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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.

11/95 Chapter 4 - 5



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.
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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



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.

CHAPTER 6
RANDOMIZATION
6.1 Eligibility Check . . ... . 2
6.2 Touch Tone Randomization ...... ... .. ... .. . . . . . . .. 2
Randomization Access Code Report . ........ 500D 0oRaRAa0AaAn 068000008080 4
ACT Touchtone Randomization Report .............. ...t nnannenn. 5
ACT Coordinating Center Randomization Report for Clinic 1 - Sample ............ 6

11/95 Chapter 6 - 1



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.

11/95 Chapter 6- 3



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
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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.
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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

Page10of2 ‘ : 9/27/95




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
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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

Revised March 31, 1997 Chapter 8 - 5



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.

Revised March 31, 1997 Chapter 8-7



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

471196



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

chactformsiadvevnt.frm Page 7 of 7 ~ 4/1/38



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

11/95 Chapter 9 - 8



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.

11/95 Chapter 11 - 3



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.

11/95 Chapter 11 - 4



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.
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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, -

12/95 Appendix B - 14



12/95

-

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.
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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
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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
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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
Page 14

Revised 5/96



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

ACT 7-Day Recall Revised 5/96
Page 20



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