbes

Health ciub exercise. general (7 16

Star-readmd ergometer, geneca’

Rowmng. stasanary ergometer, genera.

Rowmng, statonary, 50 W, sght effor:

Ro:ﬁ'ng. stabonary. 100 W, mogerate
ort

flowng. statonary. 150 W. vigorous ef-
fort

Rowrny, statorary. 200 W, very vigor-
ous eftort

Ski tnachine, general

Shnastcs

Stretching. hatha yoga

Teachng aerobx exercse ciass

Water aerobics. water caksthenics

Weght §ttng (free. nautius or unversa-
type). ight or moderate effort. ignt
workout, general

Whriocal, sttng

Aerob, ballet or modem, twast

Agrotec, general

Aprotac, low mpact

Aerob. ragh anpact

Generai

Batroom, fast (drsco, fok. squace) T
125)

Balroom, slow fe.g.. waltz. foxtro!, siow
danang)

Fistang, general

Choging wormmns, with shovel

Fstang from mver bank anc walking

Fishing from boat, sitting

Fisrang from nver bank, standmg (T
660}

Fishng n stream, n wacers (7 670!

Fishing. ice. sttbng

Hurtng. bow and amow or Lrosshew

Hunbng. eer. ek, iarge game (T 713

Hunbng, duck. wadng

Huming, generai

Hunting, pheasants or grouse {T 650)

Huatng, rabixt. Squamel, prane chck.
raccoon, smal game (T 650)

Prstol shooting or trap shootng. stanc-

g
Carpe! sweepng. sweepng foors
Cleanrng. heavy of magr je.g.. wash
£ar, wash windows. mop, Cean ga-
rage). wigorous effort
Cleanung, house or catan, gerera)
Cleaning, kght (dustng. straghtenng
wp vacuuming. changing knen, camy-
ng ot trash). moderate effort
Wash dishes-standing or n genera! (nol
broken nto stand/walk components)
Wash drshes; cearng dshes from 1z

bie-vralng

Cooking or food praparaton-standng o
stng of i genera (not broken Mo
mmm)
g o Standng

Coolang or ioog preparation-waking

Pu‘!mgmygm(e:.g.,mrq
grocenes, shopong without 3 gro-
cery cart)

Carnprg grocenes upstans

Food shopping, with grocery cant

Stanceng- ShOPEING INCO-GROCEry SNoD-
org)

Walking-Shooping (non-grocery shop-

omg)
ronryg

05100
05110

05120
05130
0514)

05145
05148

05147

05150

05170
05171
05175

05180
05185

05186

06010
06020
06030

06070

06100
08110
05120
06130
5140
06150
0E180

08170
06180
0619C

06210
06230

0624
0700

[
o

23

20

80

60
55
i0

70
35

30
8.0
25
30

25
28
40

50
30

335

3.0
45
3
30
6.0

45

75
50
45
50
5.0
50
45
45
50
45

a0
60
45
45
£0
45

45
30
49

 Home actvites,

Home actvibes,
Home actvities,
Horme actrvibes,
Home actrvibes,
Horne actrvibes
Home actrdes,

Home activives,

Home actrvies,

Home actvites,
Horme actvtes,
Home acvibes.
Home actibes.
HOome actribes,
Home actrrbes,
Home activities,
Home actrvibes,

Mokne achvibes,
Home actvives,

Home repaw,
Homme repar,
Home repar,
Home reoar,

Sdtng. kntting. sewing. ight wrapping
{presents)

Impaed standng-aundry, fold or hang
dothes. put clothes n washer of
aryer, packing sutcase

Implied walung-putting away cothes.
gathenng clothes 10 pack, puting
away bundry

Maing bed

Mapie syrupng/sugar pushing {nciud-
NG cATyNg Buckets, camyng wood:

Moving furmiture, househoid

Scrubbng flcors, on hands and knees

Sweepng garage. Sidewalk or outsice
of house

Movng househoid fiems, camyng

hoxes ’

Standing-packing funpacking boxes, oc-
casional ifting of household tems
igit-moderate effort

Imphed walkng-puthng away housendic
dems-mocerale effon

Move household dems upstairs, cary-
ing boxes of furnitwee

Standng-ight {pump gas, change ight
b, ete )

Walengight, noncieaning (ready to
leave, stutflock doors, dose win-
cows, 1c.}

Sittng-playing with chidiren}-bght

Stancwng-playing with chediren Hight

Wak/run-playng with chsicifens-mocer-
e .

Walk /run-playng with chilg(renp-vgor-

Laying the or Incleum
Pamitng, outside house (T 650)
nsice house, hanging sheet rock. re-
modedg {1 §30)
Put on and removal of wap-salboat

Roofing

Sanding foors with a power sander

Scrape and pant salboat or powerboat

Soreating dirt with a shovel

Wash and wax hul of sailboat, car,
powerboat, arplane

Washing fence

Winng. plumbmng

Lying gueetly. rechning (waich telew-
0n), ng queety n bec-awake
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37020

orgac
0TG4
Grose
0vosl
arord
gamz

0802C
0803C
08040
R8050
08060

08080
08080
08095
0810C
oanao

0812¢

0813
08140
08150
08180
0870
0818
08185
08200
08210
08215
08220

08230

08240
08245
08250

03010
0520

09030
09040
0905
(90ss

03065

08070
10010
10020
10030
10040
10058
10060
10070
10080

10160
10110
10120
10123
10130

10223
"G

1.0 Inacuviy. que

D9 Inactvry. quet
t 2 Inactwity. guet
10 inactty. hgn:
1.0 Inactety hgn:
10 Inactty, g

5.0 Lawnanc gargen,

60 Lawnand garten,
5.0 Lawnand garden.
50 Lawn and garcen.
5.0 Lawnand garger,
6.0 Lawnand garden.

5.0 Lawn and gargen.
§.0 Lawn ana gargen,
5.5 Lawn and gargen.
25 Lawnand garger.,
6.0 Lawnand gargen

45 Lawn ang garger

45 L[awnan garcen.
40 Lawnand gargen.
45 Lawnana gargen
40 Lawnanc gargen.
4.0 Lawn ang garcer.
30 Lawnano garoer
40 Lawnand garger
6.0 Lawnang garger
45 Lawnand garcer
35 Lawn ang garoer
25 Lawnand gargen

15 Lawn anc gargen.
435 Lawnand gargen

5.0 Lawnand garden,
3.0 Lawn and garden.

15 Miscelaneous
2.0 Miscelaneous,

1.3 Miscelaneous
18 Mrscefanecs
1.8 Mscellaneous
1.5 Miscellaneous
1.8 Miscellaneous

18 Miscefaneous.

1.8 Mscekaneoys.
1.8 Music playmg.
2 Musc playng
25 Musk piayng
4.0 Muscplayrg,
20 s playng.
2.0 Music payng.
25 Music playng
35 Musc paying
25 Muscpayng
2.5 Music playmeg
2.0 Musc playng
20 Music playng.
30 Musc playng
40 Musk playng

35 Musc planng
4G Oecupator

Sitting quiety (nang i a car. kstenng
10 2 leCTLre Of MUSK. walch teev-
50N Or 2 movie,

Seepng '

Standing quietly (Standing = 3 knel

Recine-witng

Rechng-tailung or talking on phone

Rectne-readng

Carmyng. loading or stacking wooc.
nacng/uroading or camyng kumber

Chooping wood, soiting 10gs -~ -

nggeny. spadmg., filkng garcen {T 590)
Garpermg with heavy pawer tools. -
rga garden (See CCoupaton. Shovek-

Mowng lawr. general

Mowing lawn, ncng mower (T 550)

Mowng lawn. walk_hang mower (T
5700

Mowing kawn, walk power mower (T
590

Operanng snow biower waking

Plantng seedings. shnubs

Fantng rees

Raxing lawn (T 600+

Rawxng roo! with snow rake

Recing snow biower

Sacking grass. eaves

Shoveling snow. Dy hang (T 6101

Trmmung shrubs or ees. manual cutier

Trmmung sheubs or rees. power cutter

Wakung. apphing fertnzer or seedng 2
lawn

Yiatenng @wr or garder. s1aniIng of
walkng

Weeding. cultivating garden /7 580}

Gardenng. gerera:

Imphec walkung/standing-picxing up
yarg hght

Satng. carg payng. playing board

Games
Sianding-orawing Iwnting). Casino gam-

bing
Sibng-reading, book, Aewspaper. elc.
Sfung-wntng desk work
Stanomg-taking of taking on e phone
Sttng-takng o taking on the phone
Srtng-studyng. generzl. mciuang reac-

g ang/of wimhing
Smongr class general nciuding note-

Woogwind

Gurtar. classical. fok isittng)

Guitar. rock anc o hang (sizacing:

Marcring Dand. playing an mstrumen?
baton twiring (wabung)

Marching band. drum mayor {waiking:

Baxery, geresa.

11020
11030

11635
11040
1150
11060

1970
11080
11080
11100
11110
1120
11130
11140

1150
11160
170
11180
11190
17200
1210
11220
11230
11240
11245

11246
11250
11260
127
11280
11290
11306
11310
11320
11330
1140
11350
11360
11370
11380
11350
11400
11410
11425
11430

15440
15450
11460
11470
11480
11485
1143Q

11800

11510
11520
11525
11526
11527
11528
153G
11540
11550

V1560
11270

23
6.0

20
35
80
8o

2.5
6.5

BE-

60
7.0
85

A
o

a0

35
25
25
40
45
8.0
e
15
55
12.0
1.0

B0
170
50
70
1no
80
80
50
€0
70
45
90
40
45
6.0
BO
6.5
26
3.5
25

30
50
40
30
70
40
70

25

&5
23
25
20
1.3
80
25
BS
80

60
70

Bookbnding

Busong road (nchucing hauing debns,
amang heavy machinery) ]

Busking roaq, chractng traffic {standing’

Carpentry. general

Carmyng heavy lbads. such as brcks

Camyng moderats '0acs up stars, mov-
g boxes {16-40 pounds!

Chamberrnad

Coal murng, general

Coal manng, shoveing coal

Construchon, outside. remodeing

Electncal work, prumbing

Farmng, bairv; hay. ceaning barm.
pouttry work

Farming, charang catth FONST:00us

Farrma. driving Servester

Farmang. omaq fract.”

Fanmng. feeding smal anwmLs

Farming, feedng cattie

Farming. forkang suaw bales

Farming, miking by hand

Farming, mikang by machng

Farmng, shoveing grain

Fire fighter.

Fire Bighter, chrmbing ladder with fuil

r

Fre fighter, hauking hoses on grounc

Forestry. ax chopping. fast

Forestry, ax cnoppng, siow

Forestry, barking rees

Forestry. camying kgs

Forestry, fefing trees

Mactene 100ing, machining. working
sheet metal
Machne tockry. coeratng iathe

Massewr, massese {standng)
Moving, pushng heavy otyects, 75 ibs
of fhore (desks, morng van work)
Operating neavy Guty squpment/auto-
matad, nok driving
Gran_gegovem

Pd-oe Unmgasqmm(smngi

Foace, nding o a sguad &y (5RNg)

Pokce. making an arrest (standing)

Shoe repar, general

Shoveing. togng diches

Snovekng heavy (more than 16168
i)

Snoveing. ight fiess thar 10 s .mn™")

Snoveling. moderate (10-15 bs.min™")
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11580 1.5 Occupaten, Saung-igit office work, n general 12090 135 Rurvwng, Runnng. 8 mpn (7.5 rmn. mile ™)
(cremestry lab work, ght use of 12100 140 Runng, Runnng. 8.6 mph (7 min.mie™")
handiooks, watch repar or micro-as- 12110 150 Aunnng, Runring. 9 mph (6.5 mm . mie ™"}
’ sembry, Sght assembiy frenar) 12120 160 Runng, Rurrung. 10 mph (6 min - mie ™)
1535 15 Ocoupaton, Sittng-meetngs. gereral. and/or with 12130 180 Rurnng, Rumning, 10.9 mph (5.5 man. miie ™"}
taliang involved 12140 3.0 Runng. Running, cross-country
11530 25 Occupabon, Satng; moderate (heavy wvers, ndng 12150 80 Runnng, Runneng, general (T 200}
mower florkift, crane operaton) 12180 8.0 Runeng. Running, in place
11600 2.5 Ocoupanon, Standng: hght (barendng, store cierk, 12170 150 Runrng. Rurrsng, stars, up
_assembing. fiing, xeroxing. put up 12180 10.0 Aunnng. Aunrng, on a track, team pracuce
Cnrstmas tree) 12150 80 Runong, Running, trainmg. pushang wheexhar
ME10 30 Cooupaden, Standng: ight/maoderate (assembie/re- marathon wheeing
par heavy parts, weiting. stocking, 12185 30 Runnng, Aunrmng, wheeing,
auto recar, pack boxes for movng. 13000 25 Safcare. Stanging-getting ready for bed. n gen-
etc.). paver:1 care (as m nurseg) eral
116820 3.5 Ocopshon, Standing moderate (assembing at fast 13009 1.0 Seffcare, Sitng on todet
rale. ittng 50 Ibs, heoh/twestng 13010 20 Seif-care, Bathing (sitting)
ropes) 13020 25 Seif-care, Dressing. undressing (stancmng o 51
11630 40 Ocoupator:, standing. moderate/heavy {itong more ting)
than 50 b, masonry, pantng, peper 13030 1.5 Seffcare Eatng (siting)
' hanging) 13035 20 Sef-care, T and o eabing orly (stang-
11640 50 Ocoupaton. Sieel mid, tetrh almg s
11650 55 Ocoupaton, Stee! mal, forging 13040 25 Seffcare SranGrStZﬂig-g'oonw(was‘mg
1660 80 Ocoupaton, Steel mil, hand rokng shaving, brushing ieeth. unatng.
1670 8.0 Ocoupator, Steet mil, merchard mil roling washing hands, put on make-upj
188G 11.0 Oocupator, Steel mil, removng slag 13050 4.0 Sefcare, Showering, toweling off (stareing;
11630 7.5 Ocoupanor, Steed i, tending furmace 4010 1.5 Sexual actvty, Actve, wgorous effort
1700 55 Occupaner. Steel mit, tpoang moics 14020 1.3 Sexuai actviy, General, moderate effort
1710 Bu Cooupaton, Steel mdl, working n general 14030 1.0 Sexual actviy, Passve, Sght effort. kissing. hugong
1720 25 OQcoupanon, Tadorng. cuttrg 15010 35 Sports. Archery (norhuring)
11730 25 Ocogpanon, Taskonng, general 15020 7.0 Sports, Badmnton, competitve (T 4501
11740 2.0 Ocoupanon, Tadorng. hand sewing 15030 45 Spors, Badrmanton, socal singles and goubles
11750 25 Ocoupaton, Talonng. machne sewing
176G 4.0 Occupason. Tadorng. pressing 15040 80 Sports, Basketball, game (T 490)
1766 6.5 Oczpaton Trucx dmang. loacing and unicacng 15050 60 Sports. Basketball. nongame. general (T 480)
truck {stancng) 15060 7.0 Sports, Baskettal, officadng (T 500)
1770 1.5 Occupabon. Typwg. electne, manual or compurter 15070 45 Sports, Basketbal, shooting baskets
1730 60 Ocoupabon, Using heavy power tocls such pnev- 15075 635 Sports, Baskethal, wheeichar
mabe tooks (jackhammers, drlls. etr | 15080 25 Sports, Bisards
11750 8#0 Ocoupaton, Using heavy toois inot powert such as 15090 3.0 Sports, Bowiing (T 390)
shovel, pck, tunnel bar, spade 15100 120 Sports, Bouing, , ring, general
11791 2.0 Octupahon, Halkang on job, less than 2.0 mph (0 15110 6.0 Sports, Boxing, buncning bag
office or tab area), vary siow 15120 90 Soorts, Boxing, sparring
11792 3.5 Octupabon, Wakang on b, 3.0 mph. n office, mog- 15130 7.0 Spors,
Frale speed. not camyng anytheg 15135 50 Sports. Chidren's games (hopsanich, 4-square.
11783 40 Ocopator Wakirg on job, 3.5 mpn, n office, brsk codoebal, playground apparatus. -
speed, not camyng anything ball, tetherball, marbles, iacxs. ar-
11795 3.0 Ocoupsaton, Waking. 2.5 moh, siowly and carmying cade (Remes)
ight obsects less than 25 Ibs 15140 40 Sports Coaching: football, soccer. basketball,
11800 40 Cecuoaton, Waking. 3.0 mph, moceratsty and car- bassbal, swrnmeng, elc.
nyng kgrt obyects less than 25 s 15150 5.0 Sports. Cricket {tattng, bowing)
1816 45 Occupabon, Waking. 3.5 mph, brskly and camyrng 15160 2.5 Spons, Croguet
obects less than 25 bs 15170 40 Sports. Cuiing
11820 50 Occupaton, Wabong or wak downstars o 15180 25 Sports, Darts, wad or tawn
carmyng obpects about 25-49 bs 15180 6.0 Sports, Oray racing, pushing or driving a car
11830 65 Ocoupabon, Walkang or walk downstars or standing 15200 5.0 Spons, Fercing
camyng obects about 50-74 bs 15210 %0 Sports, Footbal, competitive
11840 75 ODcoupaton, Wakry or walk cownstass or 15230 B0 Sports, Feottall, touch, fiag, general (T 510
CaTyey) chects about 75-99 bs 18235 25 Sports. Foottal o basedbal, plrying catch
11850 85 Oerupaton, Vialkurg of walk GOWnSIacs of Standry. 15240 30 Sporss, Frsue playing, gereral
camying cheects about 100 bs and 18250 35 Sports, Frisbee, ultimate
over 18255 45 Sporis, Gokf, general
1870 30 Occupavon, Werkung in scene shon, theater actor, 15260 55 Sports, Goif, carying citss (T 090
backstage, emgicyes 15270 30 Sports, Golf, mrire, drivng range
12010 60 RAung. -Sobfwalk combinaaon (obdng compo- 15280 5.0 Sports, Gofi, puling ciubs (T 080}
nent of sess than 10 mn) (T 180) 15290 35 Sports, Golf. using power cart (T 070)
12620 7.0 Runnng Jogong. general 15300 40 Sports, Gymnastcs, general
12030 80 Ruwneg. Rurrng, 5 mph (12 ma . mie™") 15317 40 Soorts, Hacky sack
12040 9.0 Runnng, Funnng, 5.2 mph (11.5 mn. mee™") 15320 120 Sports. Handoad genera! (T 520)
12650 10.0 Runong, Rurrang, & mph (10 men - mie™") 18330 80 Sports, Hancbad, team
12060 11.0 Runnng. Rurrng, 6.7 mph {9 man-mike™ ') 15340 35 Sports, Hang gidng
12070 315 Runrmg, Aunning, 7 mpk (8.5 man -mde ') 15356 8.0 Spors, Hockey, fieid
12080 125 Runnng, Auncng, 7.5 mph (8 man . maie ™) 13360 30 Spons, Hockey, ice

-
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15370 4.0 Spons. Horseback nding, gereral M0 B0 Wakig. Up stars, using or cimbing up ladcer (T
15380 35 Sports. Horsetack naing. saocing horse €30}
15390 65 Spons Horsedack ndrng, trotung 17140 40 Waking Usng crutches
1540 25 Sports, Horseback nang. waking 17150 20 Wakng. Walking, iess than 2.0 mpn, leve!
1841C 30 Sports. Horseshoe priching, quons gu.nd Sroling. housaniol waking.
15420 120 $ports. Ja gl
1543¢ 10.0 Sports, Judo, jufrtsu, karate. kick boxng. tae 160 25 Walkang, wmag 2.0 mph, level, siow pace, fim
Sewan do surface
15440 40 Sports, Jugoing 17170 30 Wakng, Wakng, 2.5 mph, frm surface
15450 7.0 Sports Kiokhah 180 30 Wakng. Wakang, 2.5 mph, downtdl
14680 80 Sporss. Lacrosse 7190 35 Wakng, Walorg. 3.0 mph, level, moderate pace.
13470 40 Sports. Mato-cross firm surface
15480 9.0 Sports. Orenteerng 17200 40 Wakrg. Waking. 3.5 mpn, leve, brsk, A sur-
15450 100 Sports. Paddiebal. competitive face
15500 &0 Sports. Paddebal. casual, generai (T 460) V210 6.0 Waking ¥/akrg. 3.5 mph, uphi
15510 80 Spoens. Pok 17220 40 Wakaog, Wakmng. 4.0 mph, level, firm surface.
15520 10.0 Sports, ‘Rackethal. competitive very bnsk pace
155830 7.0 Spoms, Racketbal. casual, general (T 470 17230 4.5 Waking. Waking, 4.5 mph, level, firm surface.
15535 110 Sporss, Rock cmbng, ascending rock very, very bnsk
15540 8.0 Sports, Rock cimong. rapeting 17250 35 wakayg, Wakang, for pleasure, work break
15850 120 Soorts, Rooe urnping, fast walking the dog.
13851 100 Sports. - Aope pmpng. moderate, gereral 17260 5.0 Wakng. Wakirg. grass track
15552 80 Soorts. Rope umpng, siow 17270 40 Wakng Wakkng, to work or ciass (7 015)
13660 10.0 Soorts Rugby 18010 2.5 Water actvites, Boatng. power
15570 30 Sports Shutfiedoard. lawn bowing 18020 4.0 Water actvibes, Canceng, on campng np (T 270!
1558C 50 Sports, Skat 18030 7.0 Water acvites, Canoeng. portagng
18830 7¢ Sports. Skatng. roder (T 360) 18040 30 Water actvives, Canceng. rowng, 2.0-3.9 mph, Mght ef-
15600 35 Sports. Sky dvig fort
15605 100 Sports. Socrer, competive 18050 7.0 Water actvites, Zanceng. rovang, 4.0-5.9 mph, moder-
18610 7.0 Spons. Socoer, casua, general (T 540) ate effort
15620 5.0 Sports Softbal or baseball. fast or siow petch. 18060 12.0 Water actvites. Canoeng. rowng. 8 mph, vigorous
general (T 440) effort
15630 40 Sports. Softtal. officatng 18070 35 Water actbes. Canoeing. rowing, for pleasure, genera)
15640 60 Sponts. Softhai, orichmg {T 250
15650 120 Sports. Squash (T 5301 18080 12.0 Water actvites, Canoeing. rowng, in competition, or
13560 40 Spors Table tenres. png pong (T 410) crew of sculling (T 260)
15670 40 Spors Tacn 1809C 3.0 Water activibes, Drng, spormgboard or platform
15675 7.0 Spors Ternes. general 18100 5.0 Water actvives,
15686 6.0 Sports. Temns, goubies (T 430) 18110 4.0 Water actribes, Paddeboat
15650 80 Spors. Terres, sngies (T 420) 18120 3.0 Water actvioes, Saiing, boat and board saling, wind-
15700 35 Spons, Trampokne surfing, ice saling, general (T 235)
15710 4.0 Sports. Voleybal, compettve, n gymnasam (T 18130 5.0 Water activives. Saling, m competition
400) 13140 30 Water actvines, Saing, Surrish/Laser/Mobby Cat, keel
15720 3.0 Sports, Voleyhal, noncompetibve: 6-G member boats, ccoan saing. yachtng -
team, generai 18150 6.0 Water activites, Sking, water (T 220)
15725 80 Spoets, Valleyball, beach 18160 7.0 Water activibes, Skmobiing
15730 &0 Spors, Wresting (one match = § mm) 18170 120 Water actvibes, Skrdmgorsa.nad-mgasfrogmn
15731 7.0 Sports. Walybal, general 18180 16.0 Water acivibes, Slondiving, fast
16010 2.0 Transportaton Automolee or light truck (not a semi) 18190 125 Water actites, Skingiving, maderate
trvng 18200 7.0 Water acti. bes Skindrvng, scuba divng, general (T
16020 20 Transportaton, Fiyng arpiane 30
16030 25 Transportaor Motor seooter, motor cyce 1810 5.0 Water activities, Sncrkeling (T 3201
16040 6.0 Transportanon, Pushing plane n and out of hangar 18220 3.0 ‘Water actvihes, Surfng. body ¢r board
16050 3.0 Transportaton, Ormang heavy trusk, fractor. bus 18230 10.0 Water actrres, Swirnming Laps, freestyle, fast, vigorous
7010 7O wakeng Backpackng, general (T 050) effort
170620 35 waking, Carryrg milant o 15 load {e.g.. sut- 18240 B0 Water activibes, Swanming laps, freestyle, siow, moder-
case), level ground or downstars &ie or hght etfort
17025 9.0 Walag, Carmysy 'oad upstars, general 18250 B0 Water activibes, Swimming, backstroke, general
17026 5.0 Wakang, Cammg 1- 10 150 kad, upstars 18260 100 Water activites. Swimming, breaststroke, general
17027 B0 ‘Waking, Camang 16 10 24-b ad. upstars 18270 110 Water actnvities, Swimming, butterly, general
17028 80 Wakug Carmyrg 25 1o 45-b load), upsiars 18280 110 Water actites, Swirniniry, o7, b25 (75 yards
17028 100 Wakung, Carryrg 50- i 74- load, upstars ), wgorous efton
17030 120 Wakng, Camyng 74+ oad, upstars 18290 80 Water acthives. Swimrnng, craw, siow {50 yards
17035 7.0 Waking, Climizng hilts with 0 1 9+b load min™"), mogerate o kit efiort
17040 75 Wakng, Chmbrg ks with 10 to 204 load 18300 6.0 Water actvites, Swamming, iake, ooean, river (T 250
17050 8.0 ‘Wakeng. Cambeng hils with 21- 10 4240 Joad T2%)
17060 9.0 Wawng, Carnbing hilts with 42+ oad 18310 6.0 Water actvives. Swirmng, ieisurety, not lap SWETITING
17070 3.0 Wakng, Downstars
17080 6.0 Waking. Hiang. cross country (T 040 18320 B0 Water activibes, Swimming, sidestroke, general
17090 65 Waking, Marching, raply. mitary 18330 8.0 Water actvibes, Swmmng, synchronized
e 25 Wakang, Pustang o puing strofler with: chdd 18340 100 Water actvives, Swamming, treading water, faxt ngor-
1710 55 Waikng Race wakrg ous eftort
17120 8.0 Walkng Rock or mountam cmong (T 060)
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18350 4.0 Water actvibes. Swimmng. treadng water, moderats 2"

fort. general
18360 100 Water activibes. Water poio
18365 3.0 Water acovines. Water voleybal

18370 5.0 Water actvibes. Yhetewater raftng. kayaking, of canog-

g
19010 6.0 Yvinter activites, Morng ice house (set Lup/dril hokes,

19050 8§ Winter actvibes. Sking. cross-countiry, 4.0-4.9 mpn,
moderate speed and effort, general
Sking cross-country, §.0-7.9 mpn,

brsk speed. vigorus stiort

19100 3.0 Winter activibes,

19110 140 Wirer activibes,
19130 165 Witter actvities,

e 18150 50 Winter actvites. Sking cowninil, light effort
19020 55 Winter acthibes. Swatng, o8, 9 mph or less 19160 6.0 Winter acthibes. Sking. downhl, moderate effort. ger-
19030 7.0 Winter acthvibes. Skatng. e, genera (T 360} eral
19040 5.0 Wnter actvibes, Skatng. ice. rapdily, more than § mpn . 1917 B0 Winter actvibes. Sking, dowrhat, wgorous efiort. racng
19050 15.0 Wit actvibes, Skatrg, speed, comoetive 19180 7.0 Winter actvibes. Sieddng. . bobsledding.
19060 7.0 Winter actves, Ski ywmg(cim up camymyg skis) : uge (T 370
15075 7.0 Winter actrvibes. Sking, genera: 19190 8.0 Wirter activibes, Snow shoeing
19080 7.0 Wirner actvines, Slmgmmmyzsm Slow O 19200 35 Winter actvibes, Snowmobing

ignt effort, sk wallong

APPENDIX 2. Guoelines Ior assirng actvibes by mayor purpese o ament

1. Condibonng exercses nclude achvoes with the ntent of mproving physca
condrbon (s nciudes statbonary ergometers (bycing. roweng machunes, tread-
mills, etc,) heaith dub exercase, CaRsTencs, and asoies.

2. Home repar ncludes 2 actvity assooated with the repar of 2 house and does
not nciuge hausework. Thes 15 Not an oecupabonal task

3. Sleepng, yng. sttng. and stanaing are classfied as nactvity

4. Home actvibes mciute ab activites assocatad wilh mantanng the e of 2
house and ncludes Mouse cheaning. laundry. grocery shopomg. and cooking

5. Lawn and garcen mckudes all actty associatad with mantareng e yard anc
noudes yard work, gardening. and Snow remova

o~

. Ootpaton mciudes 28 ob-relater physcar actvity where one 15 paxd (ganful

empioyment). Specfic actvites may be Gross-Eleranced n Otner categones (Sucs
&S reading, wing  omvng a ¢ar, wakng) and should be coded i Ths mar
headnyg o related to employment. Housewors s oocupatonal only if the person
sarting money for the task.

. Seff-care nciudes 2k actnty refated 10 groommng. ezbng. bathmg. etc

Transponaton noutes energy expended lor the prmary pUmOSS of gong some-
where 0 3 moiorzed vehoe.

APPENDIX 3. Guacennes for coang specfic activives

A General gudelnes, AR actvibes shouid be cooed as "genera” d no other mror-
mabon about the actvity s grven. Thes apphes prmanty 1o ntensty ratings. i any
addibonal rformaton & grven, activibes showld be coded accorangly.

8. Specific gudenes
1. Bicyang

a Stzbonarycycﬁ-ngi.mgofdemta's(anypes) wiid tramers. of

devices should be czassdfed under the major haadng
dCaﬂm‘-gExucse stabonary cycing specfic achvibes (coces
02010 to 02015)

b. The kst does not account for differences n waind conditons

¢. If boycing & performed 1 a race. classdy #t as generad racing if ro
descrphons are grven aboyt draftng (code 01050). If srformabon s gven
about the speed or draftng code a8 01050 {bacycng. 1619 mph, racng/
not dratng or >13 mph orafung. very fast) or §1060 (becyting. =20
mph, racng, not draftng)

d. Usng a mountan tike n the oty shouid be cassified as bicycing. general
{cooe 01010). Cyding on mountain trals or on a BMX course s coged
01008

2. Conciuoreng Exercmses

@ I a casthenscs program  described as a ight or moderate type of
actty (e.g.. performeng back exerczses) but ndcates a wgorous efiont
on the part of the parbopant, code the actvity as caisthenics, general
{eoce Q2030).

b. Exercese performed at a heaith ciub that is nit described shouid be
chussifed as begith . genersl (oode (20600 Other achvbes performe:d
3t 2 heatth b (e.g. weght Htng. aembe dance, croudt franng.
eadmdl nunning, #iC. 3t 2 heaith o) shouild De clessified uncier secanate
macr headings

¢. Regardess of whether aemix dance, conciponing, Grout trasrwg, or
wiler caksthencs programs are descrbed by ther component parts (e,
10 men poggng n place, 10 mn st-ups, 10 min stretching, etc ), code the
actvity as one actvrly {e.g.. water aerobics. tode 02120}

d Effort, speed, or smersity breakdowns Jor the specrc actnabes of star-
treadmii ergometer (coce (2085). sk machine (code 02080), water
Peros Of water caksthencs (code 2120), circut ranng (code 02040).
ard samnastcs (code G2090) are not grven. Coce es as general. evarn
though effort or mensibes may vary k the descnpbons of the activty

3. Danang

a I the type of dancng performed is not described. code a5 0aNCTIg.

general loode 0323,
4. Home Actvites

a. House cearing shoukd be coded as light (code 05040) or heavy jcoce
(5020}, Exarnples for @ach are given n the descnpton of the spedific
acvines.

b. Makng the bed on a daily basss 15 coded (5100, Changng the bed
sheets i cooed as chearang, lignt {code 05040).

5. Horne Repar

2 Ay panting outside of the house (i.e.. fonce, the house, bam) is codec,

pantng, outside house (code 60150).
6. nactrdty

a. Situng and readng 2 book or newspaper 1S isted under the major heating
of Mesceldanenus. reading, book, fewspaper, etc. (code 030301

b Sting and wibng 15 bsled under the maor heading of Mescelianecus.
writng (code 09040).

T. Lawn and Garden

4 Working in the garden with a Specific type of toof {2.9., hoe, 5pade) 15
coded as digong, spacing, filng garden (code 08050).

b. Pemoving snow may be done by cne of three methods: shovelng snow
by hand (code 08200) walking and cperating & snow Diower {code
DB130), or rifing & snow bioweer (code 08180}

B Muse Payng

2 Most yanaten ;i music playng W be atoording o the setfra e, rock
andd oA tandd, orchesiTa, marching band, concer? band, standing on the
stage, performance, practice, T & ohwrch etc). The compendium does

nat consider differences n the setting (excep? for manching band and
Quitar playing).

Occupation

a Types of ccoupatanar activities not Bsted separately under specfic
activibes (e.g.. chemestry laboratory expenments). should be placed into
ihe types of energy expenditure dassificatons best descriang the achv-
7. See sittng: 6ght (code 11580\ stong mocerate {code 11590).
stancing: light {code 115001, standing: Sght to maderats (code 11810).
standing: moderate {code 11620). standing: moderate 1o heavy code
11630)

9.
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10.

1.

12.

b. Drvng an autormobue or a gt Tk for empioyment itaxi cab saiesmar
contractor. ambulance dnver bus drver). SHoulC be ksteq under the
macr headng of Transporaton, automobee or kght tuck {not a sem)
armvng fcode 06010).

¢ Perfarming skin or SCUBA dving as an occupaton s isted under e
mzior heading of Water Actvibes and the specific activity of skindiving
or SCUBA dving as a frogman jcode 18170

Aunrerg

2. Rurrang w5 rot ciassified as reaamd or outdoor rurming. Rurneng on 2

treadmi ¢r outdoors Shoukt be coced by the speed of the fun Jeooes ™

12030 10 12130). K speed s not grven, code 1t as nunnng. general (code
12150).

Seff-care

¢ The compendum does nol account for ##iort ratngs Al ftems are
consudered t0 be generai

Transportaton

a. Beng 2 passenger n an automobie is coded uncer the mayer heading
of Inactivity, SANg queetly (code 07020) -

Wakng

a. Househoo wallong s coded 17150, regardiess  the subsect denitified a
wakng speed

b. I the wakung speed s undertified, use 3 0 mpn, feve. moderate frm
surface a3 the standard speed icode 17199) Thes shouks not be Lsed
for housencid waking

¢ Walking dunng a housenok Move. Shopong. or for househoid work &
Coced uncer the mapor headng of Home Actnibes. Walkng for joo-
retated actvives 15 coded under Oocupabonad ACIVIDeS

¢ Ha subject s cackpaceg. regartess of descrpiors atached. the code
&5 backpackng general (code 17013

¢ The compendium does not acooun: for vanabicns 11 speed ¥ effort whee
camnng kggage or g child

1 Mountan chmbrg snould be classhec as general frock of mounan
chmbing coce 17120, 4 no cescrptors are give I the wesoMt of the
iad 15 descnbed. cooe the actvity as cimimng hels with the appropnate
iaad {oodes 17030 10 17060,

G- Waking on a grassy area (goHf course. i 3 parx, et} shoud be cooed
as waliung, grass track (code 17260). The compendium does not account
for vanabons i walking speed 0N @ Qrassy area. SO IGRGIE rACoTNgs of
walkuing speed or effort, if the walung 1S not on a grassy area, coge the
acowty acoonding to the walking speed (codes 17150 to 17230}

h. Wakang to work o 1o class shoukf be coded as 17270. The compendum
00es not ACcouNt for walkang speed of effort n this activity. Even thoug
& speed ¢r effort s grven for the walkang. 6o ot code wakng 1o work
o 10 CHxss I 2y other waking category.

the wakmng actmty lasted 3 h or more. Co not use tas category for
backpaciing, but for day hikes.

14, Water Activhes

2 Swimming sheuid de coded as leisurely, not lag swirming, general (code
18310 # descopiors about stroke, speed, O SwITming I0caon are nct

grven, .
b. Lap swimming shouks be ceded 25 swamming aps. freestyle, shw (oude

18240) if the actty =5 descriced a3 tae swimming. fght of mocerate
efion. oul STTRo ¥ speed are not Nakated Swmnmay faps shoud be
cooed as SwMImmIng, aps freestyle, fast (code 162301 if the actmity 15
gesanbed as lap Swammng, wos s effort, but stroke of speed are ro!
nGcated grven.

¢ Swinming ¢ Iwl shoud e coded as swenming, crawd, siow (50 yarcs -
man~’) if speed 15 not green and the effort i rated light or moederate (code
18290). Swamming craw! sroukd be coded as swimeming, crawl, fast (75
yarts -min~'} # speed 15 not gven, but the effort s rated as wgorows
{code 18280).

d. The swanmwng strokes of backstroke {code 182501, breaststroke (code

18280). butterfly {code 18270). and sidestroke (coce 18230 are codec
a5 gereral for speed and miensity, _

e I 2 sweniming actvity i nof wentified 2s take, noean, or meer swamming
(cooe 18300), assume that the swimsmang was performed m a Sswmming
pool

f. ff canoeng 1s redated t 2 canoé NP, OGO 3§ CaNOeNg. ON 2 CaMping
tip (code 18020). Otnerwise, code 1t acoondsy to the speed and effort
bsted.

" EHikng and Gross-coumtry ‘walkng {oode 17080) showid be wsed oniy1 — -




Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.
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APPENDIX D
PROCEDURES FOR SELF-ADMINISTERED QUESTIONNAIRES
D.1 General Considerations

Overview Self-administered questionnaires can offer several advantages: a) ease of administration, with
items that have long or complex response categories, b) privacy, the respondent does not have to
immediately share his/her response with the study staff person, ¢) and flexibility in mode of distribution
and designated place for completion. A tradeoff is that the a staff person is not present to appropriately
guide the participant in completing the questionnaire, monitor quality, and collect each questionnaire
distributed.

Distributing and Introducing the Questionnaires

A few general guidelines can help insure that high quality data are returned by participants with
self-administered forms:

1) The staff person should be familiar with instructions for all self-administered forms, items and
meanings, and the general purpose of each measure.

2) A general description of each instrument and the response format should be provided to the
participant, noting any sections or items in the questionnaire with unusual features or changes in
instructions. An example of each response format shouid be reviewed with the participant. As an
introduction, a general explanation about the types of responses sought can be very helpful. For
example, the staff person may say "Let me tell you a little bit about these questionnaires. For these
questions (point to HRQL and Mediators questionnaires) you are given a set of answers, and are you
are supposed to choose the one answer that best fits you, or your view. Do not worry if the choice of

answers does not fit your feelings or views exactly, just choose the one answer that is closest to your

* view. In this way, we can combine the answers from everyone in the study.”

3) The staff person should emphasize the importance of completing the guestionnaire without
interruption during a convenient time. This is particularly important in ACT, where the questionnaires
are taken home and completed. There are three self-administered questionnaires in ACT: Diet, HRQL,

and Mediators (see appendix D). To facilitate and encourage effective time management, it is often
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helpful to provide the participant with the estimated time needed to complete each section so that
he/she may budget enough time to complete each questionnaire. The participant may complete the
separate questionnaires on different days, or times of day, depending on convenience. However, it should
be emphasized that it is ideal to complete an entire questionnaire at one sitting.

4) Staff should emphasize that the responses to the questions are about the participant’s views,
feelings, or behaviors only. Other persons, such as family or friends, should not be consulted about how
they would respond, or what they feel is true for the participant.

5) Staff should emphasize that, as stated in the informed consent, all of the participant’s answers
will be kept in strict confidence, and not shared with anyone in a way which will reveal their identity.

6) St‘;iff should inform the participant that they should bring the completed questionnaires with
them to the next scheduled screening visit. In this regard, it is often beneficial to help participants
develop an organization plan for storage and retrieval of study materials and information at home. Some
tips include: " choose a location in your home to keep the newsletters, appointment schedules,
questionnaires, and other materials that you will receive in the coming months as you participate in
ACT", "mark on your calendar your next visit date(s), and make a note of any special study activities that
you may need to do - such as completing the take-home questionnaires for the SV2 visit", and "make
a note to yourself about the things you need to do for ACT and place it in the location you usually use
to post reminders and messages”. Encourage the participant to think of other ways that may be effective
for them to "keep up” with appointments and scheduled activities.

7) Participant’s should be informed that if they have a question about an item which prevents
them from selecting the best or closest answer to their views or behaviors, to circle the item and note
it with a *?’ in the margin.

Reminder to Return the Questionnaires During the $V2 reminder telephone call, the participant should

be reminded of the take-home questionnaire packet, and told to be sure to bring the completed
questionnaires with them to the upcoming visit. If the participant indicates that he/she has not yet

completed the questionnaire, the caller should stress the importance of having a completed
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questionnaire in order to complete screening. Any help, or assistance needed in completing specific
items in the questionnaire can be provided either by the caller, or by the staff reviewer at the upcoming
screening visit (see Appendix D: Diet, HRQL, Mediators for specific instructions).

Review of the Completed Questionnaires. Upon the participant’s return visit (SV2 or others), a trained
staff person, ideally the person who instructed the participant on how the complete the questionnaire,
should review the pages of the questionnaire for items not completed, or comments about the items
noted by the participant. It is important the questionnaire review take place in a location which affords
privacy, so that the participant’s questions or responses may not be overheard by other staff or noir-staff .
persens in thg area.

The demeanor of the reviewer should be casual, yet professional. In reviewing the items, the
reviewer should strive to be neutral, and should not show surprise, curiosity, pleasure, disapproval or
other expressions of value judgement toward any response given, or any question raised about a
questionnaire or an item. The participant should be encouraged to feel proper or correct, and not
embarrassed about skipping an item that was  unclear, or asking a question about an item for
clarification.

In the event the reviewer is asked a question by the participant about how to complete an item
in the questionnaire, the reviewer should follow specific guidelines described for that questionnaire (see
specific sections in Appendix D). As a general guideline, for attitudinal or self-appraisal items, the
reviewer should use a natural, or conversational voice tone, and repeat the questionnaire verbatim.
Emphasize that there are no right or wrong answers, and that what a participant thinks is what really

counts. An opinion can never be wrong.

Probing In some cases, in response to a participant’s question about an item, the reviewer may have
to probe for an appropriate response. Neutral questions or comments are frequently used to obtain
clearer responses which may more closely correspond to the response choices. Examples of these are:

How do you mean? Could you tell me more about your thinking on that? Would you tell me what you
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have in mind? Why do you feel that way? Which would be closer to the way you feel? The reviewer
must remember that the balance between probing and directing responses is difficult one to maintain.
The reviewer must be sure that sure that she/he is merely eliciting clarification and not pushing the
patient to respond in a particular manner. Also, the reviewer must judge when to stop probing. Care
should be taken that the participant does not feel pressure to respond to a question or item, or feel
inadequate for not understanding a word or phrase used. A participant is not required to answer a
question hefshe would prefer not to answer. A refusal to answer a question should be treated politely
and respectfully by the reviewer.

Ending the Review After each questionmaire has been identified and carefully reviewed for
completeness, the participant should be thanked for histher time and effort needed to complete the
questionnaires. The questionnaire(s) should now be forwarded for data entry. A local tracking form
may be useful to record the completion and receipt of the self-administered questionnaires.

Lost or Missing Cuestionnaires Since the self-administered forms are being sent home at SVi, for
collection at SV2, without preventative steps, a small percentage of participants can be expected to
return to SV2 without the requested questionnaires. Several strategies can be implemented to reduce
or rectify this problem of missing data: 1) to prevent lost or misplaced questionnaires in the home, the
questionnaires can be hole-punched and placed in thin, brightly colored binders with the ACT logo,
along with a brief instruction pages(s); 2) use an SV2 appointment schedule card, or notice to includes
a reminder stating; "please remember to complete the take-home questionnaire before you arrive for
your next visit on date. For a replacement copy (if lost or damaged) please call nnn-nnnn, we wili gladly
mail you another packet of questionnaires.” 3) Conduct the remirder telephone call approximately two
to three days prior to the next scheduled visit date to allow ample time to complete the questionnaires.
This strategy may be helpful because many persons may wait until the iast day to complete the forms.
Providing a "next visit" reminder more than one day in advance allows the person more opportunity to
find time to complete the questionnaires; and 4) provide the participant with a peel-off sticker to place

on a calendar or refrigerator, or a photocopied calendar page showing the participant’s ACT activities
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for the next month.

If 2 participant shows up for the scheduled visit without the requested questionnaires completed
the reviewer should administer a new packet of questionnaires either by handing them to the participant
for self administration before the close of the measurement visit, or by interview administering the
questionnaire. Please see Appendix D.3, Section II, for instructions on interview administration. If a
participant is unable to extend the time he/she allotted for the measurement/screening visit that day,
then the reviewer or staff should make an agreement with the participant for a strategy to obtain
questionnaire data. These may include: a) arranging a time at which a telephone interview can be
conducted within the next week; or b) a follow-up call to verify that the individual has completed the

forms and mailed them back to the clinic using a mailer and postage provided by the clinic.
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D.2  DIET

Diet Questionnaire Instructions

Rationaie
The purpose of the Diet Questionnaire is to assess usual dietary intake of nutrients which might

change over time, particularly among intervention participants, and which could affect the secondary
outcome measures of blood pressure and lipids. The diet questionnaire to be used in ACT is a self-
administered questionnaire based on the National Cancer Institute Health History and Habits
Questionnaire and its associated software package (HHHQ-DIETSYS Analysis Software, Version 3.0,
NCI, 1993). Modifications made to the original instrument are taken largely from the Insulin Resistance
Atherosclerosis Study, including the addition of ethnic foods to the questionnaire (total number of items -
on the ACT food frequency, 99) and the addition of several nutrients to the underlying nutrient
database. In addition, the format and wording of the questionnaire were modified in order to lower the
level of literacy needed to appropriately complete the form. Including the foods list, the grade level is
estimated at 8 years. The instructions are estimated at 7 years of educational achievement need for full
comprehension. These modifications are summarized in Appendix 2 of this chapter.

Overview

The Diet Questionnaire contains the following components:

° The front page contains general instructions, study ID, name, visit date, age, gender and whether
the participant is following a special diet.

® The main body of the questionnaire begins on page 2 and ends on page 8. This section asks the
participant to indicate the frequency with which he or she consumes selected food items which
are ordered by category. An open-ended question on page 9 asks the participant to report on
other foods that are consumed at least once per week.

L] Pages 10-12 contain questions on how foods are prepared and frequency of consumption of
special foods, food groups, and vitamin/mineral supplements. The final question on page 13
allows space for comments.

For ACT, the time frame specified for recall of usual diet is one month. The time period of one
month is used because we wish to evaluate the extent to which health habits tend to correlate and
change concurrently (i.e., the phenomenon of "health lifestyle”). In ACT, we will serially assess usual
dietary habits which may change concurrently with the changes in physical activity behavior that we
expect in the physical activity intervention gromps. We also wish to assess any change in intake occurring
in the standard care group. Therefore, since there is only a 6-month interval between the baseline and
first post-randomization data collection visit, the time frame for assessment of dietary habits is one
month.

The ACT diet questionnaire relies on reporting of frequency of consumption of food items (or
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food groups). Most variability in nutrient intake is captured by reporting of frequency of intake, but
enhanced precision is achieved by inclusion of portion size. Because of participant and staff burden, we
will not query portion size in ACT. Instead, we will use the NCI-HHHQ option of incorporating age-
and gender-specific portion size estimates, assuming a medium portion size for all participants on all
itemns,

The ACT Diet Questionnaire is self-administered but requires verbal instructions to the
participant prior to their completing the instrument. The adequacy of these instructions is critical to
the quality of the data obtained with the instrument. The instrument also requires a review for
adequacy upon return of the completed questionnaire, and may require conferring with the participant
for clarifications or corrections. Rarely (less than 5% of participants), it is necessary to administer the
questionnaire in an interview format. Specific guidelines for administration of the ACT diet
questionnaire follow.

Methods
Distribution, Data Management, and Quality Control for the Diet Questionnaire

The Coordinating Center will mail sufficient quantities of the final questionnaire to each clinical
center.

The Clinical Centers are responsible for administering the questionnaires, reviewing them for
completeness and accuracy after they are returned by the participants, and coding responses to the open-
ended foods question. Clinical Center staff will enter the questionnaires into the database prepared by
the Coordinating Center. All forms must be double-entered to ensure accuracy. This is a specific
requirement of the NCI-HHHQ software system. Follow Coordinating Center guidelines for mailing
back a copy of the form.

The Coordinating Center will run data quality check programs and will request clarification
and/or corrections by the Clinical Center staff as needed. The Coordinating Center will run programs
necessary to estimate food and nutrient intake.

Because dietary factors are secondary outcomes in ACT, formal certification of Clinical Center
staff is not required. It is expected that each Clinical Center staff member who will be administering
the ACT Diet Questionnaire will be familiar with the material presented in this document. A checklist
(Appendix 4} will be provided to Clinical Center staff as a reminder of what to lock for in reviewing
completed forms prior to data entry. The NCI-HHHQ DietSys gquality control checks will be reviewed
periodically according to Clinical Center and clinical staff and any wnusual oosurrences of potentisl
errors will be addressed. Clinical Center staff are encouraged to call Beth Mayer with any questions
they may have as the study progresses.

Clinic Procedures for Distributing the Diet Questionnaire

Participants will be instructed on completion of the Dist Questionnaire at SV1. They will be
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asked to complete the questionnaire at home and to return the questionnaire at SV2, at which time the
information will be reviewed and corrections/clarifications can be obtained. At SV1, carefully write
identifying information in the upper part of the form. Make sure that all the information is written in
the appropriate space.

Review the questionnaire with the participant as detailed in the instructions below, answer any
questions, and give the participant the gquestionnaire.

Completed questionnaires should be returned and reviewed by clinic personnel at SV2. If
participants are called to remind them of the SV2 visit, the caller should include a reminder to bring
in the questionnaire.

If a participant forgets to return the questionnaire at SV2, encourage the participant to fill out
the questionnaire while they are in the clinic. If this is not possible, provide a stamped, addressed
envelope for them to use and ask them to return the completed questionnaire as soon as possible.
Mailed questionnaires should also be reviewed by clinic staff, and clarifications can be cbtained over the
telephone.

If it is determined at SV1 that the participant will require administration of the questionnaire
as an interview, schedule time for the interview either later that day or at SV2. Appendix 1 gives the
procedures for administering the questionnaire by interview.

Instructions for the Participant

A clear, positive introduction and explanation of the Diet Questionnaire is extremely important
to obtaining valid information from the questionnaire. Importantly, this information will allow the
participant to complete the form with minimal frustration. Use the following guidelines for introducing
and instructing the participant on completing the questionnaire.

Do not overwhelm the participant with too much detail! Keep it simple. The entire explanation
should take an average of 10 minutes.

This is the time to identify the small number of participants likely to have significant difficulty
completing the form at home. Alternatives are:

1. Have the participant complete the form while they are in clinic (during SV1, or if they arrive
back for SV2 without the form completed) so that they can ask questions while they are
working on the form. Also, you can observe the participant and ask them if they have
questions if you see that they are puzzling over the form for an unreasonably long time.

2. Conduct the assessment as an interview (see Appendix 2 for specifics). This will ocour only
rarely.

Remember, as you go over the form, the vast majority of participants will be able to complete the form.
Again, your job is to be clear, positive, and supportive; and most important, provide the directions at

a level that is easily understood by the individual participant. Specifically:
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1. Inform the participant that we are interested in their overall pattern of eating over the past
month (past 30 days). If he/she is concerned about not remembering what they ate, acknowledge
their concerns and encourage them to simply estimate to the best of their ability. Later in your
explanation, you can reinforce this by emphasizing the text on page 2, “We don't expect you to
remember exactly what you ate. The first answer that comes to mind is usually the best choice.”

2. Show the participant the first page of the questionnaire. Inform the participant that on average
it takes about 20 minutes to complete the questionnaire. Ask the participant to return the
completed questionnaire at SV2.

3. Next, "walk through” the rest of the questionnaire with the participant, as follows.

a. (page 2). Review the instructions given on the form, point-by-point, noting that you vil go .
through an example with the participant. As you talk, watch the participant to see if they
have questions, look confused, or look like they understand. Even if they seem to be
understanding clearly, go through the example given at the bottom of the page.

Read through and peint out (with a pencil) the specific possible responses for frequency.
Encourage the participant to be careful to check the appropriate box.
b. Go through the first item on the food frequency list. If there is any difficulty,clarify the point

and do the second item as another example to confirm understanding,

If you suspect that the participant may be having difficulty reading the form, either because
of vision or literacy, simply ask the participant directly if they are having trouble. You can blame
the print size or something about the form if the participant is uncomfortable acknowledging their
difficulty, whatever the reason. In this case, if the participant volunteers that they have someone
at home who can help them, this is fine. However, do not ask the participant to burden a family
member or friend; instead, if necessary, schedule an interview if you feel the participant's difficulty

with the form is significant.

To help the participant feel oriented to the form, tell them that the items are grouped by type
of food (e.g., fruits, vegetables, meats). Note that some foods may be unfamiliar to the participant,

due to inclusion of a variety of foods consumed by an ethnically diverse study population.

Remind the participant to think of foods eaten at home and alsc away from home. Remind them to

include both meals and snacks.

Emphasize completeness and that no line should remain blank. The participant should check "None"

or "Never or less than 1 per month" rather than simply skip foods he rarely or never eats.
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c. {go to page 8). The frequency responses for beverages are different than those for foods.
Show the new possible responses to the participant, emphasizing the last few (going up to 6+
per day).

d. (go to page 9). Note briefly that there is a page to write down any foods that the participant
eats often which may have been missed earlier.

€. (go to page 10). Note briefly that the next few pages ask general questions about eating habits
and how food is prepared. If the participant indicates that they do not prepare the food,
reassure them that they can just answer to the best of their ability.

f. {(go to page 13). Show the participant that there is space for them write down anything else
they would like us to know about their eating habits.

g- Ask if there are any questions. In a positive manner, give the form to the participant to take

home. Let them know they may call anytime if questions arise.

Encourage the participant to complete the questionnaire without a lot of distractions. However,
if the participant becomes fatigued, they can feel free to take a break about halfway through the
questionnaire and come back to it later that day. {Avoid excessive discontinuous filling out of the
form--this will hurt the quality of the information).

Checking the Questionnaire When It is Returned

When the questionnaire is returned spend a few minutes (usually 2-5 min) checking over the
questionnaire while the study participant is still there. The goal is to identify omissions or errors,
NOT to judge the guality of the participant’s diet.

1. Make sure the ID number is correct,

2. Check for omissions--skipped foods, missing information. Prevent skipped foods by careful
instruction beforehand that the participant should check "none”, rather than skipping foods they
rarely or never eat. If there are any omissions, attempt to fill out the blank spaces with the
participant’s help.

3. Check for uniikely frequencies such as liver twice a day.

it is not necessary to try to make the foods add up to something that seems "right”, like seven
dinners a week. In many cases the foods will not add up to what we consider a "typical” diet.
Identifying differences between participants in their usual diets is critical. Errors can occur when
we assume too much about what seems "right”.

4. Roughly compare the summary frequency questions (Q. 12-14, page 12) responses to the
appropriate specific line-items (e.g., fruits) to be sure they are reasonably comsistent. Over-
reporting on the specific line items is more common than under-reporting. Do not worry about

small inconsistencies, only large discrepancies. For example, if on page 12, intake of fruit is
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reported to be 1/week but the fruit line items add up to more than 1/day, ask the participant to
clarify the line items. The questions on page 12 are used as a data quality check only. The
nutrient estimates come from the specific line items--these need to be reasonably accurate.

5. Check "open-ended" foods section (page 9) and be sure that there is no "double reporting" of
foods here and on the previous pages. For example, if the participant writes in "plain yogurt", be
sure that they did not also report this under "flavored yogurt" within the food items. Code the item
where it best fits--in this case, remove what the participant meant as plain yogurt from the "flavored
yogurt" line and include it in the open-ended page. Other items can just as accurately be reported
either place {e.g., liver). Just be sure they only cccur once. If you are not sure, ask the participant
to clarify. . N

6, Coding of "open-ended"” foods. Each food reported on the "open-ended” page must be assigned
a two-digit code or must be coded within the main body of the questionnaire (the specific line

items). Use Appendix 3 to look up the codes.

Coding questions. Sometimes a question will arise as to how to code a particular food. The most
common example of this is use of specially modified products, e.g., fat free cream cheese.
Appendix 3 gives specific coding rules that should cover most items. If an item in guestion is not
included in Appendix 3, call the Coordinating Center (Beth Mayer) so that an appropriate coding
rule can be established. As new coding rules accrue, an updated Appendix 3 will be circulated to

the clinics to ensure that coding is standardized across the centers.

Appendix 4 is a checklist that outlines the key steps for checking the Diet Questionnaire when it

is returned.
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Appendix 1
Administering the ACT Diet Questionnaire by Interview.

Occasionally, you may determine that it is best to administer the questionnaire as an interview.
Your introduction to the actual diet interview will depend on the reason for an interview
administration over the planned self-administration. Use your general interviewing skills to establish
a positive rapport and put the participant at ease. The transition from presenting the form as
something for the participant to do at home to something you will go through with them in person
must be made gracefully, in a non-judgmental manner. Assure the participant you are happy to
administer the questionnaire.

As you go through the form, be sure the participant understands what you are asking, using the
same concepts outlined in the instructions in the MOP. The interview should be 25-35 minutes on
average. It is necessary to practice administering the interview in order to learn how to present the
information efficiently and to go through the food list efficiently, but without overwhelming the
participant or having the participant become bored.

Some additional, specific points to consider follow:

a. (Cover page) Special diets. We are interested in whether the participant thinks they have

modified their usual diet in order to follow one or more of these special diets. These diets may

have been recommended by their physician or a nutritionist, but they do not need to have been
specifically recommended by a health professional. If a special diet has been recommended to
the participant but they have not changed what they would otherwise eat in order to follow the
diet, then the answer would be "nc", they are not on the diet. It is not necessary to delve into
details of compliance to a diet. Just get an assessment from the participant as to whether or
not they consider themselves to be on a special diet; i.e., have they changed their food eating

habits because of health concerns?

b. (page 1). Instructions for the food items. Keep in mind the reason for administering the

questionnaire as an interview, and adapt your review of the instructions accordingly.

Don’t get bogged down at this point—-this will frustrate the participant. Instead, reassure the
participant that they will "get the hang of it" after the first couple of foods.

¢. {page 2). Food list. Be particularly attentive as you begin the food list. Based on
conversation with the participant, ask a few guestions as you go through the first page to verify
the information. These "reality-check” questions can often be based on situations of eating, ¢.g.,

the fresh fruit last month was terrific, so the participant ate strawberries three times/week as
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dessert.

Go through the foods efficiently to avoid the interview taking too long, but maintain a
conversational tone and show interest in the participant’s responses so that the participant does
not become bored and give unreliable information. Throughout, watch the participants for

comprehension.

Use the notes on the form placed between categories of foods as verbal cues. These provide

important transitions, reminders, and a short break for both of you.

Be sure to go through each food item, even if the participant says they do not eat anything in a
particular category. For example, even if a participant says they are a vegetarian, it may turn
cut that they eat fish occasionally. Use your judgement so as not to frustrate or alienate the

participant, but at a2 minimum, touch on each item briefly and confirm "none".

d. (page 8). Beverage list. Go through these new responses, and read them aloud, emphasizing

the last few categories, e.g., up to 6 or more times per day.

e. {page 9). Open-ended foods. Show the participant the list of foods on the page. Emphasize

that we are interested in foods consumed at least once per week (not less often).

f- Remainder of the form. Based on the participant’s style, you may either read responses aloud
or sit beside the participant and show them the responses. Either way, be sure the participant
understands the range of possible responses. For example, for the fats used in cooking, be sure

the participant knows that they may report up to two types of fat, not just one.

On the last page, after noting any other information the participant would like us to know, be

sure to thank them for their time.

8. Reviewing the form. Even though you have administered the form in person, you must still
review the form according to the guidelines given for the self-administered form. If feasible, it
is best to have a different clinic staff person conduct this review. If not, try to give yourself a
few minutes break before reviewing the form. Obtain any necessary clarifications/corrections

before the participant leaves.
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Appendix 2
Summary of Modifications to the original NCI-Health History and Habits Questionnaire

Note: Modiﬁcations were taken from the Insulin Resistance Atherosclerosis Study, with goals of
facilitating self-administration with minimal staff burden in a diverse study population. “Diverse”
here encompasses differences related to geography, ethnicity, and sociceconomic status including
education.

1. Re-wording of instructions and questions to accommodate lower education attainment.

2. Addition of foods to the food list. The original questionnaire contained 98 "line items”. The

ACT Diet Questionnaire has 99 items. Additions were primarily made to enhance sensitivity to

potential ethnic and geographic differences. Some original line items were combined to

minimize the total number of items. These decisions were made based on similarity of nutrient
content of items, prioritizing nutrients of specific importance to ACT.

3. Expansion of the type of fat used in cooking question to include canola and olive oil.

4. A question to ascertain type of fat used in cooking refried beans, useful for Hispanic

populations.

5. Revision of the open-ended question designed to ascertain other foods eaten at least once

per week to include food items potentially important to ethnic populations, and inclusion of

some items from the original list within the line items because of the anticipéted frequency of
use in Hispanic and African-American populations.

6. Expansion of ascertain of salt intake, including usual use of salt added in food preparation

and at the table, sodium-reduced products, and high sodium foods, condiments, and seasonings.

7. Expansion of the nutrient database to include simple and complex carbohydrates as well as

several specific fatty acids (omega-3 fatty acids, stearic acid, palmitic acid, trans fatty acids).

Nutrient values were obtained using NHANES II and HHANES 24-hour recall databases and

the Nutrition Data System (NDS), version 2.3.

Additional information regarding modifications is available in IRAS manuals.
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) Appendix 3
"4 Specific Coding Rules
For items not listed explicitly on the interview form, coding rules have been developed based on
nutrient content of the item in question. Many of these have come up in earlier studies and are  _, |
listed here. As new food items are encountered in ACT, coding rules will be update. On page 1’7' )
are the specific code numbers for selected open-ended foods.
Fruits

Fruits added to cereals. If there is 1/4 cup or more, include the fruit in this section. Otherwise,
do not code.

Snack fruit bars, fruit roll-ups, etc. Code as dried fruit.

5-Alive. Code as orange juice.

Vegetables ‘

Bean soup (like black bean soup): Code with “other beans”.

Green salad. This codes {automatically) only for lettuce and a few slices of tomato. If a salad is
usually topped with other vegetables like garbanzos, peppers, etc. then code these items in their
respective lines.

Salad dressing. Remind participant to remember salad dressing on salads (including salad bars)
and in items like tuna salad, pasta salad, etc.

Cole slaw. Code with cauliflower, cabbage, and salad dressing

V-8 juice. Code as tomato juice.

Snow peas. Code as peas.

Chard. Code as spinach.

Artichoke. Code as other vegetables

Garlic. Do not code.

Rice cakes. Code as plain rice.

Brown rice, white rice. Code as rice.

Margarine, butter or other fat added to vegetables. This refers to fat added at the table, after
cooking. {The type of fat is taken from the question towards the end of the interview)

Unsalted butter or margarine. Code as regular butter or margarine.,

Moily McBuiter or other calorie-free butter flavoring. Do not code.

Meats, poultry. fish, mixed dishes

Shelifish. Include from mixed dishes, including Asian.

Other fish. Include from mixed dishes, including Asian.

Spaghetti. Includes sauces with meat for flavoring and without meat. If meatballs, or a sigrificant

amount of meat is included, then add meat under the appropriate meat line.
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Pesto sauce or olive oil on pasta, Code as butter on bread or rolls.

Pasta with clam sauce. Code pasta and add small serving shellfish.

Pizza rolls. Code as pizza.

Menudo. Code as beef.

Barbecue. Code as sausage - 2 times the reported frequency.

Pickled Herring. Code as tuna - % the reported frequency.

Caviar. Code as shellfish.

Chicarones. Code as - 2 times the reported frequency,

Lean Cuisine. Code components {e.g., chicken, rice, vegetables).

Low-fat frozen entree. Code as regular entree.

T.V. Dinner. Code components {e.g. meatioaf, potatoes, vegetables).

Jerky (beef, chicken) Code as bacon.

Lunch

If a participant reports luncheon meat, probe for some type of bread. Matzo ball soup. code as
"other broth-based soup”, plus "biscuits, scones, etc".

Slim Fast Cup-A-Soup. Code as broth-based soup.

Breads and snacks

Chips made with safflower or canola oil. code as regular chips.

Blue corn chips. Code as regular chips.

Low-salt chips, including low-salt blue corn chips. Code as regular chips.

Low-salt popcorn. Code as regular popcorn.

Plain popcorn. Code with open-ended foods.

Low-sodium crackers. Code as regular crackers.

Sourdough or French bread. Code as white bread.

Matzo balls. Code as biscuits, scones, etc.

Potato bread. code as white bread.

Unsalted butter or margarine on bread. Code as regular butter or margarine.

Trail mix. Code as half as "salty snacks” and half as "nuts and seeds”.

Breakfast

Be sure total amount of cereal makes sense. Cereals are often over-reported by the time several
different types are queried.

"Fortified" includes cereals with supplementation to 100% of the RDA for most vitamins, If a
cereal is both high fiber and fortified, code as "Fortified”.

Eggs. For Eggbeaters or other low-fat egg substitute, code half the reported frequency.

Egg whites only. Do not code.
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Bulgur, kasha, oat bran, (cooked) etc. Code as cooked cereals.
French toast. Code as 1 egg and 1 serving bread.
Wheat-germ. Code as high fiber cereal.
Raisin bran. Code as bran cereal.
Sweets
Sugar-free "spreadable fruit". Code as "other fruit" (or add to the specific line item for that fruit if
possible} and code only ¥; the frequency.
Sweet dim sum. Code as cake doughnuts.
Graham crackers. Code as cookies.
Sherbet. Code as frozen yogurtfice milk.
NutraSweet fudgesicles or other specialty dairy desserts. code as frozen yogurt/ice milk.
Granola bars, breakfast bars, Power bars. Code as cookies, cake.
"Dietetic” cookies and cakes. Code one-half the servings reported.
Sugar-free jello. Do not code.
Calorie-free candles, mints, gum, etc. Do not code.
Syrup. Code with other candy, jelly, honey, etc.
Weight Watchers Mousse Dessert. Code as frozen yogurt/ice milk.
Weight Watchers Cookies. Code as regular cookies - % the reported frequency.
Cracker Jack. Code on cookies/cakes/dessert line.
Non-fat pudding. Code %% the reported frequency.
Light syrup. code % the reported frequency.
Dairy products
Low-fat or diet cheese, including Kraft "lite" cheese. Code % the reported frequency.
Low-fat (1% or 2%) cottage cheese. Code as regular cottage cheese.
Non-fat cottage cheese. Code Y% the reported frequency.
Diabetic Ice Cream. code as ¥ the reported frequency.
Non-fat Ice Cream. code as frozen yogurt/fice milk.
Beverages
Hot chocolate from a mix. Code as milk (using type of milk used in the hot chocolate) plus smali
serving of chocolate.
Reduced-calorie hot chocolate from a mix. Code like regular hot chocolate, using skim milk, but
code only half the number of servings of chocolate.
Non-alcoholic beer. Code as regular, caffeine free soft drink.
Crystal Light or other calorie-free, unfortified beverage mix. Code as diet soda.

Mocha Mix in coffee. Code as non-dairy creamer.
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Evaporated milk in coffee. Code twice the reported frequency.

Other milk substitutes (like LacAid, soy milk). Specify brand and if it is low-fat; and flag for
individual review.

Lactose-Free Milk. Code as type of lactose-free milk (whole, 2%,1% skim).

Optifast. Code as open ended food code #22 plus non-fat milk (or whole or 2% milk if specified
by the participant.

Evaporated Milk. Code as twice the frequency of milk.

Gatorade. Code as other fortified fruit drink.

Instant Orange Cappucino Coffee (or other flavored coffee mixes). Code as regular or
decaffeinated coffee - 2 times the frequency reported, plus sugar in coffee-large and non-dairy
creamer-large.

Slirn-fast. Code as open ended food code #22 plus non-fat milk.

Hot-chocolate made with water. Code as chocolate plus non-fat milk.

Salt (never, sometimes, always) Salt substitute. Do not code.

Type of fat question

Diet soft margarine. Code as soft margarine.

Vegetable shortening. Code as stick margarine.

If more than 2 types of fat are checked, ask the participant which two they use the most
(considering both frequency and amount consumed). If they use all those originally checked
about the same amount, call the Coordinating Center (Beth Mayer) for a decision of which 2 to

enter (the system only allows 2).

Miscellaneous

Mustard. Do not code.

Tobasco Sauce. Do not code.

Codes for open-ended foods

See next page
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Appendix 4
Checklist for Review of Completed Questionnaires
Review the completed Diet Questionnaire while the participant is still in the clinic so that
clarifications and corrections to the form can be made quickly. This process must be complete prior

to data entry in the clinic.

The goal is to identify omissions or errors, NOT to judge the quality of the participant’s diet.

1. Check ID number : be sure it is correct.

2. Check for omissions--skipped foods, missing information. If there are any omissions, attempt to fill
out the blank spaces with the participant’s help.

3. Check for very unlikely frequencies, such as liver twice a day.

4. Compare the summary frequency questions (Q. 12-14, page 12) responses to the appropriate of
line-items (e.g., fruits) to be sure they are reasonably consistent. The nutrient estimates come from
the specific line items--these need to be reasonably accurate.

5, Check"‘open-ende " foods section (page 9) and be sure that there is no "double reporting” of foods
here and on the previous pages.

6. Coding of "open-ended” foods. Each food reported on the "open-ended” page must be assigned a
two-digit code or must be coded within the main body of the questionnaire (the specific line items).
Use Appendix 3 to look up the food codes and misceilaneous coding rules.

7. For any unresolved issues, call the Coordinating Center {Beth Mayer).
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ACT Diet Questionnaire

_ ClinicUsaOnly .. .. -/ » I'

ol ¥

;,"- . —
e

Date . I

Dastnbu;ed‘ THon - Day g
- i B e iy

Instructor (staff code) -~ - .~ - Visit Code

i

Participant Name

We would like to know about the foods you most often eat. Please answer the questions at home and
bring it with you to your next clinic visit. f you have any questions, please call us at
. Thank you for your time and effort.

1. How cld are you? years 2. Areyoua iOmancra AJwoman?

3. Are you on any special diet to:

lose weight 13 Yes 20 No
eat less fat or cholestero! 10 Yes 20 No
use less salt 10 Yes 20 No
treat diabetes 10 Yes 20 No

chactiforms\dietques.cvr 11/8/95
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D3 HRQL OUTCOMES WITH PHYSICAL ACTIVITY AND
PSYCHOSOCIAL MEDIATORS (IFA)

1.1 Health-Related Quality of Life (HRQL)

Health-related quality of life (HRQL) is a multi-dimensional concept which includes, as its core,
1) physical health including physical functioning, symptoms, perceived health, and energy; 2) social
functioning; and 3) emotional well-being, including depressive affect, self-perception. Other
dimensions of HRQL of interest depend upon the nature and characteristics of the disease,
syndrome, or health state, and potential effects from the intervention itself.

Beyond traditional interest in morbidity and mortality, HRQL outcomes can provide important
information used to evaluate the effectiveness of health interventions on outcomes valued by
participants, such as daily functioning and psychological outlook.

Social ﬁt}zctioning refers to one’s ability to maintain social relations (e.g., visiting friends,
entertaining at home) and is distinct from social support and social integration in that it refers to
behaviors rather than perceptions of available assistance. Physical functioning refers to a range of
activities from the basic demands of daily living (e.g., eating, dressing, bathing), to more vigorous
functioning (e.g., walking long distances, participating in sports). Emotional health of an individual is
often characterized in negative terms in the HRQL literature (e.g., depression, anxiety), but can also
include concepts such as hopefulness and optimism. Personal productivity efers to both paid (job
status) and non-paid (volunteer) work. Measures of HRQL typically include an assessment of
perceived health and overall life satisfaction.

The concept of Health-related Quality of Life (HRQL) is recognized by many researchers,
clinicians, and the public as an important component in the assessment of the impact of various
health conditions and their treatment on patients. The inclusion of HRQL in clinical research serves
three important functions:

A) It allows the investigator to characterize the impact of a given condition or disease in terms
of "clinically relevant human attributes.”

B} HRQL data can tell us how HRQL relates, prospectively, to the progression of a condition
or disease. That is, HRQL dimensions may be independent predictors of important clinical
outcomes such as treatment adherence, morbidity and condition severity, and mortality.

C) HRQL provides data on how treatment impacts the daily functioning of the individual,

1.2 HRQL and Physical Exercise and Activity Interventions
While significant effects of physical activity on HRQL have been shown in controlled settings,

often with highly selected subjects, substantially less is known with respect to sedentary persons
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selected from general medical care settings, and of a broad age range as planned in ACT. Reports in
the literature and experience among ACT investigators suggests that several benefits in well-being
from increased cardiorespiratory fitness and physical activity may be achieved in ACT. These
include: improved psychological mood (less depressive affect and anxiety), perceived vigor and

energy, and enhanced role functicning, self-rated health, life satisfaction and outlook.

13 Description of HRQL Measures

The measures implemented in ACT are a combination of generic and population-specific
instruments designed for particular use with general population samples, relatively free of major
disease and illnesses, and for persons sedentary in lifestyle. They comprise several scales and
subscales each yielding a summary score. Instruments were chosen based on the following gualities:
prior use in exercise interventions, demonstrated adequate validity and reliability, brief in length,
expected responsiveness to changes in physical fitness, and acceptable or relevant to persons from a
wide range of age and SES or ethnic backgrounds. Based on these criteria, the ACT HRQL Working
Group selected the scales shown in Table 1, below.

The time frame for recall is the ’last four weeks’ for most HRQL measures except for
psychelogical functioning scales which use a ‘past week' period.

The following is a brief description of each instrument. Please refer to the HRQL
Questionnaire to view the actual items included in each subscale:

Bed Days and Inactive Days (Items #1, a, b c). These states represent reduced functioning in
normal activity due to feelings of malaise and illness. This aspect of functioning is measured with
three items taken from the CDC Behavioral Risk Surveillance Survey. Physical and psychological
benefits known to occur from exercise are expected to result in fewer inactive days due to health in -

ACT. past week’ time frame.
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Table 1

(BDI)

Instrument No. Items Prediction/Outcome Domains Measured

CDC Bed Days and 3 Outcome Reduced functioning in normal

Inactive Days activity due to health, fatigue

MOS General Health 2 Outcome Physical health

Perceptions

Ladder of Life 1 Outcome Global life satisfaction

Perceived Quality of Life 15 Outcome Satisfaction with: physical health,

Scale (PQOL) modified social contacts, sexual activity,
work status, leisure time activities

Satisfaction with Physical 8 Outcome Satisfaction with: muscle strength,

Fitness stamina, muscle tone, energy,
physical ability, shape

Cohen Psychological Stress 14 Outcome General psychological stress

Scale

MOS Pain Items 2 Cutcome Bodily pain, activity limitations

Exercise Induced Feeling 12 Cutcome Positive affect and mood states

States (EF1)

Beck Depression Inventory 21 Qutcome Level of depressive affect

General Health Measures (Items #2,3). Self-appraised general health is a standard HRQL

outcome from a health intervention. These items are of scientific interest because they are known to

predictors medical care use, productivity, and health complications which may interact with lifestyle-

based interventions (i.e., compliance, and physical functioning).

Oweralil Life Satisfaction (Item #4). This item provides a global rating of how satisfied the

individual is with their life. This item is used both to characterize the study sample, but also to

determine the extent that the intervention may shift the level of overall life enjoyment.
The Perceived Quality of Life Scale (PQOL) (Items #5-19). The POOL consists of 14 itemns

measuring life satisfaction in major life domains and pursuit of activities. The PQOL was selected to

describe perceived life satisfaction pre-intervention, and to assess shifts in satisfaction with daily

functicning resulting fTom increased physical aciivity.

Satisfaction with Physical Fitness (Items #20-27). Satisfaction with body appearance, muscle

tone, strength, energy, weight, and endurance are assessed using 9 items. This instrument was

developed and tested for an exercise intervention in deconditioned adults. This scale is included to
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describe the pre-intervention level of satisfaction with fitness, and to document the changes in
satisfaction with fitness (separate from satisfaction with role functioning) resulting from the
intervention.

Cohen Psychological Stress Scale (Items #28-41). This instrument measures current burden of
psychological stress, including anxiety, lack of control over life situations, and coping with stress.
While improved physical fitness and psychological affect are not expected to reduce stimuli that may
produce stress (i.e., life demands) or personality traits (i.e., hostility), there is evidence that self-
control and coping skills can be enhanced through lifestyle interventions which promote well-being.
Reductions in total stress burden from ACT would be scientifically important since psychosocial
stress is associated with hypertension and cardiovascular disease.

MOS 5F-36 Pain subscale (Items #35,36). Two items assessing bodily pain were included from
the widely used MOS SF-36 Health Survey. Together these items assess intensity of bodily pain and
extent of interference with normal activities from pain.

Exercise Induced Feeling States (EFI) (Items #37a-1). This instrument describes a broader
range of mood states than measured in depression inventories or screeners, yet is much briefer than
more widely used measures such as the POMS. It includes positive feeling states such as energy,
vigor, happy, and revived. Beyond mitigating depressive affect, the ACT interventions are
hypothesized to increase positive feelings.

The Beck Depression Inventory (BDI) (Items #38-58). The BDI consists of 21 statements
measuring the extent of depressive affect. It has been extensively used in clinical research. Its use
with exercise interventions at Stanford has detected significant improvements in psychological well-

being from physical activity interventions.

1.4 Description of Mediators: Influences on Activity. Act is employing a series of self-report
measures to be used as mediators. These are grouped under the general title, influences on activity,
and include, in order of appearance in the questionnaire: (a) self-efficacy (confidence), (b) processes,
{c) deciding about exercise, (d) environmental factors, and (e) stages of change. The information
provided in Appendix H (FORMS AND INSTRUCTIONS) apply to the completion of these
measures. Further there are a series of methodological considerations pertinent to the psychological

and social questionnaires. These are described in detail below.
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II. Administration of the HRQL and IFA Questionnaires

In this study, the HRQL and IFA questionnaire will be completed by the participants (i.e., self-
administered). However, there may be particular circumstances when interviewer administration in
the clinic or by telephone is required. Although it is not anticipated that these special situations will
arise often, there may be instances in which factors such as poor eyesight, poor hand-eye
coordination, ill health, weather, or conflicting time commitments will necessitate a change in how
the questionnaire is administered. Therefore, we include suggestions in this manual fo assist the
clinic staff in handling these situations, and also provide instructions for interviewer-administration

of the instruments.

The HRQL and IFA questionnaires are to be completed for the SV2 and FU6 and FU24
periods. The methods used for the screening data collection point are not identical to those used for

follow-up:

I1.1.a SV1. After completing the SV1 visit, the participant should be handed the HROL and
Influences on Activity (IFA} questionnaires, and verbally instructed about how to complete the
forms, and informed that they must be returned at the upcoming SV2 appointment. To achieve a
high, if not complete, return rate of the forms, a reminder to bring in the forms should be included

in the telephone call or postcard reminder to the participant.
IL.1.b FU6 and FU24. For the repeat assessments of HRQL and IFA, verbal instructions on
form completion will not be provided. Instead, a package containing the forms and cover letter will

be mailed to the participant approximately 2-weeks prior to the scheduled follow-up measurement

clinic visit. An example of the cover letter communication is provided below:

<< Date here>>

Dear << participant name> >
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Enclosed in this envelope are the Quality of Life, and Influences on Activity questionnaires for
you to complete in your home before your next scheduled ACT follow-up visit. Please be sure to
bring the completed questionnaires with you when you come to your ACT visit, which is scheduled
for << date of visit >>. Should you have any questions about this or anything else about ACT

please call << name of contact person >> for help.

Thank you for taking the time to complete these questionnaires, we look forward to seeing you

Oon your upcoming visit.

<< signed by ACT staff person>>

In addition, a reminder to bring in completed quality of life (HRQL) and influences on activity
(IFA) questionnaires should be included in a telephone call or postcard appointment reminder

systemn implemented.
11.2 Specific Guidelines

The way in which a questionnaire is administered to a study participant can affect the validity of
the responses to the questionnaire items. For this reason, it is important to adhere to the following

guidelines in administering study questionnaires.

Step 1: Review the Studv Protocel It is important that the clinic staff person review the protocol for
distributing, instructing and reviewing the HROQL and IFA questionnaires to be certain of the correct
procedures to foliow. This is particularly important in clinics where a small number of participants
are to be recruited and/or where more than one clinic staff member will be administering the

uestionnaires to the study participants.

Siep 2. Questionnaire Distribution at SV1. The individual distributing the questionnaire plays a

critical role in the process of data collection. There is the potentiai for the quality of the participant's
responses to be affected by the general attitudes and actions of the interviewer. A relaxed and

friendly manner puts the participant at ease and conveys the message that the interviewer considers
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the questionnaire an important part of the study.

Time Burden. Pilot tests of the HRQL questionnaires have revealed that approximately 10
to 12 minutes is required to complete all the HROL forms. An additional 15 to 20 minutes may be
needed to complete the IFA questionnaire. It is helpful to inform participants of the total time
commitment of approximately one-half hour so that they may plan a time to fill out these forms, and
so that participants may realize that, despite a possible appearance of being lengthy, these forms are
not likely to impose a substantial time burden to complete. The staff person should use neutral or
positively worded communication to convey time information, such as: "on average, these forms take
about 10 to 12 minutes to complete" or "in our other studies, we’ve found that these forms take
about 10 to 12 minutes to complete”. Statements like "these forms won’t take as long as you think",
or "these really aren’t that difficult to complete” may be perceived as indifference or lack of concern

by the staff person.

Purpose. Participants should be told that these questionnaires ask about their recent
physical and social well-being, and mood (HRQL) as well as their past and current physical activity
(IFA).

Format. Staff should review the response format with the participant, and highlight with a
marking pen places on questionnaire when the format changes. This can be accomplished by

highlighting the specific time reference (e.g., the phrase "in the last month” would be highlighted).

Item # 1 a-c: write in the number of days in the blank. If zero days were spent in the state

specified enter °0’.

Item #4: this is a ladder format. Check the box which corresponds to the number on the scale

that represeats your feeling or viewpoint.
Items #5 - 43: these items refer to your life or your feelings over the past FOUR WEEKS.
Items #44 - 58: these items refer to your life or your feelings over the last WEEK only.

It is possible that for some item responses, the subjective appraisals and descriptors provided to
evaluate a concept 25 complex as quality of life may not exactly fit the experiences or feelings of the

participant. To prevent respondent confusion and potentially skipped items, participants should be
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instructed to "choose the one response that most closely fits your view or experience.” Similarly, if a
respondent feels unsure about the intended meaning or definition of an item or word, he/she should
use the meaning or definition they would INFER for the word or sentence in question. Thus, each
respondent should interpret the items or questions from their own viewpoint, understanding, or

expectations.

Completeness. Remind participants that they should respond to each question. The oaly time a
blank or unanswered item response should occur is if the participant refuses or wishes not to answer
a particular jtem for some reason. Point out however, that you believe that they will find the

questions nonthreatening, and easy to complete.
Finally, ask participants if they have any questions about the questionnaire.

Step 3: Reviewing the Questionnaires at SV2, FU6 and ¥U24: An important roie of the

questionnaire administrator/reviewer is to examine the completed surveys when the participants hand

them in upon their return visit (SV2, FU6 and SV24). If the participant has skipped questions and/or
filled the questionnaire out incorrectly, the staff person needs to discuss this with the participant
before he/she leaves the office. The review process should occur in an office or clinic setting which

insures the privacy of the participants’ responses and comments.

Strategies, Persons who have filled out the forms incorrectly should be asked to complete the
questionnaires in the appropriate manner. If an item is missing or incomplete, the interviewer
should ask the participant if he/she noticed the item and meant to leave it blank or simply
overlooked it. If the participant declines to provide the information when it is brought to their
attention, the interviewer should accept the participant's refusal without comment. There are two
major strategies for reviewing the HRQL forms: a) The participant is present during the review. In
this case, the reviewer should explain the purpose of this step by saying "1 will need to quickly review
your questionnaire to make sure that all of the marks are in the right place for our coders, and in
case you had any questions about any of the items or responses.” and b) while the participant is
' busy with other ACT activities during the visit. In this case, if any comments or questions are noted
by the participant on the HRQL form, or if 2n item is left unanswered, the reviewer should discuss
this with the participant before he/she leaves the site. The reviewer should offer " (greeting) 1 am
supposed to quickly review all of the guestionnaires as they are handed in to make sure that all of

the marks are in the right place for our coders, and in case there were any questions about any of
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the items or responses. I noticed that you ... ".

As with any interview technique, all communications and discussion about the HRQL forms

should be conducted with a neutral voice tone quality, so as to place the participant at ease.

Staff reviewing the HRQL and IFA forms should be thoroughly familiar with the questionnaire
before it is given to the participants. It is difficult to give assistance to participants without a working
knowledge of the structure and content of the questionnaire. In answering questions, survey
administrators must be careful not to bias the participants’ responses. The data collector may read a
question to a respondent, define terms, indicate where the answer is to be marked, etc., but they
should not paraphrase questions unless it is absolutely necessary. It is too easy to inadvertently alter
the meaning of a question in this way. In general, most of the participant’s questions can be handled
by reminding him/her to follow the directions on the questionnaire, or simply by rereading the

statement to the respondent. The interviewer should read the statement exactly as it is written. The

administrator should remind the participant that he/she should answer the question with the

response that he/she believes is more true for him/her at the present time.

If 2 respondent tells the data collector which answer he/she has selected, the interviewer should
refrain from reacting to that answer or conveying either approval or disapproval of the participant's
choice. The interviewer may indicate to the participant that there are no right or wrong answers to
these question, and that the choice is the respondent’s as to how to respond to the statement. The

survey administrator should never help the participant decide how to mark a guestionnaire item.

Step 4: Thank the Participants Always remember to thank the participant for his/her time and
interest in completing the questionnaire. Escort the participant back to his/her family or the waiting

room, if necessary.
II1. Storing the Quesiionnaires

Once a questionnaire has been completed by a participant and edited by the survey
administrator, the questionnaire should be stored in a secure place within the measurement site or
clinic. Information collected for research purposes can only be shared with other members of the
research team, and the participants’ privacy must be protected at all times. The data collector

should never discuss any of the responses with anyone who is not directly involved in the study.
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IV. Missing Data

Item Responses. When missing items responses are identified, and are permanently missing by
respondent choice (i.e., refusal) the item should be coded according to protocol listed under missing
data, in Appendix H of the MOP.

Forms. If a participant forgets to bring in his/her completed HRQL and IFA forms on the
designated measurement clinic visit date one of three options may be used to collect the

questionnaire data:

1) The ideal strategy, time permitting, is to have the participant compiete the forms during the
visit, before the treadmill testing. Treadmill testing may produce fatigue and potentially heighten the
participants feelings regarding fitness and health, and feeling states described in the questionnaire.
The HROL/IFA questionnaire can be completed at one sitting, or during waiting periods over

several procedures prior to treadmill testing.

2) Provide the participant with another copy of the HRQL/IFA questionnaire along with a
postage paid envelope addressed to the ACT Measurement Clinic site. These materials should be
present at each Measurement site; extra forms will be provided by the Coordinating Center for this
purpose. The participant must agree to take the forms home, complete, and return them by mail

within 5 days. This initial instance of a missing form should be doecumented.

3} A third choice may be to administer the form over the telephone or face-to-face. This may be
necessary if the participant has not completed the form for reasons of physical, visual, or literacy

problems.

Y. Guidelines for Interviewer Administered Forms

The HRQL/IFA Questionnaire is designed to be self administered, but can also be used in an
interview format if necessary, The following procedures are provided should the need to conduct an

interview arise.

11195 Appendix D - 31



V.1 Interviewer Skiils

The interviewer plays a critical role in the process of data collection. It is important that the
interviewer does not influence the participant’s response to any question. Since more than one
interviewer may be administering the questionnaires, the following guidelines should be used to
standardize the administration so that each interviewer administers the questionnaires in the same
way. Variability in administration of the instruments introduces bias in data collection and reduces

the quality of the data.

In the ideal situation, the interviewer’s presence should not influence the participant’s
perception or response to a question, and different interviewers should be able to obtain the same
responses from the same participant. Recognizing the limitations inherent in this ideal, there are
methods that can enhance the neutrality of the interviewer. Interviewers should not provide either
verbal or non-verbal responses that could influence the participant’s responses. For example, an
interviewer should not convey surprise, pleasure, or disapproval to any answer. The interviewer role

is to obtain honest, uninfluenced responses to the guestions.

The interviewer should be thoroughly familiar with the questionnaire before interviewing the
first participant. This will ensure that the interviewer can easily address the participants’ questions
or concerns. Inexperienced interviewers should also practice completing an interview by practicing
with someone who is pretending to be a participant. This will help to reduce the mechanical style

that sometimes results from reading unfamiliar material.

it is important that the interviewer conveys a sense of impartiality. He or she should be
gracious and adaptable to all participants regardless of whether their dress, appearance, style of

speech, or personal preferences are consistent with the interviewer’s values and preferences.
P

There are no right or wrong answers on the HRQL/IFA questionnaire. It is often helpful to tell
this to the respondent if uncertainty or hesitation is observed. It is important to put the respondent

at case.
V.2, Specific Guidelines

Follow Steps 3-5 of the self-administration of the questionnaire above.
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VI. Scoring the HRQL and IFA Questionnaires

HROL. The HRQL subscales and items are listed above, and presented separately on the
HRQL form. Subscale scores are obtained by calculating an unweighted sum of the item TESpOnSEs.
The Beck Depression Inventory has cut points, measuring depth of depression, that have been
commonly used in research. It is the only instrument in the HRQL battery for which threshold
scores have been empirically established. A BDI score of < 10 has been used to ‘not depressed, 11

to 17 to indicate ‘mildly depressed', 18-22 moderately depressed, and > 23 severely depressed.

Flag. A Beck Depression Inventory (BDI) score greater than 17 (moderate depression), or if
BDI item #46 (svicidal ideation) is affirmed (response 1, 2, or 3) will initiate safety monitoting

procedures as described in the ACT Protocol.

Influences on Activity (IFA). Each of the IFA subscales are presented separately in the
questionnaire. For each cluster of items representing the subscales, a simple summary score should

be obtained.
HRQL Questionnaire

IFA Questionnaire
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ACTIVITY COUNSELING TRIAL
HEALTH RELATED QUALITY OF LIFE QUESTIONNAIRE

INFLUENCES ON ACTIVITY QUESTIONNAIRE

Fﬁ—>—. == _ e — e

i R eClinic Use Oniy:

"IDI | ' e
Date J l - w

H Reviewed by (staffcode) ' VisitCode

This booklet contains two questionnaires. One will ask your opinions about your health and daily
activities, the other will ask you questions about what influences your usual activity. Please read
each question carefully and answer as accurately as possible by marking with an 'X" the
appropriate box or by filling in the blanks.

Please bring the completed questionnaire with you to your next scheduled ACT appointment. If

you are unsure how to answer a question or need help, please skip that item, and ask an ACT
staff person for help when you return to the clinic.

clactformsihrg!_ioa.cvr 1118198



ﬂ Acrostic: I]I

ACT HRQL Form

We are interested in your opinions about your health and activities. Below are several questions
about experiences that people may have day to day. Please read each question carefully and mark the
one box that hest describes you. There are no right or wrong answers.

THE FOLLOWING QUESTIONS ASK ABOUT YOUR HEALTH AND DAILY ACTIVITIES.

1. During the past 4 weeks, on how many days did health problems cause you to do the following
{for each question, please write in the number of days in the blank. Use a'0’ if your answer is

no days):
a. Stay in bed all or most of the day? Days in past 4 weeks
b. Cut down on your usual activities all or
most of the day Days in past 4 weeks
(o) Feel less well than usual for all or most
of the day Days in past 4 weeks
2. In general, would you say your heaith is:
Excellent Very good Good Fair Poor

3. Compared to one year ago, how would you rate your health in general now?

L] ] [ [ [

Much Somewhat About Somewhat Much
better now befter now the same worse worse

Please turn tc the next page.
ciactformsthrql_ioa.frm Page 1 of 20 1178195



Acrostic:

THE FOLLOWING QUESTIONS ARE ABOUT YOUR QUALITY OF LIFE.

Here is a picture of a ladder. At the bottom of the ladder is the worst situation you might
reasonably expect to have. At the top is the best you might expect to have. The other rungs

are in between. Please circle the number that best describes your overall life satisfaction

during the past 4 weeks?

B
7
6
5
4
3
2
1

9 Best life | could expect to have

Worst life | could expect to have

lN THE E A§T 4 WEEKS9 HOW SATISF!ED Very Somewhat A little A Little Somewhat Very
[HAVE YOU BEEN WITH. . Dissatisfied | Dissatisfisd | Dissatished | NPT | oopifina | Satisfied Satisfied
5. how well you think and remember?
6. the amount of walking you do?
7. how often you get outside the house,

going into town, using public

transportation or driving?

how often you see or talk to your ol

family and friends? LT e,
9. the help you give to your family and

friends?
10. your contribution toyour ¢

community, neighberhood, rs!;gwoua

or other group? K
11. your retirement or current job?
12. the kind and amount of recreation or

leisure you have?

chractforms\hrg)_ica.frm Page 2 of 20 11/8/95




IN THE PAST 4 WEEKS, HOW SATISFIED
HAVE YOU BEEN WITH. .

Dissatisfisd

Wery Somewhat
Dissatistied

A little
Dissatisfied

Neither

Somswhat
Satisfied

Very
Satisfied

13.

your level of sexual activity or lack
of sexual activity?

14.

how respectsd you are by others?: i/

15.

the meaning and purpose of your
life?

16.

the amount of variety in your life?" -~ .

17.

the amount and kind of sieep you
get?

18.

how happy you are?

18.

vour overall level of physical
fitness?

20.

the muscle strength in your legs?

21.

your level of endurance or stamina?

22,

your muscie fone?

23.

your overail level of energy?

24,

your physical ability to do what you
want or need o do?

25,

your weight?

26.

your shape?

.......

27.

your overall physical appearance?

BELOW ARE SOME STATEMENTS THAT PEOPLE MAY USE TO DESCRIBE THEMSELVES. FOR
EACH iTEM, PLEASE CHECK THE ONE ANSWER THAT DESCRIBES HOW YOU GENERALLY FEEL.

important things in your life?

N THE PAST 4 WEEKS, HOW MUCH OF THE A good bit

pLLC A Vi | e | e | St | | e

28. been upset because of something that T M O i R
happened unexpectedly? etlbidal e i K

29, felt that you were unable to control the

30.

2!t nervous and "stressed”?

chachformsihrgl_ioa.frm

Page 3 of 20

Please turn fo the next page.
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L Acrostic LT LT 11 1]

IN THE PAST 4 WEEKS, HOW MUCH OF THE A good bit
TIME HAVE YOU. .. Aliofthe | Mostof | ofthe | Some of | Alittle of | None of

time the time time the time { the time | the time

31. dealt successfully with irritating life
hassles?

32, felt that you were offectwe!y coping With -+
. “important changes that were occ"um :
~" your life? » -: *s,# B e it

33. felt confident about your ablllty to handie
your personal problems?

34. felt that things were going your way? ~: +%"

35. found that you could not cope with ail the
things that you had to do?

36. been able to control irritations in your life? - - - - ..

37. felt that you are on top of things?

38. been angered because of things that .
happened that were outside of your control? l

[39. found yourself thinking about things that
you have to accomplish?

140. been able to control the way you spend yow e s
time? et i

41. feit difficulties were piling up so high that
you could not overcome them?

THE NEXT TWO QUESTIONS ASK ABOUT ANY BODILY PAIN YOU MAY HAVE
EXPERIENCED.

42. During the past four weeks, how much bodily pain have you had?

L] L] L] [l L] L]

None Very wild Moderate Severs Very
Mild (Medium) Severe

43. During the past four weeks, how much did pain interfere with your normal work (both outside your
home and at home?)

N L] 0 [ {]

Not at A little Moderately Quite Extremely
all bit (Medium) a bit

cactformsihng!_ica.frm Page 4 of 20 11/8/85



THE FOLLOWING QUESTIONS ASK ABOUT YOUR THOUGHTS AND FEELINGS.

44. Qver the past WEEK to what extent have you felt each of the following moods {check one answer

for each item a through I).

Ali of the
time

Most of the time

A good bit of the
time

Some of the
time

A little of the
time

None of the time

Refreshed .|

a

£ e

BT TR TR O Db st N W O ey W A P4
e R y

Calm

Fatigued

Enthusiastic

Relaxed

Energetic

Happy

Tired

Revived

Peaceful

Worn-out

Upbeat

FOR EACH GROUP OF STATEMENTS BELOW, PLEASE CHECK THE BOX THAT BEST DESCRIBES
YOUR FEELINGS IN THE PAST WEEK. (CHECK ONE)

45,

>

No00 Co0o

clactformsthrgi_ica fim

| do not feel sad.
| feel sad.
I am sad all the time and | can't snap out of it
| am so sad or unhappy that | can't stand it.

| am not particularly discouraged about the future,
| fee! discouraged about the future.

| fee! | have nothing to look forward to.

| feel that the future is hopeless and that things cannot improve.

Page 50f20

Please turn to the next page.
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48.

43,

§0.

51.

82,

83.

| do not feel like a failure.

| feel | have failed more than the average person.

As I look back on my life, all | can see is a lot of failures.
| feel | am a complete failure as a person.

| get as much satisfaction out of things as | used to.
I don't enjoy things the way | used to.

| don't get real satisfaction out of anything anymore.
| am dissatisfied or bored with everything.

| don't feel particularly guilty.

i feel guilty a good part of the time.
| feel quite guilty most of the time.
| feel guilty all of the time.

i don't feel | am being punished.

" {feel | may be punished.

| expect to be punished.
i feel i am being punished.

| don't feel disappointed in myseif.
| am disappointed in myself.

I am disgusted with myself.

| hate myself.

| don't feel | am worse than anybody else.

i am critical of myse!f for my weaknesses or mistakes.
| blame myself ail the time for my fauits.

i blame myself for everything bad that happens.

| don't have any thoughts of killing myself.

i have thougnts of killing myself, but | wouid not carry them out.
I would like to kill myself.

| would kill myself if | had the chance.

ciactiformsirgl_ioa.frm Page 6 of 20
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55.

56.

57.

68.

59,

60.

clactformsthrgl_ioa. frm

Acrostic: I |

| don't cry any more than usual.

{ cry more now than | used to.

i cry all the time now.

! used to be able to cry, but now | can't cry even though | want to.

| am no more irritated now than | ever am.

| get annoyed or irritated more easily than | used to.

| feel irritated all the time now.

I don't get irritated at all by the things that used fo irritate me.

| have not lost interest in other peopile.

| am less interested in other people than | used to be.
| have lost most of my interest in other people.

| have lost ali of my interest in other pecple.

| make decisions about as well as | ever could.

I put off making decisions more than | used to.

| have greater difficulty in making decisions than before.
| can't make decisions at all any more.

| don't feel | look any worse than | used to.

| am worried that | am looking old or unattractive. -
| feel that there are permanent changes in my appearance that make me look unattractive.

I believe that | look ugly.

| can work about as well as before.

It takes an extra effort to get started at doing something.
| have to push myself very hard to do anything.

| can't do any work at all.

! can sleep as well as usual,

| don't sleep as well as | used to.

I wake up 1-2 hours earlier than usual and find it hard to get back to sleep.
I wake up several hours earlier than | used to and cannot get back to sleep.

Please turn to the next page.
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61. i don't get more tired than usual.
| get tired more easily than | used to.
| get tired from doing almost anything.

I am too tired to do anything.

o
]

UoO04 0000 Oood

My appetite is no worse than usual.

My appetite is not as good as it used to be.
My appetite is much worse now.

| have no appetite at all anymore.

63. | haven't lost much weight, if any, lately.
| have lost more than 5 pounds.
| have lost more than 10 pounds.

| have lost more than 15 pounds.

| am purposely trying to lose weight by eating less. D Yes D No

-0
b

ooy o gdo

| am no more worried about my health than usual.

| am worried about physical problems such as aches and pains, or upset stomach, or
constipation.

| am very worried about physical problems and it's hard to think of much else.
I am so worried about my physical problems that | cannot think about anything else. -

85. I have not noticed any recent change in my interest in sex.
{ am less interested in sex than | used to be.
| am much less interested in sex now.

| have lost interest in sex completely.

Thank you, this is the end of the Health Related Quality of Life Questionnaire. Please turn to the next
page and complete the influences of Activity Questionnaire,
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INFLUENCES ON ACTIVITY QUESTIONNAIRE

Many people report that it is more difficult to be physically active under some conditions than
others. Please rate how confident you are that you could be physically active under EACH of the
following conditions over the NEXT SIX MONTHS. (Please rate EACH one below.)

i could be
physically active . .

| cannot
do at all

Moderately
Certain ! can do

Certain that
| cando

0

2 13| 4

10

1.

when | am tired

2.

during or following a
personal crisis

when | am feeling depressed

when | am feeling anxious

during bad weather

A I

when | am slightly sore from
the last time | was physically
active

when | am on vacation

when there are competing
interests (like my favorite TV
show)

when | have a lot of work to
do

10.

when | haven't reached my
physical activity goals

1.

when | don't receive support

from family or friends

12.

foilowing compieie recovew

from an illness

13.

when | have no one to be
physically active with

14.

when my schedule Is hectic

c\act\formsthrgl_ioa.frm
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Piease rate how confident you are at the PRESENT TIME that you could perform EACH of the following.
(Please rate EACH one below.)

| cannot Moderately Certain that
do at all certain | can do jcando
¢ could walk at a fast 0 1 2 3 4 5 6 7 8 e |10

pace without stopping for. ..

15. 10 minutes
e SRS TR0 KPS DT It ERPVERE pvyiins Toroeue JIN- TON SRu: i |
16- 20 ﬂ'ﬁﬂutes ° TR L B Bt REECE BE SRR (R iy;’# oS Rt S

17. 30 minutes

18. 40 minutes

19. 50 minutes

Experiences Affecting Physical Activity

The following experiences can affect the physical activity habits of some people. Think of any similar
experiences you may be currently having or have had during the past month, then rate how frequently
the event occurs. Please check the box below the word that hest describes your answer for each
experience.

How frequently does this occur? Never Seldom |Occasionally Often Repeatedly

1. 1 put things around my home to
remind me to be physically
active.

2. 1tell myself that if | try hard ‘
enough | can be physically .- -} - ., ...
active. 0 gag B ¢ ot T i

3. | make commitments to be
physically active,

4. i keep things around my place -
of work that remind me to be =~
physically active. e S

5. 1find society changing in ways
that make it easier to be
physically active.

ehactforms\hrgl_ioa.frm iPage 12 of 20 11/8/85



How frequentiy does this occur?

Never

Seldom

Occasionalily

Often

Repeatadly

Warnings about health hazards

- of inactivity affect me

emotionally.

ok lac e el - - c 2

| react emotionaily to warnings
about an inactive lifestyle.

.. 1 read articies about exerclse
-and physical activity in an .

atternpt o lsarn more about it.

| have a heaithy friend that
encourages rne to be physically
active when | don't feei up to it.

10.

When | am physically active, |
tell myself that | am being good

to myself by taking care of my

body.

1.

{ am aware of more and more
peopie encouraging me to be
more physically active.

12,

I do something nice for myself
for making efforts to be more
physically active.

13.

| have someone who provides
feedback about my physical
activity.

14,

i look for information related to
exercise or physical activity.

15.

| feel | would be a better role
mode! for others if | exercised
regularly.

16.

1 think about the type of person
| will be if | am physically -
antive,

17.

| realize that ] might be able to
influence others to be healthier
if { would be more physically
active.

18.

| got frustrated with myself

when | am not physically active.

clactiforms\higl_ica.frm
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How frequently does this occur?

Mever

Seldom

Occasicnally

Often

Repeatedly

19. When | fee! tired | can make

myself be physically active
because | know | wili feel betier
afterward.

20. When | am fesling tense, | ﬁnd

- that being physically active *
helps to relisve my worrles. e b

Deciding Ab hysical Activi
Please rate how important each of these statements is in your decision whether or not to be
physically active. In each case, rate how you think now, not how you have thought in the past or
would like to think.
Mot at all Slightly Moderately Very Extremely
important important important | important | imporiant

1. | think | would be too tired to do my

daily work after being physically active.
2. 1would sleep better if | was regularly -

physically active.
3. Iwould feel good about myself if | kept

my promise to be more physically -

active,
4. | would find it hard to find a physical

activity that | enjoy that is not affectad

by bad weather.
5. | would like my body better if | was

regularly physically active.
6. It wouid be easier for me to do routma i "f;?"'{‘.: ”1 i

physical tasks if | was feguiany”““ %3 ' ‘ &

physically active. RIS R P R
7. 1would feel less stressed if | was

regularly physicaily active.
8. 1feel uncomfortable when | engagein .| . -

physical activity because | getoutof " |-:

braath and my heart beats very fast.
9. | would feel more comfortabie with my

body if | was regularly physically active.

¢actformsinrg)_ioa.frm Page 14 of 20 11/8/95



Not at all Slightly Moderately Very Extremely
important important important | important | important

10. Regular physical actwity would taketeo |~ 1
. much of my time. ...~ .. R et BUed i e K

11. 1 would have iess time for my family and
friends if | was regularly physically

active,
12 At the end ofthoday,lamtoo“ B ey ‘ V..ffﬁ' | _ .‘:f i
_exhausted to exsrcige. - L | R Rl e ]

Environment

Please indicate below which items you have in your home, yard, or apartment complex.

No Yes

1. stationary aerobic equipment {e.g., cycle, rowing machine, treadmill,
Mordictrac, stairmaster)

bicycle

a dog you can walk

trampoline for jogging in place

running shoes

swimming pool

weight lifting equipment {e.g., free weights, Nautilus, Universal)

toning devices (e.g., heavy hands, ankie waights, dyna-bands, thighmaster)

L@ IN|I® N RN

aerobic workout videotapes or audio tapes

O B C T 5 .. s St R B o B o ¥ oy &
10. step aerobics, slide aeroblcs ..+ lae il Al S on g e st i e PR

Please turn to the next page.
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MNe Yes

11. skates {roller, in line, or ice)

12. sports equipment (balls, racquets) .. 7. =%

13. canoe, row boat, kayak

T T

14. skis (snow orwater) .7 TN Ite sl 00 J R0 L eyt g

Please indicate which of the foliowing apply to your neighborhood.

MNo Yes

15 sidewalks

16. heavy traffic

17. hills

18. street lights

19. dogs that are unattended or roaming free

20. enjoyable scenery

21, frequently see people walking or exercising

22. high crime -

23. Are you a member of a health club or gym?

L__I No D Yes

24. How safe do you feel walking in your neighborhood during the day?
I:I Very unsafe D Somewhat unsafe D Somewhat safe D Very safe

25. s your neighborhood (please check gne box):

1:] homes I:! mixed homes and businesses D mainly businesses

26. What is the household income in your neighborhood?

D low D medium D medium high D high

clactormsihrgl_ioa.frm Page 16 of 20 11/8/95
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These questions have to do with work outside the home.

27.

28.

29.

30.

31.

32.

Are there exercise facilities at your work? (e.g., workout room/gym, exercise equipment, walking path/PAR

course)
D Yes D No D Not applicable

Are there regular exercise programs at your work? (e.g., aerobic classes, team sports, walking groups,

etc.) ‘
D Yes D No D Not applicable

Are there shower facilities at your work?

D Yes D No D Mot applicabie

Is an exercise specialist/activity coordinator available for employees at your work?

D Yes D No D Mot applicable

Are there any policies at your work that encourage exercise or biking?

I:I Yes D No D Not applicable

Dees your employer provide any paid time for you to exercise?

D Yes D No D Not applicable

Please turn to the next page.
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Below is a list of things people might do or say to someone who is trying to be physically active. If
you are niot trying to be physically active, then some of the questions may not apply to you. However,

please read and give an answer to every question.

Please rate each question twice. Under "FAMILY™, rate how often anyone living in your household
has said or done what is described during the last week. Under "FRIENDS", rate how often your
friends, acquaintances, or coworkers have said or done what is described during the last week.

Please use the scale below when rating each of the questions.

0
1 2 3 4 5
Doss not None Rarely A few times Often Very often
apply
FAMILY FRIENDS
During the last week, my family {or members of ol1l213lals 0i1i1213141s

my household) or friends:

1. Were physically active with me.

2. Offered to be physically active with me.

3. Gave me helpful reminders to be physically
active {"Are you going for a walk?")

4. Gave me encouragement to become more
physically active.

8. Changed their schedule so we couid be
physically active together.

6. Discussed physical activity with me.

7. Complained about the time | spent being
physically active.

T
P

,:ﬁi, )

8. Criticized me or made fun of me for bemg
physically active, -

n
£V
!

9. Gave me rewards for being physicaiiy active
{bought me something or gave me something i
like).
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Please use the scale below when rating each of the questions.

o
1 2 3 4 5
Does not None Rarely A few times Often Very often
apply
FAMILY FRIENDS
During the last week, my family (or members of my plqiz2]3lals 112121als

househoid) or friends:

outings.

10. Planned for physical actwlty on recraatsonal

activity.

11. Helped pian other activities around my physical

12. Asked me for ideas on how they can be more
physically active. :

13. Taiked about how much they liked being
physicaily active.

Please answer each question below, by marking "Yes" or "No". Answer the questions for hard or yery

hard activity then answer the questions about moderate activity.

Hard or very hard physical activity or exercise includes hard activities such as jogging, aerobics,
swimming, and biking. For hard or very hard activity to be regular, it must last at least 20 minutes each
time, and be done at least 3 days per week.

No Yes

1. 1currently participate in hard or very hard physical activity.

2. lintend to increase my participation in hard or veryhard physical acﬁvny in
the next 6 months. AR D |

! ourrenthy pam”:pata in regular hard or V@ry hard physical activity.

e PRRE

4. 1have been pamcipating in harﬂ or,v ry naru physlcai acnvny ze_g_mam ror ‘_ 2
the past § months. = i i3 S = kY

5. in the past, | have been regularly physically active in hard or very hard
activities for a period of at least 3 months.

cact\formsihrgl_ioa.frm
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Moderate physical activity or exercise includes such activities as brisk walking, gardening, and heavy
housecleaning. For moderate activity to be regular it must add up to a total of 30 or more minutes per
day, and be done at least 5 days per week. For example, you could take a 30 minute walk or take a 10
minute waik, rake leaves for 10 minutes, and mop the floor for 10 minutes.

No Yes

1. | currently participate in moderate physical activity.

- 2. lintend to imreasa my paf%:wpauon in moaeraie phyaical acnv_ity inthe % ey
" next§ months. R : T AN Rt

| currently participate in regular moderate physical activity

4. | have besen partucrpatmg in moderate physlcal aciivity m;ﬂx for the past
6 months.

5. In the past, | have been regularly physically active in moderate activities for
a period of at least 3 months.

Thank you!
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D.4 MEDPICAL HISTORY
ACT Manual of Operations and Procedures: Medical History/Demographics Form
Overview

The purpose of the Medical History/Demographics Form is to provide, in a self administered
format, a means of collecting health and demographic information on potential study participants for
the Activity Counseling Trial (ACT). This form serves two major purposes in addition to that served
by a standard medical history questionnaire. First, the Form will be used as a standardized tool to
collect health status and demographic data that pertain to important outcome measures of interest in
this study. Second, this evaluation will be used to determine each study participant’s eligibility for

participation in ACT based on inclusion and exclusion criterial defined in the ACT Protocol.

Exclusion Criteria

Coronary Heart Disease: diagnosis of angina and treatment by antianginal medications, of history of

myvocardial infarction, angioplasty or bypass surgery,;
Cerebral Vascular Disease: history of stroke or transient ischemic attack;
Peripheral Vascular Disease: diagnosis of peripheral vascular disease;

Arrhythmias: diagnosis of atrial fibrillation, complex ventricular arrhythmias, or second or third-

degree heart biock;
Valvular Heart Disease: diagnosis of heart valve replacement or significant vaivular heart disease;

Cancer: diagnosis of cancer or receiving active treatment for cancer, including melanoma but

excluding other forms of skin cancer, during the past five years;
Diabetes Meliitus: diagnosis of insulin-requiring diabetes;

Pulmonary Disease: active treatment in the last six months for asthma, or a diagnosis of chronic

obstructive pulmonary disease, emphysema oz restrictive lung disesse;

Psychiatric lliness: treatment in the last five years for a diagnosis of depression, schizophrenia or

mood disorder. Also defined as currently receiving treatment with lithium, neuroleptics, major
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antidepressant medications (tricyclics, serotonin re-uptake inhibitors, monamine oxidase

inhibitors or antipsychotics);

Severe Systemic Disease: diagnosis of Parkinson’s disease, chronic liver disease {cirrhosis, chronic
hepatitis, etc.), systemic rheumatic condition (rheumatoid arthritis, psoriatic arthritis, Reiter’s
disease, systemic lupus erythematosus, ctc), kidney failure or other systemic diseases or
abnormal laboratory values which would preclude the participant from safely participating in the

protocol or impair ability to complete the study;

Blood Pressure: Resting diastolic BP >100 mmHg or resting systolic BP >180 mmHg that would

preclude an exercise treadmill test;

Hearing or Sight Impairments: significant visual or hearing impairment resulting in inability to use

the telephone, hear normal conversation or read forms;
Impaired Cognitive Function: dementia, delirium or impaired cognitive function;
Alcohol Intake: consuming more than 21 alccholic drinks per week or alcoholism; and

Engiish Hiiteracy: unable to speak or read English.

Administration

The Medical History/Demographics Form will be administered at SV0. The Form is self-
administered and is designed to be completed with minimal supervision. Upon arrival at SV,
potential study participants will be asked to complete the Form. The importance of responding to
each question should be emphasized to each participant. For questions requiring a number
response, participants should be instructed to record the numbers legibly and in the appropriate
boxes. On binary (Yes/No) response inquiries, the participant should be instructed to check the
appropriate response in the box provided. For open-ended inquiries (where respondent is asked to
provide more information), responses should be succinct but sufficient to allow evaluation by study
personnel. The final two pages (pages 7 and 8) of the Form contain inquiries regarding women’s
health. Men should be reminded to siop afler compietion of page seven. The completed Form will

be reviewed individually with each participant by study personnel at SV0.
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Quality Control

The primary responsibility of study personnel administering the Medical History/Demographics
Form will be to review the completed Form item by item with each participant to ensure that all
questions are legible and complete. Clarification of unclear responses will be obtained at this time.
Responses or questions that relate to exclusion criteria and/or specific disease processes that can not

be clarified during the review will be collected and referred to the appropriate medical personnel.

Demographics/Medical History Form
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ACTIVITY COUNSELING TRIAL

DEMOGRAPHICS AND MEDICAL HISTORY

Participant Name

The questions that follow will ask for some information about your general background
as well as your health history. Please answer them as completely as possible. !t shouid
take 15 to 20 minutes to finish. After you have completed the questionnaire, a clinic staff

member will go over it with you. If you have any questions or concerns about your
answers, please share them with the staff member at that time.
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Daie

J.

‘Completed Mon Day

“2Year

CLINIC USE ONLY

Acrostic

l

: ;':;B.éviewed}i\(' 1"

(staff code)”

1. What is your date of birth?

111

Mon

Day Year

2. What is your current marital status?
10 never married

2] presently married

30 living in a marriage-like relationship

41 divorced or separated
5(1 widowed

3. What is the highest grade of school that you completed?

10 8th grade or less
230 9th- 11th grade
a1 High school graduate

a] Some college (including junior or technical college}

5[] College graduate
a1 Post graduate

4. Has a doctor ever told you that you have diabetes?
1L Yes Are you taking insulin? iOYes 20No
20 No

5. Has a doctor ever told you that you have high blood pressure?

Do you take any medication for your high blood pressure?

Have you been taking the same medications and
10 Yes 10 Yes the same dosage for the iast 3 months?
10 Yes 20 No
203 No
201 No
6. Have you ever been diagnosed or treated for skin cancer?
Was it melanoms?
is withi ?
Ol Yes . Yes Was this within the last 5 years?
i Yes 20 No
241 No
20 No
ciiactiformsiendhx_4.frm Page 1 of 10
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7. Have you ever been diagnosed or treated for any type's of cancer other than skin cancer?
"What kind of cancer?”
i Yes
"Was this within the last 5 years?" 10 Yes 20 No
21 No
8. Has a doctor ever told you that you have had a heart attack? ilYes 21No
9. Has a doctor ever told you that you have any of the foliowing conditions?
a) Angina {chest pain from a heart problem) requiring treatment
with medications 10 Yes 2AdNo
b} Heart failure or congestive heart failure 10 Yes 2AdNo
¢) Heart rhythm problem (irreguiar heartbeat) 1 Yes 20 No
d} Heart conduction problem {heart block) 10 Yes 200 No

e} Heart valve problem

Specify type of valve problem:

1] Yes
41 No
10. Have you ever had any of the following surgical procedures?
a) Surgery for blocked or clogged arteries in your heart 10 Yes 200 No
b} Balloon angioplasty for your heart {opening the arteries of the
heart with a balloon or other device, sometimes called a PTCA} 1 Yes 200 No
c) Heart valve replacement 11Yes 200No

11. Has a doctor ever told you that you have had a stroke
or TIA {mini-stroke)? 10 Yes 2O0No

12. Are you currsently taking any of the following msdications:
a) Heparin or Coumadin? 10 Yes 2dNo
b} Steroids by mouth? 13 Yes 20 No
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13. Has a doctor ever told you that you have high cholesterol or an abnormally high leve! of
fats in your blood?

1 Yes
20 No

Are you now taking any medications to treat it? i Yes 200 No

14, Has a doctor ever told you that you have a blood circulation problem in any of the
following areas?

a) In your head or neck? 10 Yes 200 No
b) in your legs or feet? ' 10 Yes 2L No
¢} In any other area of your body?

[ Yes Specify area:

=B #)5_ o potic—

156. Has a doctor ever told you that you have asthma? YCS = @CC&J/AO/’

Do you currently take medications for your asthma on a daily basis?

idYes 20No
i Yes Do physical activities such as walking, running, swimming and playing
sports cause you to have asthma attacks?
dYes 2dNo i
27 No

16. Do you have any of the following problems?

a) Rheumatoid arthritis i Yes 2AINo
b} Psoriatic arthritis i Yes 20 No
c} Reiter's Disease ' 0 Yes 20No
d) Lupus or SLE 0 Yes 20No
g) Parkinson's Disease 1 Yes 2dNo
f) Emphysema | 0 Yes 200 No
g} Chronic obstructive lung disease lYes 2L No

17. Has a doctor ever told you that you have kidney disease?

1 Yes | Please specify what kind:

43 No
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18.

19.

20.

21.

22.

cactiformsimdhxi_4.frm Page 4 of 10 417796
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Has a doctor ever told you that you have liver disease?

O Yes Please specify what kind;

2[J No

Have you been treated in the last 5 years by a heaith care professional for any of the
following?

a) Major depression 10 Yes 200 No
b} Manic depressive illness i Yes 2[dNo

¢) Schizophrenia 10 Yes 2[1No

Are you currently taking any of the following medications for depression or other
psychiatric illness?

a) Antimanic drugs, such as lithium? 10 Yes 200 No
b} Antipsychotic drugs or tranquilizers, such as

thorazine or haidol? 10 Yes 200 No
c) Antidepressants, such as prozac or elavil? 10O Yes 2l1No

#2Z) - qulbmgde EXHousion
Have you been hospitalized in the last 5 years for major depression? 10 Yes 20 No

D

Are you currently under a doctor's care for any medical problems not listed on the
previous pages?

Please describe those problems in the space below:

101 Yes

2[J No



Asostic[ T T [ 1]

23. The following questions are about your weight. [WOMEN: We are interested in your
weight at times other than when you were pregnant.]

(a) Is your current weight b or more pounds different {fighter or heavier) from what it
was 6 months ago?
10 Yes, gained more than 5 pounds.

{i) How many pounds have you gained? pounds

{ii) Did you try to gain this weight? " Yes 20 No

2[1 Yes, lost more than 5 pounds.

(i) How many pounds have you lost? pounds

{ii} Did you try 1o lose this weight? i Yes AdNo

3] No s] Don't know

(b} How many times in your life have you lost at least 10 pounds and then gained it
back? If you have never lost and gained back 10 pounds, enter zero {"00").
{WOMEN: do not include times when you were pregnant.)

times

24. The following questions are about alcohol use.

{a) In any one year, have you ever had 12 or more drinks containing alcohoi?
10 Yes 200 No (please skip to question 25}

{b} In the last 12 months, have you had 12 or more drinks containing alcohol?

10 Yes {please answer parts ¢, d, and e below)
2 No (please skip to question 25)

{c) During a typical week, how many cans or bottles of beer do you drink? {Remember
to include weekends.)

bottles per week

{d} During a typical week, how many glasses of wine do you drink? {Remember to
include weekends.} :

glasses per wesk

(e} During a typical week, how many mixed drinks or shots of liquor do you drink?
{Remember to include weekends.)

shots per week
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25. The foilowing questions are about cigarette smoking.

-Acrostic

10 Yes

20 No

1 Yes

20 No

{a) Have you ever smoked cigarettes reguiarly?

10 Yes {please answer parts b and ¢ below)
20 No {please skip to part {d) belowj

years old

(c) Do you currently smoke cigarrettes?

{b} How old were you when you began smoking cigarettes regularly?

On an average day, how many cigarettes do you smoke?

cigarettes per day

When you were smoking, on an average day, how many

cigarettes did you smoke?

cigarettes per day

How old were you when you quit smoking?

years old

(d) Do you presently use any forms of tobacco other than cigarettes?

What other forms of tobacco do you use?

Cigars 1] Yes AL1No
Cigarillos 1d Yes 21No
Pipe tobacco i Yes 2JNo
Chewing tobacco 10 Yes 2] No
Snuff 1 Yes 2]1No
Other 10 Yes AA1No

! _

Specify: o

chactiformsirnchxd_9.frm
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26, What is your current employment status? 7
(please indicate the one that best describes you now)’

1OUnemployed
2L Fuil-time homemaker

sLJEmployed full-time or part-time

a[JPermanently disabled

sLRetired

e ]

Acrostic [ ||

eLiFull-time or part-time student

7L10n temporary medical leave

27. In the spaces provided below, please write your current job title and briefly describe your
occupation. {If you are retired or currently unemployed, please give the title and
description of your most recent job. [f you are a full-time homemaker who has never been
empioyed outside the home, please write "homemaker" in both spaces.)

Example

Job Title: _teacher

A fourth grade teacher of an elementary public school might respond:

Occupation:

teach fourth grade in public elementary schoof

Job Title:

Occupation:

How many years have you worked (or did you work] at this job? vears

28. Which of the following categories best describes your annual household income? (Please

select only one category.)

1] Less than $5,000
A3 $5,000 to $9,999
a1 $10,000 to $14,999
41 $15,000 tc $19,9299

5] $20,000 10 $24,999
e[3 $25,000 to $29,999
713 $30,000 to $34,999
al] $35,000 to $45,999

is your response based on the take home amount?

How many people are currently living in your household {including yourself)?

chactiformsimdhx5_S.frm
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ol ] $46,000 to $49,999
1] $50,000 to $74,999
111 $75,000 to $99,999
1203 $100,000 or more

1O Yes 20 Ne-
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29. Which of the following categories best describes your annual personal income? {Pleass
select only one category.) ‘

1] Less than $5,000 s0] $20,000 to $24,999 o1 $46,000 to $49,999
21 $5,000 to $92,999 el] $25,000 to $29,999 101 $50,000 to $74,999
31 $10,000 to $14,999 7] $30,000 to $34,999 11 $75,000 to $99,999
41 $15,000 to $19,999 sl] $35,000 to $45,989 12010 $100,000 or more

Is your response based on the take home amount? 1d Yes 2] No

30. Please indicate below the source(s) of your own personal income {not household income)
by marking the primary source with a "1". If you have more than one source of income,
mark the second source with a "2", the third source with a "3", and so on.

Employment (as listed above in question 26}

Governmental (Older Americans Supplemental Disability Income (OASDI), Railroad

Retirement, Social Secruity Benefits, Supplemental Security income
{8S1), Veterans Benefits, Aid to Families with Dependent Chiidren
{AFDC), or General Assistance from Local or State governments)

Retirement {pensions, annuities, etc.)

Unemployment Compensation

Interest and Dividends

Other {(alimony, child support, etc.}

MEN: Please stop here. Thank you for taking time to complete the form. [f you have any
questions or concerns about any of your answers, please tell the clinic staff person
when you return the questionnaire.

Women: Please answer the qusestions on the following pages.

chactiforms\mdhx_9.4rm Page 8 of 10 4117/98
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31.  Are you pregnant or currently trying to get pregnant? 1]l Yes 20No

32, Do you pian to try to get pregnant during the next 2 years? 10 Yes 2[0No

33. The following guestions are about your menstrual cycles.

{a} Have you undergone menopause {change of life)?
10 Yes
23 No O Unsure

Were you pregnant or breast feeding within the last year?
10 Yes
l_ Are you currently pregnant? 10 Yes o No
Are you currently breastfeeding? 100 Yes 2[J No
21 No
{b) When was the first day of your last menstrual period? I ]

Mon Day Year
If your last menstrual period was less than 12 months ago, please answer the

questions in the box below.

How many periods have you had in the last 12 months? periods
About how many days apart are your periods? days -
Are your periods usually regular or irregular? 1 regular 2] irregular

{c) Have you had a hysterectomy or surgery to remove your uterus or womb?

1] Yes At what age? years

2Ad No 7 Unsure

{d) Have you had surgery to remove your ovaries?

10 Yes
I How many ovaries were removed? i[done 200 both [Junsure

At what age? years

2 No [ Unsure

edactforms\mdhas_2.frm Page 9 of 10 417198
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33. Menstrual history {continued, women only).

(e} Have you had any other condition or treatment that caused your menstrual periods
to permanently stop, other than the surgeries listed above or natural menopause?

11 Yes

Please specify the condition or treatment:

How old were you when this occurred? years

2] No

Thank you for taking time to complete this form. If you have any questions or concerns about
any of your answers, please tell the clinic staff person when you return the questionnaire.

si\sctiformsimdhxs_9.frm Page 10 of 10 411798



D.5 PHYSICAL EXAM
Physical Examination
1. Purpese

The purpose of the physical examination is to provide a limited evaluation of some body
systems, primarily to find medical problems that have not yet become apparent from the medical
history, but which would exclude the potential participant from the study. This examination is not a
comprehensive examination to evaluate overall health, The specific systems to be examined are on

the attached form.
2.  Administration

The physical examination will be administered during SV1. The examination should be done
only after a careful review of the medical history. It should be done in a systematic way to which the
examiner is accustomed. Findings should be recorded immediately on the medical examination
form, rather than at a later time. Because the limited physical examination is carried out with the
specific purpose of finding abnormalities that might be a sign of one or more conditions that would
exclude the patient from the study, the examiner, to be most effective, should have these exclusion

criterial in mind as he or she conducts the physical examination.
Needs:
Personnel
1. Physician, physicians assistant, or nurse practitioner/
2. Chaperon (if the professional and the patient are of opposite sex).
3. Equipment
A. Private examination room
B. Examination table
C. Otoscope with disposable ear pieces
. Tongue blades

E. Stethoscope
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F. Drape for female patients

Conducting the examination

The attached table lists the systems to be examined, the scope of the examination of each

system, and specific exclusionary abnormalities to look for in connection with that particular system

After completing the examination, the examiner marks the bottom of the form "yes" or "no",

according to findings that would or would not exclude the patient from the study.
3. Quality Control Considerations

Only experienced, well qualified professionals with proper credentials should conduct the
physical examination. As mentioned above, each examination should be carried out in a systematic
way, so that some part of the exam is not inadvertently forgotten. The examiner should have in
mind the exclusionary criteria and target the exam and his/her thoughts towards finding those

conditions if present.

If borderline or questionable findings are present, it is recommended that the examiner discuss

those findings with a study collcague before making a final decision to exclude the patient.

Any significant abnormal findings, including those that would exclude the potential participant
from the study, should be discussed with the patient and a letter should be prepared to communicate

the abnormal findings to the patient’s personal physician.
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SYSTEM

General Appearance

Skin

Neck
(including thyroid)

Head-Eyes-Ears-

Nose-Throat

11/95

ACT PHYSICAL EXAM FORM

SCOPE OF EXAMINATION

General conduct

Speech

Gross musculoskeletal disorders
Cooperation

Affect

Color
Evidence of infection

Evidence of cancer

Mobility of neck
Evaluation of neck veins
Thyroid palpation
Carotid palpation
Carotid auscultation
Palpation of anterior and

posterior neck

Visual inspection of the

head

Otoscopic examination of the
canais and tvmpanic
membranes

Examination of the anterior and
pharynx with the tongue blade
and the otoscope

SPECIFIC ABNORMALITIES
T{ BE IDENTIFIED

Conduect suggestive of drug or
aleohol abuse

Behavior or affest disorder
suggestive of psychiatric
illness

Unheaithy appearance
Difficulty cooperating

Jaundice

Palor

Melanoma

Rash suggestive of systernic

iliness

Unexplained mass

Thyreid nodule

Thyroid enlargement

Absence of ong or more carotid
pulses

Carotid bruits

Venous distention, suggestive of

congestive heart failure

Unexplained mass

Nystagmus

Deformities of the nose or ear
throat that would affect
breathing and thus exercise
Scleral jaundice or cther
abnommualities of the head,

cyes, ears, nose and throat
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SYSTEM

Head-Eyes-Ears-
Nose-Threat (cont'd)

Lungs

Heart

Abdomen

Extremities

1195

ACT PHYSICAL EXAM FORM (cont)

SCOPE OF EXAMINATION

Evaluation of extraocular
movements
Pupil equality and reactivity

to light and accommedsation

Evaluation of bony thorax
Ausculation of lungs for breath

sounds, rales, thonchi, or rubs

Evaluate rhythm and rate
Palpate the PMI for Jocation
and prominence

Palpate stemum and left chest
for lifts or heaves

Auscultate for murmurs, galtops,

clicks or rubs

Auscultation and palpation of all
quadrants to look for masses,

tenderness, and bruits

Evaluate range of motion of arms
and legs

Overall muscle development and
strength

Check radial, posterior tibialis,

and dorsalis pedis pulses

SPECIFIC ABNORMALITIES
TO BE IDENTIFIED

that might suggest systemic

disease

Asthma
Chronic bronchitis
Emphysema

Scar from bypass or lung surgery

Significant murmur
Arrthythmia

Excessively prominent PMI,
suggestive of cardiomegaly
83 or 54 gallops

Auscultory evidence suggestive

of artificial valve

Enlargement of liver, spleen
or kidneys

Abdominal bruits
Abdominal aneurysms

Unexplained masses

Any bony tendemess or
deformity

Any gross muscular deformity
Cyanosis, clubbing or edema
foint swelling or deforrity
Unexplained mass

Absent pulses
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ACT PHYSICAL EXAM FORM (cont)

SYSTEM SCOPE OF EXAMINATION SPECIFIC ABNORMALITIES
TO BE IDENTIFIED

Gait Cbserve the patient walking Motor abnonmalities consistent
with a history of stroke
Parkinscnism
Arthritis which would affect
mobility
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ACT Physical Exam Form

o[ FTTTT1

Today's Date [ l I

A . ___.4'

Mon

Day

Year

Acrost|c| HHEEE

Completed byljj (staff code}

Specify Abnormality

1. General Appearance

3 Normal
O Abnormal —

2. Skin

0 Noermal
O Abnormal —

3. Neck {including Thyroid)

[ Normal
£ Abnormal —

4. Head, ears, nose, throat

O Normal
O Abnormal —

3 Normal
5'. e O Abnormal —
O Normal
o Heart O Abnormai —
7. Abdomen O Normal

[ Abnormal —

8. Extremities

O Normal
O Abnormal —

. 0O Normal
2h (EEl! O Abnormal —
Comments:

S Tme

Should this patient be excluded as a "resfi..'xlt;f physlcalprob!ems?

L MYes [JNo

ci\actiformsiphysexm2.frm
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Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.
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APPENDIX E
PROCEDURES FOR INTERVIEWING PARTICIPANTS

GENERAL CONSIDERATIONS

This section provides some general information concerning interviewing skills, which will be
important in conducting the pre-screen contacts as well as for collecting interviewer-administered

and interviewer-assisted study data.

Interviewing, in part, is a science: there are concrete rules that produce valid results.
Interviewing is also an art: frequently there are only general guidelines to follow and much depends
on the sensitivity of the interviewer. The procedures and techniques that follow will help you to

conduct interviews that will yield valid data.

E.1. Developing a Good Interviewing Relationship

Interviewing is one of the major parts of the ACT study and therefore it is crucial that
interviewers present questions appropriately, record the participants’ replies precisely and accurately,
and probe meaningfully. In order to maintain an objective information-gathering atmosphere, the
interviewer must convey that she/he is an understanding person capable of accepting information in a
non-judgmental manner, and convey an interest in what the participant is saying. The participant

must find satisfaction in talking to a receptive person without the fear of appearing inadequate.

It will be the interviewer’s responsibility to obtain full and accurate information by eliciting
cooperation from participants, establishing and maintaining rapport, and encouraging participants, in
a strictly neutral way, to answer the questions. Interviewers are skilled professionals. Their skills

make it possible for participants to give frank, complete, relevant answers.

In general, you will find that the majority of participants are willing to be interviewed. A
confident, enthusjastic approach that assumes people are willing to be interviewed is a most effective

technique.

Previous studies have identified several factors that ofien increase the respondent’s

receptiveness:
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1. Be prepared and know your material. Participants need to feel that you are interested in
the study and interested in their opinions. Be an active listener and establish comfortable eye

contact with the participant.
2. Offer convincing statements about the purpose of the study.
3. Discuss how the respondent was selected.

4. Describe how the research findings will benefit both the respondent and the community.

E.2. The Two Main Kinds of Questions

Precoded Questions With precoded questions, you circle the appropriate code number (or

check the right answer box). In addition to checking a box or circling the right answer, it is very
important that you record the participant’s verbatim response whenever there is any question about

which code is appropriate.

Open-ended Questions With open-ended questions, the question is followed by a blank space

for you to record the participant’s answer word for word. This kind of question suggests no possible
answers, so it is your job to fill in that blank space with the participant’s own words and to

encourage her/him to express ideas as fully and as clearly as possible.

E.3. Interviewer-Administered Questionnaires

There are several standard procedures for reading questions. Read in a natural conversation
rhythm and in a normal tone of voice, as if you are speaking. Be cautious about reading questions
too rapidly: the participant may not feel comfortable asking you to repeat questions and
consequently the answer will not reflect her/his true thoughts on the issue. Be aware of the
participant’s facial expressions, e.g., puzzled, confused. Repeat the question if it is answered
inappropriately, but repeat it exactly as written. Show no impatience when being asked to repeat a

gquestion.

Each question must be asked of each participant in the same way, and in the same order to

ensure that comparable information is being obtained from all the respondents in the study.
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Interview instructions are provided throughout the interview. These instructions are not to be
read to participants but are intended to let you know what to do at each point. The interviewer

instructions appear in all boided letters.

Read only those code categories that appear in the question and that you are instructed to read

UNLESS:
1.  You have special instructions to the contrary.
2. There is an instruction to "READ CHOICES", or

3. A question ends with a dash or colon and it is obvicus that the codes must be read. Do

NOT read any codes that do not appear in the question.

Ask the questions exactly as worded and in the same order as they appear in the questionnaires.
Minor changes in wording can completely change the meaning of a question. Unless each
interviewer asks the questions exactly as shown, the answers are difficult to interpret. Similarly, you
must follow the sequence of questions. Do not ask questions out of order unless you are given

special instructions to do so.

It is the interviewer’s responsibility to ask every question. Often a previous statement by the
participant will partially answer another question, but rarely does it answer that question completely.

Do not omit questions and do not assume that vou know the answer to the guestion.

E.4. How To Get Satisfactory Answers

Learn the Purpose of Each Question. In order to do a good job of interviewing, yon need to
understand the kind of information we are trying to get through each particular question. Unless

you understand its purpose, you will not be able to judge when a response is adequate and when you

must probe for clarification or for additional information.

Don’t Attempt to Interpret/Explain the Question - Maintain Neutrality. If a participant does

not seem to understand a question, repeat the question slowly and clearly. Give the participant time
to think about the question (while simultaneously being aware of time allowed for administering the
questionnaire). Unless you have other instructions about handling specific questions, the acceptable

reply for a participant who wants 1o know what a question means is "whatever it means to you". Do
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not attempt to explain the purpose of a question unless the interviewer instructions specifically

authorize you to do so.

Defining Terms Used in Questions. Some participants may ask what is meant by a word used in
a question. If it relates to a particular medical term, efforts should be made to clarify the term (for

example, balloon angioplasty refers to a procedure involving opening the arteries of the heart with a
balloon or other device). On the other hand, for questions related to psychosocial issues ("how tired
have you been feeling lately”), the interviewer should leave the matter of definition to the
participant, suggesting "whatever you think tired means" or "however you use the term tired,” if the

participant asks "what do you mean by tired?"

Don’t Leave a Question Until You Have an Adequate Answer or Have Determined That a

Participant Can't Give a Clearer Answer.

E.5. Probing Techniques
The two most effective neutral probes are silence and repeating the original question.

Silence. Silence can be a very valuable tool. Many people, including interviewers, react to

silence as a vacuum that must be filled with constant chatter. The interviewer who can wait quietly
and patiently will soon find that 15 seconds of silence is more than most participants can take, and

the participant will often expand or clarify a previously inadequate answer.

Repeating the Question or Answer Catepories. Be sure to repeat the question as stated in the

questionnaire. This is particularly useful when the participant answers a question irrelevantly. In
some cases it will be necessary to remind the participant of your frame of reference, i.c., io
acknowledge what the participant has said and then bring the participant back to the topic by

repeating the question.

Do not Accept a "Don’t Know” Answer Without Probing at Least Once. If a response is a

"don’t know", probe by asking: "Well, what do you think?" or "I’d like to know your opinion” (if the
question asks for an opinion rather than facts). If the guestion deals with facts, we prefer an
approximation 10 no answer at all, and you might probe "what’s your best guess?" or

"approximately?” to convey the idea that 100% accuracy is not reguired.
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Lise Neutral Probes That Do Not Suggest Answers Probes are needed to obtain more
complete, accurate answers. All probes must be non-directive, i.e., the probe must not suggest any

particular answer to the participant. Probes should be used whenever the participant is hesitant in

answering questions; when she/he seems to have trouble expressing herself/him; when she/he seems

too shy to speak at length; whenever there is any reason for the interviewer to believe that the

participant has not given a complete report of her/his thoughts; and finally, reassuring probes are

needed when a participant seems to lack confidence.

Examples of Other Neutral Probes:

1.

2.

10.
11.
12,
13,

14.

In what way?

What is that? Why do you feel that way?
How do you mean?

I would like your impression.

1 would like your opinion.

What do you think?

Can you give me an example? or For example?
Can you explain that in a little more detail?
How are you using the term. . .?

How is that? or How does that work?
Anything at all - even little things?

If you had to choose, which would you stay?
What else can you tell me about that?

In general, overall. . .

Generally Speaking, Some Probes are Avoided in Favor of others. Instead of "anything else?”

yowll find that "what else can you tell me about that?" is more likely to elicit answers. Instead of

11185
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"why?" you'll find "why do you feel that way?" or "I'd be interested in your reasons" accomplishes the

same purposc and is less likely to be threatening.

Questions Used in Ordinary Conversation Should Be Avoided Because They Sugpest Answers,
Refrain from asking "do you mean A or B". This suggests two possible answers and there may be

others that may occur to the participant.

Do Not Leave a Probe Dangling. Always record the response to a probe even if it’s only "no" or
"That’s all I can think of".

Always Cross Reference. When you probe to clarify a response, always indicate which response
you are clarifying. There will be times when a participant will say something ambiguous and

continue talking.

1. If there’s not enough space to record the respondent’s answer, use the margin. Be sure to

label these continuations clearly when you edit each completed interview.

2. Don’t ask "do you mean . . .". People tend to say "yes" to any suggestion either because it’s

easy or because they think it’s the right answer.

Make Probes Consistent with the Purpose of the Question. The importance of choosing a probe

that is appropriate for the particular kind of inadequate answer given cannct be stressed encugh.
Think through each response, evaluate it for relevance and clarity and choose the right kind of
probe. Any probe that does not suggest answers and that is non-threatening is acceptable provided

it is appropriate to the particular interviewing problem.

Watch for Irrelevant Answers. Irrelevant answers can be interesting, but interviewers must bear
in mind what information is being sought. Acknowledge the response and make it clear that you
have been listening; also make clear your frame of reference before repeating the question. Repeat

the question word-for-word, but preface it in such a way that you now need additional information.
Watch for Vague, Incomplete Answers. A probe such as "tell me more about. . ." is effective.

Avoid "Depends” or "Qualified” Answers. When the participant gives a respense of this nature,
it is advisable to use probes such as repeating the question; preface the question with a phrase such

as "well, in general. . .".

Record and Document Fully and Clearly.
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E.6. How To Record The Interviews
The following suggestions are recommended:
1. Be prepared to write.
2. Periodically establish eye contact with the participant while you are writing.
3. Use abbreviations to help you get down as much as possible.
4.  Always report a response using the participant’s exact words.
5. Always record verbatim the response to a probe.

6. If you guestion whether you circled the correct code, be sure to record the participant’s

verbatim response.

7. If you make a recording mistake, cross out the wrong part instead of erasing: it is faster
and easier to read. Then circle and initial the correct answer. If an answer is skipped,

circie both spaces and write "NA".

Enter "PM", permanently missing, for a month, day or year if unknown. Unknown values are

NOT acceptable for birthdates, visits/examination dates.

E.7. Following The Centralized Training Session

Become familiar with the questionnaires. Read instructions carefully. Administer
questionnaires to yourself just as you would a participant and probe yourself if an answer to a
question is uncodable or otherwise inadequate. We recommend completing the interview with a
friend. Re-read the instructions watching for any errors you made so that you do not repeat them
on subsequent interviews. Study the instructions thoroughly so that you understand the purpose of

the questions.

You may wish to re-read this section of the MOP following the conduct of interviews: it may

provide a different perspective and reinforce what you have experienced.
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E.82 Procedures for Administration of Medications Form
Dverview

The intent of the medications form is to gather information about ail prescription medicines
currently used by the participant, as well as regular use of selected over-the-counter medications. At
the end of SV, eligible participants should be given written instructions to bring all medications that
they take on a regular basis with them when they return to the clinic for SV1. "Medications taken
regularly” are defined as any medication (prescription or over-the-counter) that the participant takes
at least once per week and that he/she expects to continue taking unless otherwise advised by a
physician. The patient should be instructed not to bring in any eye drops, nose drops, or vitamin
supplements. Upon the participant’s return to the clinic at 8V1, a clinic staff member will examine
the medications with the participant, list the generic or trade name of the medication on the form,
and indicate on the form by placing and “X” in the appropirate box if the participant is taking any of
the following medications: (1) any compound prescribed or taken because of a medical exclusion,
including agents prescribed to treat angina or heart disease, medications for treatment of
exclusionary psychological conditions, or insulin to treat diabetes mellitus; (2) medications prescribed
for treatment of hypertension; (3) medications prescribed for treatment of hyperlipidemia; (4) oral

hypoglycemics; and (5) in female participants, any estrogens prescribed.

Each clinic will be provided with an ACT Medications Dictionary that lists medications currently
prescribed to treat hypertension and hyperlipidemia. The list will also include currently prescribed
estrogens and oral hypoglycemics. This dictionary will list both trade and generic names of
compounds alphabetically within classification (i.e., Anti-hypertensive, Anti-hyperlipidemic,
Insulin/Oral Hypoglycemics, and Estrogens). Also provided in the dictionary will be a list of
medications that can be considered exclusive of participation in ACT. Any persons taking one or
more of those medications due to an active medical condition that is exclusionary will not be
enrolled in the study (see “Exclusionary Medications” at end of Appendix E). If the participant
forgets to bring medications with him/her when returning for SV1, each Clinical Center will be

responsible for developing a mechanism to obtain and/or verify this information prior to SV2.

Instructions for Review and Completion of Specific ltems

Distinct versions of the form will be used for SV1 and follow-up visits. The screening or
"Baseline” form will not include a prompt for insulin use since diabetes requiring treatment with

insulin is an exclusion criterion. The "Follow-up” form will include insulin with the prompt for oral
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hypoglycemics. Thus participants who initiate insulin therapy for treatment of diabetes during the
study will be asked to provide more detail about its usage but will not be excluded from the study;

whereas, persons on insulin at 8V1 will be excluded from study participation.

Following is an item-by-item list of the form contents with instructions for their completion or

review.

ID -- Ciearly enter the six-digit ID Number that has been previously assigned, and check

carefully to make sure that it is copied correctly.

Acrostic -- Clearly enter the six-digit Acrostic and check carefully to make sure that it is copied

correctly.

Date Completed -- Clearly enter the date of the SV1 visit in the boxes provided, using leading

zeros (e.g., ] represents the date of September 11, 1995).

lolal1]1]9els

Completed by -- Clearly enter your staff identification code number in the boxes provided.

If participant does not take any medications on a regular basis check here -- If the participant
indicates that he/she does not take any medications on a regular basis, place an "X" in the

box provided on the form to indicate so.

Medication Name -- Use a separate line for each medication. Clearly write out the complete

name (generic or trade) of the medication being taken in the space provided.

Dose -- Write the dose taken and the units in which the medication is dispensed (e.g., "10 mg"

or "25 mL") in the space provided.

Times per Day -- Write the number of times per day that the medication is taken in the space
provided. If the medication is taken fewer than once per day, give the average number of
doses. For example, if somecne takes a medication every other day, the daily dose would
be "0.5".

Anti-hypertensive - Mark an "X" in the space provided if the medication on this line is listed in

the dictionary as an anti-hypertensive agent.

Lipid-Lowering ~- Mark an "X" in the space provided if the medication on this line is listed in
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the dictionary as a lipid-lowering agent.

Hypoglycemic -- Mark an "X" in the space provided if the medication on this line is listed in the

dictionary as an oral hypoglycemic agent.

Estrogen -- Mark an "X" in the space provided if the medication on this line is listed in the

dictionary as an estrogen.

Any EXCLUSIONARY MEDICATIONS? -- Indicate by marking the boxes provided whether any
of the medications listed are taken to freat a medical condition that excludes the subject

from participation in ACT (see Exclusionary Medications).

Review and completion of the form at the follow-up visits (6 and 24): Completion of the form
during follow-up will be essentially the same as that at SV1 except that initiation of insulin usage
should be documented by completing a line for insulin including dosage and frequency taken and

marking an "X" in the "Insulin/Hypoglycemic” column.

Exclusionary Medications

There are several medical conditions that exclude patients from participation in ACT that are

linked to medication use. Those conditions are the following:
(1) Use of any medication to treat asthma within the last 6 months.
{2) Diabetes mellitus requiring treatment with insulin.

(3) Angina requiring treatment with medication. (MNote: the patient should be excluded if he or
she has a current prescription to treat the condition even if he or she has not had a recent

attack of angina.)
{4) A mental condition requiring treatment with anti-psychotic or psychotropic medications.

Medications used 1o treat each of these conditions are listed in the dictionary. If a patient is
taking one of the calcium channel-blockers or beta-blockers included in the list of anti-angina agents,
be careful to confirm whether or not the medication is prescribed for angina. If a calcium chanmel-

blocker or beta-blocker is prescribed for hypertension and the patient has been on the same dose for
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three months or more, or if it is prescribed for any condition other than angina or hypertension,
then the patient is eligible for participation. In this circumstance, use of the calcium channel-blocker
or beta-blocker should be documented on the medications form and the appropriate box under the

“Anti-Hypertensive” column should be marked.

E.9 Baseline Mediéation Form

E.10 Anti-Hypertensive Agents
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ACT Baseline Medications Form
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ANTI-HYPERTENSIVE AGENTS

Listed by GENERIC name.

Generic Name

acebutolol

amiloride

amlodipine

atenolol
bendroflumethiazide
benezepril
benzthiazide
betaxolol

bisocprolol
bumetanide

captepril

carteolol
chlorothiazide
chlorthalidone
clonidine

clonidine transdernmal
diltiazem

diltiazen

diltiazem

doxazosin

enalapril

felecdipine

fosinopril

furosenide

guanabenz

guanadrel
guanethidine
guanfacine
hydralazine
hydrochlorothiazide/aniloride
hydrochlorothiazide/spironclactone
hydrochlorothiazide/triamterene
hydrochlorothiazide/triamterene
hydroflumethiazide
hydroflumethiazide
indapamide

isradipine

laketaiol

labetalol

lisinopril

lisinopril

losartan
methyclothiazide
methyldopa
metolazone
metolazone
metoprolol
metroproleol

minoxidil

nadolol

Trade Name

Sectral
Midamor
Norvasc
Tenormin
Naturetin
Lotensin
Exna
Kerlone
Zebeta
Bumex
Capoten
Cartrol
Esidrix
Hygroton
Catapres
Catapres TTS
Cardizem SR
Cardizem CD
Dilacor XR
Cardura
Vasotec
Plendil
Monopril
Lasix
Wytensin
Hylorel
Ismelin
Tenex
Apresoline
Moduretic
Aldactazide
Dyazide
Maxzide
Saluron
Diucardin
Lozol
DynaCirc
Normodyne
Trandate
Prinivil
zestril
Cozaar
Enduron
Aldomet
Zaroxolyn
Mykrox
Lopressor
Toprol XL
Loniten
Corgard



ANTI-HYPERTENSIVE AGENTS

Listed by GENERIC name.

Generic Name

nicardipine
nicardipine
nifedipine
nifedipine
penbutolol
pindolol
polythiazide
prazosin
prepranolel
propranoloel
quinapril
ramiprilil
reserpine
spironolactone
terazosin
timolol
torsemide
triamterene
trichlormethiazide
trichlormethiazide
verapamil
verapamil
verapamil
verapamii
verapamil

Trade Name

Cardene
Cardene SR
Adalat CC
Procardia XL
Levatol
Visken
Renese
Minipress
Inderal
Inderal-LAa
Accupril
Altace
Reserpine
Aldactone
Hytrin
Blocadren
Demadex
Dyrenium
Nagua
Metahydrin
Calan
Isoptin
Calan SR
Isoptin SR
Verelan



Trade Name

Accupril
Adalat CC
Aldactazide
Aldactone
Aldomet
Altace
Apresoline
Blocadren
Bumex
Calan
Calan SR
Capoten
Cardene
Cardene SR
Cardizem CD
Cardizem SR
Cardura
Cartrol
Catapres
Catapres TTS
Corgard
Cozaar
Demadex
Dilacor XR
Diucardin
Dyazide
DynaCirc
Dyrenium
Enduron
Esidrix
Exna
Hygroton
Hylorel
Hytrin
Inderal
Inderal-1LA
Ismelin
Isoptin
Isoptin SR
¥erlone
Lasix
Levatol
Loniten
Lopressor
Lotensin
Lozol
Maxzide
Metahydrin
Midamor
Minipress

ANTI-HYPERTENSIVE AGENTS

Listed by TRADE name.

Generic Name

quinapril
nifedipine
hydrochlorothiazide/spironolactone
spironolactone
methyldopa
ramiprill
hydralazine
timolol

bunetanide
verapamil
verapamil
captopril
nicardipine
nicardipine
diltiazem
diltiazem
doxazosin
carteoliol
clonidine
clonidine transdermal
nadolel

losartan

torsemide
diltiazem
hydroflumethiazide
hydrochlorothiazide/triamterene
isradipine
triamtersane
methyclothiazide
chlorothiazide
benzthiazide
chlorthalidone
guanadrel
terazosin
prepranolol
propranclol
guanethidine
verapamil
verapamil
betaxolol
furosemide
penbutolol
minoxidil
metoprolol
benezepril
indapamide
hydrochlorcothiazide/triamterens
trichlormethiazide
amiloride
prazosin



Trade Name

Moduretic
Monopril
Mykrox
Naqua
Naturetin
Normodyne
Norvasc
Plendil
Prinivil
Procardia
Renese
Reserpine
Saluron
Sectral
Tenex
Tenormin
Toprol XL
Trandate
Yasotec
Yerelan
Visken
Wytensin
Zaroxolyn
Zebeta
Zestril

ANTI-HYPERTENSIVE AGENTS

XL

Listed by TRADE name.

Generic Name

hydrochlorothiazide/amiloride
fosinopril
metclazone
trichlormethiazide
bendroflumethiazide
labetalol
anlodipine
felodipine
lisinopril
nifedipine
polythiazide
reserpine
hydroflumethiazide
acebutolol
guanfacine
atenolcl
metroprolel
labetalol
enalapril
verapamil

pindolol

guanabenz
metolazone
bisoprolol
lisinopril



LIPID LOWERING AGENTS

Listed by GENERIC name.

Generic Name

cholestipol
cholestyramine
cholestyramine
clofibrate
clofibrate
dextrothyroxin
fluvagtatin
gemfibrozil
lovastatin
nicotinic acid
niceotinic acid
nicotinic acid
nicotinic acid
nicotinic acid
nicotinic acid
nicotinic acid
nicotinic acid
nicotinic acid
pravastatin
prebuccl
simvastatin

Trade Name

Colestid
Questran Light

. Questran

Atromid~S
Clofibrate
Choloxin
Lescol
Lopid
Mevacor
Nia-~Bid
Biacels
Niacin
Nica
Nicobid Tempul
Nicolar
Nicor
Nicotinex
Slo-Niacin
Pravachol
Lorelco
Zocor



LIPID LOWERING AGENTS

Listed by TRADE name.

Trade Name

Atromid-s
Choloxin
Clofibrate
Colestid
Lescol
Lopid
Lorelco
Mevacor
Nia-Bid
Niacels
Niacin
Nica
Nicobid Tempul
Nicolar
Nicor
Nicotinex
Pravachol
Questran
Questran Light
Slo-Niacin
Zocor

Generic Name

clofibrate
dextrothyroxin
clofibrate
cholestipol
fluvastatin
gemfibrozil
probucol
lovastatin
nicotinic acid

‘nicotinic acid

nicotinic acid
nicotinic acid
nicotinic acid
nicotinic acid
nicotinic acid
nicotinic acid
pravastatin

cholestyramine
cholestyramine
nicotinic acid
simvastatin



ORAL HYPOGLYCEMICS

Listed by GENERIC nane.

Generic Name Trade Name
acetohexamide Dymelor
chlorpropmide Diabinese
glipizide Glucotrol
glipizide Glucotorel XL
glyburide DiaBeta
glyburide Micronase
glyburide Glynase Prestab
metfornin Glucophage
tolazamide Tolinase

tolbutamide Orinase



ORAL HYPOGLYCEMICS

Listed by TRADE name.

Trade Name

DiaBeta
Diabinese
Dymelor
Glucophage
Glucotorol XL
Glucotrol

Glynase Prestab

Micronase
Orinase
Tolinase

Generic Name

glyburide
chlorpropmide
acetohexamide
metformin
glipizide
glipizide
glyburide
glyburide
tolbutanide
tolazamide



ESTROGENS
Listed by GENERIC name.

Generic Name Trade Name

chlorotrianisene Tace

conjugated estrogens Premarin

conjugated estrogens Premarin Vaginal Cream
conjugated estrogens plus meprobamate PMB 200

conjugated estrogens plus meprobamate Milprem 400
conjugated estrogens plus, meprobamate PMB 400

dienestrol Oortho Dienestrol Vaginal Cream
dienestrol DV Vaginal Cream
diethylstilbestrol DES

esterified estrogens plus chlordiazepoxide Menrium 5-2
esterified estrogens plus chlordiazepoxide Menrium 5-4
esterified estrogens plus chlordiazepoxide Menrium 10-4
estradiol Estrace Vaginal Cream
estradiol cypionate in o©il Dep Gynogen

estradiol cypionate in oil Depo=-Estradiol Cypionate
estradiol cypionate in oil Depogean

estradicl cypionate in oil Dura~Estrin

estradiol cypionate in oil Estra-D

estradiol cypionate in oil Estra-Cyp

estradiol cypionate in oil Estroject—-LA
estradiol valerate in oil Delestrogen

estradicl valerate in oil Valergen 10

estradiol valerate in oil Dioval XX

estradiocl valerate in oil Duragen 20

estradiol valerate in oil Estra-L 20

estradiol valerate in oil Gynogen LA 20
estradiol valerate in oil Valergen 20

estradiocl valerate in oil Deladiol 40

estradicl valerate in oil Dioval 40

estradiol valerate in oil Duragen 40

estradicl valerate in oil Estra-L 40

estradicl valerate in oil Gynogen LA 40
estradiol wvalerate in oil Valergen 40

estrified estrogens Estratab

estrified estrogens Menest

estropipate Ogen

estropipate Ortho-Est

estropipate Ogen Vaginal Cream
estrovis Quinestrol

ethinyl estradiol Estinyl

NOTE: INCLUDE ALL BIRTH CONTROL PILLS AS ESTROGENS.



Trade Name

DES

DV Vaginal Cream
Deladiol 40
Delestrogen

Dep Gynocgen
Depo-Estradiol Cypionate
Depogen

Dicval 40

Dioval XX
Dura-Estrin
Duragen 20

Duragen 40

Estinyl

Estra-Cyp

Estra-D

Estra-L 20

Estra-L 40

Estrace Vaginal Cream
Estratab
Estroject-LAa
Gynogen LA 20
Gynogen LA 40
Menest

Menrium 10-4
Menrium 5-2
Menrium 5-4
Milprem 400

Ogen

Ogen Vaginal Cream

Ortho Dienestrol Vaginal Cream

Ortho-Est

PMB 200

PMB 400

Premarin

Premarin Vaginal Cream
Quinestrol

Tace

Valergen 10

Valergen 20

Valergen 40

NOTE: INCLUDE ALL BIRTH CONTROL PILLS AS

ESTROGENS

Listed by TRADE name,

Generic Nane

diethylstilbestrol
dienestrol

estradiol valerate in cil
estradiol wvalerate in oil
estradicl cypicnate in eoil
estradicl cypionate in oil
estradiol cypionate in oil
estradicl valerate in oil
estradicl valerate in oiil
estradiol cypionate in oil
estradiol valerate in oil
estradiol valerate in oil
ethinyl estradiol
estradiocl cypionate in oil
estradiol cypionate in o0il
estradicl valerate in oil
estradiol valerate in oil
estradicl

estrified estrogens
estradiocl cypicnate in oil
estradiol valerate in oil
estradiol valerate in o0il
estrified estrogens

10

esterified estrogens plus chlordiazepoxide
esterified estrogens plus chlordiazepoxide
esterified estrogens plus chlordiazepoxide
conjugated estrogens plus meprobamate
estropipate
estropipate
dienestrol
estropipate
conjugated estrogens plus meprobamate
conjugated estrogens plus meprocbamate -
conjugated estrogens
conjugated estrogens
estrovis
chlorotrianisene
estradiol valerate in o0il
estradiol valerate in oil
estradiol valerate in oil

ESTROGENS.



ASTHMA MEDICATIONS 11

Listed by GENERIC nanme.

Generic Name

albuterol
albuterol
beclamethasone
beclamethasone
flunisolide
ipratropium
isocetharine
metaproterenol
pirbuterel
terbutaline
theophylline
triamcinclone

Trade
Name

Proventil
Ventolin
Beclovent
Becanase
Aerobid
Atrovent
Bronkosol
Alupent
Maxair
Brethine
Theo-Dur B3¢
Azmacort



ASTHMA MEDICATIONS

Listed by TRADE name.

Trade
Name

Aerobid
Alupent
Atrovent
Azmacort
Becanase

Beclovent

Brethine
Bronkosol
Maxair
Proventil
Theo-Dur
Ventolin

Generic Name

fiunisolide
metaprotersnol
ipratropium
triamcinolone
beclamethasone
beclamethasone
terbutaline
isoetharine
pirbuterocl
albutercl
thecphylline
albuterol

12



INSULINS

Listed by GENERIC name.

Generic Name Trade Name

beef and pork insulin Regular Iletin I
beef and pork insulin NPH NPH Ilentin I

beef and pork insulin zinc Lente Ylenti I
beef insulin NPH NPH Insulin

beef insulin zinc Lente Insulin

beef insulin zinc Ultralente U
human insulin Bumuilin R

human insulin Novelin R

human insulin Veleosulin Human
human insulin NPH Humulin N

human insulin NPH Novolin N

human insulin NPH/reqular Humulin 70/30
human insulin NPH/regular Novolin 70/30
human insulin NPH/regular Humulin 50/50
human insulin zinc Humulin L

human insulin zinc Novolin L

pork insulin Regular Insulin
pork insulin Pork Insulin Iletin
pork insulin Regular Purified Pork Insulin
pork insulin NPH NPH-N

pork insulin NPH Pork NPH Ilenti II
pork insulin zinc Lente Insulin II
pork insulin zinc Lente L

NOTE: INSULIN USE IS AN EXCLUSION AT BASELINE.
INSULIN USE DURING FOLLOW-UP SHOULD BE
DOCUMENTED ON THE FORM WITH HYPGLYCEMICS.



INSULINS

14

Listed by TRADE name.

Trade Name

Humulin 50/50
Humulin 70/30
Humulin L

Humulin ¥

Humulin R

Lente Ilenti I
Lente Insulin
Lente Insulin II
Lente L

NPH Ilentin I

NPH Insulin

NPH-N

Novolin 70730
Novolin L

Novolin N

Novolin R

Pork Insulin Iletin
Pork NPH Ilenti II
Regular Iletin I
Regular Insulin
Regular Purified Pork Insulin
Ultralente U
Velosulin Human

NOTE:

Gener

human
human
human
human
human
beef
beef
pork
pork
beef
beef
pork
human
human
human
human
pork
pork
beef
pork
pork
beef
human

ic Name

insulin
insulin
insulin
insulin
insulin
and pork insulin zinc
insulin zinc
insulin zinc
insulin zinc
and porX insulin NPH
insulin NPH
insulin NPH
insulin NPH/regular
insulin zinc
insulin NPH
insulin
insulin
insulin NPH
and pork insulin
insulin
insulin
insulin zinc
insulin

NPH/regular
NPH/reguiar
zinc

NPH

INSULIN USE IS5 AN EXCLUSION AT BASELINE.

INSULIN USE DURING FOLLOW-UP SHOULD BE
_ DOCUMENTED ON THE FORM WITH HYPGLYCEMICS.



ANTI-ANGINA AGENTS 15

Listed by GENERIC name.

---------------------------- TYPE=beta-blocker ====rm——mmsmecc—ccccccccosesema————
Generic Name Trade Name
acebutolol Sactral
atenolol Tenormin
betaxoiol Kerlone
labetalol Normodyne
metoprelol tartrate = Lopressor
nadolol Corgard
pindolol Visken
propranolol Inderal
timolol Blocardren
------------------------- TYPE=calcium channel-blocker -—-—-—==-—-————ceccan—o———-
Generic Name Trade Name
diltiazem Cardizem
isradipine DynaCirc
nicardipene Cardene
nifedipine Procardia
nimodipine Nimotop
verapamil Calan

verapamil Isoptin



ANTI-ANGINA AGENTS 16

Listed by TRADE name.

o= = O X XX TYPE=beta-blocker -=-r-————=m--——me—cwcecscrrrrre—n-
Trade Name Generic Name
Blocardren timoleol
Corgard “nadoiol
Inderal propranclol
Kerlone betaxolel
Lopressor metoprolol tartrate
Normodyne labetalol
Sectral acebutelol
Tenormin atenolel
Visken pindolol
------------------------- TYPE=calcium channel-blocker —-—=-=—c-ccecmmcrecomc——o
Trade Name Generic Name
Calan verapamil
Cardene nicardipene
Cardizem diltiazenm
DynaCirc isradipine
Isoptin verapamil
Nimotop nimodipine

Procardia nifedipine



- —— — ki S E S R T S T A

ANTI-ANGINA NITRATES

Listed by type.

Nitrate Type=capsule

Trade Name

Dilatrate
Ismo
Isordil
Isosorbide
" Nitro-Bid
Nitrogard
Nitroglycerin
Nitroglyn
Nitrospan
Peritrate
Sorbitrate

17

------------------------- Nitrate Type=lingual aerosol ----ece-—===m————weccno-o

e A T T R T e — i AL

- ——— T — e T AP P U L AT R S W

Trade Name

Nitolingual Spray

Nitrate Type=ocintment

Trade Name

Nitrebid
Nitrol
Nitrong

Nitrate Type=sublingual

Trade Name

S . s~ i S ] o — .

Cardilate
Erythrityl Tetranitrate
Isordil

Isosorbide
Nitreogara
Nitrostat

Trade Hane

Deponit NTG Film
Minitran
Nitro-pur
Nitrodisc

o e T T ——— i T — i S R S T TS -

Nitrate Type=transdermal -----serrrerrerme— o —————



PSYCHOTROPIC MEDICATIONS

Listed by GENERIC name.

Generic Name

isocarboxazid
phenelzine
tranylcypromine
lithium
lithium
chlorpromazine
clozapine
fluphenazine
haloperidol
perphenazine
thioridazine
thiothixene
triflucperazine
doxepin
doxepin
fluoxetine
trazodone
amitryptilene
desiparamine
imipramine
nortriptvline

Tragde
Name

Marplan
Bardil
Parnate
Eskalith
Lithobid
Thorazine
Clozaril
Prolixin
Haldol
Trilafon
Mellaril
Navane
Stelazine
Sinequan
Adapin
Prozac
Desyrel
Elavil

Tofranil

18



PSYCHOTROPIC MEDICATIONS 19

Listed by TRADE name.

Trade
Name Generic Name
Marplan isocarboxazid
Nardil phenelzine
Parnate tranylcypromine
Eskalith lithium
Lithobid lithium
Clozaril clozapine
Haldol haloperidol
Mellaril thioridazine
Navane thiothixene
Prolixin fluphenazine
Stelazine trifluoperazine
Thorazine chlorpromazine
Trilafon perphenazine
Adapin doxepin
Desyrel trazodone
Prozac fluoxetine
Sineguan doxepin
desiparamine
nortriptyline
Elavil amitryptilene
Tofranil imipramine



Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.
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F.1 MEASUREMENT OF PHYSICAL PARAMETERS
Anthropometric Measurements

Anthropometric measures are secondary outcomes in ACT because they are related to
cardiovascular disease risk and may be favorably influenced by physical activity. Measurements of
height, weight, skinfolds, and circumferences will be taken by trained and certified staff. As height
and weight are measured and recorded in metric units (cm, kg), examiners should be prepared to tell

participants their height and weight in English units (in, 1b). A conversion table is a useful aid.

Overview of Height and Weight Measurements

Because of their generally high reliability and low variability, height and weight measurements will be
taken once. To facilitate standardization and reduce the potential for recording errors, a fixed order

for taking these measurements is used: first height, then weight.

Height (at SV1 only}

Equipment:  Wall-mounted stadiometer (floor and backboard unit attached together), in centimeters

Headboard (a right triangle with an angle brace)

[CENTERS TO INDICATE MANUFACTURER’S NAME, MODEL, CITY, STATE FOR
EACH]

Procedure:

1. The stadiometer should be placed on a firm, level surface, against a vertical wall. If the floor is

carpeted a sheet of wood or hard plastic should be placed beneath the floor board.

2. The participant should remove shoes, thick socks, headgear, hair ornaments, etc., and stand
erect on the floor board of the stadiometer with his/her back to the vertical back board. The
buttocks, heels, and shoulder blades should be in contact with the back board. Both arms should
hang freely by the sides of the trunk with palms facing the thighs. The participant should look
straight ahead with his/her head in the Frankfort {horizontal) plane. The participant’s weight should
be distributed evenly on both feet, with heels together and both feet pointed slightly outward.

11/95 Appendix F - 2



3. The examiner should be at eye level of the measurement.

4. Ask the participant to take a full inspiration. Place the headboard over the crown of the head

with the headboard forming a right angle with the tape measure.

5. Ask the participant to step out from under the headboard, and record the height to the nearest

tenth of a centimeter {0.1 cm).

Weijght (at SV1, 6- and 24-months follow-up_visits)

Eguipment: Balance beam scale, in kg
{CENTERS TO INDICATE MANUFACTURER’S NAME, MODEL, CITY, STATE)
Procedure:

1. The scale should be placed on a firm, level surface. If the floor is carpeted, a sheet of wood or

hard plastic should be placed under the scale.

2. Confirm that the scale is balanced (zeroed), and balance if necessary. Before each weight is

measured, the sliding scale weights must be moved to zero.

3. The participant should remove shoes, headgear, outer clothing, and items from the pockets in

order to be weighed in light indoor clothing, such as T-shirt and shorts.

4.  Ask the participant to stand in the center of the scale platform, with head erect and eyes

looking straight ahead.

5. Adjust the weight on the indicator until it is balanced, and carefully record the result to the
nearest tenth of a kilogram (0.1 kg). Use care in adding the lower beam weight to the upper beam

weight, as they have different increments.

6. After weighing a subject, the weights should be left in place to prevent jarring which can occur

if the indicator floats at zero.

11795 Appendix F -3



Circumferences and Skinfolds (at SV1, 6 and 24 months follow-up visits)

Overview of Circumferences and Skinfolds

To improve precision, two readings of circumferences and skinfolds will be taken. If the two
measurements differ by more than the amount listed below, a third measurement should be taken.
The compiete set of circumferences and skinfolds will be done once before doing the second set of
circumferences and skinfolds. Marking the triceps, abdominal, and thigh sites need be done only
once. To facilitate standardization and reduce the potential for recording errors, the order of .
circumference and skinfold measurements should be: waist, hip, chest (men only), triceps,

subscapular, suprailiac, abdominal, and thigh.

Tolerance Limits to Initiate 2 Third Reading:
Waist: >1.0 cm
Hip: >1.0cm
Skinfolds: >3.0 mm

Although it is strongly recommended to have a recorder, it is not required. In the absence of a
recorder, it is helpful to have a mirror 50 that the examiner can see if the tape measure is horizontal

when measuring circumferences.

Equipment: Nonstretchable (e.g., steel or fiberglass) tape
Lange Calipers
Marking pen or eyebrow pencil

[CENTERS TO INDICATE MANUFACTURER’S NAME, MODEL, CITY, STATE FOR
TAPE AND LANGE CALIPERS]
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General Technique:

Circumferences: In general, participants will be wearing light indoor clothing, such as a T-shirt and
shorts. Waist circumference measurements should be taken on the bare skin. Hip circumference

measurements may be taken over light indoor clothing.

When making the waist and hip circumference measurements, preferably with the help of a

recorder, always make sure the tape is horizontal all around the body.

The tension applied to the tape by the examiner affects the validity and reliability of the
measurements. The tape should be held snugly around the body part, but not so tight as to
compress the subcutaneous adipose tissue. The examiner should check to ensure that the tape is not
indenting the skin. For some circumferences there may be gaps between the tape and the skin in
some individuals. If the gap is large, a note should be made in the participant’s record, but in most
instances, this gap is small and of little concern. The examiner should not attempt to reduce the gap

by increasing the tension of the tape.

Skinfolds: Skinfolds are taken on the right side of the participant’s body on bare skin. However, if
measurements can’t be taken on the right side because of a prosthesis, cast, or other reason, take the
measurement on the left side and make a note of this in the comment area at the bottom of the
form. In general, to make a skinfold measurement a double fold of skin and subcutaneous adipose
tissue is lifted by grasping firmly the fold between the thumb and index finger of the left hand
{assuming the examiner is right-handed) 1 cm above the site to which the calipers will be applied.
This 1 cm distance is necessary so that pressure from the fingers does not affect the measured value.
The width of the skin that is enclosed between the fingers is an important factor, but cannot be
easily standardized for all sites of the body. For a given site the width of the skin should be
minimal, still yielding a well-defined fold. In general, place the thumb and index finger on the skin
about 8 cm apart, on a line perpendicular to the long axis of the skinfold that will be measured. The
. thumb and index finger are drawn towards each other, and 2z fold is grasped firmly between them.
The basic principle is that the long axis be parallel to the natural cleavage lines of the body in the
region of the measurement. The amount of tissue elevated must be sufficient to form a fold with
approximately parallel sides. Care must be exercised so that only skin and adipose tissue are

elevated. The fold is kept elevated until the measurement has been completed. (See Figure 1)
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The caliper is held in the right hand while a skinfold is elevated with the left hand. To make a
measurement, pressure is exerted to separate the caliper jaws, and the caliper is slipped over the
skinfold so that the fixed arm of the caliper is positioned on one side of the skinfold. (See Figure 1.)
The measurement is made where the sides of the skinfold are approximately parallel. This is
approximately midway between the base of the the site and the crest of the skinfold. As the skinfold
is narrower near the crest and larger toward the base, if the calipers are placed at the base the
resulting measurement is too large. The correct distance from the crest is defined as the minimal
distance from the crest at which a true fold, with surfaces approximately paralie! to each other and
to the contact surfaces of the calipers, is obtained upon application of the calipers to the skin. The
jaws of the caliper are placed so that the thickness of the skinfold is measured perpendicular to its
long axis when the pressure on the caliper is released and the caliper jaws come towards each other.
The skinfold should not be let go by the fingers while applying the caliper and taking a reading. The

release of pressure should be gradual to aveid discomfort.

The needle of the calipers may creep a little when applied to the skinfold, as the pressure of the
instrument compresses the tissue. Take the reading 1-2 seconds after the calipers are applied. Thus,
while holding the skinfold genily with the left hand, apply the calipers with the right, count 1-2
seconds, and take the reading. The reading should be taken to the nearest millimeter (1.0 mm).
Release the calipers from the skinfold before letting go with the left hand to avoid scratching or

pinching the participant with the calipers.

Do not handie the skinfolds any more than is necessary to make the measurements, both
because it may cause discomfort and because repeated manipulation may alter the local fluid content

of the tissue and yield progressively lower measurements.

In some participants at some sites the skinfold is larger than the capacity of the caliper. If the
skinfold thickness is greater than &5, the examiner should check the box at the bottom of the form
which indicates the thickness is greater than 65. In some subjects at some sites it is simply
impossible to raise a discrete fold of subcutaneous fat tissue. This should be noted by checking the
box at the bottom of the form indicating that a skinfold could not be measured. If a participant
refuses to have his/her skinfolds measured, this should be noted by checking the box at the botiom
of the form indicating the participant refused. Any other cmments, such as the measurement was

taken on the left side, should be noted as well at the bottom of the form.
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Specific Procedures:
Waist Circumference (Figure 2):
1. The participant stands erect, feet together, with arms hanging relaxed at the sides.

2. The examiner should face the participant and over bare skin palpate the hip area along the
participant’s sides for the right iliac crest. If necessary, adjust the clothing so that the waistband or
other piece of clothing is not compressing the skin. The high point of the iliac crest is the landmark

for the circumference and is usually although not always at the level of the umbilicus.

3. The examiner then stands on the participant’s right side and places the measuring tape around
the trunk in a horizontal plane at the level marked on the right side of the trunk. The tape is held
snug against the skin without compressing the tissues. The examiner should take care that the tape
is along a horizontal plane parallel to the floor. A reading is taken at the end of a normal expiration

to the nearest tenth of a centimeter (0.1 cm).

Hip Circumference (Figure 3):
1. The participant stands crect, feet together, arms hanging relaxed at the sides.

2. The examiner squats at the side of the participant so that the level of maximum extension of the
buttocks can be seen. The tape is placed around the buttocks in a horizontal plane at this level
without compressing the skin. The examiner should take care that the tape is along a horizontal
plane parallel to the floor on the other side of the body as well. The tape is in contact with the skin
but does not indent the soft tissues. The examiner takes the measurement from the right side of the

participant, recording to the nearest tenth of a centimeter (0.1 cm).
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Marking the Triceps Skinfold Site (Figure 4):

1. To locate the midpoint of the upper arm, the participant’s right elbow is flexed at 90 degrees
with the palm facing up. The examiner stands behind the participant and locates the lateral tip of
the acromion by palpating laterally along the superior surface of the spinous process of the scapula.
The zero poiﬁt of the tape is placed at the acromion process (bony process of the shoulder) and the
rest of the tape is extended down to the tip of the olecranon (elbow). The midpoint of the distance

between these two landmarks is marked with a long horizontal line.

2. To mark the skinfold site, have the participant stand erect, feet together, with arms hanging
relaxed at the sides, palms facing the thighs. Determine the midline of the back of the arm by visual
inspection and place a vertical mark to cross the horizontal mark just taken. This cross mark (+)

will be the location for the triceps skinfold.

Marking the Abdominal Skinfold Site (Figure 5):

1. The participant stands erect, with body weight evenly distributed on both feet, and relaxes the
abdominal wall muscle as much as possible during the procedure and breathes normally. The arms

are hanging relaxed at the sides.

2. Seclect a site 3 cm lateral (toward the right side of the participant) to the midpoint of the center

of the umbilicus and 1 cm inferior to i, Mark a cross at the site.

Marking the Thigh Skinfold Site (Figure 6):

1. The participant bends his/her leg by resting the right foot on a stool, with arms hanging relaxed

at the sides.

2. To locate the midpoint of the thigh, the examiner places the zero point of the tape at the
inguinal crease along the midline of the long axis of the thigh and then extends the tape to the
proximal border of the patella along the side of the thigh. The midpoint of the distance between

these two points is marked with a horizontal line.

3. To mark the location of the thigh skinfold site, determine the midline of the front of the thigh

by visual inspection and place a vertical mark to cross the horizontal mark (+).
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Skinfolds
Equipment: Lange calipers
Marking pen or Maybelline eyeliner pencil

Nonstretchable tape

Men only: Pectoral (Chest) Skinfold (Figure 7):
1. The participant stands erect, feet together, with arms hanging relaxed at the sides.

2. The pectoral skinfold thickness is measured using a diagonal fold that follows the natural
cleavage lines of the body. The skinfold is picked up 1 ¢m above the the midpoint between the

anterior axillary line and the nipple (estimated by visual inspection).

Triceps (Figure 8):
1. The participant stands erect, feet together, with arms hanging relaxed at the sides.

2. The examiner stands behind the participant. The examiner picks a vertical fold 1 cm above the
cross mark, applies the tips of the calipers to the skinfold at the marked level, and takes a reading to

the nearest millimeter (1.0 mm).

Subscapular (Figure 8):
1. The participant stands erect, feet together, with arms hanging relaxed at the sides.

2. To locate the site, the examiner palpates the scapula, running the fingers until the inferior angle
is identified. A diagonal skinfold is lifted below the inferior angle of the right scapula, along the

natural cleavage lines of the body.

If the scapula is difficult to locate, ask the participant to rotate his/her arm to move the scapula.

Once the scapula is located, bave the participant relax his/her arm again.
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For some women, particularly those who are overweight, it may be necessary to ask them to

unclasp their bra to avoid its interference with taking the measurement.

3. The caliper jaws are applied 1 cm below the thumb and forefinger raising the fold, and the

thickness is recorded to the nearest millimeter (1.0 mm).

Abdominal (Figure 9):
1. The participant stands erect, feet together, with arms hanging relaxed at the sides.

2. Raise a vertical skinfold 1 cm above the marked site. The caliper jaws are applied at the

marked site. Record to the nearest millimeter (1.0 mm).

Suprailiac (Figure 10):
1. The participant stands erect, feet together, with arms hanging relaxed at the sides.

2. The suprailiac skinfold is picked on a diagonal anterior to the iliac crest following the patural
cleavage lines of the body. The iliac crest is the highest extension of the pelvic bone, and it must be

palpated forward and backward to find the highest point.

3. The caliper jaws are applied 1 cm below the thumb and forefinger. Record the thickness to the

nearest millimeter (1.0 mm}.

Thigh (Figure 11):

1. The participant stands erect, legs relaxed, arms hanging relaxed at the sides. The body weight is
shifted to the other foot while the leg on the side of the measurement is relaxed with the knee
slightly flexed and the foot flat on the floor. If maintenance of balance is a problem, the participant

can hold a counter top or high-backed chair.

2. A vertical fold is taken 1 cm above the mark and the caliper jaws are applied at the mark. The

thickness of the fold is recorded to the nearest millimeter (1.0 mm).
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General Equipment Calibration and Maintenance:
Scales: [COORDINATING CENTER TO REVIEW STATEMENTS IN ITALICS]

Scales should be certified at the start of the study by the local Bureau of Weights and Measures
or an equivalent body. Recertification must be completed annually thereafter and posted in the
appropriate coiumn of the scale log sheet with any documents kept on file. This same log sheet is to be
used to record monthly in-house checks of the scale accuracy using from 10 to 50 kg weights held by
the technician and added to the technician’s weight 50 as to ensure accuracy in the range of weights
to be measured during the study. The weight should be accurate to within 0.2 kg and should be
checked monthly.

Skinfold Calipers: Calibrate the calipers using the standard calibration blocks at 10 mm
increments up to 40 mm. Record the measurement taken at each of the five steps of the metal block on
the Equipment Calibration Log. Calipers with more than a 1.0 mm discrepancy from the calibration
block should not be used and should be returned to the manufacturer for adjustment. Calipers

should be calibrated once a month.

Cieaning: Wipe the surfaces of the skinfold caliper and tape measures with alcohol zs

necessary.
Training and Certification

All examiners assessing height, weight, circumferences, and skinfolds are trained and certified in
these procedures. Initial training of master local trainers is performed centrally by a central trainer.
Master trainers train local staff who conduct the measurements. To be certified, the trainee must do
a complete set of height, weight, circumferences, and skinfold measurements on three subjects twice
and at least one set of measurements must be observed by the ceniral trainer. The values must
agree with the central trainer within tolerance limits and the replicate measures must agree within

the limits set for reproducibility (see below).

Master trainers are recertified by a central trainer once a year. Local examiners are recertified
by the master trainer twice a year. To be recertified, the local examiner must do a complete set of
skinfolds on three subjects twice. The master trainer must observe the local examiner’s technique on
at least one subject. Observations of technique are noted on the Anthropometry Training and
Certification Checklist.

11195 Appendix F - 11



~ Figure 1. General description of skinfold and placement of
calipers

Tip or crest of
skinfold

A
_______ <« Midpoint of skinfold
A;fi:pose |
ssue «— Base of
skinfold
Muscle
tissue | —

Place calipers in from the tip
or crest of the skinfold at
distance {A), approximately
equal to fold thickness (B).

Falsely low readings result
from pulling out the skinfold
inadequately or from taking
the measurement too close
y to the crest of the skinfold.

* _ 7 Falsely high readings occur

o, | if measurement is taken too
close to the base of the
skinfold.

v s PRI AN Y
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Figure 2. Waist circumference, above the suprailiac place,
usually at the level of the ubilicus

Figure 3. Hip circumference, at the maximum
protruberance of the buttocks

*
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Figure 4. Marking the site for the triceps skinfold
measurement, midway between the acromion and
olecranon.

| +

|

| L 4
Figure 5. Mérking the site for Figure 6. Marking the site for 1Ehe
the abdominal skinfold measure- thigh skinfold measurement, midway
ment, 3 cm to the left and 1 cm between the inguinal crease and the
inferior to the umbilicus patella
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Figure 7. Location of chest oblique skinfold measurement

N

Figure 8. Locations of the triceps vertical and subscapular

oblique skinfold measurements
-’ \k_

o’
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Figure 9. Location of the
abdominal vertical skinfold
measurement

Figure 10. Location of the
suprailiac oblique skinfold
measurement

y
l

Figure 11. Location of the thigh vertical
skinfold measurement

1if95
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ACT Clinical Measures Form

ol K TTTT]

Date of \flsiti I I
Mon o )

Resting Blood Pressures

Arm Circumference I:]:”:l cm Cuff Size
0 Pediatric 0 Adult
. l H l i (16.0-22.5 cm) (22.6-30.0 cm}
Time of Day | S OaMm OPM O Large Arm o Thigh
(30.1-37.5 cm) (37.6-43.7 cm)
Pulse Disappearance Pressure D:D mrmHg
+ 3 0
Maximal Inflation Level I:EI] mmHg
Biood Pressures (mmHg)
Systolic Diastolic
A f3 BP
First BP HEEEER verage of 3 BPs
Second BP HEEERE SBP DBP
Third BP BEEEERN HERAEEN
Comments?
OYes
aNo
Measured by D:I (staff code)
chractforms\ciinmeas. frm Page 10f 2 11/8/95

Fi1g



oot (LT T L L)

Anthropometry Measurements

Height DED cm Weight Dj___ID kg

Waist/Hip Circumferences (cm)

First Second Third

Waist ED cm | mD cm EE”:I cm
Hip I:D:H:l cm I:]:L_JD cm ‘ DED cm

*Make third measurement only if first two differ by >1.0 cm.

Skinfold Thicknesses {mm)

Chest (men only)

Triceps

Subscapular

First

[T Jmm
D:imm
LT oo
LT Jom

Second

L1 Jrnm
LT T
L drm
D:imm

Third

LT Jrm
e
[T Jrom
LT Jrm

Abdominai
Suprailiac D:! mm [D mm I:D mm
Thigh m mm D:I mm ED mm

" Make third measurement only if first two differ by >3.0 mm.

Comments? 0 Bkinfolds greater than 65 mm {specify):
rYes —————-——i 0 Could not be measured (specify):
@ No 0 Participant refused {(specify):
0 Other (specify):

Measured by |Ii (staff code)

elactformsiclinmeas frm Page20f2 ClinicAL mys 14/8/95



ACT Activity Counseling Trial
Manual of Procedures

Protocol for Testing and Certification of Anthropometric Personnel

Trainee: Site:

Examiner; __ Date:

By the end of the training session, the trainee should be competent in each of the
individuals skills listed below. The trainee will be considered 1o be certified to perform
ACT anthropometric measurements when the form has been signed and each of the
following itemns have been checked, verifying that he/she has properly measured
anthropometrics according the ACT protocol in the MOP,

I i

— . 1. Introduces self to participant and places participant at ease.

——.—_2. Explains purpose/procedures of anthropometric measurement, verifies
understanding of informed consent.

Height and Weight

——__ 1. Stadiometer/scale meet MOP standards and are placed on firm surface.
—___2. Participant shoes are removed and clothing is appropriate.

——___ 3. Participant/examiner are positioned correctly for accurate measurements.
__—__4 Height measured to within 1.5 cm of MasterTrainer & 1.0 cmm of Trainee.
—___3. Weight measured to within 0.2 kg of MasterTrainer & 0.1 kg of Trainee.

ircumfer I
—___1. Using proper tape, iliac crest palpated, tape held horizontal, waist
circumference is measured within 1.5 mm of MasterTrainer and
within 1.0 ¢m of Trainee.
—w__2. Hip circumference at maximum protuberance of buttocks measured
within 1.5 mm of MasterTrainer and within 1.0 cm of Trainee.

Skinfold Site Markings

____1. Sites are properly marked on right side of the body using measuring tape
and marking pencil.

— 2. Lange skinfold calipers are used and calibration is verified.

——__1. Chest: marked 1 cm above midway between anterior axillary fold and
the nipple (Males only).

ww-2 Triceps: marked at midpoint between acromion to olecranon processes
in the midline.

———_3. Subscapular: marked at site 1 cm below inferior angle of the scapula.

——__4 Suprailiac: marked at sit¢ 1 c¢m above anterior angle of iliac crest.

—mm—9. Abdominal: marked st site 3 cm lateral to the midpeint of umbilicus
and 1 em inferior to it

ww..6. Thigh: marked at site midpoint between crease of thigh (knee bent, foot
on stool with thigh horizontal) and proximal border of the patella.



Page Two
Skinfold Measures

—___1, Chest skinfold measured at site using an oblique fold.*

—___2 Triceps skinfold measured at site using a vertical fold.*

———_3. Subscapular skinfold measured at site using a diagonal (45 degree
angle) fold.*

———-4 Suprailiac skinfold measured at site using a diagonal fold following
natural contour of body.*

—___35. Abdominal skinfold measured at site using a vertical fold.*

——-.. 56 Thigh skinfold measured at site using a vertical fold.*

* Note: All skinfolds must be measured within 4.0 mm of MasterTrainer and
within 3.0 mm of Trainee's last measurement. The Master Trainer
measures the test subject at least twice using the acceptable tolerance
limits in MOP. One complete set of measurements is performed
before the second set is done.

Examiner (Signature) Date



Certification Checklist

Tolerance Limits for

Accuracy Compared with

Master Trainer

Height:
Weight:
Waist:
Hip:
Skinfolds:

11/95

1.5 cm
0.2 kg
1.5 cm
1.5 em

4.0 mm

Tolerance Limits for

Reproducibility of
Trainee

Height: 1.0 em
Weight: 0.1kg
Waist: 1.0 cm
Hip: 1.0 cm
Skinfolds: 3.0 cm
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F.2 Measurement of Blood Pressure

Background and Rationale

Blood pressure (BP) levels are subject to biologic and observer variations. The purpose of a specific

protocol in ACT for the measurement of BP and a certification procedure for technicians who

measure BP is to minimize error and variability in its measurement.

Blood Pressure Alert Values

Average BP in Clinical Center Category
< 130 and < 85 Normal
130-139 and 85-89 High Normal
140-159 or 90-99 Mild hypertension (HTN), Stage 1
160-179 or 160-109 Moderate HTN, Stage 2
180-209 or 110-119 Severe HTN, Stage 3
> 216 or > 120 Very Severe, Stage 4
Category Instructions
New DX Known DX, not
complaint to RX
Mild HTN See MD within Restart meds and/or
2 months contact MD
Moderate HTN See MD within Same as mild
3-4 weeks
Severe HTN See MD within 1 Restart meds and
week see MD within 1
woek
Very Severe HTN See MD/ER See MD/ER
today today
11/95

Known DX,
complaint to RX

See MD as
scheduled

See MD within
3-4 weeks

See MD within 1
week

See MD/ER
today
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Overview

The design and operation of the standard mercury sphygmomanometer are based upon the
combined principles of compression of the brachial artery under an elastic, inflatable cuff and direct
registration of pressure levels by a mercury manometer. The observer inflates the cuff, listens for
the first (systolic) and the last (diastolic) Korotkoff sounds, reads the mercury level in the column,
deflates the cuff, and records the readings. The last Korotkoff sound is known as the 5th phase

diastolic blood pressure.

A. Criteria for Measuring Systolic and Diastolic Blood Pressure

To correctly identify the 1st-phase (Systolic) and 5Sth-phase (diastolic) Korotkoff values, the
observer must listen carefully via the stethoscope while reading and interpreting the mercury

column.

The systolic value is the pressure level where the first of two or more sounds are heard in

appropriate rhythm.

The diastolic value can be identified as the pressure level where the last of these rhythmic sounds

is heard (i.e., it is the last audible rhythmic sound).

The mercury should be made to drop at 2 mm Hg per second, from the maximum pressure until
10 mm Hg below that of the last regular sound heard. The control of the deflation rate is

essential for accurate readings and depends on handling of the bulb and its control value.

NOTE: A single sound heard in isolation {i.¢., not in rhythmic sequence) before the first of the
rhythmic sounds is not the systolic blood pressure. Similarly, a single sound heard in isolation

following the last of the rhythmic sounds is not the diastolic blood pressure.
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All readings are made to the nearest even digit.

Any reading which appears to fall exactly between markings on the mercury column should be
read to the next higher marking ie., 2, 4, 6, 8, or 0,

All readings are made at the top of the meniscus, or rounded surface of the mercury column.

When the pressure is released guickly from a high level, a vacuum is formed above the mercury
and the meniscus is distorted. Allow a few moments for it to reappear before reading the

manometer.

B. Reguired Equipment

# One high quality standard stethoscope (suggest Litman) with bell. All resting blood pressures
for ACT wil be recorded using the bell. It is recommended that a single stethoscope be used

for all ACT blood pressure measurements,

@ One standard mercury column sphygmomanometer (Baumanometer, fioor model is preferred

so that height can be properly adjusted to "eye level" of examiner).
® BP cuffs in four sizes;

child or pediatric

adult or regular

large arm

thigh
# Metric tape

% Black pen

11795 Appendix F - 23



® Chair and table (table must provide for a comfortable resting posture for the arm with

mid-cuff at heart level)

# Blood Pressure Form

C. Cuff Size

Proper cuff size must be used to avoid under-or-over-estimation of bicod pressure. Cuff size
refers to the cuff's bladder, not the cloth. A copy of the chart below should be attached to the

sphygmomanometer for easy reference.

CUFF SIZE INDICATED BY MEASURED ARM CIRCUMFERENCE
Arm Circumference (cm) Cuffs Bladder Size (¢m)
16.0 to 22.5 9.0 (child or pediatric)
22.6 to 30.0 12.0 (adult or regular)
30.1 to 375 150 (large arm)
37.6 to 43.7 17.5 (thigh)

D. The Maximal Inflation Level

For each participant you will determine the maximal inflation level. This is the pressure to which
you will inflate the cuff each time you measure the subject’s blood pressure. The procedure
described below assures that the cuff pressure at the start of the reading exceeds the systolic

biood pressure and thus allows the first Korotkoff sound to be heard.

Specific Instructions

1. Procedure for Determining Cuff Size
® Have the ACT participant remove his/her upper garment if long sleeve.
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@ Have the participant stand, holding right forearm horizontal to the floor.

® Measure arm length from the acromion (bony extremity for the shoulder girdle) to the

olecranon (tip of the elbow), using a metric tape.
® Mark the midpoint on the dorsal surface of the arm.
® Participant relaxes arm along side of the body.
@ Draw the tape snugly around the arm at the midpoint mark,
NOTE: Keep the tape horizontal. Tape should not indent the skin.
® Use the criteria in the Table is Section 4.C for determining proper cuff size.
® Record the cuff size used on the form.

2. Wrapping the Blood Pressure Cuff Around the Arm

® The participant should then be seated, legs uncrossed, in a quiet room, with the right elbow
and forearm resting comfortably on a table with the palm of the hand turned upward. The

arm to which the cuff is to be applied must be bare.

® Locate the brachial artery by palpation and mark the skin with a little dot. (The brachial
artery is usually found at the crease of the arm, under the muscle and slightly towards the
body).

® Place the appropriate cuff around the upper right arm so that:
® The midpoint of the length of the bladder lies over the brachial artery, and

® The mid-height of the cuff is at heart level,

NOTE: Confirm for yourself where the midpoint of the length of the bladder is by folding the
bladder in two. Do not trust the marking on the cuff.

@ Place the lower edge of the cuff, with its tubing connections, about 2 inches above the natural

crease across the inner aspect of the elbow.,
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® Wrap the cuff snugly about the arm, with the palm of the participant’s hand turned upward.
Make sure that the long edges of the cuff lie on top of each other as you wrap the cuff

around.

® Secure the wrapped cuff firmly by applying pressure to the locking fabric fastener over the

area where it is applied to the cuff.
¢ Do not wrap the cuff too tightly around the arm.
3. Procedure for Determining the Maximal Inflation Level
® Attach the cuff tubing to the standard mercury sphygmomanometer.
® Palpate the radial pulse.

® Inflate the cuff until the radial pulse in no longer felt (palpated systolic) by inflating rapidly to
70 mm Hg, then inflating by 10 mm Hg increments.

® Deflate the cuff quickly and completely.

@ On the form record the pressure at which the pulse is no longer felt This is the Pulse

Disappearance Pressure

@ To this pressure, add 30 mm Hg. This sum is the Maximal Inflation Level. On all blood
pressure readings for this visit you will be inflating the cuff to this maximum inflation level to

guarantee you do not miss the systolic blood pressure.

4. Taking the First Blood Pressure Measurement

® The participant should sit quietly for a period of 5 minutes before the first blood pressure is

taken. Ideally room lighting should be low and participant is left alone.
® Wait at least 60 seconds after complete deflation of the cuff following any preceding inflation.
® Place the earpieces of the stethoscope, with the ear pieces turned forward, in to the ears.
® With arm remaining relaxed on the taBle, palpate the brachial artery again.

@ Apply the bell of the stethoscope over the brachial artery, just below but not touching the cuff

or tubing.
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® By closing the thumb valve and squeezing the bulb, inflate the cuff at a rapid but smooth,
continuous rate to the Maximal Inflation Level. The eyes of the examiner should be level with
the mid-range of the manometer scale and focused at the level to which the pressure will be

raised.

® By opening the thumb valve slightly, and maintaining a constant rate of deflation at
approximately 2 mm per second allow the cuff to deflate, listening throughout the entire range
of deflation, from the maximum pressure past the systolic reading (the pressure where the first
regular sound is heard), until 10 mm Hg below the level of the diastolic reading (that is, 10
mm Hg below the level where the last regular sound is heard).

¢ Deflate the cuff fully by opening the thumb valve. The stethoscope earpieces are removed
from the ears and the systolic and diastolic readings arc entered in the spaces provided on the

blood pressure form.

5. Taking the Second Blood Pressure Measurement

@ Hold the participants arm vertical above head for full 5 seconds.

® Wait at least 60 seconds before proceeding with the second readings.

® Repeat the steps in Section 4 to obtain the second blood pressure readings.
6. Taking the Third (I ast) Blood Pressure Measurement

® Hold the participants arm vertical for full 5 seconds.

® Wait at least 60 seconds before proceeding with the third readings.

® Repeat the steps in Section D to obtain the third blood pressure readings.

® Remove the cuff and store the equipment safely after the last reading.

7. Informing Participant of Blood Pressure

Prior to making the first blood pressure measurement tell the participant that you will inform
them of their blood pressure after all three measurements have been recorded, and that you will
not inform them after each measurement. After the third measurement is recorded, tell
participant his/her blood pressure values (emphasize lowest values). If blood pressure is elevated,

follow instructions on page 1 regarding physician referral. 1f blood pressure is stage 4
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(>210/120), participant’s physician should be contacted by telephone prior to the participant
leaving the ACT clinic.

E. Summary of Korotkoff Phases and Auscultatory Gaps

The arterial sounds heard in the auscultation of blood pressure are called Korotkoff's sounds

and can be distinguished in the following 5 phases:

Phase 1: Clear tapping sounds

Phase 2: Tapping sounds, continuing as a murmur

Phase 3: Higher pitched and louder tapping sounds without a murmur
Phase 4: Muffled sounds

Phase 5: Last sounds heard

For ACT, systolic pressure is recorded at the onset of Phase 1 and diastolic pressure at the

onset of Phase 5 (i.e., at the last sounds heard).

The tapping sounds during Phase 1 of the Korotkoff sounds may be interrupted by a variable
period of silence. In these cases, a sequence of tapping sounds is heard, commencing with the
onset of systolic blood pressure. Then there is a period of silence, called the auscultatory gap,
as the pressure in the cuff diminishes and the mercury column continues to fall. This period
may last for 5 to 10 seconds. Then the tapping sounds of Phase 2 resume and are followed

sequentially by the sounds of Phases 3-5. Sometimes the whole Phase 2 may be absent.

To avoid measurement error due to the presence of the auscultatory gap, use the foliowing
rule: record systolic pressure at the point of hearing the first of two gonsecutive tapping sounds

of Phase 1. Ignore an isolated, single tapping or muffled sound at the beginning of Phase 1.
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F. Blood Pressure Certification
Certification of staff for the recording of resting blood pressure in ACT requires the following:

1. Staff member has been trained in the use of ACT blood pressure protocol at central ACT

training session or by ACT "clinical specialist’ who was trained at central ACT training session.

2. Staff member has measured resting blond pressure on at least 10 different people using ACT
protocol. ACT blood pressure forms should be completely filled out on each subject and

retained in staff member's ACT certification foider.

3. Staff member being certified and certified trainer will measure blood pressure on five subjects
using the ACT biood pressure protocol and teaching stethoscope. All of these recordings
should remain blinded between the two examiners until the blood pressure of all five subjects
have been recorded. For each subject, an ACT blood pressure form should be completed by
each examiner. Once the blood pressure measurements has been completed, the certified
examiner should compare the mean value of the three blood pressure measurements for each
subject recorded by the two examiners. The difference between the mean blood pressure
recorded by each examiner should not be greater than 4 mmHg for either systolic or diastolic
pressure. If the average values exceed 4 mmHg for one or more subjects, the staff member
should perform additional practice blood pressure recordings and then repeat the certification
procedure. These recording forms should be kept in the staff member’s ACT certification
folder.
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ACT Activity Counseling Trial
Manual of Procedures

Protocol for Testing and Certification of Blood Pressure Personnel

Trainee: Site:
Examiner: :

o
=)
-]
=,
4]

*

By the end of the training session, the traince should be competent in cach of the
individuals skills listed below. The trainee will be considered to be certified to perform
ACT blood pressure measurements when the form has been signed and each of the
following items have been checked, verifying that hefshe has properly measured blood
pressures according the ACT protocol in the MOP.

Introdyction

———— 1. Introduces self to participant and places participant at ease.

————2. Explains purposc/procedures of blood pressure measurement, verifies
understanding of informed consent.

Preliminary Measures

———_ 1. Obtains preliminary information on participant: name, ID, etc.

————2. Has necessary equipment at station: chair, measuring tape, variable
cuff sizes, mercury sphygmomanometer on stand, and double-
head stethoscope for examiner.

Initigl Measures

——__ 1. Measures arm circumference, determines cuff size, marks brachial artery.
——_——_2. Prepares setting: table /chair to allow arm with midcuff at heart level.
————3. Places cuff on securely - hand palms up - midline over brachial artery.
———_4. Places stethoscope bell on mark, determines maximal inflation level.
———_5. Participant rests for 5 min prior to first BP measurement. N

deflates ” 2 mm/sec.

£
$ pressure t

0 maximal inflation level and

1. Pump
2. Obtains systolic BP (1st Korotkoff sound).
3. Obtains diastolic BP (4th and/or 5th Phase)
4. Maintains midrange of manometer at eye level of examiner.

5. Follows protocol of raising arm vertical for 5 sec and waiting 55 sec
before repeating second and third readings.

6. Completes form and dismisses subject.

Examiner (Signature) Date



ACT SV1 Blood Pressure Form

=—

Resting Blood Pressures

Arm Circumference I:l:lD cm Cuff Size
O Pediatric O Aduit
. ! | ” I l (16.0-22.5 cm) {22.6-30.0 cm}
Time of Day . DAM OPM o Large Am 0 Thigh
{30.1-37.5 cm) (37.6-43.7 cm)
Pulse Disappearance Pressure I:I:D mmHg
+ 30

Maximal Inflation Level E mmHg

Blood Pressures {(mmHg)

Systolic Diastolic

by 11
AHEE SBP DBP
YARRE HNEEER

i Average of 3 BPs
First BP

A
Second BP | I I
Third BP L1

Comments?

O Yes
O No

clactiformsisvibp.frm ‘ 11/8195




Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.
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Collection, Processing, Storage
and
Shipping of Penn Medical Laboratory Blood Samples
G.1 GENERAL ISSUES REGARDING COLLECTION OF SPECIMENS

G.1.1 General Precautions for the Handling of Blood
All clinic and laboratory personnei need to take the proper precautions in the handling

of blood. It is well known that the

improper handling of blood from

All specimens should be
regarded as potentially
hazardous.

participants with infectious diseases can
lead to infection. The most easily

transmitted blood borne disease is

hepatitis, which is a far greater concern

than HIV. Many of these diseases can be transmitted by ingestion, contact with mucous
membranes or eyes, or inhalation. To avoid these risks:

> Never pipette samples by mouth.

> Avoid direct contact with blood, sera or plasma. Cover any scratches or cuts on

fingers and hands very carefully. Alwavs use proper gloves in the handling of
specimens.

> All tubes, containers and other materials exposed to blood must be dispesed of in -
appropriately labeled waste receptacles for biohazardous materials.

> Wear protective eye wear (goggles) while processing samples to protect against
airborne agents which are released when rubber caps are removed from collection
tubes. When removing stoppers from Vacutainer™s, use a splash shield.
Wipe counters with disinfectant at the end of each day of processing.

> All samples should be stored in sealed containers or tubes.

> All clinic and laboratory personnel should be informed of and gnided by current
OSCHA and CDC guidelines particularly those concerning "Universal Blood and
Body Fluid Precautions” published by the CDC.
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Immunization against Hepatitis B is highly recommended for persons drawing

blood and handling biological specimens.

G.1.2 General Policies for Collection of Blood Samples

One of the most common clinical procedures that will occur during the ACT

Study is the drawing of blood samples. Since venipuncture involves a small amount of

pain for the participant, it is very important that the techniques be seriously considered

and reviewed by clinic staff involved in this process. The following general policies will

be observed in the collection of blood specimens.

(G.1.2.1 Facilities for Blood Draws

1.

10/93

The room in which phlebotomy will eccur should be clean and tidy with no
obvious evidence of previous blood draws such as used needles, blood stains, etc.
Room temperature should not be too cool. A phlebotomy chair should be
available for 15-20 minute pericds to allow subjects to be seated for 10 minutes
prior to a blood draw. If not available within the room, there should be quick
access to a bed or examining table and ammonia capsules in case a subject feels
faint and to emergency equipment in case of cardiac arrest. Ideally, only the
participant and phlebotomist (and assistant when needed) are in the room during

the procedure,

The room should be set up in advance with basic supplies for blood collection:
Vacutainer tubes pre-labeled with the participant’s ACT identification number,
visit type and date of collection

Multi-sample Vacutainer needle - 21G x 1 1/2"

Needle Holder {Vacutainer™ hub)

Tourniquet

Chux

Disposable gloves
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> Alcohol preps and sterile cotton gauze sponges

> Waterproof marking pen such as Baxter S|P Brand Water-resistant Lab Marker

3. Have an ice bucket ready to ccol the tubes immediately after collection.

G.1.2.2 Personnel

Phlebotomists should be highly experienced with Vacutainer™ blood collections,
prepared to handle common problems, such as fainting, and familiar with precautions to
avoid exposing themselves to blood (see G.1.1}.
> Ideally they will have cardiopulmonary resuscitation (CPR) certification.
> It is suggested that they read "Collection and Handling of Laboratory Specimens:

A Practical Guide" or a similar phlebotomy manual.

> They should wear clean white lab coats (with no blood stains) and maintain a neat
appearance.

> They should wear name tags and introduce themselves (if necessary) prior to
blood draw.

> Long hair and bangs should be pulled back.

> Phlebotomists and assistants should not chew gum or have any food in their
mouths during blood draws. Food must never be brought into areas used for
blood drawing or processing.

> No one staff member will attempt more than three venipunctures on the same
subject. After three failures, another person will be asked to make any further

attempts.

G.1.2.3 Venipuncture Technique

Blood samples will be coilected from ACT participants using the conventional

' Slockbower, J.M., and Blumenfeld, T.A., (Eds.). Collection and Handling of
Laboratory Specimens: A Practical Guide. Philadelphia: J.B. Lippincott
Company, 1983.
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vascular access with a multi-sample Vacutainer™ needle and collection of the blood

sample into Vacutainer™ tubes.

G.1.2.3.1 Site of Venipuncture

The Antecubital site of either arm will be used as the first choice for
venipuncture. The median cubital vein is the one used most frequently. If the
venipuncture of this vein is unsuccessful, the cephalic and basilic may be the next
appropriate choices, followed by veins on the back of the hand. For known mastectomy

participants, avoid use of an arm where there has been axillary lymph node dissection.

(G.1.2.3.2 Routine Blood Drawing

The following guidelines should be followed by ACT clinic perscnnel in the
collection of routine samples.
1. Confirm that participant has observed the pre-visit requirements with respect to

fasting, exercise and alcohol consumption (See section G.2.1).

2. Be sure all necessary supplies and equipment are available and set up in advance.
Note number and type of Vacutainer™ tubes required. Label tubes with Visit
type , Date and Study ID# (see G.2.3.3 for information about Jabeling

specimens). Prepare equipment, if not already prepared.
3 Wash hands and put on protective gloves.

4. Explain the procedure to the participant e.g., "I will be drawing a blood sample

from an arm vein. You will probably feel a small prick when I insert the needle.”

5. Position participant’s arm on a Chux on the drawing table. Extend the arm

towards you, palm up.
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6. Apply tourniquet 3 inches above )
PPy 3 If no radial pulse can be felt,

the tourniquet is too tight.
one minute. If it is necessary fo place more than one minute.

apply a tourniquet for preliminary

venipuncture site. Tourniquet

vein selection, release it for one

minute and reapply immediately prior to entering the vein.

7. Request participant to make a loose fist or to open and close his/her fist

gently a few times.

8. Palpate vein. If no vein is felt, try other arm or another site (see section

G.1.2.3.6 on "Difficult Venipuncture").

9. Clean site with alcohol swab or prep. Be sure skin is dry before inserting
the needle.
10.  Insert a 21-gauge multi-draw needie bevel up, parallel to vein. Use straight

stab; do not poke around. The needle is sterile; do not touch it while
performing venipuncture. If vein rolls, withdraw needle slightly without
coming back through the skin and try a second thrust. Never reinsert a
needle that has been pulled out after an unsuccessful thrust. If the vein
collapses, remove Vacutainer™ tube, call over another staff person to
reapply tourniquet, have participant open and close the fist, then reinsert
tube. If there is still no blood, stop the procedure and use techniques in

section on "Difficult Venipuncture" (G.1.2.3.6).

11.  Release tourniquet. If tourniquet is on longer than one minulte, release it and

either try other arm or wait one minute before trying again on the same arm.
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12.  Draw required blood tubes Fibri - ovel .
(always fill the tube) and ibrinogen leveis may be

prepare for processing. affected by leaving a
tourniquet on too long or

13.  Apply slight pressure to gauze and placing it too tightly
withdraw needle, then immediately - s round-the-arm!l———
apply pressure to site.

14. Request participant to apply pressure at site for 2-3-minutes while leaving the
arm fairly straight at the elbow. This is much less likely to result in a bruise
than elevating the arm or bending the elbow, which some participants might
do automatically.

15. Dispose of the entire needle set up into proper (Sharps) disposal container.
Never try to re-cap a needie since this puts you at risk for a needle puncture.

16. Check site. If blood cozes from the site, have the participant apply
pressure to the site 1-2 minutes longer or as long as is necessary with
arm horizontal and straight. Apply band-aid.

sidered missi

R A AN AN O e BN EA N A A

G.1.2.3.4 Fainting Episodes
If participant shows signs of becoming faint (loss of color in the face, unusual
sweating on the forehead) or reports feeling dizzy:
> Finish drawing blood if possible but do not proceed if participant is clearly in
trouble.
> Have participant lay head on table
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> Continue talking to participant to assess level of consciousness.

> Prevent injuries from possible fall or seizure.

> Have participant lie down for 5-10 minutes after removing the needle; apply

pressure on vein.

> Apply cool compress to forehead.

> Have participant prop feet up on pillow or cushion or elevate legs above head.

Note: It is ideal to have phlebotomy "lounge" chairs which allow you to easily

elevate the legs and recline the person quickly avoiding the "challenges"

associated with moving the person to the floor or to a bed. -

If participant faints:

> Withdraw needle immediately and apply pressure at site.

> Call for help.

> Move participant into a fully reclined position, if possible.

> Elevate participant’s legs above her head.

> Apply cool compress to forehead.

» Keep participant in a reclined position until she feels better.

> It may be worthwhile to take blood pressure readings to assess recovery.
> Offer water, juice and food after participant has recovered.

Realize that the participant might be
disoriented, embarrassed, or irritable and
needs reassurance and attention.
Recognize also that this incident will have
an impact on future blood drawing, and
possibly to study adherence and must be
handled well. Make a note in the
participant’s file so that clinic staff will be
aware of the situation prior to future

blood draws.

10/95

Note: If sample is not
collected, try to reschedule
the visit especially if the
technician and participant
agree that this is an unusual
situation that is not likely to
occur again. If participant
does not wish to reschedule,
indicate "refusal” in the
comments column of the
clinic blood processing log. E

See G.2.3.1
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(G.1.2.3.5 Posture During Blood Draws

A participant should be seated during blood draws. However, if the participant is
clearly uncomfortable with the blood drawing situation, because of a previous fainting
episode or a fear of fainting, have the participant sit for 10 minutes then quickly move
them to a bed or a reclined position and proceed immediately with the blood draw
attempting to collect all samples within ten minutes. This is to ensure that blood is
collected as close to the standardized posture as possible before body fluid shifts occur,
which could alter plasma concentrations of outcome variables. It is desirable that less
than 10 minutes elapse between the participant’s lying down and completion of the blood

draw.

G.1.2.3.6 Difficult Venipuncture
There will be several common situations in which vascular access may be difficult.

These will include but are not limited to the following.

> Palpated vein feels smali or rolls
> Excess subcutaneous tissue and fat lies over veins.
» Participant complains of being stuck more than once on a previous visit (no single

staff person will attempt more than three venipunctures on a single participant at
a single clinic visit) or has hiad a bad experience elsewhere,

> Participant has been stuck once already and none of the usual veins are palpable. -

All reasonable efforts should be made to collect a blood sample. However, clinic
personnel should keep in mind that blood samples are collected to measure secondary
end points and that future participation in the study may be compromised by repeated
attempts at difficult venipuncture situations.

If the participant experiences any of the above problems, and is agreeabie to a
repeat attempt, check back of hand and forearm for venipuncture sites with larger veins
and attempt to draw from one of these.

Attempt to finish venipuncture following procedures outlined above. If multiple

attempts at venipuncture are unsuccessful, do not reschedule the participant unless both
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the technician and the participant agree that this is an unusual situation and that there is
a high probability of obtaining a sample on the first try at another visit. Encourage the

participant to drink plenty of fluids prior to the next visit.

Although the following vein dilation methods may distort values of many blood

constituents, they can be tried as a [ast resort:

> Have participant dangle arm at side with tourniquet in place for one minute.

> Use blood pressure cuff as a tourniquet by pumping pressure to 60-80 mm Hg.

»  Hot pack venipuncture site with warm, wet towel or apply heating pad for 3-5
minutes.

> Have participant hold hand in warm water for 3-5 minutes.

If it becomes obvious that less than the desired volume of blood will be obtained
at this visit, try to reschedule the participant. If this is not possible, proceed to collect a
blue top tube followed by a lavender or purple top. Prepare as many of the required
aliquots as is possible and record any missing aliquots in the blood collection and

processing log that will be maintained at each clinic.

(G.1.3 General Information on Processing of Blood Samples

G.1.3.1 Clinical Facilities

1. Clinical facilities should include a refrigerated centrifuge with appropriate
buckets for 4.5 ml and 10 m] tubes. The centrifuge temperature should be
held at 4°G.

2. Basic supplies for blood processing include:

> Refrigerated Centrifuge

> Disposable pipettes

> Shipping vials and caps

> Labels for shipping vials

» Compartmentalized storage boxes
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3. Allclinics should have crushed ice and refrigerator space for blood
processing, adequate -80°C freezer space for short-term storage (until
samples can be shipped), and dry ice available for packing samples for
shipment. |

4. "All clinics should have a tube rotator to allow adequate mixing of plasma
samples with specific anticoagulants.

(G.1.3.2 Personnel
Technicians should be skilled at pipetting and generally well-organized and
careful. They should

. wear gloves while handling specimens
» wear goggles when removing caps to protect against aerosol components
» be very familiar with precautions against exposure to blood

G.2 SPECIFIC INSTRUCTIONS FOR COLLECTION AND PROCESSING
OF ACT BLOOD SPECIMENS

Note: Blood pressure measurements should always precede venipuncture at
ACT clinic visits. If this is not possible, wait at least 30 minutes after a
blood draw before taking blood pressure measurements.

G.2.1 Instructions for Participants Prior to ACT Blood Draws

Prior to the visit, each participant should be informed (by whatever means
mdividual clinics choose) of the need to prepare for the collection of blood
specimens by observing the following,

1. Fast (ie., nothing by mouth except Water) for 12-16 hours before all ACT
blood collections. | ‘

encou}"aged not to initiate the fast much more than 16 hours before the blood
draw and to drink plenty of water throughout the fast.
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couple bites of other food items. If participant failed to initiate the fas
hours prior to blood draw, attempts should be made to conduct other visit

procedures first, to delay blood draw until 1} hours have elapsed; otherwise,
reschedule the visit. Be sure to note any deviation from the fasting policy in
the laboratory log book 2 o

2. Alcohol can have an effect on triglycerides for up to 72 hours but this effect is
most obvious durmg the first 12-24 hours; therefore a 12 hour grace penod

éonsurrred dunng 12 "24 hours pnor to blood .drai;t} “proceed wrth blood draw
but make a note of this in the log book and on the shipping log.

3. Ifaparticipant has smoked during the hour prior to blood draw, attempts
should be made to conduct other visit procedures first until an hour has
elapsed since the last cigarette.

4, Vigorous exercise can affect hemoconcentration and triglyceride levels. If a
participant has done vigorous activity within 8 hours of blood draw, attempts
should be made to conduct other visit procedures until 8 hours have passed
since the exercise session. If the activity was quite recent, indicate this in the
log book and in the comment section of the shipping log.

G.2.3 Collection of Blood Specimens

(G.2.3.1 Blood Collection and Processing Log

Each clinic should set up a blood collection and blood processing notebook or
laboratory log book (in advance) to be located in the blood collection/processing
area. If these are at two different sites, two notebooks should be set up. This should
be a hard-bound notebocok from which pages can not be easily removed. Pages
should be identified by visit type (Screen, Baseline, 6-Month, etc.) and should have
columns headed for date, visit number, participant name and ID, as well as room to
write "comments" about any problems with blood draws or processing, including
hemolysis of samples, etc. The Table should look like this:
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3. Drink water ad libitum during the fasting period, to reduce the likelihood of

fainting.

4. Refrain from consuming alcohel for at least 24 hours prior to blood
draw.

5. Do not smoke for at least one hour prior to blood draws.

6. Perform no vigorous physical activity (such as jogging, bicycling) for at
least 12 hours prior to blood draw.

7.  Wear clothing which allows the sleeve to be easily raised above the elbow
without constricting blood flow to forearm and hands.

Exhibit G-1 (Exhibits are located on pages 32-35) " Questions to be asked prior to
blood draw." is a form that can be used as a checklist to determine the status of the
participant with respect to fasting, smoking, alcohol and exercise. If a participant
has deviated from the pre-visit blood collection requirements, and the sample is still
collected, this will need to be indicated in the remarks section of the ACT Shipping
Log.

Use the following information and guidelines in decisions on venipuncture.

1.  The visit should be rescheduled A ; .
if participant has "accidentally” CCcurate measuremeni o

ingested more than a couple sips insuiin and lipids requires a -
of juice, coffee (decaffeinated or fast of 12-16 hours to precede
regular), black tea, or alcohol { the blood draw
see next item for further details
on alcohol) or more than a
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G.2.3.2 Specimens to be Collected

The same set of fasting blood samples will be collected at Screening Visit 2 and the 24~
month Follow-up, Visits for a lipid panel, insulin, fibrinogen analyses as well as two long term
storage samplesE{ev. 10/96) The 6-ntonth visit will be a non-fasting visit and will include
samples for lipids and fibrinagen only] A brief description of each of these tests follows.
L. Lipid Panel (Indirect Beta Quantification, IBQ) - This panel includes an analysis of

total cholesterol, triglycerides, HDL-

Cholesterol, and estimated LDL-Cholesterol.

Penn Medical Laboratory measures frue Blood is collected in a 10 ml lavender or
riglyceride concentrations. Sometimes, le ( K.EDTA) Vacutainer™ fub

his results in TG values that are ~5% purple (K, ) Vacutain Hoe
Jower than methods which do not take
into account free glycerol.

..................

“rasting insulin measurements are a good
reflection of insulin resistance. Inactivity,
obesity and some genetic influences tend to
raise insulin values.

2. Fasting Insulin -The plasma for e e

this sample will be obtained from

the lavender or purple EDTA tube collected for the Lipid panel.

3. Storage Samples (2) -The plasma for these samples will be obtained from a second 70 mi
s —Toyeydey or purple (K3 EDTA)

Vacutainer™ fube.

Fibrinogen levels are directly related to the
risk of heart disease. Exercise tends to

lower fibrinogen levels,

4. Fibrinogen - This sample will be
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collected in a 4.5 ml blue top Vacutainer™ tube (3.8% sodium citrate)

(G.2.3.3 Labeling Samples

Before proceeding to label the vacutainer tubes, check the expiration date on the tube/box.
It is very important that the date shown on the tube/box has not passed, to ensure a good vacuum
and to be sure any chemical reagents within them have not deteriorated. Be sure to check these
dates on a regular basis.

Each vacutainer tube used for the collection of blood and each cryogenic vial used for the
plasma aliquoté should be labeled with the participant ID number, date, visit type and sample type.
The central laboratory will provide labels for the SV2 samples. Staff members will need to enter
the ACT ID number, acrostic and the date the sample is collected in the appropriate spot on each
Iabel. Sets of preprinted labels for the 6-month and 24-month Visits will be prepared and
distributed by the Penn Medical Laboratory. Clinic Staff will only need to enter the date of

collection on these labels.

A total of five 4 ml cryogenic vials will be used for the plasma samples from each participant at
SV2 and 24 months{Four 4md cryogenic vials wil be used for the 6-month non-fusting visit
since Insulin aliquots will not be prepared. Color cap inserts have been provided for these tubes
in order to quickly distinguish them from each other. Prepare a set of cryogenic vials for each
participant using the color scheme described in Table G-1. Always be sure that type of sample as
indicated on the vial label corresponds to the color insert in the vial cap as designated in Table G-
1. i.e. that the white top vial has a label for "lipids", the red top a label for "insulin”, the blue a
label for "fibrinogen" and the two yellow top vials a label for "storage".

Table G-1

. —— . SPECIMEN VIAL COLOR SCHEME

men . (CapToplnsert | = (number) and type of Vial(s)

Lipids white (1) 4-ml cryovial
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e
Insulin red (1) 4-ml cryovial
Fibrinogen blue {1) 4-ml cryovial
Storage yellow (2) 4-ml cryovial

G.2.3.4 Sample Collection

The phlebotomist proceeds to collect the blood sample into previously labeled vacutainer tubes,

following the venipuncture guidelines discussed in section G.1.2.3. Always allow the vacutainer

tubes to fill to capacity to ensure a standardized ratio of anti-coagulant to sample in the tube.

Blood samples for the ACT study should be collected in the following order. —

( See Exhibit G-2 for a diagram of the Sample Collection and Processing Procedure.)

COLLECT and DISCARD one blue top vacutainer tube (Blue #1) . Then proceed to

collect the required series of participant vacutainer tubes in the following order.

Tubes need to be filled to ensure a proper

collected. After processing,

[If the initial venipuncture has
complications that suggest trauma to
the vein, subsequent samples will be

inappropriate for fibrinogen and may

be hemolyzed, which is not

Blue Vacutainer™ tubes (sodium citrate): Ahways collect the blue top tube first.

Collect one 4.5 mi blue top tube containing 3.8% sodium citrate for the fibrinogen sample.

one ml aliquot fwill be pipetted into a blue cap cryogenic vial

frentration of sodium citrate in the blood

VERY IMPORTANT =

All tubes need to be gently inverted
7-8 TIMES to properly mix the
preservative with the blood.

appropriate for lipids. Therefore, it is better to start over on the other arm unless the

10/95

s e participant is unwilling: See section (.1:2.3:6- on' Difficult Venipuncture. ]
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3. Lavender/Purple Vacutainer™ tubes (K3 EDTA):

Collect two 10 ml lavender/purple top

iy _ It is very important that each
tubes containing 15% X; EDTAFill

EDTA tube be filled completely
tubes to ensure proper concentration to ensure a proper concentration
of EDTA. These tubes will be used for of EDTA In the blood collected’

Lipid, Insulin and Storage aliquots. even if this means collection of
After processing for plasma, transfer excess blood.

- 2ml of plasma to a red top vigd (do —
not prepare a red top for the 6-month viﬂ

-2ml of plasma to a white top vial

- 2ml of plasma to each of two yellow top vials.

All tubes for plasma samples should be gently inverted, 7-8 times, immediately and then
placed on a tube rotator or tilter for 30 seconds to ensure proper mixing of the blood with the
preservative, The tubes should then be placed on ice after mixing of blood with the anticoagulant
until they can be centrifuged, which should occur as soon as possible and not longer than 20

minutes from collection.
G.2.4 Processing of Plasma

Centrifuge tubes in a refrigerated centrifuge at about 4°C for 20 minutes at 1500 X G (usually
2500-3000 rpm on most centrifuges), taking care that the centrifuge is properly balanced.

All plasma samples should be processed immediately following centrifugation. If this
cannot be done immediately, samples should be placed in a refrigerator or on ice until processing
can occur, which should be no longer than 30 minutes from centrifugation. '

Do not use the same pipette for transferring aliquots of plasma from the
lavender/purple top and from the blue top vacutainer tubes. Use a separate disposable

pipette for each type of vacutainer tube.
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During pipetting of the sample, special care should be taken to avoid contact with the
buffy coat between the plasma and cells. If the cells or buffy coat are disturbed, do not continue
pipetting. Re-centrifuge the sample at 4°C for 20 minutes at 1500 X g or 2500-3000 rpm. Make
a note of this in the blood processing log book. If blood is hemolyzed, redraw the sampie if
possible; otherwise, send the plasma but note this in the blood processing log book.

Prepare the following aliquots from the procegsed plasma:

L. Blue top vacutainer-transfed one ml of plasmafo a blue top cryogenic vial which should

be placed on dry ice (ideally ina powdered form) to quickly freeze the sample.

B, Lavender/Purple top vacutainer-transfer
2ml plasma to a red top cryogenic viall except 6-month visit) ’
2ml plasma to a white top cryogenic vial

2ml plasma to each of two yellow cap cryogenic vials

Excess plasma will be discarded.

G.2.5 Instructions for Sealing and Freezing Samples

After plasma has been aliquotted into appropriate vials, it is ideal to transfer vials onto ice
as soon as possible. Do not leave them at room temperature. For screwcap vials, be sure cap is
screwed in completely. Generally, follow the volume instructions for each sample. /7 is impor;ant
that vials do not contain excess plasma because expansion or freezing may crack the vial or
Jorce the cap off. 1t is also undesirable to fill the vial much less than its capacity because this
provides increased opportunity for sublimation of the sample onto the sides during frozen storage.
Be sure that all vials are properly sealed, and transferred as quickly as possible to a -80G. freezer.
These specimens will be stored in small compartmentalized freezer boxes and shipped in batches

to the Penn Medical Laboratory on a monthly basis. See Section G.3.2 for Storage and Shipping

Instructions.

There should be: ‘ .
a) 2 ml of EDTA plasma in a cryogenic vial for lipids (white cap), '
b) 2 m! of EDTA plasma in a cryogenic vial for insulin (red cap) f except 6-mo vis.
c) 2 ml of EDTA plasma in each of two cryogenic vials for storag ow)

d) 2 ml sodium citrate plasma in a cryogenic vial (blue cap) for fibrinogen.
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G.2.6 Collection and Processing Flow Chart

The Jignn Medical Laboratory will provide each clinic with a flow chart, Exhibit G-2 ( revised
10/96  outlining the procedures for collection and processing of laboratory samples. Clinic staff
may find it helpful to post a copy of this flow chart in the area where samples will be collected and

processed.

(.3 STORAGE AND SHIPPING OF SPECIMENS
G.3.1 Storage of Specimens

Specimens that are collected at each Clinical Center will be stored locally in small
compartmentalized freezer boxes and sent in batches, monthly, (See schedule G.3.2.5) to the Penn
Medical Laboratory. Prior to shipment to the Central Facilities the specimens should be stored

locally using the following guidelines.

1. All vials will be frozen and stored upright at -80°C (or colder) until shipment to Penn

Medical Laboratory. Freeze samples immediately. Do not allow vials to sit out unless they

are on dry ice. Freezer temperature should be stabilized at -800G. + 2°C (or colder). This
should be monitored routinely by logging the temperature on a record kept on the freezer
door. CO, back-up systems are recommended. Samples must be frozen for at least one

hour before they are packaged to be shipped.

2. Observe all precautions for biohazardous materials in the sorting, handling and packaging

of stored samples.
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Table G-3  Description of Storage Boxes and Dividers for ACT Specimens

Specimens Vial number box maximum #
Size vials size specimens/box
Lipid Panel 4 ml 1 5x5x3 49
Insulin - fasting | 4 ml 1 / " 5%5x3 49
Flbnn\pgen 4 ml 1 / 5x5x3 /49
Storag\i Samples| 4 m] i / | 5x5x3 / 49
4. Prapare a separate ACT/Shipping kog (See (G.3.2.3/for instructions) for each type

of aNguot i.e., one for lipid, insulin fjbrinogen and storage samples. Exlibit G-3 in

the baxk of this appendix is a sample WCT Shipping Log. Enter spe¢imen

information as y6u collect and box the pecipens.

NOTE: In{opmation on participant non-gginpliance to the pre-visit requirements

for venipyfictyre with respect to fasting

i

in the

emarks\ column of the log (£.

exercise, aicohol ete., should be entered

R-fasting sample,/alcohol in last 12-24

houpt, exercise < 8 hours). This will be the ey central regord of non-compljance

tg/these requirementy

Update the Shipping Logs/daily as you store the sa

the time required for rechey

Medical Laboratory.

yples, and this wil minimize

king and packing prior Ac Shipment to the Penn

(3.3.2 Shipping of Specifmens to Penn Medjcal Laljratory

The packaging and/shipping

of frozen specimens/to the

Penn Medical Laboratory is the

responsibility offeach Clinical

Center. The pfocedures

10/95
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described in this section should be followed very carefully in order to minimize the

chances that specimens will be lost, damaged or spoiled in transit.

G.3.2.1 General Policies for Shipping

The following policies should be observed in the preparation of samples for shipment

to the Penn Medical Laboratory:

10/95

Samples will be mailed by
Federal Express overnight
PRIORITY mail service at
scheduled monthly intervals
to the Penn Medical
Laboratory, in supplied
styrofoam containers with at

least 10 Ibs of dry icel!l.

An ACT Specimen Shipping
Log Form detailing the
contents of the package
(originating Center,
destination, time packed,
date shipped, ID numbers,
color of vial and remarks)

will be included.

Mailings may be made only

on designated days of the

Penn Medical Laboratory is  §
closed on the following holidays: §

Labor Day

Veteran’'s Day

Thanksgiving

Christmas Day

New Year’s Day
ML King Day
President’s Day

Memorial Day

July 4th Holiday

September 4, 1995
September 2, 1996
September 1, 1997
November 11, 1995
November 11, 1996
November 11, 1997
November 23, 1995
November 28, 1996
November 27, 1997
December 25, 1995
December 25, 1996
December 25, 1997
January 1, 1996
January 1, 1997
January 15, 1996
January 20, 1997
February 19, 1996
February 17, 1997
May 27, 1996

May 26, 1997

July 4, 1596
July 4, 1997

AN

week to insure arrival at the Penn Medical Laboratory on a working day (See

(5.3.2.5 for Shipping Schedule). All specimens must be shipped on a Monday,

Tuesday or Wednesday. This reduces the chance that a lost or delayed shipment
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will arrive at a Penn Medical Laboratory on the weekend when there will be no
personnel available to receive it.  Adjustments have been made in the schedule

for weeks where a holiday occurs.

5. Samples will be shipped to the Penn Medical Laboratory prepaid. The shipping
fee will be paid by the ACT Penn Medical Laboratory. Instructions for contacting

Federal Express are included in Section G.3.2.4

G.3.2.2 Preparation of Specimen Shipping Log Forms

Ideally, the preparation of the shipping log has been an ongoing process.
Information about the samples, ID number and remarks (non-fasting, alcohol <12 hours,
exercise <8 hours, etc.) has been entered as the samples were collected/processed and
placed in the compartmentalized box for local storage. On the day that the samples are
to be shipped to Penn Medical Laboratory, complete the information in the top section
of the log. This includes the name of the clinic, type of sample (lipid, insulin, fibrinogen,
storage), type visit, time packed, date shipped and total number of specimens enclosed.

A copy of the shipping log must accompany each shipment. It is printed on a
two-part carbonless copy form. Keep one copy for your records and place the other on
top of the Styrofoam container but inside the protective, outer cardboard container.
When your shipment is received, Penn Medical Lab technicians wiil perform an inventory -
to be certain that all samples in the box correspond to those indicated on the shipping

log. If the lab finds any discrepancies, they will call you to ask for your assistance in

identifying extra samples or finding “lost” samples.

G.3.2.3 Supplies Required for Shipping
The following supplies are required for shipping:
Provided hy Penn Medical Laboratory:

s Shipping Log Form
0 Polyfoam shipping containers with cardboard cartons
. Pre-printed Federal Express Shipping Labels
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Provided by Coordinating Center:

Reveo freezer storage boxes with dividers
Biohazard plastic bags for freezer storage boxes

Provided Locally:

- L L] [ ) L]

Dry Ice

Paper Towels for wrapping Storage Boxes

Self-addressed (Clinic Address) envelope

Small zip-log plastic bags (sandwich size)

Newspaper or Styrofoam chips - for filling empty container space to prevent
rattling

3/4" Scotch Brand Filament Tape

(G.3.2.4 Packing Shipping Containers

The safe packaging and shipping of all frozen samples is the responsibility of each

Clinical Center. Prepare specimens for shipment using the guidelines that follow.

1)

(3)

()

10/95

Order dry ice prior to expected shipping dates. At least 10 pounds of dry ice is
necessary to keep the specimens frozen for 48 hours.

Identify the freezer box(es) of specimens that are being sent to a particular Penn
Medical Laboratory. Check all of the specimens in the box against the Shipping
Log Form to be sure there are no transcription errors or missing specimens.

The frozen samples are shipped in the small freezer boxes in which they have
already been stored at the Clinical Center. Wrap each freezer box in several
layers of paper towels and seal each box in a plastic biohazard bag. The paper
towels serve as absorbent material in the event that vials are broken or cracked.
Place upright in the supplied polyfoam shipping container. The boxes may be
stacked or placed side by side depending on which size Styrofoam container is
used. Stuff any empty space around the boxes tightly with crushed newspaper,
paper towels. Place the 10 pounds of dry ice on top of the sealed bichazard bags.
The Shipping Log Forms along with a self-addressed envelope should be enclosed
in a Zip-Lok bag and taped to the top of the lid of the polyfoam container. A

description of the log and instructions for completing it are found in Section

Appendix G -25



G.3.2.2.

(5)  Place the lid on the polyfoam container and seal with 3/4" filament tape (scotch
brand or equivalent).

{6)  Place the sealed polyfoam container into a cardboard carton and seal the carton
with 3/4" filament tape. Place the following preprinted labels on the outside of
the cardboard carton. |
(a)  Clinic return address label.

(b) "KEEP FROZEN?", label.

(¢) "Class 9" (dry ice) label.

{d) A preprinted Federal Express air bill that has been supplied by the central
laboratory. Attach it to the top of the shipping box using one strip of tape
on the left hand side of the Air Bill. Federal Express will add the weight

and cost to the bill.

) Sam?les will be Sh'ppe(.j by air Be sure to check the form on
courier so that they arrive at the the FedEx label that indicates
laboratory WITHIN 24 HOURS. overnight PRIORITY
A special account has been shipment to insure arrival at
established with FEDERAL the lab by 10:30 am the next
EXPRESS for mailing ACT morning.

specimens. Once the shipment has

been packed and labeled, the clinic:

(a)  Calls Federal Express at 1-800-238-5335 and requests a pick-up for an
overnight package. Some Clinical Centers may have already established a
policy with respect to local pick-ups by Federal Express. Each Clinical
Center should inquire as to the policies for daily Federal Express Pick up
at their Center.

{b)  Retains the carbon copy of the air bill as a receipt for later auditing by the
ACT Ceordinating Center. Shipping fees will be billed to an account that
will be maintained by the ACT Central Laboratory

(c)  You must call or fax Penn Medical Laboratory and inform them that a package
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is being sent. Please give the following information:

« the name of the person responsible for shipping the package

» your location

s+ the federal Express Airbill number

This information will allow the lab to track the package quickly if it does

not arrive as planned
(8)  Shipments should be made
according to the Shipping
Schedule described in section
G325

G.3.2.5 Shipping Schedule
In general, all frozen specimens will
be shipped to the Penn Medical

Laboratory not less than monthly.

Penn Medical Laboratory  §
Medlantic Research Institute
108 Irving St. NW
Washington, DC 20010

tel 202-877-3302 |
fax 202-877-3209 |

SRR

Table G-4, Shipping Schedule for ACT Specimens, indicates assigned shipping times

for each ACT Clinic. All specimens are shipped on a Monday, Tuesday or Wednesday

to insure arrival at the Penn Medical Laboratory on a weekday when personnel will be

available to process them.

On a rare occasion when a Clinical Center is not able to send samples to a Penn

Medical Laboratory on the designated day, the Clinic should contact the Penn Medical

Laboratory and ask if they are prepared to receive that shipment on a different day.

Table G-4
Site Shipping Schedule
Stanford First week of the Month
Texas Second week of the Month
Tennessee Third week of the Month
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G.3.3 Packing and Shipping Flow Chart

The Penn Medical Laboratory will provide each clinic with a one page flow chart,
Exhibit G-3 outlining the procedures for packing and shipping of laboratory samples.
Clinic staff may find it helpful to post a copy of this flow chart in the area where samples

will be be stored and prepared for shipping.

G.4 ACT Central Laboratory Information
If you have any questions regarding sample collection, shipping procedures or

alert jevel reports, please feel free to call the following individuals at Penn Medical

Laboratory:
Contact Person Title Phone number
Marilyn Cadorette |Laboratory 202-877-3596

Manager _
Sample Shipping and | 202-877-3302
Department Receiving
David Robbins, Medical 202-877-5481 or
MD Director hhbf07a@prodigy.com

G.5 CLINIC EQUIPMENT AND SUPPLIES

The list that follows indicates the items that will be supplied centrally, as well as
those that each Clinical Center will need to purchase locally.
CLINIC SUPPLIES:
SUPPLIED CENTRALLY (by the ACT Coordinating Center)
. 10 m) purple Vacutainer™ tubes - 15% K3 EDTA

. 4.5 ml blue Vacutainer™ tubes - 3.8% sodium citrate

° 4 m] CORNING cryogenic vials and blue, white and red color cap inserts
. Biohazard bags

. Vacutainer™ holders

. Multisample Vacutainer™ needles - 21G x 12"
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Disposable graduated transfer pipettes
Freezer storage boxes 5"x 5"x 3"
Box dividers 49 slot

Arrangements will be made by the ACT Coordinating Center for a shipment of centrally

supplied items to be delivered to each Clinical Center every six months. If a Clinical

Center anticipates running short of a specific item, they should contact the ACT
Coordinating Center by E-Mail, or telephone {910) 716-2837 or (910) 716-9486 and

indicate their need for additional items. The ordering and delivery of any item may

require a few weeks notice, therefore each Clinic will need to regularly check their

supplies in order to avoid the delays caused by shortages.

SUPPLIED LOCALLY

All Clinical Centers should arrange to purchase or have access to the following items or

equipment.

Specimen Collection

alcoho] wipes or swabs

sterile cotton or sterile gauze pads
band aids

Chux pads

disposable gloves

paper cups

emesis basin

tourniquets

biohazard Jabels

biohazard needle disposal box

waterproof marking pen

Specimen Processing

10/95

Tube Racks or supports
Waterproof marking pen

Refrigerator
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. Test tube rotator

s Centrifuge (refrigerated)

. 3/4" Filament Tape (Scotch or equivalent) for sealing shipping carton
. -80°C Freezer

. Dry Ice

. Crushed Ice

These are the basic supplies that each clinic should have on hand. Local
preferences, procedures and regulations may require that each clinic have access to items
that have rot been included on this list. It will be the responsibility of each clinic to

arrange for these.

G.6 TRAINING IN BLOOD COLLECTION AND PROCESSING

Clinic personnel will be instructed in the protocol for blood collection and

processing procedures as part of a training session held prior to the beginning of
recruitment. Each clinic should have at least one staff member who will be actively
involved in this process attend the session. This person, in turn will be responsible for
training additional personnel at his/her clinical center. The training session will cover all
procedures related to supplies, equipment, preparation of log sheets, labeling, collection,

processing, storage, packing and shipping of specimens.

The Clinic Coordinator or another qualified observer should regularly monitor
and evaluate the work of those involved in the collection and processing of blood
samples. Specific plans should be made to train new staff members at a clinic. These
should include a detailed review of the ACT Laboratory Manual as well as supervised

practice in the application of the techniques required by the protocol.
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G.7 LABORATORY RESULTS

It is important to remember that plasma samples are shipped on a monthly
basis and that there will be a long lag time between the collection of samples and the
report of results. The results of the Lipid Profile for each participant will be reported
monthly to each clinic by the Penn Medical Laboratory. The format will be a one
page report for each participant with the Act Study ID number and the values for
total cholesterol, HDL-c, estimated LDL~c and triglycerides. The clinic staff will
need to identify the participant by name and forward this informationto the
participant's physician. See next ; tir it blood
pr esults.”

Each clinic will need to identify a staff person responsible for receiving these
reports from the Penn Medical Laboratory and forwarding them to the appropriate
physician.

In cases where an extreme laboratory result may require more immediate
intervention, the Penn Medical Laboratory will report this result by telephone to the
designated staff member at the ACT Clinic. The designated ACT staff member
will be responsible for communicating this information to the participant’s
physician. Specific intervention for these "extreme" results will be left to the
individual clinician's discretion.
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APPENDIX H
FORMS AND INSTRUCTIONS
H.1 Introduction

Accuracy in the completion of forms helps to ensure the collection of high-quality data. Once a
paper form is incorrectly completed, logic and range checks, built into the data entry system, may
not always be able to detect the error(s). Because some ACT forms are self-administered by the
participant, they are more likely to contain improperly completed or inconsistent responses. Listed
below are procedures to be implemented regarding forms completion for interviewer and self-
administered forms, instructions for reviewing forms, and instructions for processing form

corrections. Refer to each form type for specific form completion instructions.

H.2 General Description of ACT Forms

Some of the ACT forms used in screening and follow-up will be 2-part forms. Caution should be
taken in completing these forms, in terms of inserting the cardboard cover sheet in between each
page, in order to prevent written imprints from being transferred to the wrong pages. Once data
have been collected, reviewed with the participant, checked by ACT staff for completeness and
continuity in preparation for data entry, and data entered, CC staff will tear off the CCC copy and
send this to the CCC. The "CC copy" will be retained at the site.

H.3 Forms Completion

When completing a form, use an ink pen, not a pencil, to record the information. Encourage all
participants to use a pen to complete the take-home self-administered forms. Legibility of
handwriting is extremely important; illegibility of handwriting is confusing to CC staff and data entry
personnel, and CCC staff, both for numeric and character values and comment fields. Encourage

participants to write legibily on the self-administered forms.
H.3.1 Participant identification number (sid) and acrostic

It is extremely important 1o record the correct study identification number in the boxes on the

form. Clearly record the six digit identification number that is computer-generated prior to
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entering Telephone Screening Form. This identification will remain the same during follow-up.
Staff should record the participant’s identification number on the self-administered forms prior to

the participant completing the rest of the form.

Likewise, record the computer-generated acrostic; the acrostic consists of the first three letters
of a participant’s last name, the first two letters of the participant’s first name, and the first letter

of the participant’s middle name.

Example of an acrostic:
Mame: John Steven Doe

Acrostic;. DOEJOS

Do not record an apostrophe in the acrostic boxes; instead, use the next following letter of the
person’s name. When the computer generates the acrostic, if an apostrophe is included in the

leading letters of 2 name, the computer will automatically use the next following letter.

Example of a name with an apostrophe for acrostic:
Name: Emily Jane D’Agostino

Acrosticc: DAGEM]J

If a participant does not have a middle name, record a hyphen in the last box of the acrostic. Again,
when the computer generates the acrostic, the computer will automatically enter a hyphen if the

participant does not have a middie name.
Example of 2 two-name acrostic:
Name: Rod Stewart

Acrosticc STERO-
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H.3.2 Date of visit/fexam/form

Record the date of the visit/exam/form using leading zeros, followed by the month, day, and year.

Example of date:
Date: August 1, 1995

Form date recording: 080195

Be especially careful to avoid transposing numbers when recording a date.

Example: Date - August 1, 1995
Incorrectly recorded date: (80159

Correct date: 080195

H.3.3 Personnel codes

Each ACT staff person will have an assigned two-digit personnel code. When completing forms,
record the correct staff personnel code at the appropriate location on the forms, for example,

reviewer code, data entry code.

H.4 Forms Review and Editing

Before sending forms to data entry personnel, an appointed staff person should review the

completed forms for missing items, blank or inappropriate responses, and out-of-range values.

Periodically throughout the study, it is a good idea to perform a check for continuity of data
across forms for individual participants. Data such as weight, age, certain disease conditions, etc.

should not vary much from visit o visit, and the forms should reflect this.
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H.4.1 Missing items

Special attention should be given to missing items, or items that were left blank, such as date of
visit, birth, or date that various measurements were performed; the person reviewing the form should
make an exira attempt to resolve a missing date on the form. If a date cannot be determined, the
reviewer should enter a "PM" on the form to indicate that the date is permanently missing. The data

entry person and CCC will know that an atternpt was made to retrieve the missing date.

H.4.2 Blank or inappropriate responses

Inappropriate responses may be mistakenly written on the form by either the staff or participants,
For example, a participant may indicate on the form that his/her birth date year is different from
the birth date year that the staff person perceives the participant to be, If this problem is noted
on a self-administered form while the participant is on-site, the reviewer should investigate the

problem as soon as possible while the participant is on-site.

A possible clarification for a blank or inappropriate response is easier to correct or obtain while
having face-to-face contact with the participant rather than a telephone call later. Scme form
questions may be sensitive and intimidating to a participant; therefore, the participant will
intentionally leave the form questions unanswered. Use discretion in trying to obtain further
information from the participant. It is important that we respect the participant’s right to refuse to

answer any questions he/she chooses.

I a question that requires a non-numeric response is left unanswered, the reviewer should write
"PM" in nen-numeric question response area on the form as a visual clue to the data entry person

and CCC that the information is permanently missing.

if a question that requies a numeric response is left blank, enter a "-5" in the question response
area on the form as a visual clue to the data entry person and the CCC that the information is

permanently missing. The computer will record this information automatically as a -5 as the data
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entry person will have this -5 option as a response when keying.

H4.3 Skip patterns

When reviewing forms, make certain that appropriate skip patterns have been followed when the
form was completed. These skip pattern questions are usually multiple-part questions where one
condition may imply answering additional qualifying/quantifying information or either skipping down

to the next question. Staff should briefly indicate skip pattern question examples to participants.

H.5 Processing form corrections

In the course of correcting an error on a form, staff should cross-out the incorrect response and
record the correct response above the crossed-out response. The staff person should write his/her
name and date that the item was changed next to the corrected entry. Do not erase or white-out an

incorrect item.

If appropiate, enter on the form a brief justification for the change. Forward the corrected form
copy to the data entry person to correct the database. After rekeying the item, the data entry
person should write "Rekeyed..." followed by his/her name and date on the form. Photo-copy the
corrected form, along with page one of the form that contains the standard identifying information
such as identification number, acrostic, date of formpvisit,etc., mark "update/correction” on the
corrected page, and send to the CCC for processing. Return the corrected page to the participant’s

chart.

H.6 Swubmission of Forms to the CCC
Mail forms and corrections weekly to the CCC. The address is:
Susan Anthony
ACT Coordinating Center
Bowman Gray School of Medicine
Medical Center Boulevard
Winston-Salem, NC 27157-1063
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APPENDIX 1

Cost Analysis Data Collection Procedures

(currently being developed)

11195 Appendix I - 1



Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.

wmons  DRAFT

MEASUREMENT OF PULSE WAVE VELOCITY

Introduction . ... . . 2
\%thods ................................................................... 2
Overview of Meastrements . . ... .. v .ttt ittt et e e e e 3
Positioning of the Participant ... ... ... ... . 3
Placement of the Continuous Wave Doppler Probes . . .......... ..., 4
Data Management . ... ... ... ...t 6
Moritoring and Quality Control . ...... ... ... .. i 7
Index for Figures . ... ... .. .. .t e e 8
Figure 1 Method for the Measurement of Pulse Wave Velocity ..........................
Figure 2 Schematic of the Ascending and Descending Aorta . .. .............covurunen....

| Figure 3 Typical Wave Forms Obtained by Doppler Recording of the Right Carotid ...........
Figure 4 Bony Thorax, Anterior View Demonstrating the Sternal Notch . ...................
Figure 5 Diagram of the Breast Bone ... ............iininininmn e,

DRAFT

11/95 Appendix J - 1



— DRAFT

MEASUREMENT OF PULSE WAVE VELOCITY

INTRODUCTION

The aorta and other major arteries are normally very compliant conduits. These flexible tubes
facilitate the movement of oxygenated blood and nutrients from the left ventricle of the heart to all
areas of the body. In healthy subjects these arteries provide a very low resistance path for the
distribution of blood. With each contraction of the heart, a flow wave is generated which travels the
length of the arterial system. The physical properties of the arteries can dramatically influence the
ways in which these flow waves travel. Pulse wave velocity (PWV) is the detailed measurement of

the speed at which a flow or pressure wave travels the length of an artery.

Certain diseases, like diabetes, atherosclerosis, and hypertension can dramatically alter the
physical and elastic qualities of the arterial tree. These alterations have many adverse effects on the
heart and predispose to premature heart disease. Pulse wave velocity is a non-invasive means to
measure the speed of a flow wave in centimeters per second (cm/sec). The speed of the flow wave is
proportional to the stiffness of the arterial tree. Older Subjt:cts who have very stiff arteries may have
a PWV of approximately 1000-1300 cm/sec. Younger subjects may have a PWV around 500-600
¢m/sec. The non-invasive measure of PWV provides some of the information that is obtained during
cardiac catheterization and it does 5o in a very safe and simple fashion. Throughout this trial we will
use this technique to assess the stiffness of the arterial tree and measure the possible effects of

medications on the degree of arterial stiffness.

METHODS (TO BE CLARIFIED)

Pulse wave velocity (PWV) measurements are to be conducted in all ACT participants during

§W2 and at the 24-month exit examination. It may be easiest to conduct these examinations while
777

The technique of pulse wave velocity measurement is straight forward and painiess for the
participant. As with many measurements, it must be done in a consistent fashion, making every
effort to cbtained the most exacting and detailed signals. You will record a Doppler flow signai
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repeated measuring flow in the aortic arch and the right common femoral artery.

A) Overview of Measurements

A Doppler Probe is positioned proximally, on the carotid artery. A second probe is placed
simultaneously on the right common femoral artery. Ultrasound beams emitted by the probes will
reflect off the moving column of blood. The reflected sound waves return to the probe with a
different frequency. The shift in frequency or "Doppler shift" is used to generate a visual flow wave

signal (Figure One).

If you then measure the distance in centimeters and divide this value by the time in
milliseconds, you obtain the velocity in cm per second. Again, the stiffer the arterial tree the faster
the PWV.

The primary hypothesis of this substudy is that assignment to interventions designed to

increase physical activity will result in more compliant arteries and a slower pulse wave velocity.
During the testing procedure you will measure the following:

1) Doppler flow waves from the right common carotid and femoral artery,

gated to the R wave of a good quality ECG.

2} Doppler flow waves from the root of the femoral artery, gated
to the R wave of 2 good quality ECG.

3) The distance from the mid-portion of the manubrium to the sampling site

on the right common carotid.
4) The distance from the mid-portion of the manubrium to the umbilicus.
5) The distance from the umbilicus to the femoral artery sampling site.

6) The systolic and diastolic blood pressure from the right arms, using
standard techniques following ten minutes of rest and before measuring the flow

velocity.

B) Positioning of the Participant
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These measurements are done while the participant is supine and has rested for 10 minutes.
Since you will need to place ECG leads on the participant’s chest, it is best to have them in a
hospital gown. Use standard techniques to obtain the ECG signal and the systolic and diastolic
blood pressures. The computer will need a good QRS complex from a standard ECG for analysis of

the flow wave.

C} Placement of the Continuous Wave Doppler Probes:

1) Carotid Artery: The right common carotid artery originates directly from the arch cf the
aorta, by way of the innominate artery. Doppler flow wave forms are obtained from the point of the

maximal palpable impulse along its course though the neck (Site I on Figure Two).

Place the participant in the supine position with the chin elevated and the head moderately
rotated to the left. To help assure the subject’s comfort, a small pillow or towel is rolled and placed

under the nap of neck to facilitate the comfortable extension of the head.

Before palpating the artery, place the bell of a stethoscope over the artery close to the angle
of the jaw. If a bruit is noted (the rushing sound produced by turbuient blood flow) there is a
distinct likelihood that there is a significant carotid plaque impairing flow. Please note this finding
on the clinical evaluation form. Carefully palpate the artery to find the maximal point of its pulse.
This will be the place to sample the artery to achieve the highest fidelity recording. Mark this site

with a tissue pen. You will need to know this site later to measure the distances.

Your primary goal is to obtain the most defined waveform to facilitate data analysis. Apply
a liberal amount of ultrasonic gel to the skin. Carefully apply the probe with a comfortable amount
of pressure on the artery to achieve the maximal intensity of the flow wave signal. The wave should
have minimal background noise, a stable baseline, and a sharp foot at the onset of the upstroke of
the flow wave (Figure Three). The audibie single from the Doppler probe will be toudest when the
waveform is most desirable. Remember to keep the angle between the probe and the course of the

artery to less than 60°. This will ensure a good quality recording.

Note the relationship of the flow wave signal and the respiratory cycle of ihe patient. If the
signal increases in noise or intensity with inspiration you are likely getting some measurement of the
jugular vein’s blood flow. This is easily corrected by re-positioning the probe to achieve a true

arterial flow wave form. Be patient and remember that small changes in the angle or position of the
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probe can result in significant changes in flow wave contour.

Do not stop measuring the proximal site in the carotid until your assistant has obtained a
reliable femoral blood flow tracing. Once both probes are recording good quality signals, record

several samples for the permanent record.

2) Recording the Aortic Arch

This is a little harder than recording the carotid or femoral vessels (Site II on Figure
Two). The acrtic arch is sampled by placing the probe above the sternal notch at the base of the
neck (Figure Four). Apply a generous amount of ultrasound gel in the supra-sternal notch.
Carefully aﬁgle the probe under the manubrium, aiming it toward the right hip. Move the probe to
the left and right and deeper if needed to obtain the maximal single. Even though you cannot
directly palpate the aortic arch, if you obtain the maximal signal you are most likely sampling the

aorta.
3) Recording the Femoral Artery

The right common femoral artery is easily measured (Site III on Figure Two). This site
comprises the end of the aorta and the signal is recorded simultaneously with the proximal sites in

the carotid and aortic arch.

Identify the inguinal ligament and palpate the femoral artery below the level of this ligament. Mark
the skin with a marker in a manner similar to the carotid artery. With the second Doppler flow
probe and a generous amount of ultrasonic gel find the maximal flow signal of the artery
simultanecus with either the carotid or aortic arch recordings. Remember to keep the angle
between the probe and the skin to less than 60 degrees. You may also have problems with the
femoral vein signal. It will fluctuate with respiration, similar to the jugular vein. The artery
typically is found lateral to the vein or outside to the femoral vein. Therefore, if the signal is noisy
try carefully moving the probe to the lateral aspect of the leg. Remember to always stay over the

maximal point of the arterial impulse.
4) Measure the Distances

Three specific distances need to be measured: 1) the distance from the mid-portion of the

manubrium to the sampling site on the right common carotid artery; 2) the distance from the
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mid-portion of the manubrium to the umbilicus; and 3) the distance from the umbilicus to the

sampling site on the right common femoral artery.

The breast bone in the center of the anterior chest wall is composed of three bones (Figure
Five). The upper most is the manubrium, the middie and longest bone is the sternum, and the
smallest and most inferior is the xiphoid. You must first find the mid-portion of the manubrium.
First, make a mark on the skin at the sternal notch. Then carefully feel along the manubrium to the
level of the joint between it and the body. This is called the sternal angle or Angle of Louis and
typically is raised. Make a mark on the inferior margin of the manubrium, where it meets the
sternum. Measure this distance between these two points and make a mark at the midpoint. The

midpoint of the manubrium is the key location for the other measurements.
a) Aorta to Carotid Distance {(ACD)

The ACD is measured from the previously marked sampling site on the right common

carotid to the midpoint of the manubrium. Record this distance in centimeters.
b) Aortic to Umbilicus Distance (AUD)

The AUD is measured from the midpoint of the manubrium to the inferior portion of

the umbilicus.
¢} Umbilicus to Femoral Distance {UFD)

The UFD is measured from the inferior portion of the umbilicus to the sampling site

on the right common femoral artery.

D) Data Management

Data management tasks for the pulse wave velocity substudy consists of completing a PWV
Clinical Evaluation Form after each PWV examination, mailing copies of this form to the ACT
Coordinating Center and the PWV Reading Center, and mailing copies of the PWV diskette to the
PWYV Reading Center.

1) The PWY Clinical Evaluation Form: A copy of the PWYV Clinical Evaluation Form
appears at the end of this appendix. The purpose of this form is 1) to track the cccurrence of PWV

examinations, 2) to record detection of bruits or other complications that may prevent ACt from
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obtaining readable PWV images, and 3) to allow for the monitoring of diskette mailings and
processing. The PWV form should be filled out for each PWV examination that is attempted.
Please be careful to fill each field on the form clearly so that data entry will be accurate and

complete. One copy of the form should be mailed to the ACT Coordinating Center:

Susan Anthony

ACT Coordinating Center

Public Health Sciences

Bowman Gray School of Medicine
Winston-Salem, North Carolina 27157-1063

These forms can be batched and mailed every two weeks. It is important, however, not to allow
more than two weeks to pass by without a mailing sot that the Coordinating Center can monitor the
PWYV examinations. A second copy of the PWV form should accompany the diskette mailed to the
PWYV Reading Center, as described below.

2) Diskettes: Diskettes containing PWV data and a copy of the PWV form should be mailed
to the PWV Reading Center within 24 hours of when the examination has been conducted. For
these mailings, use the Federal Express mailers provided by the PWV Reading Center. The address

for the mailings is:

Dr. Peter Vaitkevisius

Johns Hopkins Geriatrics Center
5505 Hopkins Bayview Circle
Baltimore, Maryland 21224

E) Monitoring and Quality Control

It will be very important to maintain 2 high standard of quality control for the collection of
PWYV data so that the best scientific use can be made of these important data. Careful training of
all PWV technicians will be conducted by staff from the PWV Reading Center. Only staff who have
been certified by the Reading Center will be aliowed to conduct PWV examinations. The staff ID
entered in the PWV clinical Evaluation Form will be monitored to ensure that only certified staff are

conducting these examinations.

11/95 Appendix J - 7



As diskettes arrive at the PWV Reading Center, a quick scan will be made to assess whether
they are judged to be readable. The PWV staff will assemble a database that will allow us to
describe the prevalence of readable records across time and by clinic. The PWV Reading Center
will also conduct internally a systematic quality control program that will examine intra-reader and

inter-reader repeatability.

Regular reports on the number of exams being conducted, processing time, readability, and
repeatability will be prepared by the PWV Reading Center and the ACT Coordinating Center for
use by the ACT Steering committee, the ACT Data and Safety Monitoring Board, and the National
Institute on Aging Program Office. A comparison will be made between the PWYV clinical
Evaluation Forms received at the ACT Coordinating Center and the diskettes received by the PWV

Reading Center will be made to ensure that all examinations are accounted for.

INDEX FOR FIGURES

Figure One: Method For The Measurement Of Pulse Wave Velocity. Pressure waves are recorded
simultaneously along the path of wave travel from the heart. The delay from the foot of the
proximally to the distally recorded waves is measured and wave velocity is calculated as the distance
between sites divided by the delay. {Adapted form, O'Rourke M, Kelly R, Avolio A. The Arterial
Pulse. Philadelphia & London: Lea & Febiger, 1992:)

Figure Two: Schematic Of The Ascending And Descending Aorta. Ao = Aortic Valve, Aa =
Ascending Aorta, Da = Descending Aorta, Aba = Abdominal Aorta, Fem = Femoral Artery, 1 =
Sampling site on the right common carotid, II =Sampling site in the aortic arch obtained from the

supra-sternal notch, III = Sampling site in the inguinal area on the femoral artery.

Higure Three: Typical Wavelomms Obtained By Doppler Recording Gf The Rigat Carotid. There is
significant variability with minor changes in the position of the sampling probe. The optimal wave

should be upright with a well defined foot, as depicted in the upper left panel.
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Figure Four: Bony Thorax, Anterior View Demonstrating The Sternal NMotch

Figure Five: Diagram Of The Breast Bone. This figure depicts the sternal notch, manubrium,

sternal angle, body, and xiphoid process.
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Figure Two
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Figure Three
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Figure Four
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Figure Five
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NAME

Albright, Cheryl
Allender, Scott
Amoroso, Bobby
Anderson, Roger
Anthony, Susan
Applegate, Bill
Bagby, Andrew
Barlow, Beth
Barnes, Marion
Becker, Laura
Blair, Steven
Bradham, Doug
Brown, Colleen
Byington, Robert
Carpenter, Ruth
Coday, Mace
Cohen, Stuart
Craven, Tim
Cutler, Jeff
Dailey, Margarct
Darroch, Shelia
Dotson, Kathy
Driscell, Vivan
Dunn, Andrea
Edwards, Michelle
Elem, Jan
Espeland, Mark
Ettinger, Walt
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ACT Personnel and Affiliates

LOCATION

Stanford
NHLBI
BGSM
BGSM
BGSM
Memphis
Stanford
Cooper
NHLBI
Cooper
Cooper
BGSM
NHLBI
BGSM
Cooper
Memphis
BGSM
BGSM
NHLEI
BGSM
Cooper
BGSM
Memphis
Cooper
Cooper
Memphis
BGSM
BGSM
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NAME

Finch, Marolynn
Furberg, Curt
Garcia, Melissa
Gibbons, Larry
Griffin, Beate
Harris, Darrin
Haskell, William
Haviik, Dick
Hogan, Patricia
Horton, Veronica
Howell, Lucy
Johnson, Karen
Kampert, James
Khan, Jalil

King, Abby
King, Jacqueline
Klesges, Robert
Kohl, Harold
Kunze, Jeanne
Lambeth, Joyce
Lane, Lynda
Laws, Amy
Levine, Benjamin
Lewis, Nicole
Marcus, Bess
Margitic”, Susan
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LOCATION

Memphis
BGSM

Cooper
Cooper
Memphis
BGSM
Stanford

NIA

BGSM
Memphis
Memphis
Memphis
Cooper
Cooper/lUTSW
Stanford
BGSM/WFU
Memphis
Cooper
Cooper
Memphis
Cooper
Stanford
Cooper/UTSW
NHLBI
Cooper/Miriam Hospital
BGEM
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APPENDIX X
ACT Personnel and Affiliates (cont)

NAME LOCATION
Mayer, Elizabeth BGSM
Miller, Mike BGSM
Miller, Stephen Memphis/Methodist Hospital
Moore, Willie Cooper/UTSW
Morgan, Tim BGSM
Morrow, Melba Cooper
Obarzanek, Eva NHLEI
Oka, Roberta Stanford
O'Toeole, Mary Memphis
Palmer, Lisa Stanford
Parker, Stephanie Cooper
Pelts, Julie Stanford
Peters, Debra BGSM -
Phillip, Wayne Stanford
Pierce, Nancy Cooper
Powell, Patricia Cooper/UTSW
Pruitt, Leslie Stanford
Ray, Debra ‘ Memphis/Methodist Hospital
Reboussin, David BGSM
Reece, Stephanie BGSM
Rejeski, Jack BGEM/WFU
Ribisl, Paul BGSM/WFU
Sallis, James Cooper/SDSU
Scheuring, Rachel Stanford
 Shih, Joanna NHLBI
Shumaker, Sally BGSM
Simons-dMorton, Denise MNHLBI
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NAME

Snell, Peter
Soberman, Judith
Stefanick, Marcia
Strasner, Amy
Taylor, J.1.
Taylor, John
Vaitkevicius, Peter
Vanderweg, Mark
Via, Carol
Yitolins, Mara
Wasilauskas, Carol

Western, Stephanie
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LOCATION
Cooper/UTSW
Memphis
Stanford
Cooper/UTSW
Memphis
NHLBI

Johns Hopkins
Memphis
Memphis
BGSM

BGSM
Memphis
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