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Prescreen Eligibility Form

Thank you for your interest in the PREMIER study! Y our answers to the following questions
will help usto determineif you can become part of thisimportant study. All of the information
you provide will be kept strictly confidential.

1. Name:
(first) (middle) (last)
2. Address:
(number) (street) (apt. number)
(city) (state) (zip code)
3. Daytime phone number: ( ) -
4. Evening phone number: ( ) -
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Date; / /

Prescreen Eligibility Form

1. Areyou 25yearsold or older?

2.  Doyoutakeinsulin or pillsfor diabetes?

3. For women only: Are you pregnant, planning to become pregnant within the
next two years, or breastfeeding?

4. Areyou currently taking any medications to control your blood pressure?

5. Areyou currently taking diet pills or any medications to control your weight?

6. Haveyou ever had astroke, heart attack, or heart bypass surgery?

000 O OO0 O3
OO0 0 O 00 O%F

7. Do you have any other heart problems?

If yes, what?
8. Areyou currently being treated for a serious illness such as cancer, HIV, or g d

liver or kidney disease?

If yes, what disease?
9. Areyou planning to leave the area within the next 2 years? g d
10. On the average, how many drinks of alcohol do you have in aweek?

If you don't drink alcohol, enter O.

(one drink = 1 can of beer dr glass of wine ot shot of liquor) drinks/wk
11. How tall are you? ft. in
12.  How much do you weigh? pounds

Yes No

13. Do you have any physical limitations that would make moderate intensity g d

physical activity (like a brisk walk) difficult?
If yes, specify limitations:

14. Hasaphysician or health care professional ever told you to limit theamount of ] [
physical activity that you do?

If yes, why?

is this an ongoing limitation?
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15.  What isyour primary race? American Indian or Alaskan Native ]!

( check one answer only) Asian/Pacific ISander ]2
Black/African American []°

White 4

Other (specify): Q°

16. Do you consider yourself to be Hispanic? Yes Q*
No [J?

17.  What isyour sex? Mae [*
Female [J?
18. How did you hear about PREMIER? Mailed letter/brochure/flier (o1
(check one answer only) Coupon pack []%

Other mass distribution []%
Article/story/print advertisement []%
Radio story/advertisement []%®

TV story/advertisement []%

E-mail/web site (1%

Screening event/presentation (1%

Word of mouth [LJ%°
Other O

19.  What is your date of birth? / /

mm dd yyyy

20. What arethelast 4 digits of your social security number?
For Office Use Only

21. BMI checked: U eligible U indligible

22. Optional SBP Optional DBP

Yes No
23.  Interested? (use script) . Qo
24. Eligiblefor SV1 Q.0

25.  What cohort is participant being screened for? -

Reviewed by (staff 1D):
Entered by (staff ID):
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PSV Script

This script can be administered over the phone or in person.

“The purpose of the PREMIER Study is to find out how changes in exercise, diet, alcohol
use, and weight affect blood pressure.”

“This is not a drug study.”

“If you join the study, you will be randomly assigned, as in the flip of a coin, to one of three
intervention programs to help you lower your blood pressure and improve your overall
health.”

“The study will last 18 months.”

“To be eligible to participate, you'll first have to come to for
approximately 3 screening visits to make sure that you have higher than optimal blood pres-
sure or mild high blood pressure and are free from any health conditions that would make
participation unsafe.”

“Once enrolled in the study, you will be asked to come to on
numerous occasions over the next 18 months, both to learn about lifestyle change, and to
collect study measurements. “

“The number of visits depends on the group to which your are assigned.”

“Study measurements include blood pressure, weight, blood and urine specimens, a fithess
test, and questions about your diet and physical activity levels.”

“In addition to participation at no charge in the lifestyle programs and regular blood pressure
monitoring, you will receive $ at the end of the study as our way of saying thanks for
your involvement.”
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Prescreen Eligibility Form Training Manual and Coding Instructions

Overview

The Prescreen Eligibility Form may be completed in one of three contexts:
= over the phone,
» during acommunity screening activity, or
* intheclinic.

It is recommended that this form be administered in an interview format. If thisform is given
to the participants to complete on their own, question 18 (on how the participant heard about
PREMIER) needs to have the definitions of recruitment sources explained to the participant (see
attached definitions).

Some of the questions on this form result in immediate exclusion from the study, others are
intended to gather demographic information, to aid in recruitment monitoring, and some are
used as aflag to be reviewed by aclinician or dietitian.

As soon as a participant is determined to be ineligible, the staff person should check the “No”
box under Question 24 and terminate the interview.

ID labels will be affixed to pages 1-3 of this form after it has been entered. At that time, the first
page should be detached and filed separately.

Administration Instructions
Using a blue or black pen, fill out the visit date on pages 1 and 2.
The remaining items can be completed by the participant or by the interviewer.

Page Question Special Administration I nstructions (if any)

1 1 self-explanatory
2 self-explanatory
3 self-explanatory
4 self-explanatory
2 1 If NO, then enter NO for Q24 and terminate interview. If participant will

soon have a birthday, you may bring them back after they turn 25 and
repeat the prescreen.

If YES, then enter NO for Q24 and terminate interview.

Skip this question for males. If participant is female and answers YES, then
enter NO for Q24 and terminate interview. Inform the woman that, because
of the effects of pregnancy and/or breastfeeding on blood pressure, she is
not eligible for the study at this time. The participant can be rescreened
later after they deliver and/or stop breastfeeding. This question may not be
checked NO based on the expectation that the participant will deliver and/
or stop breastfeeding in the near future.

Form #01, version 1.0, 6/18/99 Page 5



Page Question

Special Administration I nstructions (if any)

2 4

5
6
7

10

11
12

13-14

3 15

16

17

If YES, then enter NO for Q24 and terminate interview.
If YES, then enter NO for Q24 and terminate interview.
If YES, then enter NO for Q24 and terminate interview.

If YES, gather as much detail as possible, complete the remainder of the
form, and refer the form to the clinician for review (assuming the
participant is otherwise eligible). If the clinician decides that the person is
eligible, recode the answer to Q7 to NO. Otherwise, enter NO for Q24.

If YES, gather as much detail as possible, complete the remainder of the
form, and refer the form to the clinician for review (assuming the
participant is otherwise eligible). If the clinician decides that the person is
eligible, recode the answer to Q8 to NO. Otherwise, enter NO for Q24.

If YES, then find out exactly when the participant plansto leave the area. If
it is after the last followup date for the current cohort, then recode the
answer to NO. Otherwise, enter NO for Q24 and terminate interview.

Probe to get a specific number of drinks. If >21, then enter NO for Q24 and
terminate interview.

Record height in feet and inches

Record weight in pounds. To determine eligibility, first locate the
participant’s height (from Q11) on the attached BMI Reference Chart and
note the accompanying weight limits. If the participant’s weight is below
the lower limit, or above the upper limit, check ineligible for Q21, enter
NO for Q24 and terminate the interview. Otherwise, check eligible for
Q21.

If YES, gather as much detail as possible and then exclude the participant
(enter NO for Q24) if any of the following limitations/reasons is specified:
use of cane, walker, or other walking aid; severe arthritis, musculoskeletal
injury, broken limb, or structural foot problems, which would make
walking difficult; respiratory disease that causes difficulty in breathing with
light exertion. Exclude by entering NO for Q24. If unable to decide, refer to
PI1 or Intervention Director for decision.

If OTHER, gather as much detail as possible about the participant’s self-
described primary race and be sure to follow the coding instructions on
page 6. If “Hispanic” is recorded, or Q16 is YES, probe for primary race
code.

Although often used as a racial category, “Hispanic” actually relates more
closely to ethnicity and is thus complementary to Q15.

self-explanatory
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Page Question Special Administration Instructions (if any)

3 18 Check only one answer. The item that prompted the participant to call or
come in should be used. The participant can write in other responses if they
want, but it will need to be coded later. See attached table for definitions.

19 Use a4-digit year (e.g. 12/10/1999 or 1/15/2000)

20 If asked, explain to participants that this is used to identify them in case
some other participant has the same name.

21 Fill out based on instructions for Q12

22 This optional BP measured with a standard mercury sphygmomanometer,

is optional. Guidelines for eligibility are SBP 118-179 and DBP 78-1009.
Clinical discretion may be used to further evaluate potential subjectsif they
indicate that the pre-screen BP determination was atypical. However, the
pre-screening escape guidelines must be followed, and the participant
referred to a physician within one week whenever the SBP exceeds 180 or
the DBP exceeds 110. If the BP is outside the limits and the clinician does
not decide to make an exception, then enter NO for Q24 and terminate the
interview.

23 Read the script describing the study and the nature of the interventions, and
ask participant if he/sheis still interested in participating. If NO, then enter
NO for Q24 and terminate the interview.

24 If you have gotten to this point and the participant is still eligible, and any
necessary clinician review of Q7-8 and interventionist/clinician review of
Q13-14 has been completed, then enter YES.

25 self-explanatory
Coding Instructions
Follow up on any YES answers to Q7, Q8, Q13, or Q14. Recode the answers as appropriate

following clinician/interventionist review. Add an explanation of the decision, and initial and
date the correction.

Make sure any OTHER answers to Q15 are recoded appropriately. The following table lists
some common responses listed under OTHER and how to categorize them. Contact the CC for
adecision if you have an answer which is not covered in the table.

Description from participant Recode to:

Ethiopian, Mulatto, West Indian 3=Black/African American
Spanish, Cape Verdian, Lebanese, Persian, 4=White

Jewish, Brazilian, Persian, Arab, Portuguese,

Milano, Russian

Make sure any OTHER answers to Q18 are recoded appropriately. Contact the CC for a
decision if needed.
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Review Instructions

If participant is INELIGIBLE (Q24=NO), confirm that there is at least one item on page 2 that
makes them ineligible. This form does not need to be entered, so enter your Staff ID in the
“reviewed by” section at the bottom of page 3, and put a large “X” in the “entered by” segtion.

If the participant is ELIGIBLE (Q24=YES), check the following items:
» Pages 1-2 should be dated.
» Participant’'s name on page 1 should be complete, legible, and in the right order (first then
last, not last then first).
» Page 2:
-item 1 should be coded YES;
-items 2,5,6,7,8,9,13 and 14 should be coded (or recoded) NO;
-item 3 should be coded NO or skipped (males);
-item 10 should be less than or equal to 21,
-item 12 should be within the range allowed for the height shown in item 11.
» Page 3:
-all items should be completed (except the optional Q22).
-All items initially coded to OTHER on Q15 and Q18 should now be assigned to an
appropriate code. If no code applies, contact the CC for a decision.
» All pages: all corrections should be explained, initialed, and dated. Corrections shpuld be
made in a different color pen than was used in filling out the form. It is suggested that you
use red or green.
= |If all of the above items look acceptable, enter your Staff ID in the “reviewed by” segtion at
the bottom of page 3.
= If the participant remains ELIGIBLE at the end of the review process, then forward the form
to the data entry person to be entered. Do not separate page 1 from pages 2-3 until after
labels have been generated.

Additional Instructions

Do not enter forms where outcome is ineligible. Forms with outcome="eligible” can be entered
at any time (since it is the first form in the sequence).

The Data Entry application will assign a participant Vixite the ID number at the top of
each page of theform.

After the form has been entered, use the Data Management application to print labels and attach
the labels over the top of the hand-written ID on each page of the form.

Once the form has been labeled, detach page 1 from the rest of the form. If you are ever asked to
send the form to the CC for validation or to solve some data problem, send only pages 2 and 3
to avoid transmitting confidential information (name, address, phone).
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PSV BMI Reference Chart

Participants weight must be greater than or equal to the minimum weight for their height in the
table below, and less than or equal to the maximum weight.

Weight in Pounds

Weight in Pounds

Height in

feet and | Minimum Maximum
inches Weight Weight
4 6" 74 188
4 7" 77 196
4 8" 80 203
49" 83 210
4 10" 86 217
4 117 89 225
5 0" 92 233
5 17 95 240
5 27 98 248
5 3 101 257
5 47 105 265
5 5" 108 273
5 6" 111 282
5 7 115 290
5 8” 118 299
5 9” 122 308

Height in

feetand | Minimum Maximum
inches Weight Weight
5 10" 125 317
5 117 129 326
6’ 0" 132 335
6 1" 136 344
6 2" 140 354
6 3" 144 364
6 4" 147 373
6’ 5" 151 383
6’ 6” 155 393
6 7" 159 403
6’ 8" 163 414
6’ 9" 168 424
6’ 10" 172 435
6 117 176 445
7 0" 180 456

Form #01, version 1.0, 6/18/99
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Definitionsfor itemsin Question 18 :

01: Mailed Letter/Brochure/Flier: any mass mailing of PREMIER information that
requests a mail or phone response. This does not include calls or cards returned as a
result of distributing brochures by other means (l.e. hand distribution at malls). Those
should be coded as “Other Mass Distribution.”

02: Coupon Pack: any mass mailing through companies which include PREMIER
brochures or special coupons with other coupons.

03: Other Mass Distribution: this includes brochures distributed by hand or left on display
at sites, libraries, grocery stores, and pharmacies.

04: Article/story/print advertisement: this includes any participant who heard about the
study via a newspaper, newsletter or magazine, regardless of whether it was a story or a
paid advertisement.

05: Radio story/advertisement: this includes any participant who heard about the study via
the radio, regardless of whether it was a story or a paid advertisement.

06: TV story/advertisement: this includes any participant who heard about the study via a
TV, regardless of whether it was a story or a paid advertisement.

07: E-mail/web site: this includes any participant who heard about the study via an e-mail
message, electronic bulletin board, or the internet.

08: Screening event/presentation: this includes any participant who attended a gathering,
event, or presentation that occurs outside a PREMIER clinic. It may last one or more
days. This could include screenings at churches, shopping malls, etc.

09: Word of mouth: this includes any participant who was referred to PREMIER by a
friend, family member, physician, health care provider, or public clinic. If the
participant also heard of the study through one of the target mailings, code as
appropriate for the mailing.

Items listed under Other: if the response can not be coded as 1-9 above, it should be coded
as 10 or proceed with instructions under 11.

10: Person was in prior study: anyone who was in a prior research study at the clinical
center, including DASH and DASH?2.

11: If the item does not fit any of the above categories, contact the CC for a decision.
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Svi

Date: / /

SV1 Blood Pressure Form

1. PREPARATION FOR BLOOD PRESSURE MEASUREMENTS

a Time of blood pressure measurements...........cccoeeveeeneene
(Noonis 12 PM) AM 1
PM 2
b. Arm circumference (cm, round all fractionSup) .......ccceeveeveeieieeceseenne
Small adult (<24 cm) (1
Adult (24-32cm) [ 2
Large adult (33-41cm) [ 3
Thigh (42-52 cm) [ 4
C. DOES CUFf fit PrOPEITY? ..ovviiececreeeeece e Yes (11
No ] 2
WAIT 5 MINUTES SEATED
d. Resting 30-SECONA PUISE......c.eeiueeiecie ettt
e. Pulseobliteration pressure (POP).........coeiiveeeeiieieeieeeseesesee e
+ 6 O
f. Random zero peak inflation level (PIL), minimum 180........................
0. Blood pressure device NUMDES ...........cov e

Form #2, Version 1.1, 7/26/99 Page 1



PIL ID:

2. FIRST RANDOM ZERO BLOOD PRESSURE

SBP / DBP
a. Uncorrected value.........ccccoovvvvevvvecnvcvnicenes /I
D. ZErOVAUE.....cc.oeeeeeece e _
C. Corrected value (ah)......ccccoevveieiiesecie e /I
WAIT 30 SECONDS

3. SECOND RANDOM ZERO BLOOD PRESSURE

SBP / DBP

a Uncorrected value.........cccoooovvvencnccnvcnicenees /[

D. ZErOVAUB.....ceeeeeeee s o

C. Corrected value (8-h).....ccceeveeieeiinieneeeseee e /[
4. COMPUTE SUM

Sum of 2 SBPsand 2 DBPS (2C + 3C) ..ccvveeeiieieeie e Y S
5. DETERMINE BLOOD PRESSURE OUTCOME (check thefirg applicable box)

Ineligible: escape-1evel BP...........cc.ovceeeieeeieeseeesee s, Sum of SBPs> 359 []1

Sum of DBPs=> 219 (]2

If box 1 or 2 is checked: complete form #32 (escape level 1), participant isineligible
Ineligible: BP OO high .......ooviiii e Sum of SBPs 341-358 15
Sum of DBPs 201-218 (16

If box 5 or 6 is checked: complete form #32 (escape level 2), participant isineligible
INEIGIDIE: BPTOO IOW.......ooeoceeceeeveeeeeeeeeesee e sessees s seenenes Sum of SBPs< 234 (13
Sum of DBPs< 154 (14

If box 3 or 4 ischecked: participant isineligible

Elgible....c.oo Sum of SBPs 235-340, Sum of DBPs 155-200 7

Collected by (staff 1D):
Reviewed by (staff 1D):
Entered by (staff ID):

Form #2, Version 1.1, 7/26/99 Page 2



SV1 Blood Pressure Form and Coding Instructions

Overview

The SV1 Blood Pressure Form isfilled out by clinic staff and is used for blood pressure
screening to determine eligibility of potential participants.

The SV1 Blood Pressure Form must be filled out during each SV 1 visit. ID # labels should be
printed and placed on the SV1 forms.

If data collected on thisform indicates immediate exclusion, “ineligible” should be checked on

the SV1 Visit Form (#03) for the SV1 Blood Pressure Form outcome. If blood pressure values
are too high for eligibility, the BP escape tracking form (#32) should be completed

If item 1c=No, all subsequent questions are left blank and the participant is ineligible. If item

1lc=Yes, ALL fields should be complete. If a field is missing or outside the normal range, the
data system will reject the form.

Administration I nstructions

Use correct version of form. The correct version will always be on the site workstation
computer.

Place ID labels on pages 1 and 2. Check for accuracy. If an ID # number has not yet been
assigned, keep this form stapled to the Prescreen Eligibility Form until that form is entered and
an ID is assigned. Then print ID labels, attach to pages 1 & 2 and detach this form from the
Prescreen Eligibility Form.

Using a blue or black pen, fill out the visit date on page 1. Be sure to use a four digit year.

Page| Question Special Administration I nstructions

1 1 Before the actual measurements are obtained, items a-g must be recorded.
If there are any questions about preparing for or taking the measurements,
refer to MOP Chapter 17.

a. Record the time. The person should be seated. Remember that noon is
12:00 pm. Mark appropriate box to indicate am or pm.
b. Measure the participant’s arm circumference. Round all fractions up to the

next whole number (i.62.1 should be coded @3). Record the rounded
arm circumference. Based on the arm circumference obtained, mark an
"X" on the corresponding line indicating proper cuff diaethe

measurement. Use the cuff size obtained at SV1 for all of the participant’s
blood pressure measurements during screening.

C. Indicate here whether or not the cuff fits properly. If the brachial artery is
occluded by the cuff, the participant is excluded from participating in
PREMIER (see MOP Chapter 17). If this is so, check No, and check
“ineligible” on the SV1 Visit Form (Form #3) for the SV1 Blood Pressure
Form outcome. If the cuff fits properly, check Yes.

Form#2, Version 1.1, 7/26/99 Page 3



Page Question Special Administration Instructions
1 WAIT 5MINUTES SEATED

1 d. Obtainand record the resting 30-second pulse (radial artery) by counting
the number of beatsin 30 seconds.

e.  Connect the cuff to a standard mercury sphygmomanometer to establish
and record the pulse obliteration pressure (the pressure at which the radial
pulse can no longer be felt).

f.  Add 60 to the pulse obliteration pressure to obtain the random zero peak
inflation level (PIL) and record the result. If thisvalueisless than 180,
enter 180. Also, record the PIL on page 2 in the upper left hand corner.

g. Record the device number for the blood pressure machine you will be
using to take the blood pressure. Thisisatwo digit field, use leading
zeros as appropriate.

2 2 a  Obtain asitting blood pressure measurement using the random-zero device
and record the reading. If the meniscus is exactly between the lines, round
up to the nearest even number. Use leading zeros if less than 100.

b.  Record the zero value. If the meniscus is exactly between the lines, round
up to the nearest even number. Use aleading zero if less than 10.

c. Doltems3aand 3b first. Then follow instructions for Item #3c.
Wait 30 seconds
3 a  Repeatitem #2a
Repeat item #2b.

AFTER MEASUREMENTS ARE OBTAINED FOR #2a and #3a,

subtract the zero values from the corresponding blood pressure

measurement readings with a hand calculator. Record the resulting

corrected value for both the SBP and DBP values. If the DBP goes to

OmmHg during the 5th phase, repeat the measurement recording the 4th

phase DBP. If you don’t hear the 5th phase DBP on the repeat
measurement, then use the 4th phase DBP. Use a leading zero if the value
is less than 100.

4 Add the values from lines 2c and 3c together and record the sum on line
#4. The sum should be an even number. Use a leading zero if the value is
less than 100.

5 Using the sum value from item #4, chedk ghepplicable box . If
ineligible, check “ineligible” on the SV1 visit form (#3) for the SV1 Blood
Pressure Form outcome (at the top). If eligible, check “eligible” on the
SV1 visit form for the SV1 Blood Pressure Form outcome. If the BP
escape levels are reached, the participant needs to be referred for medical
counseling and the BP escape tracking form (#32) should be filled out.
Refer to MOP Chapter 23 for details and complete form #32.
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Coding I nstructions

All corrections are made by first making a slash through the incorrect entry and writing the
correct entry next to it. Then, alongside the corrected entry, write your initials, the date of

the correction and a note about why the correction was made (e.g., RL, 4/30/99, incorrect
ID).

When filling out the “Collected by” , “Reviewed by’ , and “Entered by” box, be sure to use
the correct staff ID number. The “Entered by” staff ID # should not be written until the
form is entered.

If the participant is INELIGIBLE (Q1c=No or Q5=ANY box marked EXCEPT 7), marK
ineligible on the SV1 Visit form (#03) for the SV1 Blood Pressure Form outcome.

Check for correct addition in items 1f, 2c, 3c, and 4.
If the participant is ELIGIBLE (Q5= box #7 marked), check the following items:

Review Instructions

Page 1 should be dated.
Pages 1-2 should have correct ID# labels.
Page 1:
-items la-b and 1d-g should be completed;
-item 1c should be coded as Yes;
Page 2:
-items 2 and 3 should be completed;

-item 4 should be within the range allowed for blood pressure shown in the Ia
option for item 5, the eligible line;

-item 5 should have box 7 marked.

All pages: all corrections should be explained, initialed, and dated. Correction shq
made in a different color pen than was used in filling out the form. It is suggested
you use red or green.

If all of the above items look acceptable, enter your Staff ID in the “reviewed by”
section at the bottom of page 2, and enter “eligible” on the SV1 Visit form (#03) fg
SV1 Blood Pressure Form outcome (at the top).

as

puld be
that

r the

Additional Instructions

Use the cuff size obtained at SV1 to record all of a participant’s blood pressure measurements
during screening.
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ID:
SV1 Visit Form
DONE?

Check visit window (<4 months since PSV).................... Q

Informed consent (if applicable) .........ccccoovververeeererenneen. Q

Participant contact information sheet..........ccccccevvevennnne Q
Complete SV1 Blood Pressure FOMM ............c..cevceeveeeeereeieseiesesiesesee e, digible 1
indligible (2
Complete Eligibility QUeSHIONNAIIE .........ccvviiiiiiiiiiieiii e digible (J1
(including clinician review if necessary) indligible (]2

DONE?

Review SV1/SV2 Activity Fact Sheet..................co...... Q
Complete Diet and Physical Activity Change Checklist ..............c.ccceeviinei eligible i
indigible (2

Measure height and weight
Height . cm

Weight . DS e, dligible L1
indigible U 2
Complete Rose QUESHIONNAITE — PVD ..........ccccvvceceeeeeeeeeeeeieeescesesenenenaenas, positiver 1
negative [J2
Complete Rose Questionnaire — ANgiNa .......ccccceeviiiiiiiiieeneniiieeeee e positiver 1
negative [J2
SV ViISIt OUICOME ....e.vvvvvieeeeeeeieeeeeeeeee s es e sttt ss s s enen s, digible 1
indigible 2
refused (3

SV2 Visit Date:
(remind participant to bring in medications for SV2)

Reviewed by (staff 1D):

*Requires physician followup prior to randomization. |Entered by (staff ID):

Form #3, Version 1.1, 9/2/99 Page 1



SV1 Visit Form Training Manual and Coding Instructions
Overview

The SV1 Visit formisfilled out by clinic staff and is used to track the progress of the
participant through the components that make up the SV1 visit.

As soon as a participant is determined to be ineligible, check the “Ineligible” box under the
Visit Outcome and terminate the visit. If a participant refuses to complete the visit, check the
“Refused” box under the Visit Outcome and terminate the visit. For eligible participants, all
items must be completed.

Do not enter this form until the visit is complete and a final outcome is determined. If visit is
incomplete and will not be completed, either enter “Refused” (if appropriate), or close out the
participant using the closeout form and do not enter the visit form.

Administration Instructions

Using a blue or black pen, fill out each of the items on page 1. If a participant becomes
ineligible at any point, you do not need to complete the remaining items.

Question Special Administration Instructions (if any)

Check visit window Make sure that no more than 4 calendar months have elapsed since
the PSV visit date. If more than 4 months have elapsed, repeat the
PSV visit.

Informed consent The need for a consent to be done at a specific visit will vary by site.

If consent is being done at this visit, check the “Done?” box.

Participant information  After completing form #100, the Participant Information Sheet, check
the “Done?” box.

SV1 BP Form After completing form #2, enter the eligibility outcome. If ineligible,
skip to the SV1 Outcome field, check the “ineligible” box, and
terminate the visit.

Eligibility Questionnaire After completing form #4, enter the eligibility outcome. If ineligible,
skip to the SV1 Outcome field, check the “ineligible” box, and
terminate the visit.

Review fact sheet After reviewing form #106 with the participant, check the “Done?”
box. If the participant decides after reviewing the fact sheet that they
do not wish to continue with the study, skip to the SV1 Outcome
field, check the “refusal” box, and terminate the visit.

Checklist After participant completes form #8, enter the eligibility outcome.

Height Measure the participant’s height in centimeters following the
procedures in Chapter 20 (Other Clinical Measures). Record the
result, rounding to the nearest 0.1 cm.
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Question Special Administration I nstructions (if any)

Weight Measure the participant’s weight in pounds following the procedures
in Chapter 20 (Other Clinical Measures). Record the result, rounding
to the nearest 0.25 Ib.

Rose PVD After completing form #5, enter the positive or negative outcome. For
this form, either a positive or a negative outcome makes the
participant eligible to continue. If positive and your investigator
chooses to exclude the participant without further followup, this must
be done with a closeout form, do not check the “ineligible” box on
this form.

Rose Angina After completing form #6, enter the positive or negative outcome. For
this form, either a positive or a negative outcome makes the
participant eligible to continue. If positive and your investigator
chooses to exclude the participant without further followup, this must
be done with a closeout form, do not check the “ineligible” box on

this form.

BMI Outcome Use height and weight to compute BMI outcome. See Coding
Instructions below

SV1 Visit Outcome see Coding Instructions below

Coding Instructions

BMI outcome: Using the attached SV1 BMI Reference chart, look up the participant’s height.
Round off decimals for height (i.e. 150.4 rounds to 150, 150.5 rounds to 151) when looking up
heights in the table. If the participant’s weight is between the minimum and maximum in the
table, check the “eligible” box, otherwise, check the “ineligible” box.

SV1Visit Outcome: After all other items are complete, enter the visit outcome. If the outcomes
for blood pressure, Eligibility Questionnaire, Diet and Physical Activity Change Checklist, and
BMI are all “eligible” and the participant wishes to continue, check the “eligible” box. If any
item is marked “ineligible,” check the “ineligible” box. If the participant refused at any point,
check the “refusal” box. If visit is incomplete and will not be completed, either enter

“Refused” (if appropriate), or close out the participant using the closeout form and do not enter
the visit form.
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Review Instructions
Do not review this form until the visit is complete and a final outcome is determined.

If visit is incomplete and will not be completed, either enter “Refused” (if appropriate), o
close out the participant using the closeout form and do not enter the visit form. For all
participants:

« Make sure that the ID label has been attached.

For eligible participants:

« Check that all items have been completed.

« Make sure that all of the eligible/ineligible responses have been checked “eligible.”
For ineligible participants:

« Allitems do not have to be completed, but make sure that at least one eligible/inelig|ble
response has been checked “ineligible.”

For refusals:

« No other items are required.
After reviewing the form, enter your staff ID on the “Reviewed by” line.

Additional Instructions
Do not enter this form until:
+ thevisitiscomplete
+ afinal outcomeis determined
« al other forms related to the visit (#2, 4, 5, 6) have been entered. (Form #106 is not entered)

If either Rose Questionnaire had a positive outcome, and the SV1 Outcome is “eligible,” be sure

to begin the process of contacting the participant’s physician to get permission for the subject to
participate in the trial. This process must be completed before the participant can be
randomized.
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SV1 BMI Reference Chart (minimum BMI=18.5, maximum BMI=45)
(round off decimals for height: 150.4 rounds to 150, 150.5 roundsto 151)

Height in Weight in Ibs Height in Weight in Ibs

cm Min weight | Max Weight cm Min weight | Max Weight

139 78.00 194.25 177 126.50 314.50
140 79.00 197.00 178 128.00 318.25
141 80.25 199.75 179 129.50 321.75
142 81.25 202.75 180 130.75 325.25
143 82.50 205.50 181 132.25 329.00
144 83.75 208.50 182 133.75 332.50
145 84.75 211.25 183 135.25 336.25
146 86.00 214.25 184 136.75 340.00
147 87.25 217.25 185 138.25 343.50
148 88.50 220.25 186 139.75 347.25
149 89.50 223.25 187 141.25 351.00
150 90.75 226.00 188 142.75 354.75
151 92.00 229.25 189 144.25 358.50
152 93.25 232.25 190 145.75 362.50
153 94.50 235.25 191 147.50 366.25
154 95.75 238.25 192 149.00 370.00
155 97.00 241.50 193 150.50 374.00
156 98.25 244.50 194 152.00 377.75
157 99.50 247.75 195 153.75 381.75
158 100.75 250.75 196 155.25 385.50
159 102.00 254.00 197 156.75 389.50
160 103.25 257.25 198 158.50 393.50
161 104.75 260.50 199 160.00 397.50
162 106.00 263.75 200 161.75 401.50
163 107.25 267.00 201 163.25 405.50
164 108.50 270.25 202 165.00 409.50
165 110.00 273.50 203 166.50 413.50
166 111.25 276.75 204 168.25 417.75
167 112.50 280.25 205 169.75 421.75
168 114.00 283.50 206 171.50 425.75
169 115.25 286.75 207 173.25 430.00
170 116.75 290.25 208 174.75 434.25
171 118.00 293.75 209 176.50 438.25
172 119.50 297.00 210 178.25 442.50
173 120.75 300.50 211 180.00 446.75
174 122.25 304.00 212 181.75 451.00
175 123.75 307.50 213 183.25 455.25
176 125.00 311.00 214 185.00 459.50
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SvV1
ID:
Date: / /

PREMIER

Eligibility Questionnaire

NAME

(First) (Last)

Please review and answer all of the questions on thisform. Indicate your answers by
placing an “x” in the appropriate box. Depending upon your answers, some of the questions
may be skipped.

Thank you very much for your cooperation.

Yes No Comments

1. Haveyou ever had any of the following?

A SHOKE ... R
S T== L 1 o O a:04:>
C. Congestive heart failure ............coccooocceveeeeeeveeeereeresssssssnne .
d. Coronary bypass surgery or angioplasty.........c.ccceevrvreenenens R

e. Blood vessel surgery to open arteriesinyour neck orlegs 1 [ 2

2. Haveyou ever had cancer? (other than skin cance) ................ (I A

2a. If yes, was it: Active within the past 2 years or treated
with radiation or chemotherapy in the past 2 years?................. Q102

3. Have you taken any medicationsto control your blood
pressure within the past 3 months?...........ccccoovveevvevcicccieee, Q102

4. Have you taken any medicationsto control your weight
within the past 3 months? (see attached list) ........oo.ovevverrevnnne. Q102

5. Do you regularly (more than 5 days per month) take any of
the following medications?

a. Steroid or corticosteroid pills? (e.g., prednisone)............... Q. 0>
b. Oral breathing medications other than inhalers?................ R
c. Insulinor pillsfor diabetes?..........ccovvevvevevveeeiceeeeeee, [ R
Ao LIthIUM? oo 0.0
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ID:

Yes No Comments

6. Inthelast 2 years, have you been hospitalized for
psychological or emotional Problems?.............veveveeeerseeenee. 1 Q2

7 On average, how many drinks of alcohol do you
have in aweek? (1 drink=1 can of beer or 1 glass of
wine or 1 shot of liquor. If you don’t drink acohol,

LS 1= SO TSRS . drinks per week
7a. If you drink alcohol, how often do you have six or more drinks on one

(0o or= = 0 oSSR Never 4 1

L ess than monthly [ 2

Monthly ([ 3

Weekly [ 4

2-3daysiweek [ 5
4-7 daysiweek [ 6

Yes No Comments

8 Has your weight changed by more than 15 pounds within the
BSR4 1107011272 I R

9 Areyou currently participating in any other research studies
OF ClINICEI HIAIS? ..ot Q1 Q2

10. Areyou planning to move out of the areain the next
AT OBz £ T2 (I [

I poyoulivein the same household with a PREMIER staff
member or a PREMIER partiCipant?............cccoveeeeeeereereenenn. (I [

12 Do you live in the same household with someone who is try-

ing out for PREMIER?........ccoiiiieseees e
Q:rQ:z

Office Use: If Yes: Enter the ID number of the household

Form #4, Version 1.1, 06/09/00 Page 2



For women only

13 Areyou pregnant, planning to become pregnant in the next

24 months, or breast feediNng?..........cc.vvveeveeeeseeeeseeseseeeeens Q1042
Office Use:
(101700 411 S U Eligible 1 [|Reviewedby (staff ID):

Indligible 0 2 |Eneredby (s&if ID):

Form #4, Version 1.1, 06/09/00 Page 3



Weight-loss Drugs (Question 4)

Thislist includes some but not all the prescription and over the counter weight loss
products. Pleaserespond “Yes’ if you have used any of these products for weight loss
within the past 3 months.

Generic name Brand name
Benzphetamine...................... Didrex
dexfenfluramine.................... Redux
diethylpropion...........ccceveunne Tenuate, Tepanil
fenfluramine..........cccooevenie Pondimin
phentermine..........ccccceeveeeenne. Adipex, Fastin, lonamin, Obenix, Oby-Cap, Oby-Trim, Pro-Fast,
Zantril
fenfluramine/phentermine..... Fen/Phen
Mazindol.........cccceeveervereennnne Sanorex, Mazanor
phendimetrazine.................... Plegine, X-trozine, Bontril, Prelu-2
phenmetrazine..........c..cco...... Preludin
phenylpropanolamine............ Dexatrim, Accutrim
d-amphetamine..........c.......... Dexadrine, Dextrostat
methamphetamine................. Desoxyn
(o]¢ IS - | A Xenica
sibutramine.........ccccveeeveennne Meridia
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Eligibility Questionnaire

Overview
This Eligibility Questionnaire will typically be completed by the participant at the SV 1 visit, but
can also be completed at the participants home prior to the SV1 visit.

This questionnaire will begin the process of screening applicants for avariety of medical conditions
and personal habits that would make participantsineligible. Some of these conditiong/habits could
interfere with the study by obscuring the effects of the study diet. Others might make it harmful or
unwise for an individual to participate.

Administration Instructions
Using a blue or black pen, fill out the visit date on page 1. Be sure to use afour digit year.

Place ID labels on pages 1 and 2. If an ID# has not yet been assigned, leave blank and fill in
later.

The remaining items can be completed by the participant or by the interviewer.

The following information is intended to help you assist participants in providing accurate answers
to these questions. When uncertainty remains after reviewing a question with these instructions,
please indicate this on the questionnaire so that further review may be undertaken by a study
clinician. Ultimately, all responses must be resolved and coded either “Yes’ or “No”.

Page Question Special Administration Instructions (if any)

1 name Thisfield is used for sites that do a combined PSV/SV1 and will not be
ableto print labels prior to the time the participant fills out thisform. Itis
not arequired field. Once labels have been added, this field should be
blacked out to avoid any breach of confidentiality when forms are faxed.
For sites that do not do combined PSV/SV 1 visits, thisfield can be masked
off on the master when you make copies for participants, and then there
will be no need to black out participant names | ater.

lae These questions are intended to screen for cardiovascular disease other than
hypertension. An individual with only hypertension should answer NO to
each question. If any question isanswered Y ES, participant isineligible for
the study. Note: question 1a does not include heat stroke.

2 Enter YES if the participant has ever had adiagnosis of cancer. If thereisno
history of cancer or participant has only had skin cancer, enter NO.
2a For Inactive cancers, those which have (1) been in remission for over two

years or were removed over two years ago AND (2) have not resulted in

any further treatment within the past two years, ENTER NO. For Active
cancers, those present within the past two years OR which required treatment
within the past two years, ENTER YES. If Yes, then participant isineligible.

3 If YES, participant isineligible.
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Page Question Special Administration Instructions (if any)

4 If YES, the participant isineligible for this cohort, but may be screened for a
subsequent cohort if they go off the medication. Participants must be off diet
pills/weight loss medications 3 months prior to SV1. If No, double check if
participant reviewed the list of Weight Loss Drugs on page 3.

1 5 If YESto any of theitems (&, b, c, or d), the participant isineligible. Note: the
5+ days per month do not have to be consecutive.
2 6 If YES, participant isineligible.
7 If answer is>21 drinks per week, the participant isineligible. Participants

who do not drink alcohol should enter zero. If the participant asks, adrink is
defined as 12 oz. of beer, 5 oz. of wine, or a1 oz. shot of liquor. If participant
gives arange use the mid-range or higher number. For example, code “5-6” as
“5.5”, code“0.5t01” as1, and code“4to 6" as“5".

7a If 2-3 days/week or 4-7 days/week are checked, the participant isineligible.
Participants who do not drink alcohol should skip this question.

8 If YES, the participant isineligible.

9 Q9 is not necessarily exclusionary. If YES, the clinician can decideif the two
trialsare in conflict and recode this answer to NO if there is no conflict.

10 Q10 isnot necessarily exclusionary. If YES, then find out exactly when the

participant plans to leave the area. If it is after the last follow up date for the
current cohort, then recode the answer to NO.

11 If YES, participant isineligible.

12 Two household members may be screened for PREMIER, but only one can
eventually be randomized. The other can be invited to participate in the
assigned intervention. Screening may continue on both members until oneis
randomized.

13 This question should be completed only by women. If YES, Participant is
ineligible.
OfficeUse: If you have gotten to this point and the participant is still eligible, and all
comments have been resolved, then enter “eligible”.

Coding Instructions

Follow up on any blank items, or any items where participant wrote in the comments field. Code
or recode the answers as appropriate following clinician/interventionist review. Add an explanation
of the decision, and initial and date the correction.

When filling out the “Reviewed by” and “Entered by” box, be sure to use the correct staff 1D
number. The “Entered by” staff ID number should not be filled in until the form is entered.
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Review Instructions

If the participant is INELIGIBLE (at least ONE question = Yes on page 1 or 2, except Q2-1st part,
or Q7 >21 drinks per week), mark asineligible on the SV1 Visit Form (#03) for the SV1 Eligibility
Questionnaire outcome.

If the participant is ELIGIBLE ( Office use box is marked eligible), check the following items:

? Page 1 should be dated, pages 1-2 should have correct |D# labels. (See Additional Instructions
below)

Page 1: items la-e, 28,3, 4, 5a-c should be coded (or recoded) NO;

Pages 2-3: items 6, 8-11, 13 should be coded (or recoded) NO, item 7 should be less than or
equal to 21; item 7a should be coded no higher than “weekly”. If item 12is“Yes’, be sureto
enter the PREMIER ID of the other household member being screened.
If al of the above items look acceptable, enter your Staff ID in the “reviewed by” section at the
bottom of page 3, and enter “eligible” onthe SV1 Visit Form (#03) for the SV1 Eligibility
Questionnaire outcome.

Additional Instructions

If form was filled out prior to labels being printed, make sure to attach labels prior to data entry.
Once the labels are attached, black out the participant’ s name on page 1.
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ID:
Daee  _/__ [/
Rose Questionnaire — PVD
Yes No
1. Inthepast month, have you had apainin either leg on walking?.................... ! 2
Stop
2. Doesthispain ever begin when you are standing still or sitting?...................... E 1 QA2
Stop
3. Do you get thispain in your calf (Or CAVES)?......ccccceueeeeeeeeeeeeeeeeeeeeeeeereeeeeas 1 2
Stop
4. Do you get it when you walk uphill or NUITY?..........coceeeeeececceeeee e I Ef
Stop
5. Doyou get it when you walk at an ordinary pace on thelevel? ...........ccoceee. Q1 2
6. Doesthe pain ever disappear while you are still walking?............ccccceevvevieeneee. 1 QA2
Stop
7. What do you do if you get it when you are walking? ................... Stop or Slow Down [ Jl
Continue at same pace 2
Stop
8. What happenstoit if you stand Still?2..........cceoeieiininininenns Usually disappearsin 01

10 minutes or less

Usually continues 0O 2
more than 10 minutes
Officeuse

D, OULCOMIE, .o eeeeee e eeeeeeeeeeeeeeeeeeeaseeseeneeseseeseesaaseseeeneeseeneensensensessenseneeaneareas *Positive ] 1
Negative (] »

Reviewed by (staff ID):

* Q If positive, refer to clinician and Entered by (saff 1D):

complete follow up workshest.
Form #5, Version 1.0, 7/2299 Page 1




Rose Questionnaire-PVD

Overview
The purpose of thisinterviewer-administered form isto identify individuals with periphera
vascular disease. Thisform may be self administered if it is thoroughly explained to the
participant. If it is self-administered, it is suggested that the first question be interviewer-
administered, and the questionnaire only handed out to participants who answer “Yes” to the
first question.
The form will be used at SV1 to identify participants with suspected peripheral vascular disease
who need physician approval to continue in the study. When uncertainty remains after
reviewing a question with these instructions, please indicate this on the questionnaire and send
to the study clinician for review.

Administration Instructions
Using a blue or black pen, fill out the visit date on page 1. Be sure to use a four digit year.

Place ID label on page 1.
This form should be completed by the interviewer due to its complexity, but can be self
administered if thoroughly explained to the participant.

Page Ouestion Special Administration | nstructions (if any)

1 1 If Yes, Q2 should be completed. If No, Stop.
2 If Q1 = “Yes", this question may not be left blank. If Yes, Stop. If No, Q3
should be completed.
3 If Q1 ="Yes” and Q2 =*"No", this question may not be left blank. If

Yes, Q4 should be completed. (A “Yes” response may include other leg
pain, but musinclude pain in at least omalf.) If No, Stop.

4 This question refers to pain without exceptional exertion. If both Q1 and
Q3 ="Yes” andQ2 = “No”, this question may not be left blank. If Yes,
Q5 should be completed. If No, Stop. (Clarify all “{No” responses. If
“No” is marked because they domlk uphill or hurry, restate the
guestion: “If you did walk up hill or hurry, do you think it would cause
pain in either leg?”)

5 If Q1, Q3, and Q4 all = *Yes” &= “No*, this question may not be
left blank. Q6 should be completed regardless of the response selected in
Q5. This question is to be used by the study clinician to help determine
severity. It is not used in determining outcome.

6 If Q1, Q3 and Q4 all ="Yes”, Q&= “No”, this question may not be
left blank. If “Yes”, Stop. If “No”, Q7 should be completed.
7 If Q1, Q3, and Q4 all =*Yes,” duth Q2 and Q6 = “No”, this

guestion may not be left blank. If answer is “Stop or Slow down”, Q8
should be completed. If answer is “Continue at same pace”, Stop.
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Page Question Special Administration Instructions (if any)
1 8 If Q1, Q3, and Q4 all = “Yes,” both Q2 and Q6 = “No” aRd = “Stop
or Slow Down*, this question may not be left blank.

complete the Positive PVD worksheet.

Coding Instructions
Make sure all corrections are initialed and dated with an explanation.

9 Should be filled out for all participants. If participant reached a “Stop”
outcome above or Q8 = “Usually continues more than 10 minutes” enter
“Negative”. If you have gotten to this point without reaching a “Stop”
and Q8 = “Usually disappears in 10 minutes or less®, enter “Positive” and

When filling out the “Reviewed by’ and “Entered by” box, be sure to use the correct staff ID
number. The “Entered by” staff ID number should not be filled in until the form is entered.

Review Instructions

If the participant is Negative for PVD (Q9 = Negative), confirm that a “Stop” outcome oc
on the form or Q8 = “Usually continues more than 10 minutes®, enter “Negative” on the
Visit Form (#03) for the Rose Questionnaire-PVD outcome.

If the participant is Positive for PVD (Q9 = Positive), dlithe following conditions must be
met:

* Ql=Yes

= Q2=No

= Q3,and Q4, = Yes
= Q6=No

= Q7 ="“Stop or Slow Down”
= Q8= “Usually disappears in 10 minutes or less*,

When all the above conditions are met (Q9 = Positive), staff must complete the Positive
screening worksheet.

If all of the above items look acceptable, enter your Staff ID number in the “reviewed by
section at the bottom of page 1, and enter “Positive” on the SV1 Visit Form (#03) for the|
Questionnaire-PVD outcome.

curred
5V1

PVD

Rose

Additional I nstructions

Need to write up instructions about how clinician should review form.
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Positive PVD Worksheet

Thisworksheet isto be completed for every participant who is coded as POSITIVE on Q9 of
the Rose Questionnaire — PVD.

Stepsfor all participants

U Refer the participant to their personal physician. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the physi-
cian. If they do not have a personal physician, help them to find a physician.

Referral Date:
Physician Name (if known):
Physician Phone (if known):

O Confirm participant saw physician: (circle one) CONFIRMED / UNABLE TO CONFIRM

U Does participant wish to continue in the trial? (circle one) YES / NO

(If YES, then go on to the following section. If NO, close the participant out as a “Refusal’
on the visit form or on a closeout form if between g)isit

Stepsfor participants who wish to continuein thetrial:

U Contact participant’s physician to get approval for participation in the study. Before contact-
ing the physician, refer to the Participant Information Form (#100) to be sure you have per-
mission to contact the physician.

Physician Name:

Physician Phone:
Date of contact:

Outcome of contact (circle one): EXCLUDE / OK TO CONTINUE*
Notes:

U Study clinician reviews study chart
Study Clinician Name:
Date of Review:
Outcome of review (circle one): EXCLUDE / OK TO CONTINUE*
Study Clinician Signature:
Notes:

*Participant can only continue if formis determined to be a false positive.

(If both the participant’s physician and the study clinician say the participant is “OK to con-
tinue,” enter an outcome of “Eligible” on the Pre-Randomization Checklist. Otherwise, enter
“Ineligible.” To close the participant out prior to completing the Pre-Randomization Checklist,
you can enter a closeout form with the reason coded as “Investigator discretion for safety”)
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PREMIER S

Baseline Rose Questionnaire — Angina

visit: svi 02
Yes No

1. Inthepast month, have you had any pain or discomfort in your chest?.......... I R

2. Do you get this pain or discomfort when you walk uphill or hurry?................. I %f
3. Do you get this pain when you walk at an ordinary pace on the level?............. I R |
4. When you get any pain or discomfort in your chest, what do you do.............. stop Q
sowdown U

Yes No

0
5. Doesit go away when you stand still?..........cccoveiiiicieievecece e Q1
Stop

L
>10 minutes !

T o 01T o ] 1 S 10 minutesor less
7.  Where do you get this pain or discomfort? 2 L
(mark the place(s) with X in the diagram) :

2
1
2
continue Ef
2
1
2

Officeuse

8. OULCOME. ......ocvevececeeecee et es et esas st s st s s st ss st s s st s st et s ast s s sesnaneas *Positive [ 1
Negative [ »

Reviewed by (staff 1D):

Entered by (staff ID):

* O If positive, refer to clinician and
complete follow up worksheet.
Form #6, Version 1.2, 06/29/00 Page 1




Rose Questionnaire-Angina

Overview
The purpose of this interviewer-administered form is to identify individuals with angina of
effort. Thisform may be self administered if it is thoroughly explained to the participant. If itis
self-administered, it is suggested that the first question be interviewer-administered, and the
guestionnaire only handed out to participants who answer “Yes’ to the first question.

The form will be used at SV 1 to identify participants with suspected peripheral vascular disease
who need physician approval to continue in the study. Thisform is aso used during intervention
as part of safety monitoring. When uncertainty remains after reviewing a question with these
instructions, please indicate this on the questionnaire and send to the study clinician for review.

Administration I nstructions

Using a blue or black pen, check the appropriate box to designate which visit this form (#06)
was administered: SV1, 3, 6, 12, or 18 month.

Place ID label on page 1.

This form can be self administered but due to its complexity you may wish to administer it in an
interview format.

Page Question Special Administration I nstructions (if any)

1 1 If Yes, Q2 should be completed. If No, Stop. Severe indigestion should
be coded as Yes.
2 If Q1 ="Yes", this question may not be left blank. If Yes, Q3 should be
completed. If No, Stop. Climbing stairs counts as walking uphill.
3 If both Q1 and Q2 ="Yes’, this question may not be left blank. Q4

should be completed regardless of the response selected in Q3. This
guestion is to be used by the study clinician to help determine severity. It
is not used in determining outcome.

4 If both Q1 and Q2 =“Yes’, this question may not be left blank. If answer

is“Stop” or “Slow Down”, Q5 should be completed. If answer is
“Continue*, Stop.

5 If both Q1 and Q2 =“Yes’ and Q4 ="“Stop” or “Slow Down”, this
guestion may not be left blank. If Y es, Q6 should be compl eted.
If No, Stop.

6 If Q1, Q2and Q5 all ="Yes’, and Q4 = “Stop” or “Slow Down”, this

guestion may not be left blank. If “10 minutes or less’, Q7 should be
completed. If “>10 minutes’, Stop.

Form #6, Version 1.2, 06/29/00 Page 2



Page Question

Special Administration I nstructions (if any)

1 7

If QL, Q2, and Q5 al =*Yes,” Q4 ="Stop” or “Slow Down”, and Q6 =
“10 minutes or less’, this question may not be left blank. Participant
should mark, using an “X”, al places where the pain or discomfort
occurs. Valid response = at least one” X” in any area. Staff person should
complete Q8.

Should befilled out for al participants. If participant reached a* stop”
outcome above, enter “Negative”. If at least one“X” appears on the
diagram in either of the following areas: the center third of the chest
(from clavicle to xiphoid) —OR- if both on the left side of the chest and
the left arm, enter “Positive” and compl ete the worksheet.

See diagrams below for the allowable marking locations for a positive
result. “X’s” must be in the dashed box(es) indicated on the diagrams.

For any other pattern of “X’s” enter “Negative", regardless of
participants’ responses to the other questions.

Positive (version 1):
X must beinside the area
marked by the dashed box.

\
-

Positive (version 2):
An X must be inside the
areamarked by each
dashed box (atotal of 2
X’s).

Coding Instructions

Make sure all corrections areinitialed and dated with an explanation.

When filling out the “Reviewed by” and “Entered by” box, be sure to use the correct staff ID
number. The “Entered by” staff ID number should not be filled in until the form is entered.

Form #6, Version 1.2,
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Review Instructions

If the participant is Negative for Angina (Q8 = Negative), confirm that a“stop” outcome
occurred on the form or Q7 has“X’s’ on the diagram, anywhere, except in the center third of
the chest (from clavicle to xiphoid) — OR — on “both on the | eft side of the chest and the I eft
arm. Enter “Negative’ on the SV1 Visit Form (#03) for the Rose Questionnaire-Angina
outcome.

If the participant is Positive for angina (Q8 = Positive), all of the following conditions must be
met:

Q1,Q2,=Yes

Q4 =“Stop” or “Slow Down”

Q5=Yes

Q6 =“10 minutes or less’

Q7 = At least one“ X" appears on the diagram in the center third of the chest (from clavicle
to xiphoid) — OR —*X’s” appear on the diagram both on the | eft side of the chest and the
left arm.

Note: Right chest pain alone does not make the outcome of this questionnaire positive, even if all other

previous conditions are met. Left chest pain does not make the outcome of this questionnaire positive unless

left armpainis also marked. Jaw pain alone does not make the outcome of this questionnaire positive.
When all the above conditions are met (Q8 = Positive), staff must complete the Positive Angina
screening worksheet.

If al of the above items|ook acceptable, enter your Staff ID number in the “reviewed by”
section at the bottom of page 1, and enter “Positive” on the SV1 Visit Form (#03) for the Rose
Questionnaire-Angina outcome.

SO IS BRSO B R

Additional Instructions

For follow up vidits, al positivestrigger an AE form (#30). Study clinician must review all
formsto determineif it isafase positive. If not, a serious AE form(#xx) must be completed.
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Positive Angina Worksheet — Screening

Thisworksheet is to be completed for every participant who is coded as POSITIVE on Q8 of
the Rose Questionnaire — Angina during screening.

Stepsfor all participants

U Refer the participant to their personal physician. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the
physician. If they do not have a personal physician, help them to find a physician.

Referral Date:

Physician Name (if known):

Physician Phone (if known):
O Confirm participant saw physician: (circleone) CONFIRMED / UNABLE TO CONFIRM
0 Does participant wish to continue in the trial? (circleone) YES / NO

(If YES, then go on to the following section. If NO, close the participant out as a “ Refusal”
on the visit formor on a closeout form if between visits).

Steps for participants who wish to continuein thetrial:

U Contact participant’s physician to get approval for participation in the study. Before
contacting the physician, refer to the Participant Information Form (#100) to be sure you
have permission to contact the physician. Approval requires aletter indicating that patient
has had a negative stress test within the last 6 months, and that the physician approves of
thelr participation in the study.

Physician Name:
Physician Phone:
Date of contact:
Date of physician contact:
Outcome of contact (circleone): EXCLUDE / OK TO CONTINUE
Notes:

O Study clinician reviews study chart
Study Clinician Name:
Date of Review:
Outcome of review (circle one): EXCLUDE / OK TO CONTINUE
Study Clinician Signature:
Notes:

(If both the participant’s physician and the study clinician say the participant is“ OK to
continue,” enter an outcome of “ Eligible” on the Pre-Randomization Checklist. _
Otherwise, enter an outcome of “ Ineligible.” To close the participant out prior to completing
the Pre-Randomization Checklist, you can enter a closeout formwith the reason coded as
“Investigator discretion for safety”)
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Positive Angina Worksheet — Follow Up Visits — Repeat Positives

Thisworksheet isto be completed for every participant who is coded as POSITIVE on Q8 of
the Rose Questionnaire — Angina during afollow up visit, and has previously been POSITIVE.

Stepsfor repeat positives

O Study clinician reviews study chart for any signs that participant’ s condition has changed.
Study Clinician Name:
Date of Review:
Outcome of review (circle one): NEEDS REFERRAL* / OK TO CONTINUE
Study Clinician Signature:
Notes:

*|f study clinician decides that participant needs referral:

U Refer the participant to their personal physician. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the
physician. If they do not have a persona physician, help them to find a physician.

Referral Date:

Physician Name (if known):

Physician Phone (if known):
O Confirm participant saw physician: (circleone) CONFIRMED / UNABLE TO CONFIRM

Form #6, Version 1.2, 06/29/00 Page 6



Positive Angina Worksheet — Follow Up Visits — New Positives

Thisworksheet is to be completed for every participant who is coded as POSITIVE on Q8 of
the Rose Questionnaire — Angina during a follow up visit, and has not previously been
POSITIVE.

Stepsfor new positives
O Ask participant to refrain from participating in the exercise portion of the intervention until
the follow-up has been completed.

U Refer the participant to their persona physician. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the
physician. If they do not have a personal physician, help them to find a physician.

Referral Date:

Physician Name (if known):
Physician Phone (if known):
Confirm participant saw physician: (circleone) CONFIRMED / UNABLE TO CONFIRM
Contact participant’s physician to get approval for their continued participation in the
exercise component of the intervention. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the
physician. Approval requires aletter indicating that patient has had a negative stress test

within the last 6 months, and that the physician approves of their participation in exercise
component of the intervention.

Physician Name:
Physician Phone:
Date of contact:
Date of physician contact:
Outcome of contact (circleone): STOP EXERCISE/ OK TO CONTINUE
Notes:

(.

O Study clinician reviews study chart
Study Clinician Name: Date of Review:
Outcome of review (circle one): STOP EXERCISE / OK TO CONTINUE
Study Clinician Signature:
Notes:

(If both the participant’ s physician and the study clinician say the participant is“ OK to
continue,“ inform participant that they can resume the exercise component of the
intervention. Otherwise, notify participant that it has been decided that they should continue
to refrain from the exer cise component of the intervention.)
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ID:
Visitt 3 monthld 07
6 monthld 08
12 monthld 09
Follow-Up Rose Questionnaire — Angina 18 monthd 10
Date: / /

PREMIER

Yes

1. Inthepast month, have you had any pain or discomfort in your chest?... (1 1

No
2
Dl%ﬁ

2. Do you get this pain or discomfort when you walk uphill or hurry?...........

4. When you get any pain or discomfort in your chest, what do you do? .... stop [ k
slow down [ 2

continue Ef

Yes No
5. Does it go away when you stand Sill2............cc.ooeeeoeeeeeeereeeeeeeeeeneeeen, Q1 Q2
B.  HOW SOON? - 10 minutes or les [ 1

>10 minutes Q& Stop

7. Wheredo you get this pain or discomfort?
(mark the place(s) with X in the diagram)

Office use
ST @101 (o0] 1 1SR SURUROTROPRRS *Positive [ 1
Negative [ »
9. If positive, was angina confirmed by the participant’s physician?........ Yes [ 1
No [ 2

Reviewed by (staff ID):

* Q If positive, refer to clinician and Entered by (staff ID)
ntered by (sta :

complete follow up worksheet.
Form #7, Version 1.0, 06/21/2000 Page 1




Rose Questionnaire-Angina

Overview
The purpose of this interviewer-administered form is to identify individuals with angina of effort.
This form may be self administered if it_is thorougékplained to the participant. If it is self-
administered, it is suggested that the first question be interviewer-administered, and the
guestionnaire only handed out to participants who answer “Yes” to the first question.

The form will be used at 3, 6, 12, or 18 month visits to identify participants with suspected
angina who need physician approval as part of safety monitoring. When uncertainty remains
after reviewing a question with these instructions, please indicate this on the questionnaire and
send to the study clinician for review.

Administration Instructions

Using a blue or black pen, check the appropriate box to designate which visit this form (#07)
was administered: 3, 6, 12, or 18 month.

Place ID label on page 1.

This form can be self administered but due to its complexity you may wish to administer it in an
interview format.

Page Question Special Administration Instructions (if any)

1 1 If Yes, Q2 should be completed. If No, Stop. Severe indigestion should
be coded as Yes.
2 If Q1 = “Yes", this question may not be left blank. If Yes, Q3 should be
completed. If No, Stop. Climbing stairs counts as walking uphill.
3 If both Q1 and Q2 = “Yes”, this question may not be left blank. Q4

should be completed regardless of the response selected in Q3. This
guestion is to be used by the study clinician to help determine severity. It
is not used in determining outcome.

4 If both Q1 and Q2 = “Yes”, this question may not be left blank. If answer
is “Stop” or “Slow Down”, Q5 should be completed. If answer is
“Continue*, Stop.

5 If both Q1 and Q2 = “Yes” &= “Stop” or “Slow Down”, this
guestion may not be left blank. If Yes, Q6 should be completed.
If No, Stop.

6 If Q1, Q2 and Q5 all = “Yes”, = “Stop” or “Slow Down”, this

guestion may not be left blank. If “10 minutes or less”, Q7 should be
completed. If “>10 minutes”, Stop.
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Page Question Special Administration Instructions (if any)

1 7 If Q1, Q2, and Q5 all = “Yes,” Q4 = “Stop” or “Slow Down” Qhe:

“10 minutes or less”, this question may not be left blank. Participant
should mark, using an “X”, all places where the pain or discomfort
occurs. Valid response = at least one "X” in any area. Staff person should
complete Q8.

8 Should be filled out for all participants. If particigached a “stop”
outcome above, enter “Negative”. If at least one “X” appears on the
diagram in either of the following areas: the center third of the chest (from
clavicle to xiphoid —OR- if both on the left side of the chest and the left
arm, enter “Positive” and complete the worksheet.

See diagrams below for the allowable marking locations for a positive
result. “X’s” must be in the dashed box(es) indicated on the diagrams.

For any other pattern of “X’s” enter “Negative“, regardless of
participants’ responses to the other questions.

9 If the participant had a positive outcome, they should be referred to their
personal physician for assessment. If the physician confirms the angina,
check “Yes” and complete an Adverse Event Form (Form #30). If the
angina is not confirmed by the physician, check “No”. No Adverse Event
Form is needed in this case.

Positive (version 1):

X must be inside the area
marked by the dashed box.

Positive (version 2):

L An X must be inside the
area marked bgach
NS dashed box (a total of 2
&
&, | X's).
: /
\\ 7

K

Coding Instructions
Make sure all corrections are initialed and dated with an explanation.

When filling out the “Reviewed by’ and “Entered by” box, be sure to use the correct staff ID
number. The “Entered by’ staff ID number should not be filled in until the form is entered.
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Review Instructions

If the participant is Negative for Angina (Q8 = Negative), confirm that a “stop” outcome
occurred on the form or Q7 has “X’s” on the diagram, anywhere, except in the center thi
the chest (from clavicle to xiphoid) — OR — an “both on the left side of the chest and the |
arm.

If the participant is Positive for angina (Q8 = Positive),ofthe following conditions must be
met:

* Q1,Q2, =Yes

* Q4 ="Stop” or “Slow Down”

e Q5=Yes

* Q6 ="10 minutes or less

e Q7 = At least one “X” appears on the diagram in the center third of the chest (from cl
to xiphoid) — OR — “X’s” appear on the diagram both on the left side of the chest and
left arm.

Note: Right chest pain alone does not make the outcome of this questionnaire positive, even if all 0

d of
bft

hvicle
the

ther

previous conditions are met. Left chest pain does not make the outcome of this questionnaire posiive unless

left arm pain is also marked. Jaw pain alone does not make the outcome of this questionnaire posi

When all the above conditions are met (Q8 = Positive), staff must complete the Positive
screening worksheet.

If all of the above items look acceptable, enter your Staff ID number in the “reviewed by”
section at the bottom of page 1.

IvVe.

Angina

Additional Instructions
For follow up visits, all physician confirmed angina trigger an AE form (#30).
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Positive Angina Worksheet — Screening

This worksheet is to be completed for every participant who is coded as POSITIVE on Q8 of
the Rose Questionnaire — Angitharing screening

Steps for all participants

U Refer the participant to their personal physician. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the
physician. If they do not have a personal physician, help them to find a physician.

Referral Date:

Physician Name (if known):

Physician Phone (if known):
O Confirm participant saw physician: (circle one) CONFIRMED / UNABLE TO CONFIRM

L Does participant wish to continue in the trial? (circle one) YES / NO
(If YES, then go on to the following section. If NO, close the participant out as a “Refusal”
on the visit form or on a closeout form if betweenag)isit

Steps for participants who wish to continue in the trial:

O Contact participant’s physician to get approval for participation in the study. Before
contacting the physician, refer to the Participant Information Form (#100) to be sure you
have permission to contact the physician. Approval requires a letter indicating that patient
has had a negative stress test within the last 6 months, and that the physician approves of
their participation in the study.

Physician Name:

Physician Phone:

Date of contact:

Date of physician contact:
Outcome of contact (circle one): EXCLUDE / OK TO CONTINUE
Notes:

U Study clinician reviews study chart
Study Clinician Name:
Date of Review:
Outcome of review (circle one): EXCLUDE / OK TO CONTINUE
Study Clinician Signature:
Notes:

(If both the participant’s physician and the study clinician say the participant is “OK to
continue,” enter an outcome of “Eligible” on the Pre-Randomization Checklist. _
Otherwise, enter an outcome of “Ineligible.” To close the participant out prior to completing
the Pre-Randomization Checklist, you can enter a closeout form with the reason coded as

Form #7, Version 1.0, 06/21/2000 Page 5



Positive Angina Worksheet — Follow Up Visits — Repeat Positives

This worksheet is to be completed for every participant who is coded as POSITIVE on Q8 of
the Rose Questionnaire — Angina during a follow up visit, and has previously been POSITIVE.

Steps for repeat positives

O Study clinician reviews study chart for any signs that participant’s condition has changed.
Study Clinician Name:

Date of Review:
Outcome of review (circle one): NEEDS REFERRAL*/ OK TO CONTINUE
Study Clinician Signature:
Notes:

*If study clinician decides that participant needs referral:

U Refer the participant to their personal physician. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the
physician. If they do not have a personal physician, help them to find a physician.

Referral Date:
Physician Name (if known):

Physician Phone (if known):

O Confirm participant saw physician: (circle one) CONFIRMED / UNABLE TO CONFIRM

Form #7, Version 1.0, 06/21/2000 Page 6



Positive Angina Worksheet — Follow Up Visits — New Positives

This worksheet is to be completed for every participant who is coded as POSITIVE on Q8 of

the Rose Questionnaire — Angina during a follow up visit, and has not previously been
POSITIVE.

Steps for new positives

O Ask participant to refrain from participating in the exercise portion of the intervention until
the follow-up has been completed.

U Refer the participant to their personal physician. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the
physician. If they do not have a personal physician, help them to find a physician.

Referral Date:

Physician Name (if known):
Physician Phone (if known):
Confirm participant saw physician: (circle one) CONFIRMED / UNABLE TO CONFIRM

Contact participant’s physician to get approval for their continued participation in the
exercise component of the intervention. Before contacting the physician, refer to the
Participant Information Form (#100) to be sure you have permission to contact the
physician. Approval requires a letter indicating that patient has had a negative stress test
within the last 6 months, and that the physician approves of their participation in exercise
component of the intervention.

Physician Name:

(W

Physician Phone:

Date of contact:

Date of physician contact:
Outcome of contact (circle one): STOP EXERCISE / OK TO CONTINUE
Notes:

L Study clinician reviews study chart
Study Clinician Name: Date of Review:
Outcome of review (circle one): STOP EXERCISE / OK TO CONTINUE
Study Clinician Signature:
Notes:

(If both the participant’s physician and the study clinician say the participant is “OK to
continue,” inform participant that they can resume the exercise component of the
intervention. Otherwise, notify participant that it has been decided that they should
continue to refrain from the exercise component of the intervention.)
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ID:
Date: / /

Diet and Physical Activity Change Checklist

Please read the PREMIER SV 1/SV 2 Activity Fact Sheet (form #106) before completing this
checklist. If you join the PREMIER study, you will be placed randomly into one of three groups
and you will be asked to make diet and physical activity changes.

Areyou willing and ableto: Yes Maybe No
1. Attend regular group and individual sessionsif asked? a ad ad
2. Loseweight if you are overweight according to the study

recommendations? Q Q Q
3. Reduceyour dietary sodium (salt) intake? a ad ad
4. Limit your alcohol intake to less than two drinks per day?

(if you drink)

(onedrink = 1 can of beer or 1 glassof wine or 1 shot of liquor) Q d

5. Participate in regular moderate intensity physical activity?
(moderate intensity is like a brisk walk) O Q Q

6. Eat at least 9 servings of fruits and vegetables each day?
(a serving is one piece of fruit, ¥z cup of cooked vegetables, o

cup of raw vegetables) Q Q d
7a. Eat at least 3 servings of dairy foods each day?
(a serving is 8 oz. milk or 1 cup yogurt) Q Q Q
b. 1f noto 7a, isthis because you are lactose intolerant?
(being lactose intolerant means you have problems Yes No
digesting dairy foods) Q Q

c. If yesto 7b, are you willing to take Lactaid (provided ~ Y€s  Maybe  No
by the study) to help you digest dairy foods? O Q Q

Officeuse only

OULCOME ....o.vevveeecvtcee sttt a ettt s et b s s bbb s es bbb s b s s b s st s e digible
indigible 1

Interventionist signature: Reviewed by (staff 1D):
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Diet and Physical Activity Change Checklist

Overview
Thisform will typically be completed at the SV1 visit.

The purpose of this self-administered form is to identify the participant’s willingness to comply
with the study guidelines. It will be used at screening to help determine eligibility by identifying
participants who are unwilling to change their diet and/or physical activity for the course of the
study.

Administration Instructions
Using a blue or black pen, fill out the visit date on pages 1. Be sure to use a four digit year.
Place ID labels on page 1.

The remaining items can be completed by the participant or by the interviewer. All questions on
this form should be completed, except Q7b and Q7c, which depend on the answer to Q7a.

Page| Question Special Administration Instructions (if any)

1 1-6 If No, get an explanation from the participant and try to clarify their
answer. Make sure the participant is clearly understands the question, and
knows that by answering No they will be excluded. In particular, it may

be necessary to clarify how large a serving size is in order to get an
accurate answer to questions 6 and 7.

7a If “Yes” or “Maybe”, Stop. If No, Q7b should be completed.

7b If Q7a ="No", this question may not be left blank. If Yes, Q7c should be
completed. If No, get an explanation from the participant and try to
clarify their answer. Make sure the participant is clearly understands the
guestion, and knows that by answering No they will be excluded.

7c If Q7a ="No" and Q7b = “Yes” this question may not be left blank. If
No, get an explanation from the participant and try to clarify their answer.
Make sure the participant is clearly understands the question, and knows
that by answering No they will be excluded.

Office Use: If you have gotten to this point without reaching a “No” response, except
for Q7a, enter “eligible”.

If participant responded “No” to any questions above (except Q7a), and
the answer was not recoded after reviewing it with the participant, enter
“ineligible”.
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Coding Instructions

After the form is completed, the interviewer should review all “Maybe” and “No” responses
with the participant.

For “No” responses, confirm that they meant to say “No.” If so, get an explanation and explain
that this response may make the participant ineligible. Then have an interventionist review the
form. If possible, this should be done while the participant is still in the clinic. If not, the
interventionist can call the participant if needed. This review must be completed before the
participant’s next visit. If the form is reviewed by the interventionist, they should sign the form

in the space provided. Unless the interventionist decides the response should be recoded to
“Yes" or “Maybe,” the participant will be ineligible.

For “Maybe” responses, find out the reason for the response and note it on the form. This will
help the interventionist to prepare for the SV3 Motivational Interview. Remind the participant
that they will eventually have to say “Yes” to this question to continue in the study.

Recode the answers as needed following review by the interviewer and interventionist. Add an
explanation, and initial and date the revision.

Review Instructions
If the participant is INELIGIBLE (at least one question = No in (Q1-6) or Q7a = “No'Qafil
=“No” or Q7b = “Yes” andQ7c = “N0”), enter “ineligible” on the SV1 Visit Form (#03) for
the SV1 Diet and Physical Activity Change Checklist outcome.

If the participant is ELIGIBLE (Office use only box is marked eligible), check the followin
items:

(=]

= Page 1 should be dated.

= Page 1 should have correct ID# label.

= Q1-6 =“Yes” or “Maybe”

= Q7a="Yes” or “MaybeOR if “No”, Q7b should =*Yes” and)7c = “Yes” or “Maybe”.

= If all of the above items look acceptable, enter your Staff ID in the “reviewed by” sectjon at
the bottom of page 1, and enter “eligible” on the SV1 Visit Form (#03) for the SV1 Dipt
and Physical Activity Change Checklist outcome.

Additional Instructions
This form is not entered. The outcome is reported and entered on the SV1 Visit Form.

At the SV3 visit, an interventionist follows up on these same questions via the Motivations
Script and Notes (Form #41) and the Diet and Physical Activity Change Questionnaire (Form
#40).
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Sv2

Date: / /

SV2 Blood Pressure Form

1. PREPARATION FOR BLOOD PRESSURE MEASUREMENTS

a Time of blood pressure measurements............ccocceeeene
(Noon is 12 PM) AM (1
PM 2
b. |Circle Cuff size from Cuff sizeused: ........cooveveee.. Small adult (<24 cm) (11
sVl 1 2 3 4 Adult (24-32cm) [ 2
Large adult (33-41cm) [ 3
Thigh (42-52 cm) ] 4
C. DOES CUF Fit PrOPEITY? ..e.veveeececeeeeeeercte ettt Yes (11
No ] 2
WAIT 5 MINUTES SEATED
d. Resting 30-SECONA PUISE......c.eecieiecie et ete s
e. Pulse obliteration pressure (POP).........ccccoiveceeveeieseese e
+ 6 O
f. Random zero peak inflation level (PIL), minimum 180........................
0. Blood pressure device NUMDES ...........ccv e
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PIL ID:

2. FIRST RANDOM ZERO BLOOD PRESSURE

SBP / DBP
a. Uncorrected value.........ccccoovvvvevvveccvcveicenes /I
D. ZErOVAUE......c.eeeeeeeeee e _
C. Corrected value (8-h).....cccoeeeereeiinieseeeseese e /[

WAIT 30 SECONDS
3. SECOND RANDOM ZERO BLOOD PRESSURE

SBP / DBP

a. Uncorrected value.........ccocoovvvvevcvecvvcvevcnnes /I

D. ZErOVAUE......c.eeeeeeeeee e _

C. Corrected value (8-h).....ccceeveeieeiinieneeeseee e /[
4. COMPUTE SUM

a. Sumof 2 SBPsand 2 DBPs (2c + 3¢) Y S

b. Sum of 2 SBPsand 2 DBPs from SV1 BP form (item #4) Y

c. Sumof 4 SBPsand 4 DBPs (4a + 4b) Y
5. DETERMINE BLOOD PRESSURE OUTCOME (check thefirg applicable box)

Ineligible: escapelevel 1BP.......cccocvevvveiee Sum of SBPsfor thisvisit (4a) > 359 []1

Sum of DBPs for thisvisit (4a) = 219 ]2
If box 1 or 2 ischecked: complete form #32 (escape level 1), participant isineligible

Ineligible: escapelevel 2BP........cccooeeiiiiiiee Cumulative sum of SBPs (4c) > 662 (15
Cumulative sum of DBPs (4c) = 394 (16

If box 5 or 6 is checked: complete form #32 (escape level 2), participant isineligible
Ineligible: BP OO IOW.........cueeeeeeeeeeeeeeveveeee e, Cumulative sum of SBPs (4c) < 473 13

Cumulative sum of DBPs (4c) < 313 []4
If box 3 or 4 is checked: participant isineligible
Eligible: Cumulative sum of SBPs (4c) 474-661, Cumulative sum of DBPs (4c) 314-393 (17

Collected by (staff 1D):
Reviewed by (staff 1D):
Entered by (staff 1D):
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SV2 Blood Pressure Form and Coding Instructions

Overview
The SV2 Blood Pressure Form isfilled out by clinic staff and is used for blood pressure
screening to determine eligibility of potential participants.
The SV2 Blood Pressure Form must be filled out during each SV 2 visit. ID # labels should be
printed and placed on the SV2 forms.

If data collected on this form indicates immediate exclusion, “ineligible” should be checked on
the SV2 Visit Form (#10) for the SV2 Blood Pressure Form outcome (at the top). If blood
pressure values are too high for eligibility, the BP escape-screening form (#32) should be

completed

If item 1c=No, all subsequent questions are left blank, participant is ineligible. If item 1c=Yes,
ALL fields should be complete. If a field is missing or outside the normal range, the data system
will reject the form.

Administration I nstructions

Use correct version of form. The correct version will always be on the site workstation
computer.

Place ID labels on pages 1 and 2.
Using a blue or black pen, fill out the visit date on page 1. Be sure to use a four digit year.

Page| Question Special Administration I nstructions

1 1 Before the actual measurements are obtained, items a-g must be recorded.
If there are any questions about preparing for or taking the measurements,
refer to MOP Chapter 17.

a. Record the time. The participant should be seated. Remember that noon is
12:00 pm. Mark appropriate box to indicate am or pm.
b. In the large box, circle the cuff size used at SV1. Refer to the SV1 Blood

Pressure form (#02), item #1b. Mark an "X" on the corresponding line
indicating the cuff sizeised for SV2. The cuff size used at SV2 should be
the same as the cuff size used at SV1.

C. Indicate here whether or not the cuff fits properly. If the brachial artery is
occluded by the cuff, the participant is excluded from participating in
PREMIER (see MOP Chapter 17). If this is so, check No, and check
“ineligible” on the SV2 Visit Form (Form #10) for the SV2 Blood Pressure
Form outcome (at the top). If the cuff fits properly, check Yes.

WAIT 5MINUTES SEATED

d. Obtain and record_the resting 30-squosel (radial artery) by counting
the number of beats in 30 seconds.
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Page Question Special Administration I nstructions

1 le Connect the cuff to a standard mercury sphygmomanometer to establish
and record the pulse obliteration pressure (the pressure at which the radial
pulse can no longer be felt).

f. Add 60 to the pulse obliteration pressure to obtain the random zero peak

inflation level (PIL) and record the result. If thisvalueis less than 180,
enter 180. Also, record the PIL on page 2 in the upper left hand corner.

0. Record the device number for the blood pressure machine you will be

using to take the blood pressure. Thisisatwo digit field, use leading
zeros as appropriate.

2 2 a Obtain a sitting blood pressure measurement using the random-zero device
and record the reading. If the meniscus is exactly between the lines, round
up to the nearest even number. Use leading zeros if less than 100.

b. Record the zero value. If the meniscus is exactly between the lines, round
up to the nearest even number. Use aleading zero if less than 10.
C. Do Items 3aand 3b first. Then follow instructions for Item #3c.

Wait 30 seconds
3 a Repeat item #2a.
Repeat item #2b.

C. AFTER MEASUREMENTS ARE OBTAINED FOR #2a and #3a,
subtract the zero values from the corresponding blood pressure
measurement readings with a hand calculator. Record the resulting
corrected value for both the SBP and DBP values.If the DBP goesto
OmmHg during the 5th phase, repeat the measurement recording the 4th
phase DBP. If you don'’t hear the 5th phase DBP on the repeat
measurement, then use the 4th phase DBP. Use a leading zero if the value
is less than 100.

4 a. Add the values from lines 2c and 3c together and record the sum on line
#4. The sum should be an even number. Use a leading zero if the value is
less than 100.

b. Record the sum of the SV1 SBP’s and DBP’s from the SV1 Blood
Pressure form (#02), item #4.
C. Add the sums of the SBP’s and DBP’s from items #4a and #4b and record
on line #4c.
5 Using the sum value from item #4c, chedk thapplicable box. If

ineligible, check “ineligible” on the SV2 visit form (#10) for the SV2

Blood Pressure Form outcome (at the top). If eligible, check “eligible” on
the SV2 visit form for the SV2 Blood Pressure Form outcome. If the BP
escape levels are reached, the participant needs to be referred for medical
counseling and the BP escape-screening form (#32) should be filled out.
Refer to MOP Chapter 23 for details and complete form #32.
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Coding I nstructions

All corrections are made by first making a slash through the incorrect entry and writing the
correct entry next toit. Then, alongside the corrected entry, write your initials, the date of the
correction and a note about why the correction was made (e.g., RL, 4/30/99, incorrect ID).

When filling out the “Collected by” , “Reviewed by’ , and “Entered by” box, be sure to use the
correct staff ID number. The “Entered by” staff ID # should not be written until the form is
entered.

If the participant is INELIGIBLE (Q1c = Nor Q5 = ANY box marked EXCEPT 7), mark as

Review I nstructions

ineligible on the SV2 Visit form (#10) for the SV2 Blood Pressure Form outcome.
Check for correct calculations in items 1f, 2c, 3c, 4a, and 4c.
If the participant is ELIGIBLE (Q5 = box #7 marked), check the following items:

Page 1 should be dated.
Pages 1-2 should have correct ID# labels.
Page 1:
-items la-b and 1d-g should be completed;
-item 1c should be coded as Yes;
Page 2:
-items 2 and 3 should be completed;

-item 4c should be within the range allowed for blood pressure shown in the |
option for item 5, the eligible line;

-item 5 should have box 7 marked.

st

All pages: all corrections should be explained, initialed, and dated. Correction shquld be

made in a different color pen than was used in filling out the form. It is suggested
you use red or green.

If all of the above items look acceptable, enter your Staff ID in the “reviewed by”

that

section at the bottom of page 2, and enter “eligible” on the SV2 Visit form (#10) far the

SV2 Blood Pressure Form outcome (at the top).

Additional Instructions

Use the cuff size obtained at SV1 to record all of a participant’s blood pressure measurements
during screening.

Form #9, Version 1.0, 8/5/99 Page 5



PREMIER

SV2 Visit Form

DONE?
Check VISIt WINAOW........coviiiiiieriesiereseeee e Q
Informed consent (if applicable) ........cccoooeveeveiiinenienen. Q
Complete SV2 BI0Od PreSSUre FOM.............vuereereeeeeiesessesseessessssssssssssssssenssenes digible L2
indligible L2
Complete Baseline Medication Use QUESLIONNEITE ..........ccovvrrereeerrinreienienreseeennens eligible i
(including medications review and clinician review) ineligible Q2
Collect non-fasting blood Specimen.............c.veeveeeeeneeen. Q
Distribute 24-hour urine materials........cccoovverienevenennens Q
Distribute Food Record and review instructions............... Q
Review SV1/SV2 Activity Fact Sheet .........cccceeveieneee. Q
Complete Local Lal WOIKShEEL ..........ccccovriieiieeeeee e digible L1
ineligible (12
SV2 VISt OUICOME........oeitiieieitirieieie st n e nne s digible 1
ineligible (12
refused L3

Reviewed by (staff 1D):

SV3Vist Date: Entered by (staff ID):
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SV2 Visit Form Training Manual and Coding Instructions
Overview

The SV2 Visit form isfilled out by clinic staff and is used to track the progress of the
participant through the components that make up the SV 2 visit.

As soon as a participant is determined to be ineligible, check the “Ineligible” box under the
Visit Outcome and terminate the visit. If a participant refuses to complete the visit, check the
“Refused” box under the Visit Outcome and terminate the visit. For eligible participants, all
items must be completed.

Do not enter this form until the visit is complete and a final outcome is determined. If visit is
incomplete and will not be completed, either enter “Refused” (if appropriate), or close out the
participant using the closeout form and do not enter the visit form.

Administration Instructions

Using a blue or black pen, fill out each of the items on page 1. If a participant becomes
ineligible at any point, you do not need to complete the remaining items.

Question Special Administration Instructions (if any)

Check visit window Make sure that at |east 7 days have elapsed since the SV 1 blood
pressure date.

Informed consent The need for a consent to be done at a specific visit will vary by site.
If consent is being done at this visit, check the “Done?’ box.

SV2 BP Form After completing form #9, enter the eligibility outcome. If ineligible,

skip to the SV 2 Outcome field, check the “ineligible” box, and
terminate the visit.

Medication Use After completing form #11, enter the eligibility outcome. If ineligible,
skip to the SV 2 Outcome field, check the “ineligible” box, and
terminate the visit.

Non-fasting blood After non-fasting blood sample has been collected, check the
“Done?’ box.

24-hour urine materials  If you will be collecting 24-hour urines at SV 3, distribute the
materials and instructions and check the “Done?’ box. Otherwise,
just put a slash through the box and note that this will take place a a
later date.

Review fact sheet After reviewing form #106 with the participant, check the “Done?’
box. If the participant decides after reviewing the fact sheet that they
do not wish to continue with the study, skip to the SV2 Outcome
field, check the “refusal” box, and terminate the visit.

Local Lab worksheet After local lab results have been received, fill out the local |ab
worksheet (form #12) and record the outcome on the visit form.
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Question Special Administration Instructions (if any)
SV2 Visit Outcome see Coding Instructions below

Coding Instructions

The Local Lab Worksheet can not be completed until local 1ab results come back, so the visit
form can not be finalized until then.

SV2 Visit Outcome: After all other items are complete, enter the visit outcome. If the outcomes
for blood pressure, Medication Questionnaire, and Local Lab Worksheet are all “eligible” and
the participant wishes to continue, check the “eligible” box. If any item is marked “ineligible,”
check the “ineligible” box. If the participant refused at any point, check the “refused” box. If
visit isincomplete and will not be completed, either enter “refused” (if appropriate), or close out
the participant using the closeout form and do not enter the visit form.

Review Instructions

Do not review thisform until the visit is complete and a final outcome is determined. If visitis
incomplete and will not be completed, either enter “ Refused” (if appropriate), or close out the
participant using the closeout form and do not enter the visit form.

For all participants:

Make sure that the ID label has been attached.
For eligible participants:

Check that all items have been compl eted.

Make sure that all of the eligible/ineligible responses have been checked “eligible.”
For ineligible participants:

All items do not have to be completed, but make sure that at |east one eligible/ineligible
response has been checked “ineligible.”

For refusals:;

No other items are required.

Additional Instructions
Do not enter this form until:
the visit is complete
afina outcome is determined
all other formsrelated to the visit (#9, 11, 12) have been entered.
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Visit: SV2

PREMIER
o bae. [/ |__
Baseline Medication Use Questionnaire
1. Do you regularly (at least 5 days per month) take any prescription Yes No
medicines, over the counter medications, or nutritional supplements?...................... Q Q

2. If yesto question 1, please list the medications. (Use the back of the pageif you need

more space)
Name of Medication Date you last took a Reason for use:
dose of the medication.
1. / /
2. / /
3 / /
4 / /
5 / /
6 / /
7 / /
8 / /
9 / /
10. / /
11. / /
12. / /
13. / /

Form #11, Version 1.1, 06/09/2000 Page 1



Yes No
3. Have you taken any medications for pain in the last month?.............ccccoceevvevevnanee. d104-2
(see attached list of pain medications)
4. 1f yes, how many times did you take it?.........ccceevereereeie e rarely 2
most days (13
every day (4

Form #11, Version 1.1, 06/09/2000 Page 2



ID:

Medication Use Review: (to be completed by clinic staff after reviewing page 1 and the
medications brought in by the participant)

5. List al medications and/or supplements used regularly (at least 5 days per month) by the
participant:

a
b.

c

d.

e.

f.

0.

6. I's the participant taking any of the following exclusionary medications? Yes No
a. blood pressure medications (SEE 1iSt) ......ceveeeveeereeeeeeseeeee e, (I R
b. weight 0SS Medications (SEE liSt).......cevevrvrecrereeeeeeerecreeese et eneeen, U102
c. anti-psychotic medications (SEe lISt) ....ocvveveveevecieceece e U102
d. MOOd StabiliZEr'S (SEE HISL).....vvereceeeeeeeeeeeecee ettt aeae s U102
e. oral steroids, oral breathing medications other than inhalers (seelist).... [ 1 [ 2
f. insulin or oral hypoglycemics (SEe list) ....coovveeererinrieieeeeeeeee e Q1042

7. Isthe participant taking any of the following non-exclusionary medications? Yes No

a. lipid lowering medications (SEE lISt) ....covvveeveeieciere e [ R
b. oral contraceptive PillS (SEE 1St ....vcvevivereeeeieeeeeceeeeeee e [ A )
c. hormone replacement therapy (SEE list)......ccvevevevereeeeeereceeeeeeeeeeee . [ R )
d. CAlCIUM SUPPIEMENES.........cvoveeeeeeeeeteteeee sttt bt re e [ A )
€. VITAIMINS .....cooevcv ettt st a st s et snsns [ A
L MINEIEIS ..ottt [ R

Reviewed by (staff ID):
Clinician signature Date Entered by (staff ID):
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Overview

The purpose of this self/interviewer-administered questionnaire isto identify individuals who
are taking medications that would exclude them from further participation in the study. This
form is administered during the SV2 Visit. Similar follow-up medication forms are
administered before al follow-up blood pressure assessments.

If the participant is eligible to continue and reports taking any medications, a PREMIER
clinician must review and sign the form assuring that the participant is not using any
exclusionary products. If the participant is taking a medication that is clearly exclusionary, the
form does not need to be reviewed by aclinician.

Administration I nstructions
Place ID label on pages1-— 3.

Fill out the visit date on page 1. Be sureto use afour digit year.

Thefirst two pages of thisform should be completed by the participant and the third page
should be completed by the interviewer.

Page Question Special Administration Instructions (if any)

1 1 If Yes, fill out Q2. If No, skip to Q3.

2 If Q1 = Yes, this question may not be left blank. Record any medications or
nutritional supplements regularly taken by the participant in the space
provided.

2 3 If Yesto Q3, fill out Q4.

4 If Q3 = Yes, this question may not be left blank. Mark only one response

with an “X”. This question is not exclusionary.
3 Page 3 to be completed by clinic staff only.
5 Record al medications and/or supplements used by the participant. Refer

to page 1 and the medications brought in by the participant. Only list
medications that are taken at least 5 times per month.

6 See Coding Instructions
7 See Coding Instructions
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Coding Instructions

Using the list of medicationsin Q5, code each item under Q6 as Y es or No. Use the attached
lists of medications to identify medications in each category. These lists are extensive, but not
exhaustive, so consult aclinician if in doubt about any medication.

Items under Q6 are exclusionary if the answer isYes. Note that Q6e includes oral steroids
taken for any reason, not just as an asthma medication, but does not include topical steroids.

Next, use the list of medicationsin Q5 to code each item under Q7 as Yes or No. These items
are not exclusionary.

If the participant is eligible to continue and reports taking any medications, a PREMIER
clinician (MD, physician assistant, nurse practitioner) must review and sign the form assuring
that the participant is not using any exclusionary products. If the participant istaking a
medication that is clearly exclusionary, the form does not need to be reviewed by a physician.

Review Instructions

? Page 1 should be dated
? Pages 1 - 3 should have correct ID# labels.

? For al eligible participants with any medications listed under Q5, and no exclusionary
medi cations checked under Q6, the clinician’s signature and date should befilled in (at the
bottom).

? If the participant is INELIGIBLE (at least one “Yes’ response to items 6 a-f), enter
“ineligible” on the SV2 Visit Form (#10) for the Baseline Medication Use Questionnaire
outcome.

? If theparticipant is ELIGIBLE (al items 6a-f should be coded NO), enter “ELIGIBLE” on
the SV2 Visit Form (#10) for the Medication Use Questionnaire outcome.

Additional Instructions

Only questions 3, 4, 6, and 7 are entered.
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Pain Medications List (Question 5)

Generic name
Acetaminophen
Aspirin

Aspirin & Bicarbonate

Aspirin & Caffeine
Diclofenac
Diflunisal
Etodolac
Fenoprofen
Flurbiprofen
[buprofen
Indomethacin
Ketoprofen
Ketorolac
Mefanamic Acid
Nabumetone
Naproxen
Oxaprazosin
Piroxicam
Sdlicylate
Salsalate
Sulindac
Tolmetin
Tramadol

Form #11, Version 1.1,

Brand name
Tylenal

Bayer, Bufferin, Ecotrin

Alka-Seltzer
Anacin

Cataflam, Voltaren
Dolobid

Lodine

Nalfon

Ansaid

Advil, Motrin, Nuprin

Indocin

Actron, Orudis, Oruvall

Toradol
Ponstel
Relafen

Aleve, Anaprox, Naprelan, Naprosyn

Daypro

Feldene
Trilisate
Disalcid, Salflex
Clinoril

Tolectin

Ultram

06/09/2000
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Blood pressure medications (question 8, part a)

Generic name

Acebutol ol
Amiloride
Amlodipine
Atenolol
Benazepril
Bepridil

Betaxolol
Bisoprolol
Bumetanide
Candesartan
Captopril
Carteolol
Carvedilol
Chlorthalidone
Clonidine
Diltiazem
Doxazosin mesylate
Enaapril maleate
Ethacrynic Acid
Filodipine
Fosinopril sodium
Furosemide
Hydralazine
Hydrochlorothiazide
Indapamide
Irbesartan
Isradipine
Labetolol
Lisinopril

L osartan potassium
Methyldopa
Metoprolol

(continued on next page)

Form #11, Version 1.1,

Brand name

Sectrd

Midamor, Moduretic
Norvasc

Tenormin

Lotensin, Lotrel

Vascor

Kerlone

Zebeta, Ziac

Bumex

Atacand

Capoten, Capozide

Cartrol

Coreg

Hygroton

Catapres, Clonidine, Combipres
Cardizem, Dilacor, Tiazac
Cardura

Vasoretic, Vasotec
Edecrin

Plendil

M onopril

Lasix

Apresoline, Apresazide
Esidrix, Hydrodiuril, Microzide
Lozol

Avapro

Dynacirc

Normodyne, Trandate
Prinivil, Prinzide, Zestoretic, Zestril
Cozaar, Hyzaar

Aldoclor, Aldomet, Aldoril
Lopressor, Toprol

06/09/2000
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Blood pressure medications (question 8, part a, continued)

Generic name
Minoxidil

M oexipril
Nadolol
Nicardipine
Nifedipine
Nimodipine
Nisoldipine
Penbutol ol
Pindolol
Prazosin
Propranolol
Quinapril
Ramipril
Sotalol
Spironolactone
Telmisartan
Terazosin
Timolol
Trandolapril
Triamterene
Valsartan

V erapamil

Form #11, Version 1.1,

Brand name

Loniten

Univasc

Corgard, Coroxide
Cardene

Adalat, Procardia
Nimotop

Sular

Levatol

Visken

Minipress, Minizide
Inderide, Inderol
Accupril

Altace

Betapace

Aldactizide, Aldactone
Micardis

Hytrin

Timolide

Mavik

Maxzide, Dyazide, Dyrenium
Diovan

Calan, Covera, Isoptin, Verelan

06/09/2000
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Weight-loss Drugs (Question 8, part b)

Generic name

Benzphetamine
D-Amphetamine
Dexfenfluramine
Diethylpropion
Fenfluramine
Mazindol

M ethamphetamine
Orlistat
Phendimetrazine
Phenmetrazine
Phenylpropanolamine
Phentermine

Sibutramine

* All weight-loss medications affect blood pressure except for Xenical (Orlistat)

Form #11, Version 1.1,

Brand name

Didrex

Dexadrine, Dextrostat

Redux

Tenuate, Tenuate Dospan, Tepanil
Pondimin

Mazanor, Sanorex

Desoxyn

Xenical

Bontril, Prelu-2, Plegine, X-trozine
Preludin

Accutrim, Dexatrim

Adipex, Fastin, lonamin, Obenix, Oby-Cap, Oby-Trim, Pro-Fast,

Zantril
Meridia

06/09/2000
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Anti-psychotics (Question 8, part c)

Generic name Brand name
Chlorpromazine Thorazine
Chlorprothixene Taractan
Clozapine Clozaril
Flupenthioxol Fluanxol
Fluphenazine Permitil, Prolixin
Haloperidol Haldo*
Hydroxyzine Vistaril*
Loxapine Loxitane
Mesoridazine Serentil

M ethotrimeprazine Nozinan
Molindone Moban
Olanzapine Zyprexa
Perphenazine Trilafon
Pimozide Orap
Pipotiazine Piportil
Prochlorperazine Compazine*
Promazine Sparine
Quetiapine Seroquel
Resperidone Risperdal
Sulpiride

Thioridazine Méellaril
Thiothixene Navane
Trifluoperazine Stelazine

Mood stabilizers (Question 8, part d)

Generic name Brand name

Carbamazepine Depakote

Divalproex Tegretol*

Lithium Cibalith, Eskalith, Lithobid, Lithonate, Lithotabs

* These drugs may be taken for other purposes besides psychosis or bipolar disorder. Participant
should be questioned about the reason these were prescribed before being excluded. If the drug
was taken for some other reason, recode 8c or 8d to “No”.
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Oral steroids (Question 8, part e)

Generic name

Betamethasone*
Dexamethasone
Fludrocortisone
Hydrocortisone

M ethyl prednisol one*
Prednisolone
Prednisone

Brand name

Celestoner

Decadron, Dexone, Hexadrol
Florinef

Cortef, Hydrocortone
Medrol*

Delta-Cortef, Prelone
Deltasone, Orasone

Oral breathing medications other than inhalers (Question 8, part e)

Generic name

Albuterol sulfate*
Aminophylline
Dyphylline
Guaifenesin/theophylline
Metaproterenol sulfate*
Oxtriphylline
Terbutaline sulfate
Theophyllin

Brand name

Proventil*, Ventolin*, Volmax*
Amesec, Phyllocontin, Somophyllin
Dilor, Lufyllin, Neothylline
Elixophylline

Alupent*, Metaprel*

Choledyl

Brethine

Ami-Rax, Asbron, Azpan, Bronkolixir, Bronkotabs, Constant-T,
Elixophyllin, Hydrophed, Labid, Marax, Quadrinal, Quibron,
Respbid, Slo-Bid, Slo-Phyllin, Somophyllin, Tedra, T.E.P.,
Theo-24, Theochron, Theodrine, Theo-Dur, Theolair, Theophyl,
T-Phyl, Uni-Dur, Uniphyl

*Exclusionary only if in oral form (tablet or syrup).

Form #11, Version 1.1,
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Insulin/oral hypoglycemics (Question 8, part f)

Generic name

Acetohexamide
Chlorpropamide
Glemipiride
Glipizide
Glyburide
Insulin

Metformin
Tolazamide
Tolbutamide

Brand name

Dymelor

Diabinese

Amaryl

Glucaotrol

Diabeta, Glynase, Micronase

Actrapid, Humalog, Humulin, llentin, Iletin, Insulatard, 1sophane,
Lentard, Lente, Mixtard, Monotard, Novolin, Protaphane,
Semilente, Semitard, Ultratard, Velosulin

Tolinase
Orinase

Lipid-lowering drugs (Question 9, item a)

Generic name

Atorvastatin

Bizafibrate
Cholestyramine
Clofibrate

Colestipoal
Dextrothyroxine sodium
Fluvastatin

Gemfibrozil

Lovostatin

Nicotinic acid

Pravastatin
Probucol
Simvastatin

Form #11, Version 1.1,

Brand name

Lipitor

Bezdip

Cholybar, Locholest, Prevalite, Questran
Atromid-S

Colestid

Choloxin

L escol

Lopid

Mevacor

Niacin, Niacinamide, Niacor, Nicobid,
Nicotinamide, Slo-Niacin

Pravachol
Lorelco
Zocor

06/09/2000 Page 12



Oral contraceptives (Question 9, item b)

Generic name

Desogestel

Ethynodiol
Levonorgestrel
Medroxyprogesterone

M estranol/norethynodrel
Norethin A-ET
Norethindrone

Norgestimate
Norgestrel
Progesterone

Brand name

Desogen, Mircette, Ortho-Cept

Demulen, Ovulen, Zovia

Alesse, Leveln, Levora, Nordette, Tri-Levlen, Tri-Phasil
Depo-Provera

Enovid

Loestrin, Norlestrin

Brevicon, Enovid, Estrastep, Genora, Jenest, Micronor, Modicon,
Necon, Nelova, Norinyl, Nor-Q-D, Ortho-Novum, Ovcon,
Tri-Norinyl

Ortho-Cyclen, Ortho Tri-Cyclen

Lo/Ovral, Ovral, Ovrette

Progestacert

Hormone replacement therapy (Question 9, part c)

Generic name

Chlorotrianesine
Conjugated estrogens
Diethylstilbestrol
Esterified estrogens
Estradiol

Estrone
Estropipate
Ethinyl estradiol
Quinestrol

Form #11, Version 1.1,

Brand name

Tace
Premarin, Premphase, Prempro

Estratab, Estratest, Menest, Milprem, PMB

Alora, Climara, Deladumone, Delestrogen, Depo, Estrace,
Estraderm, Fempatch, Vivelle

Theelin

Ogen, Ortho
Estinyl, Feminone
Estrovis
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Sv2
ID:

Local Lab Worksheet

Renal insufficiency dligibility: follow the steps below. When you reach an outcome of
ELIGIBLE or INELIGIBLE in one of the steps circle it and then check the appropriate box below.

Males Females
1.1f serum creatinine < 1.5 mg/dl 1. If serum creatinine < 1.2 mg/dl
then ELIGIBLE, Otherwise go to step 2 then ELIGIBLE, Otherwise go to step 2
2. If clinician chooses to reject participant at 2. If clinician chooses to reject participant at
this point, then INEL 1 GIBLE, Otherwise this point, then INEL 1 GIBLE, Otherwise
go to step 3 gotostep 3
3. Compute GFR 3. Compute GFR
Weightinkg = A Weightinkg = A
140 - agein years = B 140 - agein years = B
72 * serum creatinine mg/dl = C 72 * serum creatinine mg/dl= C
GFR = (A*B)/C= GFR =((A*B)/C)*0.85 =
If GFR < 60, then participant is If GFR < 60, then participant is
INELIGIBLE INELIGIBLE
Otherwise participant iSEL I GIBLE Otherwise participant iSEL | GIBL E
eligible ineligible
4. Rena insufficiency eligibility ........c.ccoveeeverriviriceeeeeee e U1 P

Blood sugar dligibility: check the appropriate boxes for initial and repeat results. Check the
overall outcome below. If arepeat is done, use the repeat result for the overall outcome.
Non-fasting Fasting

Initial | <160 = eligible | <126 = eligible
0 >160 = ineligible | >126 = indligible
Repeat | <160=eligible | <126 =dligible
U >160 =ineligible | =126 =ineligible

eigible ineligible
Blo0d SUGAr EigiDility........ccvevevieerieceeeeesececete e U1 H P

Reviewed by (staff 1D):
Entered by (staff 1D):

Form #12, Version 1.0, 8/5/99 Page 1



Local Lab Worksheet

Overview

The Local Lab Worksheet isfilled out by clinic staff and is used for renal insufficiency and
blood sugar screening to determine eligibility of potential participants.

The Local Lab Worksheet must be filled out during each SV2 visit.

If some data collected on this form indicates immediate exclusion, “ineligible” should be
checked on the SV2 Visit Form (#10) for the Local Lab Worksheet outcome. If data requires
that participants be referred to a physician for consultation, make sure the Participant
Information Sheet (form #100) gives you permission to contact their physician.

Administration/Coding Instructions
Place ID label on Page 1.
This form should be completed by clinic staff after the local lab results have been received.

Local lab tests may be repeated once. If a test was repeated, make a note of this on the form. If a
test is repeated, the repeat result must be used.

When an outcome is reached in one of the steps for Renal Insufficiency, beGLREOE | T
and then check the appropriate box towards the bottom of page 1.

Page Question Special Administration Instructions (if any)

1 1-3 Using the participants lab results follow steps 1-3 listed on the form to
determine whether or not the data indicate renal insufficiency. Be certain
to use the appropriate gender (male, female).

Renal insufficiency eligibility: Refer to steps 1-3 above.
If ELIGIBLE is circled in steps 1 or 3, mark the “eligible” box.
If INELIGIBLE is circled in steps 2 or 3, mark the “ineligible” box.
Blood sugar digibility: Refer to ‘non-fasting’ and ‘fasting’ eligibility criteria at the
bottom of page 1.

If only an initial test is done, use the outcome of that test to check the
overall blood sugar outcome at the bottom of the page.

If a repeat test is done, use the outcome of the repeat test to check the
overall blood sugar outcome at the bottom of the page. Once a repeat test is
done, the initial outcome may not be used.

Form #12, Version 1.0, 8/5/99 Page 2



Review Instructions

If the participant is INELIGIBLE (Renal insufficiency eligibility and/or Blood sugar eligibility
Is marked “ineligible®), enter “ineligible” on the SV2 Visit Form (#10) for the Local Lab Wprk-
sheet outcome.

If the participant is ELIGIBLE (Renal insufficiency eligibilignd Blood sugar eligibility is
marked “eligible”), check the following items:

= Page 1 should have correct ID# labels.

= Make sure one outcomeds cled in steps 1-3. If step 3 is filled in, check the calculatiorjs
for accuracy.
= Renal insufficiency eligibility outcome = “eligible” and “eligible” is circled in steps 1 or|3.
= Make sure one box is marked in either the non-fasting or fasting criteria.
= Blood sugar eligibility outcome = “eligible” and one “eligible” box is checked in either {the
non-fasting or fasting criteria.

= |If all of the above items look acceptable, enter your Staff ID in the “reviewed by” sect|on at
the bottom of page 1, and enter “eligible” on the SV2 Visit Form (#10) for the Local Lab
Worksheet outcome.

All corrections should be explained, initialed, and dated.
When filling out the “Reviewed by” box, be sure to use the correct staff ID number.

Additional instructions;

This form is not entered. The outcome is reported and entered on the SV2 Visit Form (#10) for
the Local Lab Worksheet outcome.

If participant is ineligible due to high blood sugar, and they do not know they are diabetic, refer
them to their physician. If any lab value requires immediate medical attention or the study clini-
cian decides for any reason that the participant’s physician must be informed of an abnormal lab
value, first refer to the Participant Information Form (#100) to be sure you have permission to
contact the physician.

Tests can be repeated once at local discretion. Sites can do any of the following combination of
blood draws: two non-fasting blood draws, two fasting blood draws, or one non-fasting and one
fasting blood draw. Eligibility is based on the repeat specimen.

Form #12, Version 1.0, 8/5/99 Page 3



SV3 Blood Pressure Form

1. PREPARATION FOR BLOOD PRESSURE MEASUREMENTS

a Time of blood pressure measurements...........cccoeeveeeneene
(Noon is 12 PM) AM (1
PM 2
b. |Circle Cuff sizefrom Cuff Size used.......cccoeevevurennnn. Small adult (<24 &dh)t
SVl 1 2 3 4 Adult (24-32cm) [ 2
Large adult (33-41cm) [ 3
Thigh (42-52 cm) ] 4
C. Does cuff fit properly?.... ..., Yes (11
No (2
WAIT 5 MINUTES SEATED
d. Resting 30-SECONA PUISE......c.eecieiecie et ete s
e. Pulse obliteration pressure (POP).........ccccoiveceeveeieseese e
+ 6 O
f. Random zero peak inflation level (PIL), minimum 180........................
0. Blood pressure device NUMDES ...........ccv e

Form #14, Version 1.0, 8/5/99 Page 1



PIL ID:

2. FIRST RANDOM ZERO BLOOD PRESSURE

SBP / DBP
a Uncorrected value.........ccccooovvvvncnccnvccnicenees /[
D. ZErOVAUB.....ceeeeeeee s o
C. Corrected value (8-h) .....ccceeoeereeiineeneeeseee e /[

WAIT 30 SECONDS
3. SECOND RANDOM ZERO BLOOD PRESSURE

SBP / DBP

a. Uncorrected value.........ccccoovvvvevcvecvvcvevcenes /I

D. ZErOVAUE.....cc.oceeeeeee e _

C. Corrected value (ah)......cccceeveeieiieseee e /I
4. COMPUTE SUM

a Sumof 2SBPsand 2 DBPS(2C+ 3C) .cccocvvvvvveveveeieseeseeeen /I

b. Sum of 4 SBPsand 4 DBPs from SV2 BP form (item #4c) .... I

c. Sumof 6 SBPsand 6 DBPs (4a+ 40).....cccccvvvvinvniniiinieie /I
5. DETERMINE BLOOD PRESSURE OUTCOME (check thefirst applicablebox)

Ineligible: escapelevel 1BP........ccooeieiiiiree Sum of SBPsfor thisvisit (4a) = 359 (11

Sum of DBPsfor this visit (4a) = 219 []2

If box 1 or 2 is checked: complete form #32 (escape level 1), participant isineligible
Ineligible: escapelevel 2BP.........ccoeeeveveveeenans Cumulative sum of SBPs (4c) = 957 (15
Cumulative sum of DBPs (4c) = 573 [16

If box 5 or 6 is checked: complete form #32 (escape level 2), participant isineligible
Ineligible: BPtOO [OW........cccccveiieiecie e Cumulative sum of SBPs (4c) < 716 []13
Cumulative sum of DBPs (4c) < 476 )4

If box 3 or 4 ischecked: participant isineligible

Eligible: Cumulative sum of SBPs (4c) 717-956, Cumulative sum of DBPs (4c) 477-572 (17

Collected by (staff 1D):
Reviewed by (staff 1D):
Entered by (staff ID):

Form #14, Version 1.0, 8/5/99 Page 2



SV3 Blood Pressure Form and Coding Instructions

Overview
The SV3 Blood Pressure Form isfilled out by clinic staff and is used for blood pressure
screening to determine eligibility of potential participants.
The SV3 Blood Pressure Form must be filled out during each SV 3 visit. ID # labels should be
printed and placed on the SV 3 forms.

If data collected on thisform indicates immediate exclusion, “ineligible” should be checked on
the SV3 Visit Form (#15) for the SV3 Blood Pressure Form outcome (at the top). If blood
pressure values are too high for eligibilty, the BP escape-screening form (#32) should be
completed

If item 1c=No, all subsequent questions are left blank, participant is ineligible. If item 1c=Yes,
ALL fields should be complete. If a field is missing or outside the normal range, the data system
will reject the form.

Administration I nstructions

Use correct version of form. The correct version will always be on the site workstation
computer.

Place ID labels on pages 1 and 2.
Using a blue or black pen, fill out the visit date on page 1. Be sure to use a four digit year.

Page Question Special Administration Instructions

1 1 Before the actual measurements are obtained, items a-g must be recorded.
If there are any questions about preparing for or taking the measurements,
refer to MOP Chapter 17.

a. Record the time. The participant should be seated. Remember that noon is
12:00 pm. Mark appropriate box to indicate am or pm.
b. In the large box, circle the cuff size used at SV1. Refer to the SV1 Blood

Pressure form (#02), item #1b. Mark an "X" on the corresponding line
indicating the cuff sizeised for SV3. The cuff size used at SV3 should be
the same the cuff size used at SV1.

C. Indicate here whether or not the cuff fits properly. If the brachial artery is
occluded by the cuff, the participant is excluded from participating in
PREMIER (see MOP Chapter 17). If this is so, check No, and check
“ineligible” on the SV3 Visit Form (Form #15) for the SV3 Blood Pressure
Form outcome (at the top). If the cuff fits properly, check Yes.

WAIT 5MINUTES SEATED

d. Obtain and record_the resting 30-squosel (radial artery) by counting
the number of beats in 30 seconds.

Form #14, Version 1.0, 8/5/99 Page 3



Page Question Special Administration I nstructions

1 le Connect the cuff to a standard mercury sphygmomanometer to establish
and record the pulse obliter ation pressure (the pressure at which the radial
pulse can no longer be felt).

f. Add 60 to the pulse obliteration pressure to obtain the random zero peak
inflation level (PIL) and record the result. If thisvalueisless than 180,
enter 180. Also, record the PIL on page 2 in the upper left hand corner.

0. Record the device number for the blood pressure machine you will be
using to take the blood pressure. Thisisatwo digit field, use leading
zeros as appropriate.

2 2 a Obtain a sitting blood pressure measurement using the random-zero device
and record the reading. If the meniscus is exactly between the lines, round
up to the nearest even number. Use leading zeros if less than 100.

b. Record the zero value. If the meniscus is exactly between the lines, round
up to the nearest even number. Use aleading zero if less than 10.
C. Do Items 3aand 3b first. Then follow instructions for Item #3c.

Wait 30 seconds
3 a Repeat item #2a.
Repeat item #2b.

C. AFTER MEASUREMENTS ARE OBTAINED FOR #2a and #3a,
subtract the zero values from the corresponding blood pressure
measurement readings with a hand calculator. Record the resulting
corrected value for both the SBP and DBP values. If the DBP goes to
OmmHg during the 5th phase, repeat the measurement recording the 4th
phase DBP. If you don’t hear the 5th phase DBP on the repeat
measurement, then use the 4th phase DBP. Use a leading zero if the value
is less than 100.

4 a. Add the values from lines 2c and 3c together and record the sum on line
#4a. The sum should be an even number. Use a leading zero if the value is
less than 100.

b. Record the sum of the SV2 SBP’s and DBP’s from the SV2 Blood
Pressure form (#09), item #4c.
C. Add the sums of the SBP’s and DBP’s from items #4a and #4b and record
on line #4c.
5 Using the sum value from item #4c, chedk thapplicable box. If

ineligible, check “ineligible” on the SV3 visit form (#15) for the SV3

Blood Pressure Form outcome (at the top). If eligible, check “eligible” on
the SV3 visit form for the SV3 Blood Pressure Form outcome. If the BP
escape levels are reached, the participant needs to be referred for medical
counseling and the BP escape-screening form (#32) should be filled out.
Refer to MOP Chapter 23 for details and complete form #32.

Form #14, Version 1.0, 8/5/99 Page 4



Coding I nstructions

All corrections are made by first making a slash through the incorrect entry and writing the
correct entry next toit. Then, alongside the corrected entry, write your initials, the date of the
correction and a note about why the correction was made (e.g., RL, 4/30/99, incorrect ID).

When filling out the “Collected by” , “Reviewed by’ , and “Entered by” box, be sure to use the
correct staff ID number. The “Entered by” staff ID # should not be written until the form is
entered.

If the participant is INELIGIBLE (Q1c = Nor Q5 = ANY box marked EXCEPT 7), mark as

Review I nstructions

ineligible on the SV3 Visit form (#15) for the SV3 Blood Pressure Form outcome.
Check for correct calculations in items 1f, 2c, 3c, 4a, and 4c.
If the participant is ELIGIBLE (Q5 = box #7 marked), check the following items:

Page 1 should be dated.
Pages 1-2 should have correct ID# labels.
Page 1:
-items la-b and 1d-g should be completed;
-item 1c should be coded as Yes;
Page 2:
-items 2, 3 and 4 should be completed;

-item 4c should be within the range allowed for blood pressure shown in the |
option for item 5, the eligible line;

-item 5 should have box 7 marked.

st

All pages: all corrections should be explained, initialed, and dated. Correction shquld be

made in a different color pen than was used in filling out the form. It is suggested
you use red or green.

If all of the above items look acceptable, enter your Staff ID in the “reviewed by”

that

section at the bottom of page 2, and enter “eligible” on the SV3 Visit form (#15) far the

SV3 Blood Pressure Form outcome (at the top).

Additional Instructions

Use the cuff size obtained at SV1 to record all of a participant’s blood pressure measurements
during screening.

Form #14, Version 1.0, 8/5/99 Page 5



PREMIER

SV3 Visit Form

DONE?

Check VISt WINGOW............cvveeerreecrieeeseeesssessseess e ad

Informed consent (if applicable) .........ccccoovveeveeivccecienen, Q
Complete SV3 BI0Od PreSSUre FOM.............vureereeeeeesessesseensesssssssssessssssesssenees digible L1
indligible (2

Complete Baseline Symptoms Questionnaire................... Q
Review completed SV2 FOOD RECOTT.............ovveeeeerneesseesseesesssesesesesssessssssessnesans digible L1
L Needs to be repeated ineligible 2

Review SV 3 Activity Fact Sheet.......c.ccovvevveeeiicec, Q

Motivational session with interventionist ..............c........ Q
Complete Diet and Physical Activity Change QUESHONNGITE ............ovevvereereereeeseenees digible 1
ineligible L2

24-hour food interviews...................... review instructions

complete convenient time schedule

fax schedule to Penn State
SVB VISt OUICOME.......ooevereeereerieseeseessssesssssesssssssssesssessss s sssssssnsssnsssnssnssenssenes digible L1
ineligible (12
refused (3

Treadmill Test Visit Date;

Other Interim Visit Date; Reviewed by (staff |D)Z
Randomization Visit Date: Entered by (staff ID):

Form #15, Version 1.3, 06/09/00 Page 1



SV3 Visit Form
Overview

The SV2 Visit formisfilled out by clinic staff and is used to track the progress of the partici-
pant through the components that make up the SV 2 visit.

As soon as a participant is determined to be ineligible, check the “Ineligible” box under the
Visit Outcome and terminate the visit. If a participant refuses to complete the visit, check the
“Refused” box under the Visit Outcome and terminate the visit. For eligible participants, all
items must be completed.

Do not enter this form until the visit is complete and a final outcome is determined. If visit is
incomplete and will not be completed, either enter “Refused” (if appropriate), or close out the
participant using the closeout form and do not enter the visit form.

Administration Instructions

Using a blue or black pen, fill out each of the items on page 1. If a participant becomes ineligi-
ble at any point, you do not need to complete the remaining items.

Question Special Administration Instructions (if any)

Check visit window Make sure that at |east 7 days have elapsed since the SV 2 blood pres-
sure date.

Informed consent The need for a consent to be done at a specific visit will vary by site.
If consent is being done at this visit, check the “Done?’ box.

SV3 BP Form After completing form #14, enter the eligibility outcome. If ineligible,
skip to the SV3 Outcome field, check the “ineligible” box, and termi-
nate the visit.

Symptoms Questionnaire After the Symptoms Questionnaire has been completed, check the
“Done?’ box.

SV2 Food Record The SV2 Food Record needs to be complete and acceptable for the

participant to be eigible. If the Food Record is complete and accept-
able (at least four foods are listed and an attempt made to write in the
amounts), then check “eligible.” If the Food Record is not acceptable,
and the participant iswilling to try again, then check the “needsto be
repeated” box. If participant refuses or is unable to complete an ac-
ceptable food record, then check “ineligible.”

Review fact sheet After reviewing form #107 with the participant, check the “Done?’
box. If the participant decides after reviewing the fact sheet that they
do not wish to continue with the study, skip to the SV 3 Outcome
field, check the “refusal” box, and terminate the visit.

Motivational Session After the motivational session with the interventionist has been com-
pleted, check the “Done?’ box.

Form #15, Version 1.3, 06/09/00 Page 2



Question Special Administration | nstructions (if any)

Diet and PA ChangeQ  After the Diet and Physical Activity Change Questionnaire (Form
#40) has been completed, record the outcome.

Food Interviews Check the “Done?’ boxes as each item is compl eted.
SV3 Visit Outcome see Coding Instructions below

Coding Instructions

SV3Vist Outcome: After all other items are complete, enter the visit outcome. If the outcomes
for blood pressure, SV 2 Food Record, and Diet and Physical Activity Change Questionnaire are
al “eligible” and the participant wishes to continue, check the “eligible” box. If any item is
marked “ineligible,” check the “ineligible” box. If the participant refused at any point, check the
“refused” box. If visit isincomplete and will not be completed, either enter “refused” (if appro-
priate), or close out the participant using the closeout form and do not enter the visit form.

Review Instructions

Do not review thisform until the visit is complete and a final outcome is determined. If visitis
incomplete and will not be completed, either enter “ Refused” (if appropriate), or close out the
participant using the closeout form and do not enter the visit form.

For all participants:

Make sure that the ID label has been attached.
For eligible participants:

Check that all items have been compl eted.

Make sure that all of the eligible/ineligible responses have been checked “eligible.”
For ineligible participants:

All items do not have to be completed, but make sure that at |east one eligible/ineligible
response has been checked “ineligible.”

For refusals:;

No other items are required.
After reviewing the form, enter your staff 1D on the “Reviewed by” line.

Additional Instructions
Do not enter this form until:
the visit is complete
afina outcome is determined

all other formsrelated to the visit (#14, 16, 18, 40) have been entered.
Form #15, Version 1.3, 06/09/00 Page 3



PREMIER

Baseline Symptoms Questionnaire

Below isalist of problems or complaints people sometimes experience. For each item, if you
did not have the problem during the past month, please check the box under “symptom did
not occur”.

If you did experience the problem during the past month, please check the box that best
describes how bothersome it was for you. Use the key below:

Mild = symptom did not interfere with usual activities
Moderate = symptom interfered somewhat with usual activities
Severe = symptom was so bothersome that usual activities could not be performed.

Symptoms Symptom [ Symptom occurred and was:
(during the last month) did not occur | Mild | Moderate | Severe
1. Poor appetite Q2 Q2 Os Q4
2. Diarrhealloose stools Q2 Q2 O3 o
3. Constipation Oz Q2 Os I
4. Nauseaor upset stomach Q2 Q2 Qs o
5. Bloating or excess gas Q2 Q2 Qs o
6. Wheezing or difficulty breathing [l [l ) Qs Qa4
7. Heart palpitations Q2 Q2 Qs o
8. Leg/ankle swelling i Q2 s o
9. Achesor painsin musclesor joints ) Qo> Qs P
10. Fatigue or low energy level [ Q2 O3 Qa4
11. Excessive thirst Q1 Q2 Qs Q4
12. Lightheadedness when standing up Oz Q2 s o
13. Headache Q: Q2 O3 U4
14. Difficulty sleeping ) . O P

Form #16, Version 1.2, 06/09/00 Page 1



ID:

15. Have you had any other symptoms in the past month that have not been noted on  Yes (1

thisform?

16. |f yes, please explain:

No 2

Office Use:

Clinician signature

Form #16, Version 1.2,

Date

06/09/00

Reviewed by (staff 1D):
Entered by (staff ID):

Page 2




Overview

The purpose of this self-administered form is to identify individuals who have symptoms that
could either interfere with their further participation in the study or are potentialy exclusionary
items.

Thisform isadministered at SV3. A similar version of thisform (Form #78) is administered
during follow-up. Any positive responses should be brought to the attention of a study
clinician, who initiates appropriate action in accordance with the protocol, and then signs the
form.

After the form is completed, the interviewer should review the form for completeness with the
participant.

Administration Instructions

Place ID labels on pages 1 and 2.
Using a blue or black pen, check the SV# visit box.
Fill out the visit date on page 1. Be sureto use afour digit year.

Page OQuestion Special Administration I nstructions

1 1-14 Check to make sure only one response is marked for each symptom. If a
symptom is left blank or more than one response is marked, review the
symptom with the participant and mark one response.

2 15 If Yes, complete Q16.

16 If Q15 = Yes, this question may not be left blank. Make sure the response
is legible and review the other symptoms with the study clinician.

Coding Instructions

Any positive responses should be brought to the attention of a study clinician, who initiates
appropriate action in accordance with the protocol, and then signs the form.

Review Instructions

Confirm that pages 1 and 2 have an ID label.

Make sure all items were completed (questions 16 and 18 can be blank if questions 15 and 17
are answered “No.”

If participant answered “Yes* to question 15, review the notesin question 16 for completeness.
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Pre-randomization
ID:
Date: / /

Eligibility Review Questionnaire

Please review and answer al of the questions on thisform. Indicate your answers by
placing an “X” in the appropriate box. Depending upon your answers, some of the questions
may be skipped.

Thank you very much for your cooperation.

Yes No Comments

1. Have you ever had any of the following?

A, SITOKE....eeiicee e 0. 0>
b. Heart attack...........cccovvriiiiiecc .
C. Congestive heart failure.........ccocovveeeiinnnscccce, .
d. Coronary bypass surgery or angioplasty.........cc.cccc..... I

e. Blood vessel surgery to open arteries in your neck or lebs [ 2

2. Have you ever had cancer? (other than skin cancer)...... (I [

2a.lf yes, was it: Active within the past 2 years or treated
with radiation or chemotherapy in the past 2 years?........ Q102

3. Have you taken any medications to control your blood pres-
sure within the past 3 MONtNS2...........oovveveereereeeerreereereee [ O

4. Have you taken any medications to control your weight
within the past 3 months? (see attached list).................... Q102

5. Do you regularly (more than 5 days per month) take any of
the following medications?

a. Steroid or corticosteroid pills? (e.g., prednisone)....... I
b. Oral breathing medications other than inhalers?........ 0. 0>
c. Insulin or pills for diabetes...........cccccoeoinnnicccciie, .
e LIRIUM? oo [ Ea

Form #17, Version 1.0, 8/12/99 Page 1



6. Inthelast 2 years, have you been hospitalized for

psychological or emotional problems?............occ.cooeveeveeeeernee. [ [

For women only

ID:

Yes No Comments

7. Areyou pregnant, planning to become pregnant in the next

18 months, Or breast fERtING?.........c..ovvveeeerereerseeeeeeseeseeeessseens I I
Office Use:
OULCOME: ... sseeennes Eligible [ [|Reviewedby (staffID):

Form #17, Version 1.0, 8/12/99

Incligible 2

Entered by (staff ID):
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Weight-loss Drugs (Question 4)

Thislist includes some but not all the prescription and over the counter weight loss
products. Please respond “Yes” if you have used any of these products for weight loss
within the past 3 months.

Generic name Brand name
Benzphetamine...........c.......... Didrex
dexfenfluramine..................... Redux
diethylpropion ..........ccccceue.e. Tenuate, Tepanil
fenfluramine........cc.ccoceenennee. Pondimin
phentermine..........cccccevveeenee. Adipex, Fastin, lonamin, Obenix, Oby-Cap, Oby-Trim, Pro-Fast,
Zantril
fenfluramine/phentermine..... Fen/Phen
Mazindol ........ccoevvinerennnnens Sanorex, Mazanor
phendimetrazine.................... Plegine, X-trozine, Bontril, Prelu-2
phenmetrazine.............ccce..... Preludin
phenylpropanolamine............ Dexatrim, Accutrim
d-amphetamine...................... Dexadrine, Dextrostat
methamphetamine.................. Desoxyn
(04 15 1| AR Xenica
sibutramine........ccccceeeeeveenenne Meridia

Form#17, Version 1.0, 8/12/99 Page 3



Eligibility Review Questionnaire

Overview
This Eligibility Review Questionnaire is completed in the 30 days prior to the randomization visit
for al participants where more than 30 days will have elapsed between completing the Eligibility
Questionnaire and randomization. It islikely that all participants will need to fill out this
guestionnaire.

Most of the questions are repeated from the Eligibility Questionnaire.

Administration Instructions

Using a blue or black pen, fill out the visit date on page 1. Be sure to use afour digit year.

Place ID labels on pages 1 and 2. If an ID# has not yet been assigned, leave blank and fill in
later.

The remaining items can be completed by the participant or by the interviewer.

The following information is intended to help you assist participantsin providing accurate answers
to these questions. When uncertainty remains after reviewing a question with these instructions,
please indicate this on the questionnaire so that further review may be undertaken by a study
clinician.

Page Question Special Administration Instructions (if any)

1 lae These questions are intended to screen for cardiovascular disease other than
hypertension. An individual with only hypertension should answer NO to
each question. If any question isanswered YES, participant isineligible for
the study. Note: question 1a does not include heat stroke.

2 Enter YES if the participant has ever had a diagnosis of cancer. If thereisno
history of cancer or participant has only had skin cancer, enter NO.
2a For Inactive cancers, those which have (1) been in remission for over two

years or were removed over two years ago AND (2) have not resulted in

any further treatment within the past two years, ENTER NO. For Active
cancers, those present within the past two years OR which required treatment
within the past two years, ENTER YES. If Yes, then participant isineligible.

3 If YES, participant isineligible.

4 If YES, the participant isineligible for this cohort, but may be screened for a
subsequent cohort if they go off the medication. If No, double check if
participant reviewed the list of Weight Loss Drugs on page 3.

5 If YESto any of theitems (a, b, ¢, or d), the participant isineligible. Note: the
5+ days per month do not have to be consecutive.
2 6 If YES, participant isineligible.
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Page Question Special Administration Instructions (if any)

2 7 This question should be completed only by women. If YES, Participant is
ineligible.
Office Use:  If you have gotten to this point and the participant is still eligible, and all
comments have been resolved, then enter “eligible”.

Coding Instructions

Follow up on any items |eft blank or where participant wrote in the commentsfield. Code or
recode the answers as appropriate following clinician/interventionist review. Add an explanation of
the decision, and initial and date the correction.

When filling out the “Reviewed by” and “Entered by” box, be sure to use the correct staff ID
number. The “Entered by” staff ID number should not be filled in until the form is entered.

Review Instructions

If the participant is INELIGIBLE (at least ONE question = Yes on page 1 or 2, except Q2, mark the
outcome as ineligible on this form and on the Pre-Randomization Checkilist for the Eligibility
Review Questionnaire Outcome.

If the participant is ELIGIBLE, check the following items:
* Page 1 should be dated, pages 1-2 should have correct ID# labels.
* Page 1: items la-e, 2a, 3, 4, 5a-d should be coded (or recoded) NO;

* Page 2: item 6 should be coded (or recoded) NO, item 7 should be skipped or coded NO.

If all of the above items look acceptable, enter your Staff ID in the “reviewed by” section at the
bottom of page 2, and enter “eligible” on the Pre-Randomization Checklist for the Eligibility
Review Questionnaire outcome.
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ID:

7-Day Physical Activity Recall

1. Day of theweek form was completed:...........cccovevvrieieeiesieese e,

2. What days of the week do you consider to be your weekend or
non-work days? (for most people, this would be Saturday or Sunday,

but this may be different for you) ..........cccevevveieeve s

Form #18, Version 1.2, 11/18/99

Visit: Pre-Randomization 05

6 month L 08
18 month 1 10

Thursday ] >

Friday (] 6
Saturday ] 7

Wednesday (1
Thursday 2
Friday (1
Saturday 1

Page 1



ID:

Y ester day Oneweek ago
Days of the Week

HRS MIN | HRS MIN | HRS MIN | HRS MIN | HRS MIN | HRS MIN | HRS MIN

Sleep _

M Moder ate _
O _— _ _— _ _ _— _
R
N Hard
I —_— —_— —_— —_— —_— —_— —_—
N
G Very Hard
A Moder ate
F —_— —_— —_— —_— —_— —_— —_—
N
T Hard
O —_— —_— —_— —_— —_— —_— —_—
E
O
R Very Hard
N I T T D D D S R
E Moder ate _
V _— _ _— _ _ _— _
E
N Hard _
I P — P — —_— —_— P — P — —_— —_— —_— —_— P — P — —_—
N
G Very Hard _
Was this a typical week in terms of your usual pattern of activity or exercise?............ Yesld1 NoU2

If no, were you more or |ess active in the past week than you usually are?...Mored 1 LessU 2

Page 2




Types of Activities

Think about the kinds of physical activities you have engaged in during the past 3 months.

A. Which of the following types of activities have you done? Which have you done the

most often?

To answer these questions, put a check mark next to all the activities that you have done. Then
identify up to three activities you have done most often by putting a number 1 next to the
activity you have done most often, a number 2 next to the activity done next most often, and a

number 3 next to the activity done third most often, for up to 3 activities. If you haven’t done 3

activities, number either the 1 or 2 activities that you fthree.

Number
Check| upto3
if done
Activity done | most often
1. Aerobics or dance aerobics Q
2. Jogging or running, or jogging or running on a treadmill Q
3. Riding a bicycle or an exercise bicycle Q
4. Stair climbing for exercise or using a stair-stepping machine Q
5. Stretching exercises Q
6. Swimming for exercise (for example, laps) Q
7. Walking for exercise or walking on a treadmill Q
8. Weight training Q
9. Baseball or softball Q
10. Basketball Q
11. Bowling Q
12. Cross-country skiing or using a skiing machine Q
13. Downhill skiing Q
14. Football Q
15. Golf Q
16. Handball, racquetball, or squash Q
17. Rowing or using a rowing machine Q
18. Soccer a
Form #18, Version 1.2, 11/18/99 Page 3




Number
Check| upto3
if done

Activity done | most often
19. Social dancing Q
20. Tae Kwon Do, Karate, or similar martial arts Q
21. Tai Chi O
22. Tennis or badminton Q
23. Volleyball Q
24. Water skiing Q
25. Active household chores and home maintenance Q
(for example, scrubbing floors or windows, moving boxes or furniture,
cleaning gutters, carpentry)
26. Active gardening Q
(for example, planting shrubs, digging or spading dirt, hauling and spread-
ing mulch)
27. Active yard work Q
(for example, raking leaves, mowing the lawn, trimming shrubs or trees,
shoveling snow)
28. Other: |
29. Other: Q
B. How often did you use special exer cise equipment when you engaged
IN PRYSICAI BCHIVITY?.....eeceiveeeeeeecee ettt n et sn s Always 1
(Exercise equipment includes treadmills, exercise bicycles, stair- Usually 1 2
stepping machines, rowing machines, skiing machines, weight Occasionally d 3
tral ning machines, free weights, and other equipment used in Seldom O 4
fitness centers or sold for home use.)

Never U 5
C. Think about your usual activity level. In atypical week,
how often do you do vigorous physical activity for at least
20 MUNUEES? ..ottt s et s et s et ss st et en st s s st snsn s s s sesesanens Never U 1
(Vigorous activity is about the same intensity as running. Onceaweek U 2
Some other ActivitLgs th?t can be \(igor_ouslare joggéi ng, Twiceaweek O 3
stair stepping, aerobics classes, swimmin S, an ,
singl esetpeanigs). g'ep Three or more times aweek [ 4

Form #18, Version 1.2, 11/18/99 Page 4



Office use only:
Interviewer Assessment

This pageis to be completed by the interviewer after the 7-day physical activity recall is
complete.

la. If yes, please explain:

2. Do you think thiswas avalid 7-day PAR interView?: .........oc..oeveeeereeeeereesereeennnenns Yes 1

3. Please list below any activities reported by the participant that you did not know how to
classify:

Interviewer (staff ID):
Reviewed by (staff 1D):
Entered by (staff 1D):

Form #18, Version 1.2, 11/18/99 Page 5



Overview

Thisform is designed to capture information about the quantity and type of physical activity
done by the participant. The form has two parts: an interview plus a self-administered
guestionnaire. The interview portion must be completed by a certified interviewer. See MOP
chapter 22 for information about the interview process and certification requirements.

Note: in afew cases, the previous week’s activity may be extremely atypical (the participant
was in the hospital or in bed, or there was a family crisis, work crisis, or travel. It is permissible
in these cases to go to the week prior to the previous Waelcoor dinating center must be

notified when such an exception is made. Fax the CC a copy of the completed form and a

note explaining why the exception was made.

Administration Instructions

Using a blue or black pen, check the appropriate box to designate which visit this form (#18)
was administered: Pre-Randomization, 6, or 18 month.

The interviewer should complete question 1 on page 1 and the top of page 2 before the
participant arrives. Question 2 on page 1 and the rest of page 2 are completed during the course
of the PAR interview. Then the participant can fill out pages 3 and 4 on their own. Pages 3 and
4 could also be interviewer-administered. After the participant is done, the interviewer

completes page 5.

Page OQuestion Special administration instructions
1 1 Check the current day of the week.

2 Indicate which days the participant considers their “weekend.” If the
participant does not work or does not have a “weekend”, do not check any
of the items, and add a note in the margin to show that the answer is not
applicable rather than missing. For each day selected by the participant,
place a “W” on page 2 above that day as a reminder.

2 days Fill out the day names for yesterday through a week ago across the top of
the page before the participant arrives. Leave any day/time/activity level
sections where no activities took place blank (do not fill out as zero). You
can put a line or arrow through these sections from top to bottom as a
reminder that they are intentionally left blank. Mark one response for both
guestions at the bottom of the page.

grid See MOP Chapter 22 for instructions. Also see the sample form on page 8.

3-4 Al-29 Participant should check any activity they did even once in the last 3
months. Then participant should indicate their top 3 activities. If participant
says that 2 or all 3 of the activities are done equally, push them to see if
they can make a decision. If not, code ties as the average of the rankings. If
participant does 3 activities equally, each should be coded as a 2. If
participant does their top two activities equally, they should each be coded
as 1.5. If participant does their 2nd and 3rd activities equally, they should
each be coded as 2.5.

4 B Only one response should be marked.

Form #18, Version 1.2, 11/18/99 Page 6



Page Question Special administration instructions

C

Only one response should be marked. If participants ask about the example
activities given, you can use the following information to clarify:

Jogging is considered a vigorous activity at any pace, except combination
walking/jogging. Aerobicsis considered avigorous activity, except low
impact aerobics. Swimming laps, stair-stepping, and singles tennis are
considered vigorous activities at any pace. If participants ask about a
particular activity, and whether or not it counts as vigorous, use the
Compendium of Physical Activitiesin Chapter 22 of the MOP to look up
the METs. Anything above 6.0 counts as vigorous.

Coding Instructions

Interviewer Assessment section (page 5)

Question
1

I nstructions

List any and all problems that occurred during the interview. These could include

issues like: participant did not understand the questions, participant had trouble
quantifying their activity, participant had trouble categorizing activity levels,

interview was interrupted or cut short, etc.

This asks for the interviewer’s subjective impression of whether or not the PAR
was valid. This response should be based on the interviewers feelings regarding
whether or not the participant was being truthful during the recall and could
conceptualize what was being asked during the interview.

Sometimes the answer will be obvious. For example, if the participant reports no
or little sleep, or they insist that something generally thought of as a light activity
was hard or very hard, then the interview is probably not valid. Interviews with
problems reported in answer to question 1 may also be invalid.

Interviewers should use their overall impression of the interview to reach a
decision.

List any activities which could not be found in the Compendium reference in
MOP Chapter 22. Fax a copy of any form with unclassified activities to the Data
Clerk at the coordinating center. Note on the cover sheet what the problem was
and ask for a coding decision. The coordinating center will forward these forms
to a physical activity expert for a decision.

Form #18, Version 1.2, 11/18/99 Page 7



Review Instructions

Ideally the reviewer should be a person who is certified as a PAR interviewer.
Check the following items:

Form should befilled out in blue or black pen (including page 2). Corrections should be ini-
tialled, dated, and areason given.

Page 1 should be dated, and pages 1-5 should have an ID label attached.

Make sure that the date on page 1, the day indicated on question 1 of page 1, and the days
listed across the top of page 2 are consistent.

All guestions on pages 1, 3, 4, and 5 should be answered.
The two questions at the bottom of page 2 should be answered.
Review the grid on page 2 to be sure all information islegible.

Additional Instructions

Do not enter thisform until all coding issues have been resolved.

On page 2, only enter the items where a number of hours/minutes was indicated, skip over the
other fields.

Form #18, Version 1.2, 11/18/99 Page 8




Yesterday W W Oneweek ago
Days of the Week SUN SAT FRI THUR WED TUES MON
HRS MIN [ HRS MIN | HRS MIN | HRS MIN | HRS MIN | HRS MIN | HRS MIN
g I10P-7A 10:30P-8 A |10:30P-6:45 A I10P-7A I10P-7A 10P -7A I10P-7A
P 09: 00} 09: 00| 08:15({09:00| 09:00|1029: 00 029:00
lifting/stacking mop walk
M Moderate
@) 00:20} 00: 20 ___¢:_ _ (_J}:__ |} _ | O0:10f__}:_
R
:\‘ Hard
\ N S SN I [N U N NN I N I S (N R —
= G Very Hard v
— R [P NS [N R [ S [ SN I S (N S —
L? lifting/stacking walk
ol A Moder ate
— | F N 0020 __ Vi |\ _4r__|L0:20_ {4 |__4i___
Q
| T O
| E O Hard
NI R N N O I I I O I AN R S I B I B
Very Hard —
walk
E Moder ate
vV 00: 20 __ ¥ |\ _ ¥ \_ 4| b | i
E
N Hard
| SR U [ AR [P AU [ S [ SN— R S U N —
N
G | VeryHard—y— \2 v - v v
Was thisatypical week in terms of your usual pattern of activity or exercise?............ Yes®E1 NoU2

If no, were you more or less active in the past week than you usually are?... More® 1 LessU 2




PREMIER

Pre-Randomization Checklist

Items that must be completed and enter ed prior to randomization:

Eligible Indigible N/A

Complete Eligibility Review Questionnaire (FOrm #17) ................... O Q2 Us
(if more than 30 days between Eligibility Questionnaire and R/l visit)

Follow up for positive Rose PVD SCreener........ccocceeeeeeceececeeeneene O Q-2 Qs
Follow up for positive Rose Angina SCreener .........cccoeeeveeeeeeeeeeneee. O Q-2 Qs
Case CONFEreNCE OULCOIMIE.........cuirveieireeiereeie et Q1 Q-

Waist circumference (transfer to Randomization Checklist) .... . cm

cm

Items that must be completed but do not have to be entered prior to randomization:

DONE?
Collect signed medical release form..........ccoc.cooveeveeeveeennee. a
Complete two 24-hour recalls........cccoevveveviveveeceseeceene, a
Complete Patient History Questionnaire..............c...oo...... Q
Complete Physical Activity Recall...................c.ooni. a
Collect acceptable 24-hour UMNE ...........ovveeeveereeeerereseeene. a
Collect acceptable fasting blood (CLCS, Storage, CDC).... Q
Complete Treadmill TSt .....ccovvviiiicecee e a
Complete Psychosocial Questionnaire Packet .................... Q
(7 forms: #45-49, 23, 25)
OULCOMIE...... et tee ettt ettt et ettt e et e se s b e b e et e s e s ese st ebe s ebese st ebe st et ensebensssesensbenens digible 1
indligible L2
refused 3

Reviewed by (staff ID):

Randomization Visit Date; Entered by (staff ID):
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Pre-Randomization Checklist Training Manual and Coding Instructions
Overview

The Pre-Randomization Checklist is used to track the completion of forms and measurements
during the time period between the SV 3 visit and the R/l visit. This form must be complete
before the R/l visit can begin.

It is possible to fill out this form on the day of the R/I visit, but that is not recommended. The
form must be entered before the randomization can occur, and this could pose logistica
challenges if left until the last minute.

The items on this form are divided into those that must be completed and entered prior to the
R/I visit, and those that only need to be completed prior to the R/I visit. It is recommended that
stes try to complete and enter al items prior to the R/l visit in order to allow time to resolve
any potential data problems before the participant is randomized.

As soon as a participant is determined to be ineligible, check the “Ineligible” box under the
Visit Outcome and terminate the visit. If a participant refuses to complete the visit, check the
“Refused” box under the Visit Outcome and terminate the visit. For eligible participants, all
items must be completed.

Do not enter this form until all pre-randomization activities are complete and a final oucome is
determined. If the pre-randomization activities are incomplete and will not be completed, either
enter “Refused” (if appropriate), or close out the participant using the closeout form (#30) and
do not enter the Pre-Randomization Checklist.

Administration Instructions

Using a blue or black pen, fill out each of the items on page 1. If a participant becomes
ineligible at any point, you do not need to complete the remaining items.

Question Special Administration Instructions (if any)

Eligibility Review Q If more than 30 days will have elapsed between the date the
Eligibility Questionnaire was completed and the date of the scheduled
R/I visit, complete the Eligibility Review Questionnaire and enter its
outcome. Otherwise, enter N/A

Rose Q-PVD If the participant had a positive Rose Questionnaire— PVD at SV1,
enter the outcome of the followup process. Otherwise, enter N/A.

Rose Q — Angina If the participant had a positive Rose Questionnaire — Angina at SV1,
enter the outcome of the followup process. Otherwise, enter N/A.

Case conference After conducting a case conference to review the participant, enter

the outcome. The processfor conducting a case conference is flexible
and can be determined by each site. The only requirement is that staff
have a chance to discuss the appropriateness of each participant for
the study.
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Question Special Administration | nstructions (if any)

Waist Circumference Measure waist circumference to the nearest 0.1 cm according to the
procedures in MOP Chapter 20. These measurements will be
transferred to the Randomization Checklist and entered as a part of
the R/I visit at that time.

Medical release Using the form developed for your site, collect a signed medical
release form from each participant. If participant will not sign a
medical release, refer to investigator for a decision about whether
participant should be excluded.

24-hour food interviews After Penn State has confirmed that the two food interviews were
completed, check the box. If Penn State is unable to complete the two
interviews, do not check the box, and enter an outcome of Ineligible.

Patient History After the Patient History Questionnaire (#24) has been completed and
reviewed, check the box. If the form can not be completed, do not
check the box, and enter an outcome of Ineligible.

Physical Activity Recall After the Physical Activity Recall (#18) has been completed and
reviewed, check the box. If the form can not be completed, do not
check the box, and enter an outcome of Ineligible.

24-hour urine After an acceptable 24- hour urine has been collected, and the Central
Lab Collection Form — 24-Hour Urine (#20) has been completed and
reviewed, check the box. If an acceptable sample can not be
collected, do not check the box, and enter an outcome of Ineligible.

Fasting blood After an acceptable fasting blood sample has been collected, and the
Central Lab Collection Form — Fasting Blood (#21) and the CDC Lab
Collection Form (#77) have been completed and reviewed, check the
box. If an acceptable sample can not be collected, do not check the
box, and enter an outcome of Ineligible.

Treadmill Test After an acceptable treadmill test has been completed, and the Fitness
Test Form (#26) has been completed and reviewed, check the box. If
the test can not be completed, do not check the box, and enter an
outcome of Ineligible.

Psychosocial packet After the psychosocial questionnaires (#45-49, 23, 25) have been
completed and reviewed, check the box. If the forms can not be
completed, do not check the box, and enter an outcome of Ineligible.

Outcome see Coding Instructions below

Coding Instructions

Outcome: After al other items are complete, enter the visit outcome. If the outcomes for the
Eligibility Review Questionnaire, Rose Questionnaires follow- up, and case conference are all
“eligible” or “N/A” and the participant wishes to continue, check the “eligible” box. If any item
ismarked “ineligible,” check the “ineligible” box. If the participant refused at any point, check
the “refused” box. If the checklist isincomplete and will not be completed, either enter
“refused” (if appropriate), or close out the participant using the closeout form (#30) and do not
enter the checklist.
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Review Instructions

Do not review this form until al pre-randomization activities are complete and a final outcome
is determined. If the pre-randomization activities are incomplete and will not be completed,
either enter “Refused” (if appropriate), or close out the participant using the closeout form and
do not enter the visit form.

For all participants:

Make sure that the ID label has been attached.
For eligible participants:

Check that al items have been compl eted.

Make sure that all of the eligible/ineligible responses have been checked “édligible”
or “N/A”

Make sure that no more than 6 months have passed between the SV1 blood pressure date
and the scheduled randomization visit.

For ineligible participants:

All items do not have to be completed, but make sure that at least one eligible/ineligible
response has been checked “ineligible” or one “Done?’ box has not been checked.

For refusals:
No other items are required.
After reviewing the form, enter your staff 1D on the “Reviewed by” line.

Additional Instructions
Do not enter this form until:
All pre-randomization activities are complete
A fina outcome is determined
The dligibility review questionnaire (#17) has been entered.

(Other forms — #20, 21, 77, 24, 26, 45, 46, 47, 48, 49, 23, 25 — do not have to be entered
prior to entering this checklist.)
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Pre-Randomization
ID:

Central Lab Collection Form — Baseline 24-Hour Urine

Data from wor ksheet (best of initial sample or repeat)

Collect start date........ccceeveeieeeieii e I S
= T A 0 T S . AMorP™M

(7o) 11=oi B8 (0] 0 o[-\ TSRS I Y
S (0] 01 AT 1 . AMorPM
Time SUFfiCient (22-26 NOUIS) .......c.cocueviecieiereieecee et Yes ] 1
No [ 2
LI L= VIV A 0] LU 1 4T PP R o o
Volume SUFfIGIENt (3500 CC) .....vuvvvveceeereceseeseeeeeseesssessssessessssssssessesssssesenssessanens Yes 1
No [ 2

Sample OBLAINE COMTECLIY ......cvvvreceeeeeceeece et ees Yes (1
U discarded initial void <1 voiding missed [ not menstruating No 12
Was participant ableto refrigerate Sample? ..........cooevveveveeve e Yes (1
No [ 2

Sample Collection OULCOME.........cccerererieiieieriere e Ready to ship to lab* ] 1
Failed (] 2

Extra Collection OULCOME..........cccoeriririeieeeree e Ready to ship to storage* (] 1
Failed (] 2

Collected by (staff 1D):
Reviewed by (staff 1D):

*ncludes adequate samples, and al so inadequate samples
e P " P Entered by (staff ID):

where obtaining an adequate sample was not possible.
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Central Lab Collection Form — Baseline 24-Hour Urine — Worksheet
Initial Sample

1. Collect startdate /[ Starttime __ :  AMorPM
2.Collect stopdate /[ Stoptime _ : AMorPM
G N[0T o= o) o TS o
4. Time Sufficient (22-26 NOUIS).........cccoviieeiieiece e Yesd Nod
5. Total VOoluME (22-26 NOUIS).......ceiueeiiiiiesieie et este et te e e e se e I, © o
6. Volume SUfficient (3500 CC)....cvvereeererieieisie e Yesd NoQd
7. Sample obtaiNned COrTECLIY .....ccviiiiieiice et Yesd Nod
U discarded initial void U <1 voiding missed  not menstruating
8. Was participant ableto refrigerate sample? Yesd Nod
9. Initial Sample Collection Outcome Adequate (answer is YES to #4, #6, and #7) U

Inadequate (do repeat sample) 4

Repeat Sample
10. Collect startdate /[ Starttime . AMorPM
11. Collect stopdate /[ Stoptime ' AMorPM
12, NUMDEN Of NOUF S ...ttt nne e L
13. Time Sufficient (22-26 NOUIS).........ccuiiiieeeieiesiesie e Yesd Nold
14. Total VOIUME (22-26 NOUIS)......ccueiueerieeiisiesieeie e siee e see e s see e e R o o
15. Volume SUfficient (3500 CC)....veverververieriieeeienie st Yesd Nod
16. Sample obtained COrreCtly ..o e Yesd Nold
U discarded initial void U <1 voiding missed U not menstruating
17. Was participant ableto refriger ate sample? Yesd Nod
18. Repeat Sample Collection Outcome  Adequate (answer is YESto #13, #15, and #16) U
Inadequateld
Overall Collection Qutcome Initial sample was adequate, or was the best of the two U

Repeat sample was adequate, or was the best of the two U
Failed, neither sample can be sent U

Collected by (steff 1D):
Reviewed by (staff 1D):
Entered by (staff 1D):
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Overview

Thisform will be used to track the collection and shipping of 24-hour urine specimens during
screening. Use forms 62 and 64 for specimens collected at 6 and 18 months. It is expected that
thisform will befilled out for each participant at their initial attempt and, if oneis necessary,
their repeat attempt to collect a 24-hour urine specimen.

Administration Instructions

Fill out the worksheet first. After theinitial (and repeat) collection is completed, transfer the
datato the first page of the form.

Coding Instructions

Page Field Special Instructions

2 1 Record the start date and start time as recorded on the label attached to the urine
collection jug. For the date, use leading zeros as appropriate. Be sureto use a
four digit year. For the time, use leading zeros as appropriate. Circle AM or PM.
Remember that Noon is 12 PM.

2 Record the stop date and stop time as recorded on the label attached to the urine
collection jug.

3 Subtract stop time from start time. Record answer in hours (rounded to the
nearest whole number). Thisisatwo-digit field. Use leading zeros as
appropriate.

4 Mark Yesif number of hoursis at least 22 but not more than 26 hours. Mark No
If number of hoursisfewer than 22 or more than 26.

5 Record total volume in cubic centimeters of urine as measured using a
graduated cylinder. Thisisafour-digit field. Use leading zeros if necessary.

6 Mark Yesif total volumeis at least 500 cc. Otherwise, mark No.

7 Mark Yesonly if al three boxes below are checked.

8 Mark Yesif the participant was able to refrigerate the sample. Note that thisis
not arequirement for Q9.

9 Mark Adequate if answersare Yesto #4, 6, and 7.

10-18 Only go onto repeat sampleif Q9 is coded as inadequate. Instructions for Q10-
18 are the same as for Q1-9.

Overadl Self-explanatory

If there was no repeat sample, or the initial sample was the best of the two, transfer the
information from the top section of the worksheet to page 1 of the form. If the repeat sample
was the best of the two, transfer the information from the bottom section of the worksheet to
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Review Instructions

Make sure that if the sample collection outcome is “ready to ship to lab” that you have two
tubes of urine (1 with HCI and 1 without) in the freezer. If the extra collection outcome is
“ready to ship to storage”, you should have four additional tubes of urine in the freezer (2 with
HCIl and 2 without).

Check that the data were correctly transcribed from page 2 to page 1.

Additional Instructions

This form is used to generate the shipping logs for sending specimens to the lab or to storage.
Specimens can not be shipped until this form is entered.

Form #20, Version 1.0 10/21/99 Page 4



Pre-Randomization
ID:

Central Lab Collection Form — Baseline Fasting Blood

Data from wor ksheet (best of initial sample or repeat)

(O] 1=oi fle F=1 =S Y Y
(O] 1="oi 0 1] o 1 USSR . AMorP™M
=TS T o 1 A1 =SOSR _____hours
Fasting time SUfficient (12+ NOUS) .......c.cuvveevieieeeeieeseee sttt Yes (1
No ]2
Serum Vial Collection Outcome (red) .......ccoeeeveeienceneeie e Ready to ship to lab* [ 1
Failed (] 2
Plasma Vial Collection Outcome (PUrple).......ccccocevveeeveeeeeseeeennns Ready to ship to lab* (] 1
Failed (] 2
Buffy Vial Collection OQutcome (PUrple) ........ccceeevreenerienrennnne Ready to ship to storage* [ 1
Failed (] 2
Extra Serum Vials Collection Outcome (red)............. Ready to ship to storage* ] 1
Failed 2  #vids
Extra Plasma Vials Collection Outcome (clear)......... Ready to ship to storage* ] 1

Faled (]2  #Vvids

Collected by (staff 1D):
Reviewed by (staff 1D):

*|ncludes adequate samples, and also inadeguate samples
= P . P Entered by (staff ID):

where obtaining an adequate sample was not possible.
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Central Lab Collection Form — Baseline Fasting Blood — Worksheet

I nitial Sample

1.Collectdate /[ Collecttime __ :  AMorPM
2. FASHING TIME.....ee et b e sr e e _____hours
3. Time Sufficient (124 NOUIS)........cooiiiiiieieee e Yesd NoQ
4. Serum Vial Collected (red)......coooveeererinneererereee e Yesd NoUd Hemolyzed 4
5. Plasma Vial Collected (Clear) ......cccooereeiineenenereeeeeeeee Yesd NoUd Hemolyzed 4
6. Buffy Vial Collected (PUrple) ......cooeeiereiiiieeiee e Yesd NoUd Hemolyzed 4
7. Extra Serum Vials Collected (red) ........cccovenneene. Yesd NoU Hemolyzedd #vias:
8. Extra Plasma Vials Collected (clear).................. Yesd NoUd Hemolyzedd #vials:
9. Initial Sample Collection Outcome Adequate (answer is YES to #3-8) U
Inadequate, repeat the sample 4

Repeat Sample
10.Collectdate /[ Collecttime ___ :  AMorPM
I = S T TP _____hours
12. Time Sufficient (124 NOUIS)......ccooieiiieeieeeree e Yesd NoU
13. Serum Vial Collected (red)........ccoooeveeneniinieieeeeseeee e Yesd NoUd Hemolyzed 4
14. Plasma Vial Collected (Clear) ......cccevereeneriinieneee e Yesd NoUd Hemolyzed 4
15. Buffy Vial Collected (PUIPIE) .....coovrerreeiiniinieiese e Yesd NoUd Hemolyzed 4
16. Extra Serum Vials Collected (red) ................... Yesd NoUd Hemolyzedd #vias
17. Extra Plasma Vials Collected (clear)................ Yesd NoUd Hemolyzedd #vias:
18. Initial Sample Collection Outcome Adequate (answer isYESto #12-17) U
Inadequate U
Overall Collection Qutcome Initial draw was adequate, or was the best of the two U

Repeat draw was adequate, or was the best of the two 1
Failed (neither draw can be sent to the lab) O

Collected by (staff 1D):
Reviewed by (staff 1D):

Form #21, Version 1.1, 3/15/2000 Page 2




Overview

Thisform will be used to track the collection and shipping of fasting blood specimens collected
during screening. Use forms 63 and 65 for specimens collected at 6 and 18 months. It is
expected that thisform will be filled out for each participant at their initial attempt and, if oneis
necessary, their repeat attempt to collect a fasting blood specimen.

Administration Instructions

Fill out the worksheet first. After theinitial (and repeat) collection is completed, transfer the
datato the first page of the form.

Coding Instructions

Page Field Special Instructions

2 1 Record the collect date and collect time of the draw. For the date, use leading
zeros as appropriate. For the time, use leading zeros as appropriate. Circle AM
or PM. Remember that noon is 12 PM.

2 Round answer, in hours, to the nearest whole number.
3 Mark Yesif number of hoursis at least 12. Otherwise, mark No.

5-8 Mark Yesif the sample was collected. Mark No if the sample was not collected.
Mark Hemolyzed if the sample was hemolyzed.

9 Mark Adequate if answers are Y esto #3-8.

10-18 Only go onto repeat sampleif Q9 is coded as inadequate. Instructions for Q10-
18 are the same as for Q1-9.

Overdl Self-explanatory

If there was no repeat sample, or the initial sample was the best of the two, transfer the
information from the top section of the worksheet to page 1 of the form. If the repeat sample
was the best of the two, transfer the information from the bottom section of the worksheet to
page 1 of the form.

Review Instructions

Make sure that if the sample collection outcomeis “ready to ship to lab” or “ready to ship to
storage’ that you have the matching tube(s) in the freezer.

Check that the data were correctly transcribed from page 2 to page 1.

Additional Instructions

Thisform is used to generate the shipping logs for sending specimens to the lab or to storage.
Specimens can not be shipped until thisform is entered.

Form #21, Version 1.1, 3/15/2000 Page 3




Visit

6 monthg 08
. . 1 hied 1
Alcohol Intake Questionnaire 8 mont 0
Date: / /
1. On average, how many drinks of alcohol do you have
in a week? (1 drink=1 can of beer or 1 glass of wine
or 1 shot of liquor. If you don't drink alcohol,
ENEET 0.) i . drinks per week
la. If you drink alcohol, how often do you have six or more drinks on o
(o Todor= 1< (0] o 1N SRS Never 4 1
Less than monthl (] 2
Monthly ([ 3
Weekly (] 4
2-3 days/wee [ 5
4-7 days/weekd 6

Reviewed by (staff ID):
Entered by (staff ID):

Form #22, Version 1.1, 06/21/2000 Page 1



Overview
This questionnaire is designed to capture information about alcohol consumption and binge drinking.

Administration Instructions

This form is designed to be self administered. It can be completed at the clinic, or handed out to
be completed at home.

Question Special Administration Instructions (if any)

1 Participants who do not drink alcohol should enter zero. If the participant asks, a drink is
defined as 12 oz. of beer, 5 oz. of wine, or a 1 oz. shot of liquor. If participant gives a
range use the mid-range or higher number. For example, code “5-6" as “5.5”, code “0.5
to 1” as 1, and code “4 to 6” as “5”".

la Participants who do not drink alcohol should skip this question.

Coding Instructions

No coding is required.

Review Instructions

Make sure question 1 was answered, and the skip pattern was followed correctly.

Form #22, Version 1.1, 06/21/2000 Page 2



ID:

Visit: Pre-randomizationD 05
6 month D 08
18 month D 10

Quality of Life Questionnaire Date: / /

This survey asks for your views about your health. Thisinformation will help keep track of how
you feel and how well you are able to do your usual activities.

Answer every question by checking the appropriate box. If you are unsure about how to answer
aquestion, please give the best answer you can.
1. Ingeneral, would you say your health is: .........ccccoovrviviieii e Excellent []1
Very Good [] 2
Good ] 3
Fair ] 4
Poor ] >

2. Compared to four weeks ago, how would
you rate your health in general now?................... Much better now than four weeks ago B

Somewhat better now than four weeks ago (] 2
About the same now as four weeksago ] 3
Somewhat worse now than four weeks ago (] 4
Much worse now than four weeks ago [ 5

3. Thefollowing items are about activities you might do during atypical day. Does your health
now limit you in these activities? If so, how much?

Yes, Yes, Not
limited | limited | limited
Activities alot | alittle | at all
a Vigorous activities, such as running, lifting heavy objects,
participating in strenuous sports Q1 | Q2 | Qs
b. Moderate activities, such as moving atable, pushing a vacuum
cleaner, bowling, or playing golf Q1 | Q2 | Qs
c. Lifting or carrying groceries i U2 | Qs
d. Climbing severa flights of stairs H U2 | Qs
e. Climbing oneflight of stairs Q1 | Q2 | Qs
f. Bending, kneeling or stooping i U2 | Qs
g. Walking more than amile H U2 | Qs
h. Walking severa blocks H 2 [ W3
i. Walking one block H U2 | Qs
j. Bathing or dressing yourself i U2 | 43

Form #23, Version 1.0, 8/12/99 Page 1



ID:

4. During the past four weeks, have you had any of the following problems with your work or
other regular daily activities as aresult of your physical health?

Yes| No
a Cut down on the amount of time you spent on work or other activities I
b. Accomplished less than you would like I R
c. Werelimited in any kind of work or other activities 1142
d. Had difficulty_performi ng the work or other activities 01002
(for example, it took extra effort)

5. During the past four weeks, have you had any of the following problems with your work or
other regular daily activities as aresult of any emotional problems (such asfeeling de-
pressed or anxious)?

Yes| No

a. Cut down the amount of time you spent on work or other activities Q1?2

b. Accomplished less than you would like 12

c. Didn’'t do work or other activities as carefully as usual 1142
6. During the past four weeks, to what extent has your physical health or
emotional problemsinterfered with your normal social activities with

family, friends, Nneighbors, Or QroUPS?........cooeiiririreeeeee e Notatal []1

Slightly (2

Moderately [ 3

Quiteabit [ 4

Extremely (15

7. How much bodily pain have you had during the past four weeks? ............. None ] 1

Very mild (] 2

Moderate (] 3

Severe ] 4

Very severeld 5
8. During the past four weeks, how much did pain interfere with your nort
work (including both work outside the home and housework)?............. Not atall ] 1
A little bit (2
Moderately [ 3
Quite a bit [ 4
Extremely (5

Form #23, Version 1.0, 8/12/99 Page 2



ID:

9. These questions are about how you fedl and how things have been with you during the past
four weeks. For each question, please give the one answer that comes closest to the way you
have been feeling. How much of the time during the past four weeks:

A good

All | Most bit | Some| A little | None

of the | of the| of the |of the| of the | of the

time | time | time | time| time | time

a Didyou fed full of pep? U1 (U2({ W3 [Wa| s | Ws

b. Haveyoubeenaverynervousperson? |1 |2 | W3 (W4 | Ws | e
c. Haveyou felt so down in the dumps that

nothing could cheer you up? B U, | Oz |4 | s e

d. Haveyou felt cam and peaceful ? U: | d2({Uds |das|l Qs | s

e. Didyou havealot of energy? U: (U2 U3 [WAa| Qs | s

f. Haveyou felt downhearted and blue? U: | d2({ds |ds|l Qs | s

g. Did you feel worn out? U: | d2({Uds |das|l Qs | s

h. Have you been ahappy person? Q. U203 |04 Qs | Qs

i. Didyou fed tired? H B U2 Qs Uz s Ws

10. During the past four weeks, how much of the time has your physical
health or emotional problems interfered with your social activities
(like visiting with friends, relatives, etC.)?........cccoevvevereeienieneeceseeen All of thetime ] 1

Most of thetime ] 2
Some of thetime [ 3
A little of thetime [ 4
None of thetime 5

11. How TRUE or FALSE is each of the following statements for you?

Definitely | Mostly | Don’t | Mostly | Definitely
true true | know | false false
a. | seemto get sick alittle easier than
other people Q1 Q2 | Qs | Qa4 s
b. | am as healthy as anybody | know [ U2 | U3 | W4 s
c. | expect my hedth to get worse 1 U2 | Jds3 [ 4 5
d. My health is excellent D 1 D 2 D 3 D 4 D 5
Reviewed by (staff 1D):
Entered by (staff ID):
Form #23, Version 1.0, 8/12/99 Page 3

SF 3600 Health Survey, Copyright ®1992 Medical Outcomes Trust. All Rights Reserved.
Reproduced with the permission of the Medical Outcomes Trust.




Overview

This self-administered questionnaire is designed to capture information about the participant's

quality of life. It is administered at baseline (any time prior to randomization) and at the 6 and
18 month follow-up visits.

This form will eventually be scored using the standard SF-36 methodology.

Administration Instructions

Instruct participant to fill out the form in blue or black pen. Participants should be encouraged
to answer every question.

Coding Instructions

No coding is required.

Review Instructions

Check to be sure all items were completed. If any items were not completed, confirm with

participant that they meant to skip the item. Participants are allowed to decline to answer any of
the questions.

Form #23, Version 1.0, 8/12/99 Page 4



Pre-randomization
ID:

Patient History Questionnaire

Thisform asks you avariety of questions about your background and habits that may affect or
relate to your health. It should take about 10 minutes to complete. Please fill in the information
requested, or place a check in the appropriate space. A few questions may be similar to ones
you have answered before, but please do not skip any questions. If you are not sure about an
answer, please estimate.

If you have questions or would like help filling it out, please call at
. Please return this questionnaire by . Wethank
you for your time and your contribution to this research.

PERSONAL INFORMATION AND HABITS

1. How much formal or academic education have you had”?......................... Grade school (1
(Check the highest level completed) Some High School 2
Completed High School 3

Some College (including community or technical college) U 4

Completed college degree (BA, BS) 5

Post graduate work (1 6

2. What isyour Marital StAIUS?.........cccoiiirieiririeieees e Single L 1
Married d 2

Widowed U 3

Divorced/Separated [ 4

3. What is your current employment Status?...........cccocevevenenenennne Employed full-time U 1
(Check the one that applies to the greatest percentage of your time) Employed part-time Q-
Homemaker U 3

Retired U 4

Disabled, unable towork 5

Unemployed [ 6

Student L 7

Form #24, version 1.0, 8/12/99 Page 1



4. What isyour total annual household iInCOMe? ...........ccccevvrerennene

(Please give the best approximation of the total income from
all sources within your household in the past year)

ID#

.. Lessthan $29,999 U 1
$30,000 to $44,999 U 2
$45,000 to $59,999 1 3
$60,000 to $74,999 1 4
$75,000t0 $89,999 U 5

$90,000 or more [ 6

5. Have you smoked at least 100 cigarettes in your entire life?.........coo.oeveeeeeeeeereeenn. Yes 1
No 2
If Yes,
a. How old were you when you first started smoking?..........cccoceeeeveeceicenene,
years
b. DO YOU SMOKE CIGArEtteS NOW?........veoeeeoseeeeeeseeeeseeeessseesseesesee s sesseseseens Yes 1
No 2
If Yes, how many cigarettes do you smoke per day NOW?..........cccceeeeeeenees
cigarettes
[T No, how old were you when you Stopped?.........ccccevererereneneseseennns
years
c. On the average of the entire time you smoked,
how many cigarettes did you smoke per day?.........cccceeveevveceneenecceeseennn, -
cigarettes
6. Have you ever smoked apipe or Cigars regUIarty?..........c.cooweeereeerereseenseesseseen Yes 1
No 2
If Yes, Do you currently smoke a pipe or cigars? Yes 1
No 2
7. Hasadoctor ever told you that you might have high blood pressure?.................... Yes 1
No 2

If Yes, Have you ever taken medication in order to control your blood pressure? Yes (] 1

No 2

Form #24, version 1.0, 8/12/99

Page 2




ID#

Don’t
Family Medical History Yes No Know
8. Hasyour biological father ever had high blood pressure?................... Q102 Qs
9. Hasyour biological father ever had kidney failure?.............ccccceuenee. 12 Qs
10. Hasyour biological father ever had diahetes?...........cccccoerveerriennnne. 12 s
11. Hasyour biological mother ever had high blood pressure?................. Q102 Qs
12. Hasyour biological mother ever had kidney failure?......................... Q102 Qs
13. Hasyour biological mother ever had diabetes?...............cccccceeveneene., Q102 Qs
14. Do you have any biological brothers or SIters? ...........ccceveervreeeean. 12 s
Don’t
If yes, Yes No Know
Have any of your brothers or sisters ever had high blood pressure?..... (1 1 12 [] 3
Have any of your brothers or sisters ever had kidney failure?............. Q102 Qs
Have any of your brothers or sisters ever had diabetes? ..................... Q102 Qs

Yes No

15. Do you have any biological children?..............cccceveeeeceeceeceeerenne. Q142
Don’t
If yes, Yes No Know
Have any of your children ever had high blood pressure?.................. Q102 Qs
Have any of your children ever had kidney failure?........................... Q102 Qs
Have any of your children ever had diabetes?............cccovrveeriniecnnn. 12 s
Don’t
Yes No Know
16. Have any of your biological relatives (parents, brothers, sisters, 0O:Qz2 O3

children) suffered a stroke or heart attack before age 60?

Form #24, version 1.0, 8/12/99

Page 3




ID#

Yes No
17. Have you ever tried to reduce your sodium (e.g., salt) intake? ..........cccceuvvnnee. I I
18. Have you ever tried t0 0S8 WEIGN? ..........ccoveveveveieeeeseeeeese e I I
19. Have you ever tried the DASH I€t?..........cccoeuevieeeeicreeieeeceesse e I I
20. Haveyou ever tried any other special diet?.........ccevveveeeeeeeeerceeseeeee s I I
21. Haveyou ever tried to increase your physical activity (or exercise)?............... I I
22. Haveyou ever tried to reduce your alcohol intake? ...........ccoveveevevreeveveereeseennne. I I

Form #24, version 1.0, 8/12/99

Reviewed by (staff 1D)
Entered by (staff ID)

Page 4




Overview

This self-administered questionnaire is designed to capture demographic and medical history
data. It can be administered at any time prior to randomization.

Administration Instructions
Place ID labels on pages 1-4.

Instruct participant to fill out the form in blue or black pen. Participants should be encouraged
to answer every question, but thisis not required.

Page Question Special administration instructions

1 1-3 Only oneitem in each question should be checked.
2 4 Only one item should be checked.

5 This skip pattern is complex. Go over it with the participant before they
fill out the questionnaire. Highlighting the skips may be helpful to
participants.

6-7 Each question has a skip pattern. Highlighting the skips may be helpful to
participants.

3 8-13 Self explanatory

14 Include half-brothers and half-sisters as biological relatives.

15 Self explanatory

16 Include half-brothers and half-sisters as biological relatives.

4 17 Self explanatory
18 Include weight loss via diet or exercise.

19-22 Self explanatory

Coding Instructions

No coding is required.

Review Instructions

Check to be sure all items were completed. If any items were not completed, confirm with
participant that they meant to skip the item. Participants are allowed to decline to answer any of
the questions.

Check the skip pattern on question 5.
Check the skip pattern on questions 6-7.

Form #24, version 1.0, 8/12/99 Page 5




ID:

Visit: Pre-randomization D 05
6 month D 08
18 month D 10

Perceived Stress Questionnaire Date: / /

The questionsin this scale ask you about your feelings and thoughts during the last month.
In each case, please check the item for how often you felt or thought a certain way.

1. Inthelast month, how often have you felt that you were unable to control
the important thingS iN YOUr [ITE2.........ooiiieee e never (] 0
amost never ] 1

sometimes ] 2
fairly often ] 3
very often ] 4

2. Inthelast month, how often have you felt confident about your ability to
handle your personal ProblEMS?............c..eveereireeireeieeeeeseesseesseesesseessessssssesnssseseans never (] 0
amost never ] 1

sometimes ] 2
fairly often ] 3
very often ] 4

3. Inthelast month, how often have you felt that things were going your way? ....... never ] 0
amost never ] 1

sometimes [ 2

fairly often (13

very often ] 4

4. Inthelast month, how often have you felt difficulties were piling up so high
that you could NOt OVErCOME thEM?.............vveeeeeeeereseeeseeeeeeess s never (] 0
amost never ] 1

sometimes ] 2
fairly often ] 3
very often ] 4

Reviewed by (staff 1D):
Entered by (staff ID):

Form #25, Version 1.0, 8/12/99 Page 1



Perceived Stress Questionnaire
Overview

This self-administered questionnaire is designed to capture information about the participant's
perceived stress level. It is administered at baseline (any time prior to randomization) and at the
6 and 18 month follow-up visits.

Administration Instructions

Using a blue or black pen, check the appropriate box to designate which visit this form (#25)
was administered: Pre-randomization, 6, or 18 month. Only one box should be marked.

Instruct participant to fill out the form in blue or black pen. Participants should be encouraged
to answer every question.

Participants may need clarification on what type of stress to report. The questions do not refer
just to stress related to the PREMIER screening or intervention. Answers should include stress
from work, relationships, or life in general.

Coding Instructions

No coding is required.

Review Instructions

Page 1 should be dated and have an ID label attached.

Check to be sure all items were completed. If any items were not completed, confirm with
participant that they meant to skip the item. Participants are allowed to decline to answegr any of
the questions.

Form #25, Version 1.0, 8/12/99 Page 2



ID:

Visit: Pre-randomizationD 05
6 month D 08
18 month D 10

Date: / /

Fitness Test Form

PREMIER

AGE: GENDER: M / F
1. Compute predicted maximal heart rate (220 — age in YEAIS) ....ccoeeeveereeveeneenensiennen o
x0.85
2. Compute 85% predicted maximal heart rate..........ccoceveeveeceesiere e o
3. Measure pre-exercise blood Pressure.......o.veveeeveeneeceseesesseeseesesseesieen /[
4. Measure pre-exerCiSe NEAM I ........cooveeeieeieie e o
5. Conduct Treadmill Test
Time Stage Speed/Grade Heart Rate BP RPE
Omin. | Warm Up 2 MPH / 0% grade
1 min.
Y
2min. Stagel | MPH/ 2% grade
3min. 250 1
4 min. Y 350 1
5min. Stage2 | MPH/7%grade|aso lla2o [ Zlgp0 3
6 min. ss0 1
7 min. v es0 1
8min. | Cool Down| 2MPH/0%grade|7s0 |70 | 2|70 3
9min. |
10 min. l 950
6. Measure post-exercise blood pressure (after 3mins.).....cccoevvevevvevcvivviien /I
7. Measure post-exercise heart rate (after 3MiNS.)......coovvvvererieeeresese s o
8. FItnESS TESt OULCOME........cueuirieeeieieeeeieieeeeee e terminated-23 L1
completed Qe
Collected by (staff ID):
1 If heart rate greater than 85% of max (item 2 above) then terminate test. Reviewed by (staff ID):

2 |f SBP>240 or DBP>115 then terminate test.

] Entered by (staff ID):
3 If RPE>17 thenterminatetest.

Form #26, Version 1.3 8/23/2001 Page 1



Overview

The fitness test form is filled out by the treadmill technician. Part of the form is complete before
the participant arrives, the rest is completed during the test.

Administration Instructions

Attach an ID label to the form. Using a blue or black pen, check the appropriate box to
designate the appropriate visit: Pre-randomization 6, or 18 month. Only one box should be
marked.

Before participant arrives, fill out his’her age and gender in the boxes at the top of the page.
Then complete items 1 and 2 (compute 85% max heart rate). Round off al decimals for the
85% max heart rate (150.4 rounds to 150, 150.5 rounds to 151). Finally, use participant’s age at
baseline and gender to fill in the appropriate speed for the treadmill for stages 1 and 2. Enter the
appropriate speeds in the table for item 5.

Compl ete the remainder of the form as the participant does the test. Consult MOP chapter 18
for information on how to conduct the test.

Coding Instructions
No coding is required.

Review Instructions

Page 1 should have an ID label and be dated.
Make sure the form is legible. Because the form is completed in a hurry while the test is ongo-
ing, it may be necessary to go back and clarify some of the notations. In this case, do not mark
over the original values, just add a clarifying notation in the margin (date and initia it).
If test was terminated:

Make sure questions 1, 2, 3, 4, 6, 7, and 8 were completed.
If test was not terminated:

Make sure all questions were completed.

Check to be sure participant’s heart rate, BP, and Rating of Perceived Exertion (RPE)
stayed below the termination levels throughout the test. Termination levels are 85% max
(from item #2) for heart rate, SBP>240 or DBP>115 for blood pressure, or a RPE>17. If
levels were exceeded and the test was not terminated, refer this case to the clinician, inves-
tigator, and clinic coordinator for immediate review. Also notify the coordinating center of
the safety violation.

If the test was terminated due to heart rate, record the heart rate in the next available heart
rate space.

Additional Instructions
Age and gender are not entered.

Form #26, Version 1.3 8/23/2001 Page 2




Pre-randomization
ID:
Date: / /

4th Baseline Blood Pressure Form

1. PREPARATION FOR BLOOD PRESSURE MEASUREMENTS

a Time of blood pressure measurements............cc..c......
(Noon is12 PM) AM Q1
Pv U2
b. [ Cuff sizefrom SV1 Cuff sizeused: .......cccecveveerrenee. Small adult (<24 cm) [ 1
Adult (24-32cm) [ 2
Large adult (33-41cm) [ 3
Thigh (42-52cm) ([ 4
C. DOES CUF Fit PrOPEITY? ..ottt nees Yes 1
No (] 2
WAIT 5 MINUTES SEATED
d. Resting 30-SECONA PUISE......ccueiiiriirierieie e
e. Pulseobliteration pressure (POP).........coevireeeriieieeieeseseesesee e
+ 6 O
f. Random zero pesk inflation level (PIL), minimum 180.............ccccc....
0. Blood pressure device NUMDEY ..........ccooiiiiiiineneeie e

Form #27, Version 1.0, 8/12/99 Page 1



PIL ID:

2. FIRST RANDOM ZERO BLOOD PRESSURE

SBP / DBP
a. Uncorrected value.........coccovvevevvveccvcveicenes /I
D. ZErOVAUE.....cc.oceeeeeee e _
C. Corrected value (abh).......cccceveevieiiesecce e /I
WAIT 30 SECONDS

3. SECOND RANDOM ZERO BLOOD PRESSURE

SBP / DBP

a. Uncorrected value.........ccccoovvvvevvvecnvcvnicenes /I

D. ZErOVAUE......c.eeeeeeeeee e _

C. Corrected value (abh)......cccoeveeveiiesece e /I
4. COMPUTE SUM

a. Sumof 2 SBPsand 2 DBPS (2c + 3¢) Y S
5. DETERMINE BLOOD PRESSURE OUTCOME (check thefirst applicablebox)

Ineligible: escape-level BP..........cccooviieninciceee Sum of SBPsfor thisvisit >359 1

Sum of DBPsfor thisvisit > 219 ]2
If box 1 or 2 is checked: complete form #32 (escape level 1), participant isineligible

ElGIDIE ..o Sum of SBPs < 358, Sum of DBPs< 218 17

Collected by (staff 1D):
Reviewed by (staff 1D):
Entered by (staff ID):

Form #27, Version 1.0, 8/12/99 Page 2



Overview

The 4th Baseline Blood Pressure Form isfilled out by clinic staff and is used for blood pressure
screening to determine eligibility of potential participants.

The 4th Baseline Blood Pressure must be done at some point between the SV 3 blood pressure
and the R/I visit. The 4th Baseline Blood Pressure may be done on the day of the R/l visit.

Thisisnot an eligibility measure except that if the blood pressure reaches escape level 1, the
participant will be excluded. Thereisno lower limit, and no exclusion for high blood pressures
so long as they are below escape level 1.

If item 1c=No, al subsequent questions are |eft blank and the participant isineligible. If item
1c=Yes, ALL fields should be complete. If afield ismissing or outside the normal range, the
data system will reject the form.

Administration I nstructions

Use correct version of form. The correct version will always be on the site workstation com-
puter.

Place ID labels on pages 1 and 2. Check for accuracy.
Using a blue or black pen, fill out the visit date on page 1. Be sure to use afour digit year.

Page Question Special Administration Instructions

1 1 Before the actual measurements are obtained, items a-g must be recorded.
If there are any questions about preparing for or taking the measurements,
refer to MOP Chapter 17.

a Record the time. The person should be seated. Remember that noon is
12:00 pm. Mark appropriate box to indicate am or pm.

b. Measure the participant’s arm circumference. Round all fractions up to the
next whole number (i.62.1 should be coded @3). Record the rounded
arm circumference. Based on the arm circumference obtained, mark an
"X" on the corresponding line indicating proper cuff diaethe measure-
ment. Use the cuff size obtained at SV1 for all of the participant’s blood
pressure measurements during screening.

C. Indicate here whether or not the cuff fits properly. If the brachial artery is
occluded by the cuff, the participant is excluded from participating in
PREMIER (see MOP Chapter 17). If this is so, check No, and check
“ineligible” on the Randomization Checklist Visit Form (Form #60) for the
4th Baseline Blood Pressure Form outcome. If the cuff fits properly,
check Yes.

Form #27, Version 1.0, 8/12/99 Page 3



Page Question Special Administration Instructions
1 WAIT 5MINUTES SEATED

1d Obtain and record the resting 30-second pulse (radia artery) by counting
the number of beatsin 30 seconds.

e. Connect the cuff to a standard mercury sphygmomanometer to establish
and record the pulse obliteration pressure (the pressure at which the radial
pulse can no longer be felt).

f. Add 60 to the pulse obliteration pressure to obtain the random zero peak
inflation level (PIL) and record the result. If thisvalueislessthan 180, en-
ter 180. Also, record the PIL on page 2 in the upper left hand corner.

0. Record the device number for the blood pressure machine you will be using
to take the blood pressure. Thisisatwo digit field, use leading zeros as
appropriate.

2 2 a Obtain a sitting blood pressure measurement using the random-zero device

and record the reading. If the meniscus is exactly between the lines, round
up to the nearest even number. Use leading zeros if less than 100.

b. Record the zero value. If the meniscus is exactly between the lines, round
up to the nearest even number. Use aleading zero if less than 10.
C. Do Items 3a and 3b first. Then follow instructions for Item #3c.

Wait 30 seconds
3 a Repeat item #2a.
Repeat item #2b.

AFTER MEASUREMENTS ARE OBTAINED FOR #2a and #3a, sub-

tract the zero values from the corresponding blood pressure measurement

readings with a hand calculator. Record the resulting corrected value for

both the SBP and DBP values. If the DBP goes to OmmHg during the 5th

phase, repeat the measurement recording the 4th phase DBP. If you don’t

hear the 5th phase DBP on the repeat measurement, then use the 4th phase
DBP. Use a leading zero if the value is less than 100.

4 Add the values from lines 2c and 3c together and record the sum on line #4.
The sum should be an even number. Use a leading zero if the value is less
than 100.

5 Using the sum value from item #4, chedk thepplicable box . If ineli-

gible, check “ineligible” on the Randomization Checklist (#60) for the 4th
Baseline Blood Pressure Form outcome. If eligible, check “eligible” on the
Randomization Checklist (#60) for the 4th Baseline Blood Pressure Form
outcome. If the BP escape levels are reached, the participant needs to be
referred for medical counseling and the BP escape tracking form (#32)
should be filled out. Refer to MOP Chapter 23 for details and complete
form #32.
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Coding Instructions

All corrections are made by first making a slash through the incorrect entry and writing the
correct entry next to it. Then, alongside the corrected entry, write your initials, the date of
the correction and a note about why the correction was made (e.g., RL, 4/30/99, incorrect
ID).

When filling out the “Collected by” , “Reviewed by” , and “Entered by” box, be sure to use
the correct staff ID number. The “Entered by” staff ID # should not be written until the
form is entered.

Check for correct calculations in items 1f, 2c, 3c, and 4.
If the participant is ELIGIBLE (Q5= box #3 marked), check the following items:

Review Instructions

Page 1 should be dated.
Pages 1-2 should have correct ID# labels.
Page 1:
-items la-b and 1d-g should be completed;
-item 1c should be coded as Yes;
Page 2:
-items 2 and 3 should be completed;

-item 4 should be within the range allowed for blood pressure shown in the Ig
option for item 5, the eligible line;

-item 5 should have box 3 marked.
All pages: all corrections should be explained, initialed, and dated. Correction sh

made in a different color pen than was used in filling out the form. It is suggested
you use red or green.

Additional I nstructions

st

buld be

that

Use the cuff size obtained at SV1 to record all of a participant’s blood pressure measurements
during screening.
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ID:
Date: / /

Participant Closeout Form

Complete thisform for all participants who decline to participate or who are found to be
ingligible prior to randomization. Thisform isto be used between visits. Use the visit forms
for closeouts during a visit.

Reason for closeout (select one):

Local lab — renal INSUFfICIENCY ........ccooiiiiieeee e O
Local 1ab — DIOOT SUGAK .......eoivieiiiicciie ettt aa e, 12
Eligibility review questionnaire ineligible ..., ] 14
TiMe lIMit @XCEEUBM ......ccvviiiiii ettt et 10
Investigator discretion for Safety ... ] 18.
Not willing to stop exclusionary MediCations ..............eeevviiiiieieiiiiiiieieeeeeen, L 20
Transportation ProbIEMS .........e i e e e e 2.
Started BP MEICAtION ........c..coiiiiiiiiieciie ettt o 22..
Started other exclusionary mediCation ..........cccccoveeeeieeiiiiiiiccee e O 23
PRYSICIAN'S OFUEIS .....viiitieeiie ettt ettt e s e st e s nte e sbeesnaeessee s s e 24
NS .ttt ettt ettt ettt ettt ettt ettt e et et e e r e e te e be e etteeteeeteenteereeeeneenenns U 25
DIBALN ...ttt e et e e et e e e te e e e teeesabee e b renmnnennns L 26
1Y 0 1VZ=Yo OSSOSO PO SRR O 27
Schedule/time CONFIICE..........ciiii et ] 28
o LV ET=Yo [OOSR ) 88
Other (contact the coordinating center for an appropriate code)............cccoeevvnnneen I
Description:

Reviewed by (staff 1D):
Entered by (staff 1D):
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Overview

Thisform is used by clinic staff to close out a participant who drops out or is excluded between
visitsand prior to randomization.

Coding Instructions

Before completing the form, check to be sure that the participant can not be closed out using a
visit form. Also check to be sure the participant is not randomized. If the participant is already
randomized, use a Premature Termination Form (#37) to close out the participant.

Reason: When selecting the reason for the closeout, be sureto review all of the choices
before making a selection. If the situation does not fit any of the choices, note
the reason at the bottom of the form or on an attached sheet and fax the form to
the Data Clerk at the Coordinating Center for a coding decision.

See the attached list of Closeout Reason Codes for a detailed explanation of
when to use each code. If thereis areason that is even close to the situation you
are trying to code, use that reason instead of requesting a new code.

Do not code as “Other” without first consulting the Coordinating Center.
Description:  Briefly describe the reason for the closeout. Include as much detail as possible.

Review Instructions

Make sure the ID, date, and reason for closeout have been completed.
Only one reason should be checked.
Review the notes and make sure the reason has been correctly coded.

Additional Instructions

Do not enter this form until all other forms for the participant has been entered. Once the
participant is closed out, you will not be able to enter any new forms. Also be sure any edits to
the participant’s data have been completed. Once the participant is closed out, many of the
restricted edits will no longer be allowed.

Form #28, Version 1.0, 7/22/99 Page 2



Explanations of Closeout Reason Codes

Category When to use this category

Local lab — renal insuf. Participant becomes ineligible due to renal insufficiency on the local
lab results and needs to be closed out before the next visit.

Local lab — blood sugar  Participant becomes ineligible due to blood sugar on the local lab
results and needs to be closed out before the next visit.

Eligibility review Q Eligibility Review Questionnaire is completed after the Pre-
randomization Checklist has already been entered, and participant is
ineligible. (This would happen only if the participant’s
randomization visit date changes after the Pre-Randomization
Checklist has been entered, and the new date requires that the
Eligibility Review Questionnaire be completed.)

Time limit exceeded More than 4 months has elapsed between PSV and SV1, or more
than 6 months has elapsed between SV1 and the projected
randomization date, or participant could not be randomized within
the randomization window.

Investigator discretion Any time the Pl decides a participant should be excluded (when their
data otherwise makes them eligible). This can be used to close out
participants with positive Rose Questionnaires where the project
clinician does not give permission for them to continue in the trial.

Exclusionary medications A participant agrees to stop taking one of the exclusionary
medications, the Medication Questionnaire or Eligibility
Questionnaire is coded as eligible, and then the participant later
refuses to stop taking the medication.

Transportation problems Participant is unable to make their next visit due to transportation
problems. This code should only be used if transportation issues
come up between visits. If this comes up at a visit, code it as a
refusal on the visit form.

Started BP medication A participant starts taking BP medication and it is not caught on the
Medication Questionnaire, Eligibility Questionnaire, or Eligibility
Review Questionnaire.

Started other medication A participant starts taking an exclusionary medication other than BP
medication, and it is not caught on the Medication Questionnaire,
Eligibility Questionnaire, or Eligibility Review Questionnaire.

Physician’s orders The participant’s personal physician decides that the participant
should not take part in the trial. This can be used to close out
participants with positive Rose Questionnaires who do not get
physician approval (alternative to the Pre-Randomization Checklist).

lliness Participant iliness (code family illness as schedule/time conflict).
Death Participant death (code death in family as a schedule/time conflict)

(continued on next page)
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Explanations of Closeout Reason Codes

Category
Schedul &/time conflict

Refusa

Form #28, Version 1.0, 7/22/99

When to use this category

Participant is unable to make their screening visits due to a
scheduling problem or time conflict. Thisincludes work schedule
conflicts, inability to get day care, and vacations. Also can be used if
participant will be unable to attend all of the intervention sessions
due to a scheduling problem or time conflict.

Participant refused to complete aclinic visit or complete arequired
study measure, or repeatedly misses scheduled appointments
(passive refusal). Use only if none of the above reasons apply.

Page 4



ID:

PREMIER . ——

Adverse Events Form

Site Event Summary (to be completed by clinic staff at the site)
1. Visit (code current visit/last visit completed): ..........covevreeerrreenenes randomization visit [ o6
3 month visit d o7
6 month visit L 08
12 month visit [ o9
18 month visit 1 10

2. Source of adverse event: .........cccoeeveeceencenienceenees Symptoms Form (3, 6, 12, or 18 month) P
Physician Confirmed Angina (3, 6, 12, or 18 month) (4

3. Describe event (Brief overview of event. Indicate whether it is ongoing or resolved):

Form #30, Version 1.3, 9/21/00 Page 1



ID:

Site Event Summary (to be completed by unblinded clinician at the site)

Yes No DK
...................................... changeindiet A1 12 (13
changein exercisepattern (11 (2 3

started on BP medications A1 2 3

interrupted intervention attendance 1 2 3

4. Study-related consequences of event

5. Site clinician notes (Optional):

Reviewed by (staff 1D):

- — - Entered by (staff 1D):

Site clinician signature Date

AFTER STE REVIEW AND DATA ENTRY, FAX FORM TO THE CC FOR BLINDED CLINICIAN REVIEW
Form #30, Version 1.3, 9/21/00
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ID:

Event Summary (to be completed by clinician at coordinating center)

I D F (<Y =YL= 0| TSRS

2. Category Of BVENE .......oceeceece et gastrointestinal [
cardiovascular (cardiac or neurologic) Qe

musculoskeletal (3

other: Q4

3. CC clinician notes;

CC clinician signature Date CC entered by (staff ID):

Form #30, Version 1.3, 9/21/00 Page 3



Adverse Event Form Coding Instructions
Overview

Pages 1-2 are reviewed and entered at site. Then pages 1-3 are faxed to CC for blinded clinician
review. Following clinician review, the CC enters page 3 and faxes a copy of pages 1-3 back to
site. Sites should file both the original and the coded copy.

The master copy of the data from pages 1-2 will reside at the sites. The master copy of the data
form page 3 will reside at the CC.

All data (including text descriptions) will be entered and available for use in reporting.

Adverse Events are specifically defined as a) a“yes’ answer to Q#15 on the Symptoms
Questionnaire, b) a“yes” answer to Q#17 on the Symptoms Questionnaire that upon
examination, aclinician feels could be recoded into one of the categoriesin Q#15 or ¢) an
instance of physician-confirmed angina. An event istherefore not counted as an AE until one of
the previousinstances occur. Once one of these instances has been determined to occur, this
form should be completed and sent to the CC. Ideally, the form should be faxed to the CC once
all pertinent information has been entered on the form.

Administration Instructions
Thisform is completed by site personnel.
Place ID labels on pages one through three.

Enter the date of the event on page one. Be sure to use afour digit year.

Page Question Special Administration | nstructions

1 1 Check the appropriate time frame in which the AE occurred. AE’s may
only occur after randomization; AE’s may not occur during screening.
2 Check the appropriate source of the AE, i.e. how the AE was originally
identified.
3 Briefly describe the circumstances surrounding the AE. Be sureto
indicate whether it is ongoing or resolved.
2 4-5 An unblinded site study clinician should complete these questions.
Further notes are optional.
3 1-3 A CC clinician should complete these questions.

Form #30, Version 1.3, 9/21/00 Page 4



PREMIER e

Safety Review Form

This form should be filled out by clinic or intervention staff if the participant calls in to report a
medical problem, or mentions a medical problem at an intervention visit. The form should then

be reviewed by the site clinician to determine whether any follow-up with the participant needs
to occur.

Briefly describe event (Indicate whether it is ongoing or resolved):

Clinician Review: Yes No N/A
Does this condition require that the participant’s intervention participatiﬁ O O
be modified? If “yes”, complete next page)

Clinician signature Date Reviewed by (staff ID):

Form #31, Version 1.1, 06/21/2000 Page 1



To be completed by site clinician if participant’s intervention participation is modified:

Yes No DK
1. Study-related consequences of event...........c..ccceeeeviiiieeennnnnn. chang o 4 d
change in current exercise patt 4 O O

started on BP medicationdd
interrupted intervention attendar (4 [

2. Has the participant seen their physician as a result of this event? ............. |

If No: Was participant referred to their physician as a result of this event ]

Q
Q
Yes No
Q
Q

3. Site clinician notes (Optional):

Form #31, Version 1.1, 06/21/2000 Page 2



ID:
Date of BP Escape: / /

Blood Pressure Escape Form — Screening

ESCAPE INFORMATION:

YT SRR SV1,Sv2,orsv3 1
4th basedline BP (] 2

2. ESCAPE LEVEL. ...ttt Level 1 (1
Level 2 2

FOLLOW UPACTIONS:
3. Exclude from study (by entering the Visit Form or the Baseline BP form)
4. Refer to physician* (Level 1: within 1 week, Level 2: within 1 month)

Daereferred: /[
Notes:
*Before contacting the physician, refer to the _
Participant Information Form (#100) to be sure you Reviewed by (staff ID):
have permission to contact the physician. Entered by (staff ID):

Form #32, Version 1.1, 9/2/99 Page 1



Overview

Thisform is used track the process of following up on an escape-level blood pressure during
screening. Complete this form whenever aSV1, SV2, SV 3, or 4th baseline BP form escape
outcome s reached.

Start completing this form immediately after the escape-level BP is reached. Y ou will need to
have the BP form available as you complete this form.

Coding Instructions

Question Instructions

Dateof BPescape  Enter the date from the BP form.

1. Visit Code the appropriate visit from the BP form.

2. Escape level Escapes are either level 1 (requiring more immediate follow-up) or level
2. The escape level isindicated on the BP form outcome.

Datereferred Enter the date the participant was referred to their physician. Thisisthe

date the participant was told to see their physician. Some participants
may need assistance in finding a physician. Make sure the date is within
the time frame allowed (1 week for level 1, 1 month for level 2).

Notes Describe the referral processin detail. Important information to include:
any difficulty you had in contacting the participant, any participant
comments/feedback, whether participant required assistance in finding a
physician, any further contacts with the participant or their physician.
When describing additional follow-up, be sure to include the date and the
staff 1D of the person involved.

Review Instructions

+  MakesurelD label was attached and al items were compl eted.
+  Check that referral happened within the allowed time window (1 week or 1 month).

+ Review the Notes section to be sure it adequately explains the follow-up. (“Referred” is not
an adequate explanation.)

Additional Instructions

Once form has been reviewed and entered, fax a copy to the Data Clerk at the coordinating cen-
ter). Be sure to use a shipping log (Form #316).

File the original form in the participant’s chart.
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L PREMIER s

3 Month Visit Blood Pressure Form

Yes No
Has the participant’s medication list changed since their last visit?........................ a4
1. PREPARATION FOR BLOOD PRESSURE MEASUREMENTS
a. Time of blood pressure measurements...........ccccceveeevveennnne
(Noon is 12 PM) AM Q1
Pv O 2
b. Arm circumference (cm, round all fractionS up)........ccceveevvereeceeseesiesnene
Small adult (<24cm) 2
Adult (24-32cm) U 2
Large adult (33-41cm) (3
Thigh (42-52 cm) 4
C. DOES CUFF fit PIOPEITY? ..ottt Yes 1
No 2
WAIT 5 MINUTES SEATED
d. Resting 30-SECONA PUISE .......oviiiiiieeierieeeee e
e. Pulseobliteration pressure (POP)........cccoiierenenineneeesese e
+ 6 0
f. Random zero peak inflation level (PIL), minimum 180...........cccccceneeee
0. Blood pressure device NUMDES ..........cooviiiiie e

Form #33, Version 1.1, 5/09/01 Page 1



PIL ID:

2. FIRST RANDOM ZERO BLOOD PRESSURE

SBF / DBP
a. Uncorrected value........ccoovcevenccnceiiiiiieen /I
D. ZEOVAUE ... o
C. Corrected value (8h) ....cooveeeeeeeee e /I
WAIT 30 SECONDS

3. SECOND RANDOM ZERO BLOOD PRESSURE

SBF / DBP

a. Uncorrected value........ccooooveeeeceiieiieiiiien /I

D. ZEOVAUE ... o

c. Corrected vaue (abh) .....cocoovviveeiic e /I
4. COMPUTE SUM

Sum of 2 SBPsand 2 DBPS (2C + 3C)....cccveveeieerieeie e Y
5. DETERMINE BLOOD PRESSURE OUTCOME (check thefir st applicable box)

ESCANE- 1EVE L BP ... ene s Sum of SBPs3 319 []1

Sum of DBPs? 199 (2
If box 1 or 2 is checked: complete form #83

NOMESCAPE BP ... Sum of SBPs <319, Sum of DBPs <199 (17

Collected by (staff ID):
Reviewed by (staff ID):
Entered by (staff ID):
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Overview

The 3 Month Visit Blood Pressure Form is filled out by clinic staff and is used to measure
participant’ s blood pressure to make sure it does not exceed safety limits.

If blood pressure values reach escape level 1, the BP Escape Form — 3 Month Visits (#83)
should be completed.

If item 1c=No, all subsequent questions are left blank. Before entering the form, contact the
coordinating center for a decision on what follow up action should be taken.

If item 1c=Yes, ALL fields should be complete. If afield is missing or outside the normal
range, the data system will reject the form.

Administration Instructions
Place ID labels on pages 1 and 2. Check for accuracy.
Using a blue or black pen, fill out the visit date on page 1. Be sure to use a four digit year.

Page Question Special Administration |Instructions

1 1 Before the actual measurements are obtained, items a g must be recorded.
If there are any questions about preparing for or taking the measurements,
refer to MOP Chapter 17. Be sure to ask the participant whether their
medication list has changed. A Form #79 MUST be completed for each
PREMIER BP taken.

a Record the time. The person should be seated. Remember that noon is
12:00 pm. Mark appropriate box to indicate am or pm.

b.  Measure the participant’s arm circumference. Round all fractions up to the
next whole number (i.e. 32.1 should be coded as 33). Record the rounded
arm circumference. Based on the arm circumference obtained, mark an
"X" on the corresponding line indicating proper cuff size for the
measurement.

C. Indicate here whether or not the cuff fits properly. If the answer is Yes, go
on. If the answer is No, contact the coordinating center for a decision on
what follow up action should be taken..

1 WAIT 5MINUTES SEATED

1 d. Obtainand record the resting 30-second pulse (radial artery) by counting
the number of beats in 30 seconds.

e.  Connect the cuff to a standard mercury sphygmomanometer to establish
and record the pulse obliteration pressure (the pressure at which the radial
pulse can no longer be felt).

f.  Add 60 to the pulse obliteration pressure to obtain the random zero peak
inflation level (PIL) and record the result. If thisvalueis less than 180,
enter 180. Also, record the PIL on page 2 in the upper left hand corner.

g Record the device number for the blood pressure machine you will be
using to take the blood pressure. Thisis atwo digit field, use leading
Zeros as appropriate.

Form #33, Version 1.1, 5/09/01 Page 3



Page Question

Special Administration | nstructions

2 2 a

=)

Obtain a sitting blood pressure measurement using the random-zero
device and record the reading. If the meniscus is exactly between the lines,
round up to the nearest even number. Use leading zeros if less than 100.

Record the zero value. If the meniscus is exactly between the lines, round
up to the nearest even number. Use aleading zero if less than 10.

Do Items 3a and 3b first. Then follow instructions for Item #3c.
Wait 30 seconds

Repeat item #2a.

Repest item #2b.

AFTER MEASUREMENTS ARE OBTAINED FOR #2a and #3a,
subtract the zero values from the corresponding blood pressure
measurement readings with a hand calculator. Record the resulting
corrected value for both the SBP and DBP values. If the DBP goesto
OmmHg during the 5th phase, repeat the measurement recording the 4th
phase DBP. If you don’t hear the 5th phase DBP on the repesat
measurement, then use the 4th phase DBP. Use a leading zero if the value
is less than 100.

Add the values from lines 2c and 3c together and record the sum on line
#4. The sum should be an even number. Use a leading zero if the value is
less than 100.

Using the sum value from item #4, check the fir st applicable box . If the
BP escape levels are reached, the participant needs to be referred for
medical counseling and the BP escape tracking form (#83) should be filled
out. Refer to MOP Chapter 23 for details and complete form #83.

Coding Instructions

All corrections are made by first making a slash through the incorrect entry and writing the
correct entry next to it. Then, alongside the corrected entry, write your initials, the date of
the correction and a note about why the correction was made (e.g., RL, 4/30/99, incorrect

D).

When filling out the “Collected by” , “Reviewed by” , and “Entered by” box, be sure to use
the correct staff ID number. The “Entered by” staff 1D # should not be written until the

form is entered.

Form #33, Version 1.1,
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Review Instructions
? Page 1 should be dated.
? Pages 1-2 should have correct |D# |abels.
? Pagel:
-items 1la-b and 1d-g should be completed.

-check for correct addition in item 1f.

-item 1c should be coded as Yes, or if No, there should be a note explaining the follow up
plan or other outcome for this participant.

? Page2:
-items 2 and 3 should be completed.
-check for correct addition in items 2c, 3c, and 4.
-item 4 should match the outcome selected in item 5
? All pages: all corrections should be explained, initialed, and dated. Correction should be

made in a different color pen than was used in filling out the form. It is suggested that you
use red or green.

? If al of the above items look acceptable, enter your Staff ID in the “reviewed by” section at
the bottom of page 2.

Additional Instructions

A Form #79 (Followup Medication Use Questionnaire) MUST be completed on the same day
as the BP measurement.

Form #33, Version 1.1, 5/09/01 Page 5




Visit
3 month D 07
12 month D 09

Date: / /

Brief Medication Use Questionnaire

Yes No Comments

1. Have you taken any medications to control your
blood pressure within the past 3 months?
(G SR 012 S LT ) JOTT (I R

2. Have you taken any medications to control your
weight within the past 3 months?
(see attached list of commonly-used medications)..... (I R

3. Doyou regularly (more than 5 days per month) take
any of the following medications?
(see attached lists for each medication)

a  Anti-psychotic medications?.............c.coevcveevn. Q1 2
b. Mood StabiliZErS?.......oovvevvvveeeeeeseeeeeeer s O Q2
c. Steroid or corticosteroid pills? (prednisone)........ (I R
d. Breathing medications other than inhalers?......... (I R
e. Insulin or ora hypoglycemics?.........c.cccoevrenneee. (I R

Yes No

4. Have you taken any medications for pain in the last month?............cccceevevevevenneee, Q102

(see attached list of pain medications)

5. If yes, how many times did you take it?........cccceecvveevecie e never (1

rarely (]2

most days (13

every day (14

6. For staff useonly: If there is a “yes” response to Question 2, is it a medication thates W 1
affects DIOOA PrESSUIE?. .. ... i e e e e e e e e e e e No U2

Reviewed by (staff 1D):
Clinician signature Date Entered by (staff ID):

Form #34, Version 1.2, 03/31/2000 Page 1



Overview

The purpose of this self/interviewer-administered questionnaire is to identify individuals who
are taking medications of interest during the study follow-up period. Thisform isadministered
during follow up at the 3 month and 12 month visits.

If the participant reports taking any medications, a PREMIER clinician must review and sign
the form.

Administration Instructions
Place ID label on page 1.
Using a blue or black pen, check the appropriate box to designate the visit: 3 or 12 month.
Fill out the visit date on page 1. Be sureto use afour digit year.
The remainder of the first page of this form should be completed by the participant.

Page Question Special Administration I nstructions (if any)

1 1 If Yes, follow up and get the name of the medication, the dosage, and when
they started taking the medication. Attach another page if needed.
2 If Yes, follow up and get the name of the medication, the dosage, and when

they started taking the medication. These should only be prescription
medications. Attach another page if needed. Use Form 201 if necessary to
identify weight-loss medications not covered on Page 4 of thisform. If
yes, the staff member should complete Question 6.

3 If any itemis Yes, follow up and get the name of the medication(s), the
dosage, and when they started taking the medication. Attach another page if
needed.

4 If Yes, fill out Q5.

5 Mark only one response.

6 If the participant has taken weight-loss medications in the past three

months (“Yes” in Question 2), review the weight-loss medication list

(Pages 5-6 on this form) to see if the medication has blood pressure effects.
Most weight-loss medicatiord® have BP effects; those that do not are
marked with an asterisk (*). If the medication is not listed on this form,
consult Form 201 for a more complete list of weight-loss medications. If
the medication has BP effects, check “Yes”, if not, then check “No”.

Review Instructions

If participant answered Yes to Q1, Q2, or Q3, make sure the details have been noted, and for-
ward the form to a clinician for review. These forms must be signed by a clinician.

Check to see that form has an ID label and date, and that the correct visit was checked.
Check that all questions were answered (except Q5 if Q4=No)
Check to be sure that if Q2 was answered “Yes”, that Q6 is completed by staff.

Form #34, Version 1.2, 03/31/2000 Page 2



Additional Instructions

Consult aclinician regarding what to tell participants who answer yesto Q2 or any part of Q3.

The clinician may wish to contact the participant’s personal physician (with permission from

the participant) to see if it is possible for the participant to stop taking the medication. Staff
should not tell a participant to stop taking a prescription medication, but may wish to discourage
them from taking non-prescription medications.

Consult MOP Chapter 24 (Study Outcomes and Adjudication) for instructions on handling a
Yes answer to Q1.
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Blood pressure medications (question 1)

Generic name
Acebutol ol
Amiloride
Amlodipine
Atenolol
Benazepril
Bepridil

Betaxolol
Bisoprolol
Bumetanide
Candesartan
Captopril
Carteolol
Carvedilol
Chlorthalidone
Clonidine
Diltiazem
Doxazosin mesylate
Enalapril maleate
Ethacrynic Acid
Filodipine
Fosinopril sodium
Furosemide
Hydralazine
Hydrochlorothiazide
Indapamide
Irbesartan
Isradipine
Labetolol
Lisinopril
Losartan potassium
Methyldopa
Metoprolol

(continued on next page)

Form #34, Version 1.2,

Brand name

Sectral

Midamor, Moduretic
Norvasc

Tenormin

Lotensin, Lotrel

Vascor

Kerlone

Zebeta, Ziac

Bumex

Atacand

Capoten, Capozide
Cartrol

Coreg

Hygroton

Catapres, Clonidine, Combipres
Cardizem, Dilacor, Tiazac
Cardura

Vasoretic, Vasotec
Edecrin

Plendil

M onopril

Lasix

Apresoline, Apresazide
Esidrix, Hydrodiuril, Microzide
Lozol

Avapro

Dynacirc

Normodyne, Trandate

Prinivil, Prinzide, Zestoretic, Zestril

Cozaar, Hyzaar
Aldoclor, Aldomet, Aldoril
Lopressor, Toprol

03/31/2000



Blood pressure medications (Con't)

Generic name
Minoxidil
Moexipril
Nadolol
Nicardipine
Nifedipine
Nimodipine
Nisoldipine
Penbutol ol
Pindolol
Prazosin
Propranol ol
Quinapril
Ramipril
Sotalol
Spironolactone
Telmisartan
Terazosin
Timolol
Trandol april
Triamterene
Valsartan
Verapamil

Brand name

Loniten

Univasc

Corgard, Coroxide
Cardene

Adalat, Procardia
Nimotop

Sular

Levatol

Visken

Minipress, Minizide
Inderide, Inderol
Accupril

Altace

Betapace

Aldactizide, Aldactone
Micardis

Hytrin

Timolide

Mavik

Maxzide, Dyazide, Dyrenium
Diovan

Caan, Covera, Isoptin, Verelan

Weight-loss Drugs (Question 2)

Generic name

Benzphetamine
D-Amphetamine
Dexfenfluramine
Diethylpropion
Fenfluramine
Mazindol

M ethamphetamine
Orlistat*
Phendimetrazine

Form #34, Version 1.2,

Brand name

Didrex
Dexadrine, Dextrostat
Redux
Tenuate, Tenuate Dospan, Tepanil
Pondimin
Mazanor, Sanorex
Desoxyn
Xenical*
Bontril, Prelu-2, Plegine, X-trozine
03/31/2000 Page 5



Weight-loss Drugs (Con't)

Phenmetrazine
Phenyl propanolamine
Phentermine

Sibutramine

Preludin
Accutrim, Dexatrim

Adipex, Fastin, lonamin, Obenix, Oby-Cap, Oby-Trim, Pro-Fast,

Zantril
Meridia

Anti-psychotics (Question 3, part a)

Generic name

Chlorpromazine
Chlorprothixene
Clozapine
Flupenthioxol
Fluphenazine
Haloperidol
Hydroxyzine
Loxapine
Mesoridazine
Methotrimeprazine
Molindone
Olanzapine
Perphenazine
Pimozide
Pipotiazine
Prochlorperazine
Promazine
Quetiapine
Resperidone
Sulpiride
Thioridazine
Thiothixene
Trifluoperazine

Form #34, Version 1.2,

Brand name

Thorazine
Taractan
Clozaril
Fluanxol
Permitil, Prolixin
Haldol
Vistaril
Loxitane
Serentil
Nozinan
Moban
Zyprexa
Trilafon
Orap
Piportil
Compazine
Sparine
Seroquel
Risperdal

Mellaril

Navane
Stelazine

03/31/2000
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Mood stabilizers (Question 3, part b)

Generic name

Carbamazepine
Divalproex

Lithium

Brand name

Depakote
Tegretol

Cibalith, Eskalith, Lithobid, Lithonate, Lithotabs

Oral steroids (Question 3, part c)

Generic name

Betamethasone*
Dexamethasone
Fludrocortisone
Hydrocortisone

M ethyl prednisol one*
Prednisolone
Prednisone

Brand name

Celestone*

Decadron, Dexone, Hexadrol
Florinef

Cortef, Hydrocortone
Medrol*

Delta-Cortef, Prelone
Deltasone, Orasone

Oral breathing medications other than inhalers (Question 3, part d)

Generic name

Albuterol sulfate*
Aminophylline
Dyphylline
Guaifenesin/theophylline
Metaproterenol sulfate*
Oxtriphylline
Terbutaline sulfate
Theophyllin

Brand name

Proventil*, Ventolin*, Volmax*
Amesec, Phyllocontin, Somophyllin
Dilor, Lufyllin, Neothylline
Elixophylline

Alupent*, Metaprel*

Choledyl

Brethine

Ami-Rax, Asbron, Azpan, Bronkolixir, Bronkotabs, Constant-T,
Elixophyllin, Hydrophed, Labid, Marax, Quadrinal, Quibron,
Respbid, Slo-Bid, Slo-Phyllin, Somophyllin, Tedral, T.E.P.,
Theo-24, Theochron, Theodrine, Theo-Dur, Theolair, Theophyl,
T-Phyl, Uni-Dur, Uniphyl

*Include only if in oral form (tablet or syrup).

Form #34, Version 1.2,
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Insulin/oral hypoglycemics (Question 3, part e)

Generic name
Acetohexamide
Chlorpropamide
Glemipiride
Glipizide
Glyburide
Insulin

Metformin
Tolazamide
Tolbutamide

Brand name

Dymelor

Diabinese

Amaryl

Glucotrol

Diabeta, Glynase, Micronase

Actrapid, Humalog, Humulin, llentin, Illetin, Insulatard, sophane,
Lentard, Lente, Mixtard, Monotard, Novolin, Protaphane, Semi-
lente, Semitard, Ultratard, Velosulin

Tolinase
Orinase

Pain Medications List (Question 4)

Generic name
Acetaminophen
Aspirin

Aspirin & Bicarbonate
Aspirin & Caffeine
Diclofenac
Diflunisal

Etodolac
Fenoprofen
Flurbiprofen
Ibuprofen
Indomethacin
Ketoprofen
Ketorolac
Mefanamic Acid
Nabumetone
Naproxen

Brand name

Tylenol

Bayer, Bufferin, Ecotrin
Alka-Seltzer

Anacin

Cataflam, Voltaren
Dolobid

Lodine

Nalfon

Ansaid

Advil, Motrin, Nuprin
Indocin

Actron, Orudis, Oruvalil
Toradol

Ponstel

Relafen

Aleve, Anaprox, Naprelan, Naprosyn

Pain Medications List (con't)

Oxaprazosin
Piroxicam
Salicylate

Form #34, Version 1.2,

Daypro
Feldene

Trilisate

03/31/2000 Page 8



Salsalate Disalcid, Salflex

Sulindac Clinoril
Tolmetin Tolectin
Tramadol Ultram

Form #34, Version 1.2, 03/31/2000 Page 9



Date:

Vigorous Exercise Worksheet

Yes No

1. Isthe participant currently doing Vigorous EXEICISE?.......cceverererereeneresesennens O: Qo
ELIG goto

Q2
Yes No

2. If Noto Q1, isthe participant amale > 40 or afemale >50 yearsof age?... 1 2
goto goto

Q4 Q3

3. If Noto Q2, then count risk factors:
] Total cholesterol >240 (from local lab results, repesat test at 6 monthsif needed)
] Blood pressure > 140/90 (from last cluster of BP measures: baseline or 6 month)
() Daily use of tobacco products (from patient history questionnaire)

(] Family history of heart attack or angina before age 60 (from Patient History
Questionnaire, Q16)

Yes No
Total =—— Isthetotal >=22........ccccevvviiieieceeee e, O: o
goto ELIG
Q4
Physician Approval Yes No
4. If Yesto Q2 or Q3, did the participant have a negative stress test
within the last 6 months and did the physician approve?...................... O: Qe
goto INELIG
Q5
5. If Yesto Q4, did the PREMIER clinician review
the chart and alSO ADPIOVE? ...........eeeeeereereeeeeeeeeseeseeeseeeseseee s O: Qe
ELIG INELIG

Clinician signature Date
Form #36, Version 1.1 1/06/00 Page 1



Overview

Thisworksheet is used to track the process of approving a participant to do vigorous physical
activity. The worksheet isinitiated when the participant asks to be allowed to do vigorous

physical exercise. The form is not entered, but must be filed in a separate place in each clinic as

a record of the approval or disapproval. (Note: Do not file in the participant’s clinic chart, as
these will ultimately only be completed for Premier B or C participants. Do not file in the
intervention chart since BP/cholesterol data are stored on the form.)

Note: the risk factors follow JNC guidelines with one exception: the risk factor for diabetes has
been dropped because participants with diabetes have been screened out.

Administration/Coding Instructions

The form is completed based on information already in the participant’s chart.

Based on the answers to questions 1-4, two outcomes are possible. The participant may be
eligible, or need physician approval.

Place an ID label on page #1 and date the form.

Page OQuestion Special Administration Instructions (if any)

1 1 The self-report answer may be found on Form 18 (PAR, Page 4, Question
C). If the participant answered #3 or #4, then code the form as “Yes”. If
Yes, then participant is eligible for vigorous physical activity. If No, go on

to Q2.

2 Use the participant’s date of birth from the Prescreen Eligibility Form (#1)
to answer the question. If No, then go on to Q3. If Yes, go on to Q2.

3 Use the indicated forms to check the appropriate boxes and then count the

checked boxes to compute the total. Use the total to answer the question. If
No, then participant is eligible for vigorous physical activity. If Yes, go on
to Q4.

4 If physician approves vigorous physical activity, check Yes, attach the
letter from the physician and go on to Q5. If the physician does not approve
or can not be contacted, or the participant does not wish to contact the
physician or take the stress test, then the participant is not eligible for
vigorous physical activity. The participant should be advised not to do
vigorous physical activity.

5 If the PREMIER clinician also approves vigorous physical activity, check
Yes. The participant is then eligible for vigorous physical activity. If the
PREMIER clinician does not approve, then the participant is not eligible
for vigorous physical activity. The participant should be advised not to do
vigorous physical activity. If the PREMIER clinician is asked to review the

Form #36, Version 1.1 1/06/00 Page 2



Review Instructions

Check the following items:

« D label is attached

+ Formisdated

«  Skip pattern is correctly followed

+ Physician’s letter is attached (if Q4=Yes)

« Clinician has signed form if Q5 is answered (Yes or No)

Additional Instructions

If participant needs physician approval, this requires a letter from the physician stating that the
participant has had a negative stress test within the last 6 months and that the physician ap-
proves of the participant doing vigorous exercise. Then, the PREMIER clinician must also re-
view the participant’s study chart and agree that vigorous exercise is appropriate.

Form #36, Version 1.1 1/06/00 Page 3



ID:

PREMIER S——

Premature Termination Form

Complete this form for al randomized participants who terminate study participation after
randomization.

Reason for ter mination (select one):

Started on blo0d Pressure MEGICALION..............c..veeeeeeeeeeeeseees s 1
PHYSICIAN S OFOEIS ...t ee e se e ee e s ese s se e eeeeeseee e eeeseseseeesseeseeeeenneees (I 7]
173U (I <
FNUEY e se e s e eseeesese e eeeeeseee s eeeeeseee e esesesese e eseeeseeeeeeseseseeeseseeseseeeeneees QO x
= 41 110 AT O 35
DIAIN.....vooooe vt O 3
IMIOVED OUE OF BIEA.........veeeeeeeeee e ene e Q 37
SCHEAUIE/IME CONFIICE. ... vvevveeeeesse et O
TraNSPOItAtioN PrODIEIMIS ........e.cveeeeeeeeee et ees s es s O 30
REFUSEA 10 CONLNUE. ... es e se s ses s s es s ss s sese s seneenens O«
Reason:
Other (contact the coordinating center for an appropriate Code) .........ccvevvevereerieeieesieennenn Q_
Cause of death: Yes No
Was the cause of death dueto a CV Event? (see coding instructions)........... a1 4z

Description:

Reviewed by (staff ID):
Principa Investigator Signature Date Entered by (staff ID):

Form #37, Version 1.3 5/09/01 Page 1



Overview

Thisform is used by clinic staff to close out a participant who drops out or is excluded after
randomization. If participant is still coming in for minimal study measures, do not complete
this form.

Coding Instructions

Before completing the form, check to be sure the participant is has been randomized. If the
participant is not yet randomized, use a Participant Closeout Form (#28) to close out the
participant.

Date: Enter the date of the participant’s last contact with the study.

Reason: When selecting the reason for the termination, be sure to review all of the
choices before making a selection. If the situation does ot fit any of the
choices, note the reason at the bottom of the form or on an attached sheet and
fax the form to the Data Clerk at the Coordinating Center for a coding decision.

See the attached list of Termination Reason Codes for a detailed explanation of
when to use each code. If there is areason that is even close to the situation you
are trying to code, use that reason instead of requesting a new code.

Do not code as “Other” without first consulting the Coordinating Center.
Cause of Complete this question only if the participant has died. Indicate the cause of

Death: death as being CV-related or non-CV related. CV-related deaths include:
Myocardia Infarct (heart attack), Stroke, Heart Failure, or Arrhythmia. 1f you
are unsure whether a death is CV-related or not, call the coordinating center.

Description:  Briefly describe the reason for the termination. Include as much detail as
possible.

Pl Signature: Pl must sign and date the form for the termination to take effect.

Review Instructions

Make sure the ID, date, and reason for termination have been completed.
Only one reason should be checked.
Review the notes and make sure the reason has been correctly coded.

Additional Instructions

Do not enter this form until all other forms for the participant has been entered. Once the
participant is terminated, you will not be able to enter any new forms. Also be sure any edits to
the participant’ s data have been completed. Once the participant is terminated, many of the
restricted edits will no longer be allowed.

Form #37, Version 1.3 5/09/01 Page 2




Explanations of Termination Reason Codes

Category
Started on BP meds

Physician’s orders

[lIness
Injury

Pregnancy
Death
Moved out of area

Schedul e/time conflict

Transportation problems

Refusal

Form #37, Version 1.3

When to use this cateqory

If participant reports going on BP medications. This could come up
on a Medication Use Questionnaire, or may be mentioned by the
participant during another contact.

If the participant’s physician or the study clinician request that the
participant stop participating in the study. If the participant is also
put on BP medication, use that code instead.

Participant illness (code family illness as schedul e/time conflict).

Participant injury. Do not code as termination reason unless
participant stops all study activities due to the injury. Do not
terminate if participant merely stops doing the physical activity
portion of the intervention.

Participant pregnancy.

Participant death (code death in family as a schedule/time conflict)

Participant has left the area permanently. Do not code if participant
will be coming back later during the follow up period, or if the
participant will be returning for follow up measures.

Participant is unable to make their clinic and intervention visits due
to a scheduling problem or time conflict. This includes work
schedule conflicts, inability to get day care, and vacations.

Participant is unable to get to their clinic and intervention visits due
to transportation problems. If transportation arrangements can be
made to get the participant to at least their clinic visits, do not
terminate.

Participant refused to complete any further clinic or intervention
visits. Use only if none of the above reasons apply.

5/09/01 Page 3



SV3
ID:

Diet and Physical Activity Change Questionnaire

Please review the PREMIER study activity fact sheet before completing this questionnaire.

If you join the PREMIER study, you will be placed randomly into one of three groups. Y ou will
be asked to make diet and lifestyle changes.

If asked, areyou willing and ableto:

« Attend the regular group and individual sessions as scheduled?

» Loseweight if you are overweight according to the study recommendations?
* Reduce your dietary sodium (salt) intake?

* Limit your alcohol intake to less than 2 drinks per day (if you drink)?

* Participate in regular moderate intensity physical activity?
(moderate intensity is like a brisk walk)

* Eat at least 9 servings of fruits and vegetables each day?
(a serving is one piece of fruit, ¥2 cup of cooked vegetables, or 1 cup of raw vegetables)

* Eat at least 3 servings of dairy foods each day?
(a serving is 8 oz. milk or 1 cup yogurt)

Yes ]
No

Reviewed by (staff 1D):

Form #40, Version 1.0, 8/5/99 Page 1



Overview

Thisform is not completed until after the participant has reviewed the SV3 Activity Fact Sheet
and completed the Screening Motivational Session. This form serves as a summary of the dis-
cussion during the motivational session.

Administration Instruction

The interventionist reads to the participant each of the items, and then enters Yes or No at the
end as appropriate.

Coding Instructions

No coding is required

Review Instructions

Make sure an ID label was attached and the question was answered.

Additional Instructions

Thisform is not entered. The outcome is reported and entered on the SV 3 Visit Form.

Form #40, Version 1.0, 8/5/99 Page 2




Screening Motivational Session Notes

Purpose
Explore the participant’s motivation and strengthen commitment to participating in the study.

Prior to Meeting with Participant

To prepare for the interview review the Diet and Physical Activities Checklist (Form #8)
completed at the SV1 visit.

Process

Use the following questions or others that you come up with to explore the participant’s
motivation. Your job is to listen and elicit what is important to the participant about being in the
study and not solve the participant’s problem. Summarize back to the participant and make sure
you understand the full picture. Document the key points in the note section below.

« What are your main reasons for participating in PREMIER?

+ What about the study makes it important for you?

+ What challenges do you anticipate by participating?

« How do other family and significant others feel about your participation?
Notes:

SV3: Atfter completion of this motivation session, fill out the Diet and Physical Activity Change
Questionnaire (Form #40) with the participant to get a finadmibment from the
participant.

Form #41, Version 1.1, 9/2/99 Page 1



Overview

At the SV 3 visit and before randomization, atrained interventionist meets with the participant to
explore and help the participant resolve ambivalence or uncertainty about participating in the
study. Theinterview should take about 15 minutes.

The purpose of the interaction isto give the participant the opportunity to reflect on their

reasons for participation in the study. When the participant is taken through this process it can

help them be more likely to give accurate answers to questions. It is the participant’s task and

not the interventionist to articulate and resolve any misgivings about participating. It is not the
interventionist’s role to help the participant solve the challenge or problem, but to summarize
and state back to the participant’s his/her ambivalence and/or reasons for participating.

At the end of the discussion the participant is able to answer the commitment questions listed on
the Diet and Physical Activity Change Questionnaire (Form #40) comfortably and honestly.

Administration Instructions

Prior to the Interview

To prepare for the meeting with the participant review the Diet and Physical Activity Checklist
(Form #8) completed at the SV1 visit to develop a picture of the participant’s ability and interest
in making the lifestyle changes. Pay attention to the questions on the Diet and Physical Activity
Checklist that are answered with “maybe,” in addition to alcohol consumption from the

Eligibility Questionnaire, Form #4. Seek out more information for these behaviors. See below
for more detail.

Use Reflective Listening Techniques

Ask the participant the questions allowing them time to answer each question before going on to
the next question. Use reflective listening techniques. Listen without judgement, interruption.
Use attentive silence and encouragement with words like

«  mm-hmm
« tell me more
- for instance

+ |see
+ Oh?

- Goon
- and

«  What else?

Form #41, Version 1.1, 9/2/99 Page 2



Summarize. Reflect back with your own words what you heard the participant say. For
example,

“Let me see if | understand exactly what you said

When asking the questions, make them open ended with words like what, how, etc. instead of
words like do or does. This softens the question and helps the participant feel more comfortable.

To begin the questions

Begin the questions with the statement:

“We would like to ask you some questions to help us understand better why you are considering
participating in the PREMIER study. We recognize that participating in a clinical trial can be
a burden and want to make sure you are comfortable with your decision.”

Follow with a question asking the participant for permission to probe further.
“Is it OK for me to ask you a few questions about this?”
If the participant says no, ask them why?

“You don’t want to talk about your interest in the study. Tell me more or tell me more why this
is a problem.”

Continuing with the questions:

If the participant says yes, continue. Ask one question at a time. Reflect back the participant’s
statements. Reflect with a statement and not a question. This demonstrates empathy and helps
the participant feel they are being heard and makes them more comfortable. For example,

Statement: You have concerns about the study.
Question: You are concerned about the study?

What are your main reasons for participating in the PREMIER study?

What about the study makes it important for you?

What are the advantages and disadvantages participating in the study?

What challenges do you anticipate by participating?

How do you see your life will be different both while a participant and after the study is over?

Form #41, Version 1.1, 9/2/99 Page 3



Asthe participant gives you feedback, summarize both sides. State back the reasons for
participating, along with the reasons for not participating. Refrain from solving the participant’s
barriers to participating.

On one side you are feeling that you really want to participate, but at the same time, you are
uncomfortable about ... and concerned that it may interfere with your participation.

“Maybe” Questions and Excessive Alcohol

Use the information from the Diet and Physical Activity Checklist (Form #8) and the alcohol
guestion from the Eligibility Questionnaire (Form #4) to help guide the interaction with the
participant. Use receptive open-ended questions to seek out more information about questions
answered with a “maybe” and for excessive alcohol. Open-ended questions help the participant
feel less defensive. Examples are:

How ready are you to consider eating 9 to 12 servings of fruits and vegetables each day?
How might your life be different if you drink less alcohol ?
I’'m wondering if we can spend a few minutes talking about dairy foods.

Ability to attend group sessions

Show the participant the schedules for all threeintervention arms. Ask them if they have any
planned trips or other commitments that would prevent their attending any of the sessions. Have
them X out any sessions they could not attend.

If they would missthree or more group sessions in phase 1 for any one arm, ask if it is possible
that they could reschedule their activities so that they could make the sessions. If not, exclude. If
yes, they are eligible to continue.

If they would miss one or two group sessionsin phase 1, ask if they would be able to
reschedule their activities so that they could make the sessions. If Yes, they are eligible to
continue. If no, ask if they would be able to schedule a makeup session around the time of each
of the missed sessions. If No, exclude. If yes, they are eligible to continue.

If they would not miss any sessions, probe to be sure they've looked at the dates carefully. Ask
about vacation plans.

Also, review phase 2 just to be sure they don’'t have any major absences, recognizing that the
participant may not know their schedule this far out.

Summarize the Interaction

Ask a summary question
How are you feeling about your participation now?
Respect and affirm the participant’s response with supportive statements. For a negative

Form #41, Version 1.1, 9/2/99 Page 4



response about participating statements can be:

Even though | would like you to participate in the study, | support and respect your decision to
not do so.

It sounds like you’ve pondered over this decision. | understand (respect) your decision.
| applaud your decision and really appreciate your honesty.

For a positive response from the participant the statement can be

That is great! We would love to have you participate.

When a participant responds that they feel they can participate, but they have some misgivings or
challenges, aresponse can be

| am delighted that you want to participate and am confident we can find away around the
challenge(state the challenge).

Concluding the interview

After completing the questions ask if there is anything else the participant wantsto say.
Is this all? Do you have any further comments?

Administer the Diet and Physical Activity Change Questionnaire (Form #40) following the
form’s instructions, regardless of the participant’s response. The participant should now be
ready to answer the questions on the form comfortably and honestly.

Document the Interaction

After the interview is over, record the participant’s comments on this form, the Motivational
Session Notes (Form #041), and file in the participant’s record. If the participant answered no
to the final question, they are ineligible to continue in they study.

Coding Instructions
No coding is required.

Review Instructions

No review is required.

Additional Instructions
This form is not entered. The outcome from form #40 is recorded on the SV3 Visit Form.

Form #41, Version 1.1, 9/2/99 Page 5



Participant ID:

PREMIER

I ntervention Data Collection Form

PREMIER A
Session Session Number:
Dz (S0 S-S Ko o PR N
ATEENAE SESSION....c.eeeeeeeeeee et e eeeeeee e et eseeeaeeeeeeseeeseseeseessseanseesssesaseesssesasesssnsanneessnesaneens Yes 1
No U2

Form Completed by (Staff 1D):
Reviewed by (staff ID):
Entered by (staff ID):

Form #42, Version 1.1, 01/24/01 Page 1



Premier A Intervention Data Collection Form

Overview

This form will be completed for each participant at, or immediately after, each scheduled
individual intervention session. For PREMIER A participants, thiswill be at the R/I visit, and
at the six month advice session. This form should be completed regardless of participant
attendance at the six-month session.

Administration Instructions

Place an ID label at the top of Page 1.

Use correct version of the form. The correct version will always be on the site workstation
computer.

Using a blue or black pen, complete the form as outlined below:

Question Special Administration I nstructions
Session Number Record the session number. For the R/l visit, the session number is“1”.

For the six-month advice session, the session number is “2”.

Date of Session Date of the scheduled session should be recorded as month/day/year in
the format mm/dd/yyyy. Remember to use a four digit year.

Attended Session Thisfield indicates if the participant was present at the session. As a last
resort, short of doing nothing at all, the visit can be conducted on the
phone. A phone visit is considered the “session” and the participant can
be marked as “attended”.

After completing the form record your PREMIER Staff ID number in the “form completed by”

section at the bottom of the page and send the form to data entry. Note: all forms should be
completed within seven days of the scheduled visit.

Form #42, Version 1.1, 01/24/01 Page 2



PREMIER

I ntervention Data Collection Form

PREMIER B
e Lo (1Y oL IR Group U1
Individua (2
Session Number:
Session Attendance Date of Scheduled Session: ___ /[
Attended Scheduled SESSION. .....ccuue ettt Yes 11
No 2
WBIGNE ... . Ibs.
If the participant did not attend the session:
Reason for Missed Session: Was thisa planned absence? Yes 1
No (2
Follow-up Intervention Faceto Face (1
Contacts: Telephone [ 2
Mail O3
Other (14
Unable to Contact/Schedule O 5
Chose Not to Contact (16
Follow-up Contact Date: I R
Food Record COMPIELE ... Yes 1
No (2
Number of Days of Food Records since the last time records were recorded .................... L
Day of Week Calories (Kcal) Sodium (mg)

Day 1

Day 2

Day 3
Physical Activity Record Completed ..........cccooveviiiiiiii i YES L1

Number of Days of Exercise since the last time records were recorded.......................
Total Physical Activity Pointsfor one week ..o,

Completed by (Staff ID):
Reviewed by (staff ID):
Entered by (staff ID):

Form #43, Version 1.2, 8/18/2000 Page 1




PREMIER B Intervention Data Collection Form

Overview

Thisform will be completed for each participant regardless of attendance after each scheduled
group and individual intervention session. For PREMIER B participants, thiswill be at the R/I
visit and the conclusion of each subsequent group or individual session.

Windows for Completion:
Phase | and I1: Complete and turn in form within 2 weeks or by the next scheduled visit (I or G)
whichever occursfirst.

Phase I11: Complete and turn in this form within 4 weeks or by the next scheduled visit (1 or G)
whichever occursfirst.

Follow-up contacts can occur outside of the visit window, however, attendance, weight, and

follow-up visit information cannot be edited after the visit window has passed. Nutrient and
physical activity data can be edited at any time.

Administration I nstructions

Place an ID label at the top of Page 1.
Using a blue or black pen, complete the form as outlined bel ow:

Question Special Administration Instructions
Session Type Check one box. Check “Group’ if the session was a scheduled group

session or “Individua” if the visit was a scheduled individual visit.

Session Number Use two digits (01, 02, 03, etc.) for individual visits and group sessions.
Use the numbering system from the Intervention Contact Schedule in the
Protocol. Example: “01” for the R/I visit, “02” for the second individual
visit, “01” for thefirst group session, “02” for the second group session.

Date of Scheduled  Using the format mm/dd/yyyy, fill in the date the scheduled session
Session occurred. Remember to use afour digit year.

Attended Scheduled Check one box. Check “YES” if the participant attended the scheduled

Session session or “NO” if the participant did not attend the scheduled session.

Weight Record weight using a calibrated scale with participant wearing indoor
clothing, but without shoes. Use decimals and round to the nearest .25
pound.

If the participant did not attend the session:

Wasthisaplanned Check one box. Check “yes’ if the participant informed the

Absence? interventionist before the scheduled group session of their plans to miss
the session. Check “no” if the participant did not contact the
interventionist prior to the scheduled session.
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Question Special Administration Instructions

Reason for missed ~ Write a brief description of why the visit was missed.
session

Follow-up Note: This section isto be completed for participants who did not attend the

Intervention Contact scheduled session, but for whom there is a follow-up intervention contact
scheduled within the visit window. Complete the form after the follow-up
intervention contact has occurred or by the next scheduled session (if the
scheduled follow-up contact is missed), whichever occurs first. Follow-up
intervention contacts (especially “Face to Face” and “ Telephone”) should
include some behavior change aspects of the intervention (progress check,
problem solving, goal setting, action planning, and self-monitoring).

Check one box.

Check “Faceto Face” if the intervention contact is made in person with the
participant.

Check “Telephone’ if an intervention contact is made by having a conver-
sation with the participant over the telephone. Do not count tel ephone mes-
sages or telephone calls to set up Face to Face intervention contacts as
“Telephone” intervention contacts.

Check “Mail” if the intervention contact consisted of mailing the session
materials.

Check “Other” if any other means was used to made an intervention con-
tact. E-mail falls under this category.

Check “Unable to Contact/Schedule” if the participant has not responded
to contact attempts or the follow-up intervention contact cannot be sched-
uled within the visit window (the visit can still occur, however).

Check “Chose not to contact” if the decision was made not to contact the
participant about the missed session.

Follow-up Contact  Fill in mm/dd/yyyy of the actual date the intervention follow-up contact

Date: occurred. (Leave blank if checked “unable to contact” or “chose not to con-
tact”.

For the Remaining Itemsrefer to the participants Food & Fitness Diary

Food Record Check one box, either “YES’ if at least one completed food record is

Compl eted turned in since the last session for which food records were recorded.

Check “NQO” if incomplete or no records were kept. Note: A completed
food record is one that lists all foods eaten in at |east one day, regardless of
whether nutrient records or calculations were listed.

Days of Food Records Record the number of complete days Food Records were logged. Thisis
the number of food records completed since the last session for which food
records were recorded. Use two digits (01, 02, 03, etc.).
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Question Special Administration Instructions

Dietary Measures

Physical Activity
Records Completed

Days of Exercise

Tota Physical
Activity Points

If no food records were kept, leave blank. |f food records were kept, fill
in the data using whole numbers for up to the first three days food rec-
ords were kept.

Check one box. Check “YES’ if at least one day of physical activity
records were recorded since the last session for which physical activity
records were recorded. Check “NO” if incomplete of no records were

kept.

Record the number of complete days physical activity was logged.
Thisisthe number of days of activity completed since the last session
for which physical activity was recorded. Use two digits (01, 02, 03,
etc.).

Complete using two digits (01, 02, 03, etc.). Record the number of
physical activity points recorded for the first week of records turnedin
at this session.

After completing the form record your PREMIER Staff 1D number in the “form completed by”
section at the bottom of the page and send the form to data entry.

Form #43, Version 1.2,
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Participant ID:

: PRE M | ER I ntervention Data Collection Form

- PREMIER C
SESSION TYPE v e eeeeee ettt e et et e e e et e eeeaeeeaeien e eaena . GTOUP D 1
Individual (2
Sesson Number:
) Date of Scheduled Session: /[
Session Attendance
Attended Scheduled SESSION.......ccccoevviiiii e YES 1
No U2
IO . . Ibs.
If the participant did not attend the session:
Reason for Missed Session: Wasthis a planned absence? Yes 1
No2
Follow-up Intervention Faceto Face 1
Contacts: Telephone [ 2
Mail (3
Other 4
Unable to Contact/Schedule (5
Chose Not to Contact (16
Follow-up Contact Date: Y Y
Food Record COMPIEEd.........ccciviiiiiii s Yes 1
No U2
Number of Days of Food Records since the last time records were recorded.................... o
Day of Week |Calories(Kcal)|Fat (grams) | Sodium (mg) | F&V Servings| Dairy Servings
Day 1 - S P — - -
Day 2 - B - -
Day 3 - | - | - -
Physical Activity Record Completed ...........cccovveiiiiiiiiii i e YES L1

Number of Days of Exercise since the last time records were recorded............ccceeveenen.
Total Physical Activity PointSfor ONe WEEK ..........ccceviieenerinveenee e

Completed by (Staff ID):
Reviewed by (staff ID):
Entered by (steff ID):

Form #44, Version 1.3 9/14/2000 Page 1



PREMIER C Intervention Data Collection Form

Overview

Thisform will be completed for each participant regardless of attendance after each scheduled
group and individual intervention session. For PREMIER B participants, thiswill be at the R/I
visit and the conclusion of each subsequent group or individual session.

Windows for Completion:
Phase | and I1: Complete and turn in form within 2 weeks or by the next scheduled visit (I or G)
whichever occurs first.

Phase I11: Complete and turn in this form within 4 weeks or by the next scheduled visit (1 or G)
whichever occursfirst.

Follow-up contacts can occur outside of the visit window, however, attendance, weight, and

follow-up visit information cannot be edited after the visit window has passed. Nutrient and
physical activity data can be edited at any time.

Administration Instructions

Place an ID label at the top of Page 1.
Using a blue or black pen, complete the form as outlined below:

Question Special Administration I nstructions
Session Type Check one box. Check “Group’ if the session was a scheduled group

session or “Individua” if the visit was a scheduled individual visit.

Session Number Use two digits (01, 02, 03, etc.) for individual visits and group sessions.
Use the numbering system from the Intervention Contact Schedule in the
Protocol. Example: “01” for the R/l visit, “02” for the second individual
visit, “01” for the first group session, “02” for the second group session.

Date of Scheduled  Using the format mm/dd/yyyy, fill in the date the scheduled session
Session occurred. Remember to use afour digit year.

Attended Scheduled Check on box. Check “YES’ if the participant attended the scheduled

Session session or “NO” if the participant did not attend the scheduled session.

Weight Record weight using a calibrated scale with participant wearing indoor
clothing, but without shoes. Use decimals and round to the nearest .25
pound.

If the participant did not attend the session:

Wasthisaplanned Check one box. Check “yes’ if the participant informed the

Absence? interventionist before the scheduled group session of their plans to miss
the session. Check “no” if the participant did not contact the
interventionist prior to the scheduled session.
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Question

Reason for missed
session

Follow-up
I ntervention Contact

Follow-up Contact
Date:

Special Administration Instructions

Write a brief description of why the visit was missed.

Note: This section isto be completed for participants who did not attend
the scheduled session, but for whom there is afollow-up intervention con-
tact scheduled within the visit window. Complete the form after the fol-
low-up intervention contact has occurred or by the next scheduled session
(if the scheduled follow-up contact is missed), whichever occurs first.
Follow-up intervention contacts (especialy “Face to Face” and
“Telephone”) should include some behavior change aspects of the inter-
vention (progress check, problem solving, goal setting, action planning,
and self-monitoring).

Check one box.

Check “Faceto Face’ if the intervention contact is made in person with
the participant.

Check “Telephone’ if an intervention contact is made by having a conver-
sation with the participant over the telephone. Do not count telephone
messages or telephone calls to set up Face to Face intervention contacts as
“Telephone” intervention contacts.

Check “Mail” if the intervention contact consisted of mailing the session
materials.

Check “Other” if any other means was used to made an intervention con-
tact. E-mail falls under this category.

Check “Unable to Contact/Schedule’ if the participant has not responded
to contact attempts or the follow-up intervention contact cannot be sched-
uled within the visit window (the visit can still occur, however).

Check “Chose not to contact” if the decision was made not to contact the
participant about the missed session.

Fill in mm/dd/yyyy of the actual date the intervention follow-up contact

occurred. (Leave blank if checked “unable to contact” or “chose not to
contact”.

For the Remaining Itemsrefer to the participants Food & Fitness Diary

Food Record
Compl eted

Days of Food Records

Form #44, Version 1.3

Check one box, either “YES’ if at least one completed food record is
turned in since the last session for which food records were recorded.
Check “NO” if incomplete or no records were kept. Note: A completed
food record is one that lists all foods eaten in at |east one day, regardless of
whether nutrient records or calculations were listed.

Record the number of complete days Food Records were logged. Thisis
the number of food records completed since the last session for which food
records were recorded. Use two digits (01, 02, 03, etc.).
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Question Special Administration Instructions

Dietary Measures

Physical Activity
Records Compl eted

Days of Exercise

Total Physical
Activity Points

If no food records were kept, leave blank. If food records were kept,
fill in the data using whole numbers for up to 