. [] [ ]
Phase 2 Month 9 Submission
calerie »»z

PAGEID =156
Center Number: _ Participant Number: Participant’s Initials:
fist middle foat
Weightdate and time: __/______ / : initials:
g day manth year G0 R TBET Staff initials:

frst middla lost

OR Not done — Specify reason (use Codelist below): DATEHDR (TYPE 4)

Clinic weight (if the first fwo measuremenis are more than 0.1 kg apari, measure weight o third fime):

Weight 1: SAME AS PAGE 4

o .__ kg

Weight 2: . kg WEIGHT (TYPE 4)

Weight 3: —— kg
Weight of gown: . ke
Vital Signs
Assessment date and time: ___ /. / .
prie month yoar 00:00 fo 2359
If waist measurement not done — Specify reason (use codelist below): ___ VITALS (TYPE 3)
1 Natural waist measurement Staff initials:
{if the first two measurements are more than 1.0 em apart, measure natural waist circumference o third fime): st mddle faat
Natural waist measurement 1: — e .__cm SAME AS PAGE 29
Natural waist measurement 2: e ___.__cm
Natural waist measurement 3: cm

2 Umbilical point waist measurement (if ihe first two mecsuremenis cre more than 1.0 cm apari, measure
umbilical point waist circumference o third fime):

Umbilical point waist measurement 1: ~ ___ . cm

Umbilical point waist measurement2: ___ . cm

Umbilical point waist measurement3: __ . __ cm
3 Pulse: _____ bpm OR Not done — Specify reason {use codelist befow): _____ Staff initials:
4 Temperature: _______.__ °C OR Notdone — Specify reason (use codelist below): __ Staff initials:
5 Respirations: ______perminule OR Not done = Specify reason {use codelist below): ___ Staffinitials:
& Blood pressure (check only one): D, Left arm D2 Right arm Staff initials: Rt s

6a Blood pressure1: _ _  / ~ mmHg Time: ____:____ OR Notdone—

sysfolic diastolic 00:00 40 2359

Specify reason {use codelist below): ___

6b Blood pressure2: ~  / mmHg Time:

systolic diastolic 00:00 0 2359

6¢ Blood pressure3: ~ / mmHg Time:

syaiolic ditoli 0000 /0 2359

Not Done Codelist: 1 Parficipant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

Send to DCRI Forms Management * 2400 Pratt §t. *+ Room 0311 Terrace Level + Durham NC 27705
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Ca Ieri @ Phase 2 Month 9 Submission

PAGEID =157
Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
Date and Time Findings ECG (TYPE 4) Staff lniﬁuls\
DATEHDRATYPEH4)
/ / Is ECG (check only one): SAME AS PAGE 30
Tday memh T Tyer T G000t 2380 [, Normal
OR Not dene —’Sé?)M‘i /?*\escssEQGE 30 [, Abnormal, not clinically significant (specify): S
e codelist below):

i - D3 Abnormal, clinically significant {specify):

Safety Labs

Date and time of last meal: S S S
day month yoar 0000 fo 23:59
Date and time of sample collection: ____ /. /. SAFETYLB (TYPE 4)
doy month yoar 00:00 0 2359
Sample Sample Complete? W {T:: CDO‘:!:;’S‘; g;::r“ Staff Initials
SANMIEASPAGE30
Blood :|0 No -— Gt middls oot
], Yes
Urine .:|° Ne - Tt il Tat
J] Yes

Contraception

If Not Done — Specify reason {use codelist below): _ _

Contraception method (females only): [[] None OR Check all that apply:
[ Ol confracepfive = SpeciyOUTCME2 (TYPE 4)

Record on Concomitant Medications page
[[] Other — Specify (e.g., barrier, lUD):

SAME AS PAGE 95

Not Done Codelist: 1 Participant refused 2 Clinician unable to obfain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Ca Ieri @ Phase 2 Month 9 Submission

PAGEID =158

Center Number: ____ Participant Number:

Participant’s Initials:
farst e

Datecompleted: ~ / /  SEAVNotAlonke ACHpedly reason (use codelist beiﬁ

day manth yoar

ATEHDR (TYPE 4)

Instructions: This questionnaire consists of 21 groups of statements. Please read each group of statements carefully and then
pick out the one statement in each group that best describes the way you have been feeling during the past two
weeks, including today. Check the box beside the statement you have picked. Be sure that you check only one

statement for each group, including item 16 and item 18.
BDIQ (TYPE 4)

1 Sadness: [, ! do not feel sad
[ ], | feel sad much of the time
[, | am sad all of the time
[, I am so sad or unhappy that | can’t stand it

SAME AS PAGE 39

2 Pessimism: [, | am not discouraged about my future
[, I feel more discouraged about my future than | used to be
[, | do not expect things to work out for me
[, I feel my future is hopeless and will only get worse

3 Past failure: [, | do not feel like a failure
[, | have failed more than | should have
[, As | look back, | see a lot of failures
[, | feel | am a total failure as a person

4 Loss of pleasure: [, | get as much pleasure as | ever did from the things | enjoy
[, | don't enjoy things as much as | used to
[, | get very little pleasure from the things | used to enjoy
[, can't get any pleasure from the things | used to enjoy

5 Guilty feelings: [, | don't feel particularly guilty
[}, I feel guilty over many things | have done or should have done
[, | feel quite guilty most of the time
[, I feel guilty all of the time

6 Punishment feelings: [, | don't feel | am being punished
[, | feel I may be punished
[, | expect to be punished
[, | feel | am being punished

7 Selfdislike: [, | feel the same about myself as ever
[, I have lost confidence in myself
[, I am disappointed in myself
L, | dislike myself

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initiols: ___ o
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Ca Ieri @ Phase 2 Month 9 Submission

PAGEID =159

Center Number: ____ Participant Number:

Participant’s Initials:
farst e

BDI-lI {continued)

8 Self<riticalness:

9 Svicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

[[], ! don't criticize or blame myself more than usual
L], I am more critical of myself than | used to be
[, | criticize myself for all of my faults

[, | blame myself for everything bad that happens

BDIQ (TYPE 4)

[J, I don't have any thoughts of killing myself

[, have thoughts of killing myself but | would not carry them out

[ 1, I would like to kill myself

[ 1, I would kill myself if | had the chance SAME AS PAGE 40

[Jo I don’t cry any more than | used to
L], I cry more than | used to

[, 1 cry over every little thing

[, | feel like crying, but | can't

[, | am no more wound up or restless than usual

[], 1 feel more restless or wound up than usual

[, 1 am so resfless or agitated that it’s hard to stay still

L1, am so restless or agitated that | have to keep moving or doing something

[Ll, I have not lost inferest in other people or activifies

L], I am less interested in other people or things than before
[ 1,1 have lost most of my interest in other people or things
[, It's hard to get interested in anything

[J, | make decisions about as well as ever

L], I find it more difficult fo make decisions than usual

[ 1,1 have much greater difficulty in making decisions than | used to
[ 1, | have trouble making my decisions

[, do not feel | am worthless

[, I don’t consider myself as worthwhile and useful as | used to
[ 1,1 feel more worthless as compared to other people

[ 1,1 feel utterly worthless

[J, I have as much energy as ever

(], I have less energy than | used to have

[], 1 don't have enough energy to do very much
[, | don't have enough energy to do anything

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: ___

fist middle dout
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Ca Ieri @ Phase 2 Month 9 Submission

PAGEID =160

Center Number: ____ Participant Number:

BDI-lI {continued)

16 Changes in sleeping pattern: [ | have not experienced any change in my sleeping pattern
[, I sleep somewhat more than usual
[, | sleep somewhat less than usual
(.l sleep a lot more than usual BDIQ (TYPE 4)
L1, sleep a lot less than usual
(s | sleep most of the day
[, | wake up 1-2 hours early and can’t get back to sleep

Participant’s Initials:
farst e

17 Irritability: [, | am no more irritable than usual SAME AS PAGE 41
[],1 am more irritable than usual
[],1 am much more irritable than usual
L1, 1 am irritable all of the time

18 Changes in appetite: [ I have not experienced any change in my appetite
[, My appetite is somewhat less than usual
[, My appetite is somewhat greater than usual
L], My appetite is much less than before
[, My appetite is much greater than usual
[ | have no appetite at all
[, crave food dll of the time

19 Concentration difficulty: [ ], | can concentrate as well as ever
[], 1 can't concentrate as well as usual
[, It's hard to keep my mind on anything for very long
[, ! find | can't concentrate on anything

20 Tiredness or fatigue: [, | am no more tired or fatigued than usual
L], I get more tired or fatigued more easily than usual
[, 1 am too tired or fatigued to do a lot of the things | used to do
[ 1,1 am too tired or fatigued to do most of the things | used fo do

21 Loss of interest in sex: [ || have not noticed any recent change in my interest in sex
[ 1,1 am less interested in sex than | used to be
[],! am much less inferested in sex now
[, | have lost interest in sex completely

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: —
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ca I eri Phase 2 Month 12 Submission
FORM/BLOCK = MONTH 12 Visit 1

PAGEID =161
Center Number: ____ Participant Number: R Participant’s Initials:
first middle fast
Weight date and time: ____ /. / : C
g W — o — 555 T Staff initials: B ——
OR Not done — Specify reason (use Codelist below): DATEHDR (TYPE 4)
Clinic weight (if the first fwo measurements are more than 0.1 kg apart, measure weight a third fime ):
Weight 1: — ek SAME AS PAGE 4
Weight 2: i WEIGHT (TYPE 4)
Weight 3: —— kg
Weight of gown: . ke
Vital Signs
Assessment date and time: ___ /. /.
doy monih year 00:00 o 2359
If waist measurement not done — Specify reason (use codelist below): __ VITALS (TYPE 3)
1 Natural waist measurement Staff initials:
{if the first two measurements are more than 1.0 em apart, measure natural waist circumference o third fime): flct niddle fout
Natural waist measurement 1: - .__ctm SAME AS PAGE 29
Natural waist measurement 2: e ___.__cm
Natural waist measurement 3: - .__cm
2 Umbilical point waist measurement (if ihe first two mecsuremenis cre more than 1.0 cm apari, measure
umbilical point waist circumference o third fime):
Umbilical point waist measurement 1: ~ ___ . cm
Umbilical point waist measurement2: ___ . cm
Umbilical point waist measurement3: __ . __ cm
3 Pulse: ______ bpm OR Not done = Specify reason {use codelist below): ___ Staff initials: T s
4 Temperature: ____ _ .__ °C OR Notdone —* Specify reason (use codelist below): __ Staff initials: g e ers
5 Respirations: ______ perminute OR Not done = Specify reason (use codelist below}: ___ Staff initials: T
6 Blood pressure (check only one): [ ], Leftarm [ ], Right arm Staff initials:
6a Blood pressure 1: ______mmHg Time: ____:____ OR Not done —
syiolic dasiolic 20004 2359 Specify reason {use codelist below): ___
6b Blood pressure2: ~  / mmHg Time:
systolic diastolic 00:00 40 23.59
6¢ Blood pressure3: ~ / mmHg Time: o
sysiolic diastolic 00.00 o 23:59
Not Done Codelist: 1 Parficipant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

Send to DCRI Forms Management * 2400 Pratt St. *+ Room 0311 Terrace Level + Durham NC 27705
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@ Phase 2 Month 12 Submission
calerie ssor

PAGEID =162

Participant’s Initials:

first midle faat

Date and Time Findings EC G (TYPE 4) Staff Inil’luls\

DATEHDR(TYPE2)

Center Number: ____ Participant Number:

Is ECG (check only one}:
SAME AS PAGE 30

s —wwwms | [, Noml
[ ], Abnormal, not clinically significant (specify):
OR Not done —'Ség/clu 'e\esc:sBEAGE 30 ! I yeen peety Tt mdds T

(see codelist below):

- D3 Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal: _dc_/__m_/____ :
y man: year 00:00 fo 23:59
Date and time of sample collection: /. _ _ / SAFETYLB (TYPE 4)
day month yoar 00:00 fo 2359
Sample Sample Complete? " f'::: g:‘:;;r :;::;n Staff Initials
], No SAME AS F.’.AC.E.E.?:O
Blood R, Gt middle oot
.—]] Yes
Urine [, No -—_ Tt il Tt
:|1 Yes

Pregnancy Test

Complete only for females. PREGTEST (TYPE 4)
Does participant have reproductive potential?
[, No SAME AS PAGE 33
o
D1 Yes = If Yes: Date urine pregnancy test performed: __ _ / —— Y A
y o yoar

Results: [], Negative

|:|2 Positive

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Send to DCRI Forms Management * 2400 Pratt §t. *+ Room 0311 Terrace Level + Durham NC 27705
Calerie Phase 2_CRF_V.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 162



Ca Ieri @ Phuse 2 Month 12 Submission

Visit 1

PAGEID =163
Center Number: ____ Participant Number: R Participant’s Initials: e
Doubly Labeled Water (DLW)
1 Date and time of DWW dosing: ___ /. _ _ / : initials:
g in — o I Staff initials: —_——
OR Not done = Specify reason (use codelist below): ___ DLWHDR (TYPE 4)
2 DLW dose mixture ID and bottle number: _ -~~~ - -CA
3 Exactweight of DLW mixture: ___ . grams
4 Urine samples: SAME AS PAGE 114 DLWCHT (TYPE 4)PS
Collection Sample Date and Time Collected
Pre dosing (PD PD = — =i
re dosing (PD) a day month ysar 0000 fo 2359
Y Y S :
PDb day manth year _00_0#0759_
Day 0O {Visit 1 DO e
ay 0 (Visit 1) a day month year 0000 i 2359
Y Y S :
DOb day month year T 000040 2359
Day 7 (Visit 2) D7 T T —
ay 151 a dary manth year 00:00 fo 23:59
Y Sy S — :
D7b day monih yoar 0000102359
.. Y S——" e
Day 14 (Visit 4) D14a doy month yoor 00,00 0 2359
- :
D 1 4'3 day manth year _OOTO*OF-W_
5 Affix CRF page label(s) corresponding to this urine sample set:  j===-==-=-=--- VooaTTTTTTTTTTTT
! Affix - Affix i
1 1 1 1
! Test Sample ! ! Retest Sample !
! Label Here ! E Label Here E
1 1 1 1

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie ™

PAGEID =164

Center Number:

Participant Number:

Month 12 Submission

Visit 1

Participant’s Initials:
farst m

Physical Examination

day

Date of examination: ___ / _ _ /

manth yoar

OR Not done — Specify reason (use codelist below):

DATEHDR (TYPE 4)

SAME AS PAGE 32

Staff initials:

fist middle st

Assessments
Body System Iif Abnormal or Not Done: Explain
Normal | Abnormal | Not Done
1 General appearance: L], L~ Uy—
2 Head, Ears, Eyes, Nose, Throat: |:|1 DO—’ DW—» PEXAM (TYPE 4)PS

3 Neck D1 Da - qu_’
SAME AS PAGE 32
4 Heart: EL ,— Dw_.
5 Lungs: ], ,— o
6 Abdomen: ], |, — _—
7 Lymph nodes: L], |, — o=
8 Extremities/Skin: [, [],— _—
9 Nevurological: D1 |, — o=

10 Musculoskeletal:

Llo—

Dor_’

Normal | Abnormal

Not
Done*

11 Genitourinary:

!

[l

Do;“’

12 Breast:

D1

L

Do;"

Physician’s Signature

Investigator: Date: — / __/
signalure day manth yor
* Not done at this examination OR Referred participant to primary care physician for exam.
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

Send to DCRI Forms Management * 2400 Pratt St. *+ Room 0311 Terrace Level + Durham NC 27705

Calerie Phase 2_CRF_V2.0_28 SE

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

CRF, page 164



calerie ™

PAGEID =165

Center Number:

1 Has the participant taken a calcium supplement today?

Month 12 Submission

Participant Number: Participant’s Initial

DXASCAN (TYPE 4)

Visit 1

S —

[, No [], Yes = If Yes: Proceed with scan and document in the Subject Scan Log to inform the QA Center.
2 Were any studies involving barium or radioisotopes performed within 4 weeks prior to the scheduled DXA exam?
[JoNo [, Yes SAME AS PAGE 35
DXA Scan DXA Rescan OR [ ], NA
Dateof scan: ___ /. _ _ / Date ofrescan: ____ /__ _ /
day monih yea - month year
Area Scanned If :::E::o' Area Scanned
Check all that apply (Use codelist below) Check all that apply
[_] Whole body _ [] Whole body
D Forearm - D Forearm
] Spine S ] Spine
[ Hip - [ Hip

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 12 Submission

Visit 1

PAGEID =166
Center Number: ____ Participant Number: R Participant’s Initials: e
Date completed: _ / —— /________ OR Not done — Specify reason (use codelist below):
7 " - SAME AS PAGE 36 DATEHDR (TYPE 4)

RAND SF-36

Instructions: This survey asks for your views about your health. This information will help keep track of how well you are able
to do your usual activities. Please answer every question by placing a check “X” in the appropriate box. If you are
unsure about how to answer a question, give the best answer you can. RANDSF1 (TYPE 3)

CANME AC DACLT 20
L\ == v

TNV 7Y T

1 In general, would you say
your health is:

[ ], Excellent [ ],Very good [ ],Good [ ,Fair [ ];Poor

[, Much better now than 1 year ago

2 Compared to one year ago, (], Somewhat better now than 1 year ago

how would you rate your healthin [ ], About the same

general now? D4 Somewhat worse now than 1 year ago

LI, Much worse now than 1 year ago

The following items are about activities you might do during a
typical day. Does your health now limit you in these acfivifies?

A Lot
If so, how much?

Yes, Limited Yes, Limited No, Not

A LitHe  Limited At All

3 Vigorous activities, such as running, lifting heavy objects, (]
participating in strenuous sports 1

[,

L

4 Moderate activities, such as moving a table, pushing a
vacuum cleaner, bowling, or playing golf

(]

5 Lifting or carrying groceries

(<]

w

6 Climbing several flights of stairs

[

(=]

7 Climbing one flight of stairs

(=7

w

8 Bending, kneeling or stooping

9 Walking more than a mile

(]

w

10 Walking several blocks

5]

w

11 Walking one block

(3]

N I I I I I

w

N I I I O

12 Bathing or dressing yourself

N I I I

[

L;

| Not Done Codelist: 1 Parficipant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrumen

failure

5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Calerie Phase 2_CRF_Y2.0_28 SEP 2010 2010 DCRI — Confidential

Participant’s Initials: ——
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calerie Phase 2 Month 12 Submission

Visit 1

Participant’s Initials:
——

it middle foat

Rand SF-36 {continued)

During the past 4 weeks, have you had any of the following problems A\ psE2 (TYPE 3)
with your work or other regular daily activifies as a result of your

PAGEID =167

Center Number: ____ Participant Number:

physical health? SAME AS PAGE 37 Yes No
13 Cut down on the amount of time you spent on work or other activities L, L,
14 Accomplished less than you would like ], ],
15 Were limited in the kind of work or other activities L, L,
16 Had difficulty performing the work or other activities = =
(for example, it took extra effort) L 2
During the past 4 weeks, have you had any of the following problems with
your work or other regular daily activities as a result of any emofional
problems (such as feeling depressed or anxious) Yes No
17 Cut down on the amount of time you spent on work or other activities L], ],
18 Accomplished less than you would like L], [,
19 Didn’t do work or other activities as carefully as usual L, L,
[L Not at all
20 During the past 4 weeks, to what extent has your physical health or emotional [ ], Slightly
problems interfered with your normal social activities with family, friends, ], Moderately
neighbors or groups? ], Quite a bit
[, Extremely
], None
(1, Very mild
21 How much bodily pain h had during the past 4 weeks? L1, Mild
ow muc ly pain have you had during the p 7. Moderate
| Severe
[_], Very severe
[, Not at all
22 During the past 4 weeks, how much did pain 1, Alittle bit
interfere with your normal work (including both work outside the home ], Moderately
and housework)? L], Quite a bit
[ Extremely

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: e
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calerie Phase 2 Month 12 Submission

Visit 1

Participant’s Initials:
wddle fast

PAGEID =168

Center Number: ____ Participant Number:

=
‘

RAND SF-36 {continued)

These questions are about how you feel and how things have been with you during the past 4
weeks. For each question, please give the one answer that comes closest to the way you have

been feeling. SAME AS PAGE 38 RANDSF3 (TYPE 3)

All of the Mostof A C®%Y oo of AlLitlle of None of

How much of the time during the pasf 4 weeks... Time the Time Bilofthe o wime the Time Hhe Time

Time

23 Did you feel full of pep? L], Ll L], L L] L],
24 Have you been a very nervous person? ], ], ], ], [, L,
B o ol panintpgdompsthat O, O O O
26 Have you felt calm and peaceful? ], L], 1, . L, L],
27 Did you have a lot of energy? L] L], L], L, [ ] [ ],
28 Have you felt downhearted and blue? ], ], L], L, L, L],
29 Did you feel worn out? [, ], L1, L [, L1
30 Have you been a happy person? ], ], [, L, [ ], [ ],
31.Did you feel tired? L] L], L], L [l L]
32 During the past 4 weeks, how much of the time has  pu cihe Mostof Some of A Little of Nome of

your physical health or emotional problems Time theTime theTime the Time the Time

interfered with your social activities (like visiting friends,

D1 |:|2 |:|3 [:IA |:|5

relatives, eic)?

v? Definitely MosHly  Don’t Mostly Definitely

How true or false is each of the following statements for yo! True True Know False False

33 | seem to get sick a little easier than other people. Ll L], L L], L],
34 | am healthy as anybody | know. L], L], L, L], L],
35 | expect my health to get worse. ], ], 1, L], Ll
36 My health is excellent. L], L], L, L, L,

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant's Initials: ___

first middle  lost
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Ca Ieri @ Phuse 2 Month 12 Submission

Visit 1

Participant’s Initials:
farst e

PAGEID =169

Center Number: ____ Participant Number:

Datecompleted: _ _ / ~  / ~  OR Not done = Specify reason (use codelist below):

doy  monk ocr SAME AS PAGE 36 DATEHDR iTYPE 4i

Instructions: This questionnaire consists of 21 groups of statements. Please read each group of statements carefully and then
pick out the one statement in each group that best describes the way you have been feeling during the past two

weeks, including today. Check the box beside the statement you have picked. Be sure that you check only one
statement for each group, including item 16 and item 18. BDIQ (TYPE 4)

1 Sadness: [, | do not feel sad
[, | feel sad much of the time
[, 1 am sad all of the time
[, | am so sad or unhappy that | can’t stand it

SAME AS PAGE 39

2 Pessimism: [, | am not discouraged about my future
[, | feel more discouraged about my future than | used to be
[, I do not expect things to work out for me
[, | feel my future is hopeless and will only get worse

3 Past failure: [, | do not feel like a failure
[, | have failed more than | should have
[, As | look back, | see alot of failures
[, | feel | am a total failure as a person

4 Loss of pleasure: [l | get as much pleasure as | ever did from the things | enjoy
[ ], I don't enjoy things as much as | used fo
[, I get very little pleasure from the things | used to enjoy
[]; I can’t get any pleasure from the things | used to enjoy

5 Guilty feelings: [ ], | don't feel particularly guilty
[, I feel guilty over many things | have done or should have done
[, | feel quite guilty most of the time
[, | feel guilty all of the time

6 Punishment feelings: [ ], | don't feel | am being punished
[}, I feel | may be punished
[, | expect to be punished
[, I feel | am being punished

7 Selfdislike: [, | feel the same about myself as ever
[, I have lost confidence in myself
[, I am disappointed in myself
[, | dislike myself

Not Done Codelist: 1 Participant refused 2 Clinician unable fo obfain 3 Insufficient ime 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant's Inifiols: ___

T T
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7 Phase 2 Month 12 Submission
calerie sion

PAGEID = 170

Center Number: ____ Participant Number: R Participant’s Initials:
first middle lasr
BDI-Il (continued)
8 Self<riticalness: [, | don't criticize or blame myself more than usual

L], I am more critical of myself than | used to be
[, | criticize myself for all of my faults

1,1 blame myself for everything bad that happens BDIQ (TYPE 4)

9 Suicidal thoughts or wishes: [, | don’t have any thoughts of killing myself
], I have thoughts of killing myself but | would not carry them out
[, I would like to kill myself

[, | would kill myself if | had the chance SAME AS PAGE 40

10 Crying: [, I don’t cry any more than | used to
1,1 cry more than | used fo
[, | cry over every little thing
1,1 feel like crying, but | can't

11 Agitation: [y I am no more wound up or restless than usual
[], | feel more restless or wound up than usual
[], | am so restless or agitated that it's hard to stay still
[, 1 am so restless or agitated that | have to keep moving or doing something

12 Loss of interest: [, | have not lost interest in other people or activifies
[, | am less interested in other people or things than before
[, 1 have lost most of my interest in other people or things
L1, It's hard to get interested in anything

13 Indecisiveness: [, I make decisions about as well as ever
[, I find it more difficult to make decisions than usual
[, | have much greater difficulty in making decisions than | used fo
[, 1 have trouble making my decisions

14 Worthlessness: [J, 1 do not feel | am worthless
[ 1,1 don't consider myself as worthwhile and useful as | used to
[, 1 feel more worthless as compared to other people
[, | feel utterly worthless

15 Loss of energy: [J, I have as much energy as ever
[, I have less energy than | used to have
[], | don't have enough energy to do very much
[, 1 don't have enough energy to do anything

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant's Inifiols: ___
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PAGEID = 171

‘ I
&
Ei

BDI-lI {continued)

Visit 1

Center Number: Participant Number: Participant’s Initials:

16 Changes in sleeping pattern: [ | have not experienced any change in my sleeping pattern

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

[, I sleep somewhat more than usual

[, | sleep somewhat less than usual

(.l sleep a lot more than usual

L1, sleep a lot less than usual BDIQ (TYPE 4)
(s | sleep most of the day

[, | wake up 1-2 hours early and can’t get back to sleep

[, am no more irritable than usual SAME AS PAGE 41
[],1 am more irritable than usual

[],1 am much more irritable than usual

L1, 1 am irritable all of the time

[ I have not experienced any change in my appetite
[, My appetite is somewhat less than usual

[, My appetite is somewhat greater than usual

L], My appetite is much less than before

[, My appetite is much greater than usual

[ | have no appetite at all

[, crave food dll of the time

[], | can concentrate as well as ever

[], 1 can't concentrate as well as usual

[, It's hard to keep my mind on anything for very long
[, ! find | can't concentrate on anything

[, | am no more tired or fatigued than usual

L], I get more tired or fatigued more easily than usual

[, 1 am too tired or fatigued to do a lot of the things | used to do
[ 1,1 am too tired or fatigued to do most of the things | used fo do

[, ' have not noticed any recent change in my interest in sex
[ 1,1 am less interested in sex than | used to be

[],! am much less inferested in sex now

[, | have lost interest in sex completely

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: __
first midle lost
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Visit 1

Participant’s Initials:
first middle last

PAGEID = 172

Center Number: ____ Participant Number:

Datecompleted: ~ / ~  / OR Not done = Specify reason (use codelist below):

o - SAME AS PAGE 36 DATEHDR (TYPE 4
Profile of Mood States

Instructions: Please describe how you feel right now by checking one box for each of the words listed below.
POMS (TYPE 4)PS

Feeling Not At All A Little Moderately Quite A Bit Extremely

AL A0

QAN AC
OANIC Ao FAUVLC 42

1 Friendly s i L], L, L s
2 Tense ], . A R A
3 Angry L, ) 2 3 4
4 Worn out Do 1 2 3 4
5 Unhappy L] , l 5 A
6 Clear-headed Ly . , 5 A

7 Lively

o
»
w
£

8 Confused

o
[
(=
I~

9 Sorry for things done

o
(<]
w
B

10 Shaky

[
w
Fy

11 Listless

o

12 Peeved

o
(<]
w
=

13 Considerate

1 2 3 4
14 Sad X : X \ .
15 Active s | L . l
16 On edge . : X , .
17 Grouchy s | | L l
18 Blue

o
»
(5]
B

L O D O O O O 0 L 0 O L L

LI LI LI DL L L LI L L L]

(=]

19 Energetic

(<]
w
-~

LI L D P (|
CI{ DT DD T D T I T T T ]
L O D D 0 O ) D ) 0 0 ]

20 Panicky

[

Ll L,

MeMNair PhD., and IW P Heucherd, Ph.D. under exclusive license to MultiHealth Systems Inc. All rights reserved. In the US4, PO. Box
0 Victoria Park Ave.,, Toronto, ON M2H 3Mé.

X7

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Douglas A
950, North Tonawanda, MY 14120-0950. In Canada, 377

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required |
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Visit 1

Participant’s Initials:
wddle fast

PAGEID = 173

Center Number: ____ Participant Number:

Profile of Mood States (continued)

=
‘

Feeling Not At All A Little Moderately Quite A Bit Exiremely
POMS (1¥PE 4)PS
0 RS

21 Hopeless

H

22 Relaxed A SAME AS ﬁGE 43 2 Da EL
23 Unworthy b [ ], | | .
24 Spiteful A : , , )
25 Sympathetic L : L A .
26 Uneasy A : , S )

27 Restless

(=]
(<]
[~)
&

28 Unable to concentrate

(=]
(<]
[~
S

29 Fatigued

0 1 2 3 4
30 Helpful X : \ , )
31 Annoyed s : a | :

32 Discouraged

w
IS

33 Resentful

34 Nervous - 1 2 3 4
35 Lonely b . 2 3 4
36 Miserable R , ) 3 4
37 Muddled L ] A s 4
38 Cheerful R . 2 3 4
39 Bitter

o
[
w
£y

40 Exhausted

o
1]
w
.

41 Anxious

oioo|ooloo|iolololoo|loio|ioooiooion
oioo|oo|lo|o|lo|olo|oo|oioooo(0)o

ool o|oolooiololololo|ioio|ioiooiooion
oo oo olooioloooio|ioioioiooioDio
olo(o|oojojo|o|o|lo|o|o|o|D|D|o|o|io|ioio

0 1 2 3 4
42 Ready to fight A . ) s s
43 Good-natured Ll L], L], [l L],

(.'opy"l-_':f.‘: © 2003, 2005 Maurice Lorr, Ph.D., Dovglas M. McNair Ph.D., and IW P Heuchert, Ph.D. under exclusive license to Muli-Health Systems Inc. All rights reserved. In the U.S.A, PO, Box

050, North Tonowonda, NY 14120095
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Initials: __
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PAGEID = 174

Center Number: ____ Participant Number:

Profile of Mood States (continued)

&
‘ Ei

Not At All A Little Moderately

Quite A Bit

Month 12 Submission

Visit 1

Participant’s Initials:

wddle fast

Extremely

44 Gloomy

[,

O

2

,
L
)
L

POMS Ulil-'n: 4JPS
3

M

45 Desperate

op
P>
<

m
TP
(0))
Gp
m
s S
N

o
(<]

L,

i

46 Sluggish

o
[

w

B

47 Rebellious

=]
1]

(=}

48 Helpless

o
(=]

[

49 Weary

(=]
"

w

£y

50 Bewildered

(=]
<]

w

51 Alert

(=]
(<]

(3

=

52 Deceived

o
(<)

[

53 Furious

(=]
(<]

W

B

54 Efficient

x]

[x}

55 Trusting

56 Full of pep

(=]
(=)

[

£y

57 Bad-tempered

o
(<]

w

58 Worthless

0 1 2 3 4
59 Forgetful L 1 A I .
60 Carefree 5 1 , s )
61 Terrified L : | | |
62 Guilty A : \ , )
63 Vigorous 5 1 L | .

64 Uncertain about things

CI (L D D DO 0 O O 0 O ) O O O O LS

L (D 2 L O A
HE NN NN N N NN NN N R R

Q
=]

CI (L L P D O O ) T L

w

H I N N N N R N N N RN NN R R

65 Bushed

L, L} L],

L

L

(.'npyrrgf.‘: © 2003, 2005 Maurice Lorr, Ph.D., Dovglas M. McNair PhD., and 1W . Heuchert, Ph.D. under exclusive license to MultiHealth Systems Inc. All rights reserved. In the U.S.A, P.O. Box

050, North Tonowanda, NY 14120-0950. In
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calerie Phase 2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials: Py

fiest middle fast

Datecompleted: ____ / _ _ / OI?GM o’r?\es—}? pce;c 38 reason (use codelist bmé}‘TEHDR (TYPE 4)

day monfh year

Perceived Stress Scale (pss)

Instructions: The questions in this scale ask you about your feelings and thoughts during the last month. In each case, please

PAGEID = 175

indicate how often you felt or thought a certain way. Please check only one answer for each question.
PSS{FYPE /l

Almost Spemo- Fr'ﬁ Vor
SAME AS PAGE 45 rly Y
Nover Never times Ofien Offen

1 Inthe last month, how often have you felt that you were
unable to control the important things in your life? L L Lk L L

2 Inthe last month, how often have you felt confident about
your ability to handle your personal problems?

3 In the last month, how often have you felt that things were

going your way? L Ll L] Ll Ll

4 In the last month, how often have you felt difficulties were
piling up so high that you could not overcome them?

L, O O, O 0O,

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials:
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calerie Phase 2 Month 12 Submission

Visit 1

PAGEID = 176
Center Number: ____ Participant Number: R Participant’s Initials: e
Datecompleted: ____ /__ _ / _ __ OR Not done = Specify reason (use codelist below): ____
dor menth o SAME AS PAGE 36 DATEHDR (TYPE 4)

Pittsburgh Sleep Quality Index (rsai)

Instructions: The following questions relate to your usual sleep habits during the past month only. Your answers should indicate
the most accurate reply for the majority of days and nights in the past month. Please answer all questions.

1 When have you usually gonetobed? .
0000 do 2359

2 How long (in minutes) has it taken you to fall asleep each night? ___ minutes

3 When have you usudlly gotten up in the morning? .
00:00 do 23-59

4 How many hours of actual sleep did you get at night?

(This meyy be clifferent than the number of hours you spend inbed.) ___ . __ hours
5 During the past month, how often have you had trouble ~ Netduring Less than  Once or 3 or more
. the past once twice fimes
sleeping because you... (check only one answer per question) month a week aweek aweek

a Cannot get to sleep within 30 minutes

5
n
m
]

b Wake up in the middle of the night or early morning

(=]
[
w

¢ Have to get up to use the bathroom

o
"
w

d Cannot breathe comfortably

)
w

e Cough or snore loudly

Q
(9
w

00D D00

§f Feel too cold

g Feel too hot

o
(9
w

h Have bad dreams

i=]
[
w

i Have pain

(=]
(5]
w

i Other reason(s), please describe, including how often
you have had trouble sleeping because of this
reason(s):

I I N I I I B B I I D
N e I I B R I B I B
I I I B e B

O 0OpDQ-

6 During the past month, how often have you taken ] ] ] ]
medicine {prescribed or “over the counter”) O help you sleep? 0 L 2 3

© 1989,with permission from Elsevier Science.

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |
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PAGEID = 177

Participant’s Initials:
first middle last

Pittsburgh Sleep Quality Index (psai) (continued)

Once or Once or 3 or more

PSQ|2(TYPE 3) Never twice fwice each times each

week week

Center Number: ____ Participant Number:

SAME AS PAGE 47

7 During the past month, how often have you had trouble
staying awake while driving, eating meals, or engaging in A L, L, Ll
social activity?

No problem O“L oy Sen;:\:hnl A very big

at all problem  problem problem

8 During the past month, how much of a problem has it [ ] = ]
been for you to keep up enthusiasm to get things done? J ! 2 3
Very Fairly Fairly Very
good good bad bad
9 During the past month, how would you rate your slee
9 P Y Y P " ], ], 1,

quality overall?

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

articipont’s Initials: ___
first midcle o
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PAGEID = 178 Visit 1

Center Number: ____ Participant Number:

first midle faat

Date completed: —.—/—_—/———— OR Not done = Specify reason (use codelisi below): _
SAME AS PAGE 36 DATEHDR (TYPE 4)

Derogatis Interview for Sexual Function (DISF-sR) (F) Female Version

Instruction: Below you will find a brief set of questions about your sexual activities. The questions are divided into different
sections that ask about different aspects of your sexual experiences. One section asks about sexval fantasies or daydreams,
while another inquires about the kinds of sexval experiences that you have. You are also asked about the nature of your
sexval arousal and the quality of your ergasm. There are also a few other questions about different areas of your sexual
relationship.

On some questions you are asked to respond in terms of a frequency scale, that is, “how often” do you perform the sexual
activities asked about in that section. Some frequency scales go from “O = not at all” to “8 = four or more times a day.” Other
frequency scales range from “0 = never” to “4 = always.” In the case of other questions, you will be asked to respond in terms
of a satisfaction scale. This type of scale tells how much you enjoyed, or were satisfied by the sexval activity being asked about.
Some satisfaction scales range from “0 = could not be worse” to “8 = could not be better.” Other satisfaction scales go from
“0 = not at all satisfied,” to “4 = extremely satisfied.”

In every section of the inventory the scales required for that section are printed just above the questions so it will be easy to
follow. Although it is brief, take your time with the inventory. For each item, please check the scale number that best

describes your personal experience. DISFEM1 (TYPE 4) PS

If you have any questions, please ask the person who gave you the inventory for help.

SAME AS PAGE 48

Section 1—Sexual Cognition/Fantasy

- . . N 1 4106 4
During the past 30 days or since the last ime of at | Less or2 | lper|2or3| 4to I per|2or3 o

all [than 1| per | week | per per day | per | more
you filled out this inventory, how often have per | month week | week day | per
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person Ch O O O O O | O [ O | L

1.2 Erotic parts of a man’s body (e.g., face,
P yrete o | O | O | OO D |G| D | O

shoulders, legs)

1.3 Erofic or romantic situations L, O O O O O | L [ | L

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching ololololololololo
0 1 2 3 4 5 -] 7 3

to orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

Participant's Initials: ___
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Visit 1

Participant’s Initials:
first middle fost

PAGEID = 179

Center Number: ____ Participant Number: ___

Derogatis Interview for Sexual Function (DIsF-sR) (F) Female Version (continued)

Section 2—Sexual Arousal SAME AS PAGE 49 DISFEM1 (TYPE 4)PS
During the past 30 days or since the last Notat | Less | Tor2 | 1 per |20or3 | 4toé6 | 1 per |[20r3| 4or
time you filled out this inventory, how often all| |#hen | pel;h wosk perk perk day ger sl
er mon wee wee a er
did you have the following experiences? m':mfh 2 gay

2.1 Feel sexually aroused while alone H E E E E E ®E ® =

2.2 Actively seek sexual satisfaction CL | IO | B | EL | Bl | Bk | Bk | Bl || B

2.3 Feel Il d with
eel sexually aroused with a A ®E E E §E E E §E =

partner
Never | Rarely |Sometimes|Usually |Always DISFEM2 (TYPE 4)PS
2.4 Have normal lubrication with
masturbation D° D‘ D’ D3 D‘

2.5 Have normal lubrication
throughout sexual relations H R g

Copyright © 1987 by Leonard R. Derogatis, PhD.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: ______
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calerie Phase 2 Month 12 Submission

Visit 1

PAGEID = 180
Center Number: ____ Participant Number: R Participant’s Initials: e s

Derogatis Interview for Sexual Function (DIsF-sR) (F) Female Version (continued)
Section 3—Sexual Behavior/Experiences SAME AS PAGE 50 DISFEM1 (TYPE 4)PS
During the past 30 days or since the last Notat | Less | Tor2 | Tper |[20r3 |4t06| 1 per [ 20r3 | 4dor
lime you filled out the inventory, how often all | than1 per week per per day per more

| . . per | month week | week day per
did you engage in the following sexval month day
aclivilies?
3.1 Reading or viewing romantic or

erotic books or stories Lk | L | L, Ll | Ol (O | O | O s

3.2 Masturbation Do [:] Dz [L O, | O | L, 1, s
3.3 Casual kissing and petting CL O O, (O (O O | O | O | T
3.4 Sexual foreplay L O O, ) O ) O | O | O | O, s

3.5 Sexual intercourse, oral sex, efc. CL (O O, | O O | O | O | O | O

Section 4—Orgasm DISFEMS3 (TYPE 4)PS
During the past 30 days or since the last Not at |Slightly |Moderctely| Highly |Extremely
lime you filled out this inventory, how all

sofisfied have you been with the following?

4.1 Your ability to have an orgasm I:lc D| Dz Da L,
4.2 The intensity of your orgasm Ch| O O | O | O
" et || 0|0 0|0
pibetsdwonmiiestll RS Y FRR SRR
4.5 I::gu; ss'::nzr.ta of control (timing) of your OOl o Ol o
4.6 Feeling a sense of relaxation and Do l:] Dz [L O,

well-being after orgasm

Copyright © 1987 by Leonard R. Deropatis PhD
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 pont’s Initicls: __ _____
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PAGEID = 181

Center Number: ____ Participant Number: Participant’s Initials:
farst

it middle ferst

Derogatis Interview for Sexual Function (DIsF-sR) (F) Female Version (continued)

Section 5—Drive and Relationship SAME AS PAGE 51 DISFEM1 (TYPE 4)PS

Not at | Less lor2 | 1per |20r3 |4toé6 | 1 per [20r3 | 4or

all  [than1 per week per per day per more
per | month week | week day per
month day

5.1 With the pariner of your choice,

what would be your ideal L | L [ O Ll O | O | O | O, | L

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly Exkerm SFEMS3 (TYPE 4)PS

all

5.2 During this period, how
interested have you been in sex? Lo | L [ Lk L | L

5.3 During this period, how satisfied

have you been with your
personal relationship with your Lo | Lo | Lh | L | L
sexual partner?
P DISFEM4 (TYPE 4)PS
Could | Very | Poor [ Somewhot |Adequate | Above | Good | Very | Could
not be | poor inadequote average good | not be
worse better

5.4 In general, what would represent

the best description of the quality | O Ll CLo| O f O | O | O, | L

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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PAGEID = 182 Visit 1

Center Number: ____ Participant Number:

first midle faat

Date completed: ——/—— —/——- OR Not d@ﬁﬁé;ﬁg%xgﬁnége codelist below): _ HDR (TYPE 4)

Derogatis Interview for Sexual Function (pisF-sR) (M) Male Version

Instruction: Below you will find a brief set of questions about your sexual activities. The questions are divided into different
sections that ask about different aspects of your sexual experiences. One section asks about sexval fantasies or daydreams,
while another inquires about the kinds of sexual experiences that you have. You are also asked about the nature of your
sexval arousal and the quality of your orgasm. There are also a few other questions about different areas of your sexual
relationship.

On some questions you are asked to respond in terms of a frequency scale, that is, “how often” do you perform the sexuval
activities asked about in that section. Some frequency scales go from “O = not at all” to “8 = four or more times a day.” Other
frequency scales range from “0 = never” to “4 = always.” In the case of other questions, you will be asked to respond in terms
of a satisfaction scale. This type of scale tells how much you enjoyed, or were satisfied by the sexual activity being asked about.
Some satisfaction scales range from “0 = could not be worse” to “8 = could not be better.” Other satisfaction scales go from
“0 = not at all satisfied,” to “4 = extremely satisfied.”

In every section of the inventory the scales required for that section are printed just above the questions so it will be easy to
follow. Although it is brief, take your time with the inventory. For each item, please check the scale number that best
describes your personal experience.

If you have any questions, please ask the person who gave you the inventory for help. ~ DISMALEL (TYPE 4)PS

Section 1—Sexual Cognition/Fantasy SAME AS PAGE 52

During the past 30 days or since the last time Notat| Less | Tor2 | 1 per |20r3| 4106 | 1 per [20r3| 4or

you filled out this inventory, how often have all 'h::r] m'; T-.:h week Vf:k \f:;k day 5:; "::rre
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person L, | O Ch O | O f O | O | O | O

1.2 Erotic parts of a woman’s body (e.g.,

I:Iu I:]] D.‘Z |:|3 |:|4 Ds D.s |:|7 Da

face, genitals, legs)

1.3 Erotic or romantic situations O 1O (L O | O O [ O | O | O

1.4 Caressing, touching, undressing, or

foreplay Co [ O | D | O | OO | O | OO | 0, | O

1.5 Sexual intercourse, oral sex, touching
to orgasm

Du I:]] |:|2 |:IJ |:|4 Ds I:]b DJ‘ DS

Copyright © 1987 by Leonard R. Derogatis, PhD.

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |
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Visit 1

Participant’s Initials:
first middle fost

PAGEID = 183

Center Number: ____ Participant Number: ___

Derogatis Interview for Sexual Function (DISF-sR) (M) Male Version (coninued)

Section 2—Sexual Arousal sAME AS PAGE 53 DISMALEL (TYPE 4)PS

During the past 30 days or since the last fime Notat | Less [ lTor2 | 1per [20r3 | 4106 | 1 per |20r3 | 4or
Ag 3 all [than 1| per | week | per per day | per | more

you filled out this inventory, how often did per | month week | week day | per

you have the following experiences? month day

2.1 A full erection upon awakening H E E E E B E EBE B

2.2 A full erection during a sexual
fantasy or daydream

2.3 A full erection while looking at a

sexually arousing person, movie,or | [ | (], | (0, | OO, | O, | OO | O, | OO, | CC,

picture

2.4 A full erection during masturbation O (OO (O (a1 0O OO, | E,

2.5 A full erection throughout the phases
of a normal sexual response cycle,

that is from undressing and foreplay S (IS R S N R

through intercourse and orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Visit 1

Participant’s Initials:
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PAGEID = 184

Center Number: ____ Participant Number:

=
‘

Derogatis Interview for Sexual Function (DisF-sR) (M) Male Version {continued)
Section 3—Sexual Behavior/Experiences SAME AS PAGE 54 DISMALE1 (TYPE 4)PS

During the past 30 days or since the last fime Notat| Less | Tor2 | 1 per |20r3 |4tcoéb| 1 per | 20r3 | 4or

you filled out the inventory, how often did all 1h::r] m‘::_l:h week \f:;k \f:;k day 5:; n;c:re
you engage in the following sexval aclivities? month day

3.1 Reading or viewing romantic or
erotic books or stories

I S N S N S

3.2 Masturbation

[
H
[
-
[
K
.
-

3.3 Casual kissing and petting

3.4 Sexual foreplay

]
H
[
H
[l
-
.
H

/I I i O RN
[l
L
[
O
O
O
L:'
i

3.5 Sexual intercourse, oral sex, efc.

Chof O ) O O [ O f O | Oy | L

Section 4—Orgasm DISMALE2 (TYPE 4)PS

During the past 30 days or since the last ime | Not at |Slightly |Moderotely| Highly | Extremely
you filled out this inventory, how safisfied all
have you been with the following?

4.1 Your ability to have an orgasm

4.2 The intensity of your orgasm

[
-

4.3 The length or duration of your
orgasm

(X3

4.4 The amount of seminal liquid that
you ejaculate

[

4.5 Your sense of control (timing) of your
orgasm

Hl1BETH | E Y
L
0| 0|0

[]
L]

4.6 Feeling a sense of relaxation and
well-being after orgasm

" I A I P O Y

i & Darcastie PhR
Copyright © 1987 by Leonard R. Paticipont’s Inificls:
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Center Number: ____ Participant Number: R Participant’s Initials: e
Derogatis Interview for Sexual Function (DisF-sR) (M) Male Version {continued)

Section 5—Drive and Relationship SAME AS PAGE 55 DISMALE1 (TYPE 4)PS
Not at | Less lor2 | Tper |20r3 |4t06| 1 per | 20r3 | 4dor
all | than1 per week per per day per more
per | month week | week day per
month day

5.1 With the pariner of your choice,
what would be your ideal O, | O L], O (OO O | O | O

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Extremely
all

DISMALE2 (TYPE 4)PS
5.2 During this period, how interested 0 lo | 0| O | O

have you been in sex?

5.3 During this period, how satisfied

have you been with your
personal relationship with your E N A
sexual partner?
P DISMALE3 (TYPE 4)PS
Could | Very Poor | Somewhat | Adequate | Above | Good | Very | Could
not be | poor inadequate average good | not be
worse better

5.4 In general, what would represent
the best descriptionof thequality | [, | OO, | OO, | OO0, | OO, | OO, | O, | O, | O

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Visit 1

PAGEID = 186
Center Number: ____ Partidpant Number: __ _ Participant’s Initials: __
SAME AS PAGE 36 o
Dat leted: _ _ / _ _ / OR Not d — Speci use codelist below!]:
ate complete - / — / —- ot done pecify reason { f T_‘)K\LFEHD-R (TYPE 4)

Food Cravings Questionnaire—State (Fca-s)

Below is a list of comments made by people about their eating habits. Please check one answer for each comment that indicates
how much you agree with the comment right now, at this very moment. Notice that some questions refer to foods in general
while others refer to one or more specific foods. Please respond to each item as honestly as possible.

FCQSTATE (TYPE 4)PS
Strongly
Agree

s

SAME AS PAGE 58 Strongly

Disagree Disagree| Neviral | Agree

1 | have an intense desire to eat [one or more []
specific foods]. 1

]
-
L

2 I'm craving [one or more specific foods].

[
w
=
wn

3 | have an urge for [one or more specific foods]

(<3
w
s
o

4 Eating [one or more specific foods] would make things
seem just perfect.

[
w
=
o

5 If | were to eat what | am craving, | am sure my mood
would improve.

(<]
w
s
o

6 Eating [one or more specific foods] would feel
wonderful.

[
w
S
wn

7 If | ate something, | wouldn’t feel so sluggish
and lethargic.

(<]
w
s
o

8 Satisfying my craving would make me feel less grouchy
and irritable.

9 | would feel more alert if | could satisfy my craving.

(<]
w
s
o

10 If | had [one or more specific foods], | could not stop
eating it.

[
w
Fy
o

11 My desire to eat [one or more specific foods]
seems overpowering.

[
w
IS
(]

12 | know I'm going to keep on thinking about [one or
more specific foods] until | actually have it.

[
w
FS
[

13 | am hungry.

[
w
F
=

14 If | ate right now, my stomach wouldn’t feel as empty.

[
[
=
[

NN A I U Y 0 I
N A I A Y O I
N A I A O I
OO Dy oo oo n|
N I I I Y

15 | feel weak because of not eating. ], ], ], . |
| Not Done Codelist: 1 Participant refused 2 Clinician unable fo obtain 3 Insufficient fime 4 Instrument failure 5 Not required |
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participont’s Initicls:
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Visit 1

Participant’s Initials:
Tt middlo fet

Date completed: _dw_/_mm_/__yw__ O%Rﬁhéﬂz\%ﬂpipécéfyar ason (use codelist btl-):%\)TEHD_R TYPE 4
Food Craving Inventory (fci-i

For each of the foods listed below, please check the appropriate box. CRAVE (TYPE 4)PS

Note: A craving is defined as an intense desire to consume a particular food or food type that is difficult to resist,

PAGEID = 187

Center Number: ____ Participant Number:

beve yeu sperineed g orz. | W01 | (AT, |Somotimes| ot | MERPO
1 Cake SAME AS PAGE 59 L, L, L L, L
2 Pizza L], [], L], [], L,
3 Fried chicken Ll L], L], L], s
4 Gravy E’1 D; :]3 D4 Ds
5 Sandwich bread ], A L], L], L
6 Sausage U, L], L], L], L
7 French fries Ll L, L [, L,
8 Cinnamon rolls E|1 Di :|3 D4 Ds
9 Rice L Ll L], L], L
10 Hot dog E|1 D, :‘; D,-. Ds
11 Hamburger L], L L], L], s
12 Biscuits E|1 Dg :|3 D4 Ds
13 lce cream [j1 Dz Da |:|4 Ds
14 Pasta L, L], L, [ ], L,
15 Fried fish O, ], ], L, s
16 Cookies Ll L], ], [, L],
17 Chocolate Ll L, L [, s
18 Pancakes or waffles L], L], L, L], L],
19 Corn bread L, L, L [, Ll
20 Chips L], L], L, [], Ll
21 Rolls L, L], L], L, L,
22 Cereadl , O, L], L, L],
23 Donuts E|1 D, Dg D., Ds
24 Candy [’1 Dg jg D4 |:|5
25 Brownies Ll L, L L1 L,
26 Bacon L, ], L, L], L],
27 Steak ], ], ], [ ], L ];
28 Baked potato L, [, 1, L], [,

| Not Done Codelist: 1 Participant refused 2 Clinician unable fo obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Initials:
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Month 12 Submission

Visit 1

PAGEID = 188
Center Number: ____ Participant Number: R Participant’s Initials: e s
Date completed: -/ /________ ORNot done — Specify reason {use codelist belqw) -
o OR ot done  Specy = SATEHDR (TYPE 4)

Eating Inventory

When | smell a sizzling steak or see a juicy piece of medt, | find it very TF

difficult to keep from eating, even if | have just finished a meal.

IﬁA (TY
, True

B AIES

2 lusudlly eat too much at social occasions, like parties and picnics. [ ], True [],False
SAME AS PAGE 60

3 | am usually so hungry that | eat more than three times a day. True [ ], False
When | have eaten my quota of calories, | am usually good about

. not eating anymeore. D‘ lise |:|° Felbs

5 Dieting is so hard for me because | just get too hungry. [ ], Tre [ ], False

6 | deliberately take small helpings as a means of controlling my weight. [ ], True [],False
Sometimes things just taste so good that | keep on eating even when

7 lamno Iongeriungry. LhTrve [ Folse
Since | am often hungry, | sometimes wish that while | am eating, an

8  expert would tell me that | have had enough or that | can have L], True [, False
something more to eat.

9  When | feel anxious, | find myself eating. (], True [, False

10 Life is too short to worry about dieting. [ ], True [],False

i1 Since my weight goes up and down, | have gone on reducing diets (], Trve [, Folse
more than once.

12 | often feel so hungry that | just have to eat something. (], True [, False

13 When | am with someone who is overeating, | usually overeat too. L], True [, False

14 | have a pretty good idea of the number of calories in common food. [ ], True [ ], False

15 Sometimes when | start eating, | just can’t seem to stop. [ ], True [ ], False

16 ltis not difficult for me to leave something on my plate. [ ], True [, False
At certain times of the day, | get hungry because | have gotten used

7 % eating then. L, Trve - L, Folse

18 While on a diet, if | eat food that is not allowed, | consciously eat less e W

for a period of time to make up for it.

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

5 Not required
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Visit 1

PAGEID = 189
Center Number: ___ Parficipont Number: Parficipant’s Inifials:
19 Being with someone who is eating often makes me hungry to eat also. [, True [, False
20 When | feel blue, | often overeat. [ ], True [ |, False
21 Ls;ni:zi;::.ing too much to spoeil it by counting calories or watching [l Tre [, Folse
22 :-?;T:Z:::; a real delicacy, | often get so hungry that | have to eat [l Tre [, Folse
23 Ili:‘::ienngs:lfs :;f;tir»\lfl'leeqn:‘l am not really full as a conscious means of O], Troe [, False
24 | get so hungry that my stomach often seems like a bottomless pit. [ ], True [, False
25 My weight has hardly changed at all in the last ten years. [ ], True [ ,False
26 :hc;n;:i\:c;):‘snl:;r;gigrefo it is hard for me to stop eating before | finish [ Trwe [, Folse
27 When | feel lonely, | console myself by eating. L], True [, False
28 | consciously hold back at meals in order not to gain weight. [ ], True [, False
29 | sometimes get very hungry late in the evening or at night. L], True [, False
30 | eat anything | want, any time | want. [ ], True [, False
31 Without even thinking about it, | take a long time to eat. [], True [, False
32 | count calories as a conscious means of controlling my weight. [ ] True [ ,False
33 | do not eat some foods because they make me fat. |_|] True |_L, False
34 | am always hungry enough to eat at any time. [ ], True [, False
35 | pay a great deal of attention to changes in my figure. [, True [, False
35 Z:'I;i:hzr: Eisli-'efc,uilfolr?:;oc; Lc;od that is not allowed, | often splurge and [ True [ False
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant's Initiols:
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Center Number:

Eating Inventory (continued)

|
1
i
1
?

Month 12 Submission
Visit 1

Participant Number: Participant’s Initials:

Please check one answer that is most appropriate to you for each question below. TFEQB (TYPE 3)

How often are you dieting in a conscigus = AS[PARRRR
1

) A vl your weight? [ ], Sometimes [ |, Usually [ ], Always
Would a weight fluctuation of 5 pounds — :
38 affact the way you live your life? [, Rarely [], Sometimes [, Usually  [], Always
39 How often do you feel hungry? ], Rarely [_], Sometimes [_], Usually [ ], Always
Do your feelings of guilt about overeating — ;
. help you to control your food intake? L, Rarely [, Somefimes L], Usually L1, Always
How difficult would it be for you to stop . e
41 eating halfway through dinner and not eat L}, Easy e [l ShthY (,h”'w”
for s nad favk hours? [, Moderately difficult [, Very difficult
a2 How conscious are you of what you are L], Not at all [, Slightly
eating? [[], Moderately [, Extremely
a3 How frequently do you avoid “stocking up” [, Almost never [, Seldom
on tempting foods? [, Usually [, Almost always
ag How likely are you to shop for low [, Unlikely [, Slightly likely
calorie foods? [, Moderately likely [, Very likely
a5 Do you eat sensibly in front of others and B mot mec ma
splurge alone? , Never arely [, Often [, Always
as How likely are!ou to consciously eat slowly [, Unlikely [, Slightly likely
in order to cut down on how much you eat? [ ], Moderately likely [, Very likely
a7 How frequently do you ski’p dessert because [ |, Almost never [}, Seldom
you are no longer hungry? [, At least once a week [ ], Almost every day
as How likely are you to consciously eat less [], Unlikely [ ], Slightly likely
than you want? [[], Moderately likely [ ], Very likely
a9 Do you go on eating binges though you are [ ], Never [, Rarely
2 .
not hungry? [, Sometimes [, At least once a week
To what extent does this statement describe
your eating behavior? “I start dieting inthe 7] Nt [ike me
morning, but because of any number of Mogen o
50 thi . Z (], Little like me
ings that happen during the day, by 2 -
evening | have ?iven up and eat what | want, L, P"e”Y.QOOd description of me
promising myself to start dieting again [L], Describes me perfectly
tomorrow.”
On a scale of 0 to 5, where 0 means no [ |, Eat whatever you want, whenever you want it
restraint in eating (eating whatever you [], Usually eat whatever you want, whenever you want it
5 Wwant whenever you want it) and 5 means ], Often eat whatever you want, whenever you want it

total restraint (constantly limiting food
intake and never “giving in”}, what number
would you give yourself?

[_], Often limit food intake, but often “give in”
(1, Usually limit food intake, rarely “give in”
[I; Constantly limiting food intake, never “giving in”

Calerie Phase 2_CRF_V9.0_28 SEP 2010

Send to DCR =

Participant’s Initials: ___

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 ft " middo et

Durham NC 27705

2010 DCRI — Confidential

CRF, page 190



calerie Phase 2 Month 12 Submission

Visit 1

PAGEID = 191
Center Number: ____ Participant Number: R Participant’s Initials: e
Datecompleted: /. /  __ OR Not done = Specify reason (use codelist below): ____
dan monfh ar
’ » SAME AS PAGE 36 DATEHDR (TYPE 4)

Weight Efficacy Lifestyle Questionnaire (weL)

This form describes some typical eating situations. Everyone has situations which make it very hard for them to keep their weight

down. The following are a number of situations relating to eating patterns and attitudes. This form will help you to identify the
eating situations which you find the hardest o manage.

Read each situation listed below and decide how confident (or certain) you are that you will be able to resist eating in each
of the difficult situations. In other words, pretend that you are in the eating situation right now. On a scale from O (not confident)
to 9 (very confident), choose ONE number that reflects how confident you feel now about being able to successtully resist the

desire to eat. Check this number for each item. SAME AS PAGE 63 WELQ (TYPE 4)PS
Not confident at all that Very confident that
you can resist the desire to eat you can resist the desire to eat

1 am confident that:

o 1 2 3 4 5 6 7 8 9

1 | can resist eating when | am anxious
{nervous).

=
&
o
~
@
o

0|0
mlbw

w

2 | can control my eating on the weekends.

X7
B
o
o
~
@
o

3 | can resist eating even when | have to
say “no” to others.

O

[ Y I I I
H

1 Y A I I O O O

L O A I B o I

N I A I I OO

B
o
o
~
«©
<

4 | can resist eating when | feel physically
run down.

H | H

o

5 | can resist eating when | am watching TV.

=
o

0| O

w

6 | can resist eating when | am depressed
(or down).

olololo|lo|lolol|lD

7 | can resist eating when there are many
different kinds of food available.

L
1 T o o I

n

=
(7
o
~T
=

N I O I O

o

8 | can resist eating even when | feel it is
impolite to refuse a second helping.

.
[

B
@
o
~
@
o

1 Y I A B A R

9 | can resist eating even when | have a [l

headache. L], L Oy L L

L,

~
o

[ Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Visit 1
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frat

PAGEID = 192

Center Number: ____ Participant Number:

Weight Efficacy Lifestyle Questionnaire (WEL) (continued)

Not confident at all that Very confident that
1 am confident that SAME AS PAGE 64 you can resist the desire to eat you can resist the desire to eat
ar:
WELQ (TYPE 4)PS
0 1 2 3 5 6 7 8

10 | can resist eating when | am reading.

[
.
[

.
olololo|lolo|lolololo]|D
olololololololololOolo

mlllw
ololololDololololDlD|o
ololololololololololD

11 | can resist eating when | am angry

{or irritable).

olololololololololo|lo
Olololololololololo
D|lo|lolo|lolo|lo|lo|lolOo|o

12 | can resist eating even when | am at
a party.

13 | can resist eating even when others are
pressuring me to eat.

ull Bw
ulliw

(]
[
=
o
o
~
@
L]

B
o
o
~
@
@

0|0
mlliw

W

14 | can resist eating when | am in pain.

X}
B
~
=)
o

15 | can resist eating just before going to

bed.

16 | can resist eating when | have
experienced failure.

[
ay
.
[
o
)
@
©

17 | can resist eating when high-calorie foods
are available.

S
[
o
~
=
©

I Y I I I A O

o

0|0
O | O

[

18 | can resist eating even when | think
others will be upset if | don’t eat.

[
=
[y
~
@
]

19 | can resist eating when | feel
uncomfortable.

-
[]

=
~
w
)

mll

o

20 | can resist eating when | am happy.

[
[

]
B
~
@
o

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Visit 1
PAGEID = 193
Center Number: ____ Participant Number: R Participant’s Initials: e
SAME AS PAGE 36 DATEHDR (TYPE 4)
Datecompleted: ____/__ _ / ___ OR Not done = Specify reason {use codelist below): ___
dor et o MAEDS (TYPE 4)PS

Multiaxial Assessment of Eating Disorder Symptoms (maeDs)

Instructions: Using the scale shown, please rate the following items on a scale from 1 to 7. Please answer as truthfully as possible.

SAME AS PAGE 65 Never R\;erzy Rarely ?;.‘::;es- Often g;t;); Always
1 Fasting is a good way to lose weight. Ll O O | O f O | O | L,
2 My sleep isn’t as good as it used to be. Cop O (O f | O | L
3 | avoid eating for as long as | can. LLf O O | O | O L | L,
4 Certain foods are “forbidden” for me to eat. L O, | O O, O O, | L
5 L?:;ei::‘:lf :;Ti‘qln foods in my house because | will Ol oLt Lo o,
6 | can easily make myself vomit. (O, | O O O O, | L,
7 | can feel that being fat is terrible. Lo O O O O L
8 | avoid greasy food:s. L O | ) O | ) )
9 It's okay to binge and purge once in a while. L0, | O O O [ O | L,
10 | don’t eat certain foods. Lo O, | O O, O O, | L
11 | think | am a good person. Lo O f O | O L | L
12 My eating is normal. O G | O, | O O | C |
13 | can’t seem to concentrate lately. (O, | O O O | O, | O,
14 | try to diet by fasting. OO, O O O [ e | O,
15 | vomit to control my weight. Lo O O | O | O | O | L,
16 Lately nothing seems enjoyable anymore. o0, O A O A, O,
17 Laxatives help keep you slim. Lo O O O | O | O | O
18 | don’t eat red meat. OO, (O O, O O, | O,
19 | eat so rapidly | can’t even taste my food. O, | O O O | O | O,

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Inificls:
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i _ MAEDS (TYPE :Slis_

Center Number: ____ Participant Number: Participant’s Initials:

first midle faat

Multiaxial Assessment of Eating Disorder Symptoms (MAEDS) (continved)

Never | Very | Rarely | Some- | Often | Very |Always
SAME AS PAGE 66 Rarely fimes Often
20 | do everything | can to avoid being overweight. (O O O | O f O | L
21 :\;’rﬁ; If:jilnlz‘:?afed, | must do something to rid myself Olo o lolololo
22 | overeat too frequently. Lo L O | O f s | O | L,
23 It's okay to be overweight. S S P O O I A P
24 Recently | have felt that | am a worthless person. (O O O | O f O |
25 | would be very upset if | gained 2 pounds. L O, O, O, O O | O
26 | crave sweets and carbohydrates. Lo O, O O f O ) O | L,
27 | lose control when | eat. S P S I O O R A R
28 Being fat would be terrible. Lo O, O O f O | O | L,
29 | have thought seriously about suicide lately. S O S I S I O N I P
30 | don’t have any energy anymore. L, O O f O ) O | L
31 | eat small portions to control my weight. L O, O, O, f O O | O
32| eat 3 meals a day. Chf O O | O | O | O | O,
33 Lately | have been easily irritated. L O, O, O, f O ) O | O
34 Some foods should be totally avoided. LV O O O O | O | L
35 | use laxatives to control my weight. S S I S I O I P
36 | am terrified by the thought of being overweight. Lo O, O O f O | O | L,
37 Purging is a good way to lose weight. L O, O, O O O | O
38 | avoid fatty foods. L Ok O | g | O | e | L
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Iitiols:
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calerie Phase 2 Month 12 Submission

» .t l
PAGEID = 195 MAEDS (TYPE 4 I'!%'

Center Number: ____ Participant Number:

Participant’s Initials:
first middle last

Multiaxial Assessment of Eating Disorder Symptoms (MAEDS) (continved)

Never | Very | Rarely | Some- | Often | Very |Always
SAME AS PAGE 67 Raroly fimes Often
39 Recently | have felt pretty blue. Lo O, O ) O f O | O | L
40 | am obsessed with becoming overweight. OO O OO O | G
41 | don't eat fried foods. Lo O, O O f O | O | O
a2 | skip meails. O O O | O | O | O |
43 Fat people are unhappy. L O | O (O | O | O | O
44 People are too concerned with the way | eat. OO, | O, (O | O | O |
45 | feel good when | skip meals. L O O | O | O | O | L,
46 | avoid foods with sugar. S O P I P P R A A I
47 | hate it when | feel fat. Lh O | O | O | L | O | L
a8 | am too fat. OO | O | O | O | O | [,
49 | eat until | am completely stuffed. CL( O O, O O | O | O
50 | hate to eat. OO, | O, | O | O | O | O,
51 | feel guilty about a lot of things these days. CL( O O, O O | O | O
52 I'm very careful of what | eat. I A O I A A A
53 | can “hold off” and not eat even if | am hungry. CLr O, O O, f O | O | O
54 | eat even when | am not hungry. O O, ) O | O, | O | O, | O,
55 Fat people are disgusting. O | O | G| O | O | O, | O
56 | wouldn’t mind gaining a few pounds. L O, O, O, f O O | O

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 priicipant’s Initils:

first middle font
Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level + Durham NC 27705
Calerie Phase 2_CRF_Y9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 195




calerie Phase 2 Month 12 Submission

Visit 1

Participant’s Initials:
first middle last

Date completed: — /_m_ /__yecrr__ O%Rﬁhéﬂz\%ﬂpipéﬁysr ason (use codelist bt‘jjz\LrEHD-R (TYPE 4)
Body Shape Questionnaire (sq)

We would like to know how you have been feeling about your appearance over the past four weekBSQ (TYPE 4)PS
Please read each question and check the box for the appropriate choice. Please answer all the questions.

SAME AS PAGE 68
Over the Past Four Weeks... Never | Rarely S?me- Often Very Always
times Often

L

PAGEID = 196

Center Number: ____ Participant Number:

1 Has feeling bored made you brood about your shape?

[]
-

L,

L]

s

2 Have you been so worried about your shape that you
have been feeling that you ought to diet?

X}
w
B
n
o~

3 Have you thought 1|1c|f2rour thighs, hips, or bottom are
too large for the rest of you?

w
B
o
o

4 Have you been afraid that you might become fat (or
fatter)?

(X
w
I~
wn
o

=li=Ri=ki=

(%]

5 Have you worried about your flesh not being firm
enough?

w
=
wn
o

6 Has feeling full (e.g, afier eating a large meal) made you feel
fat?

7 Have you felt so bad about your shape that you have
cried?

[
w
Iy
o
o

w
I
(T
o

8 Have you avoided running because your flesh might
wobble?

9 Has being with thin women/men made you feel
self-conscious about your shape?

(X
w
I~
wn
o

=li=li=li=

10 Have you worried about your thighs spreading out when
sitting down?

<]
w
B
n
o

11 Has eating even a small amount of food made you feel
fat?

12 Have you noticed the shape of other women/men and
felt that your own shape compared unfavorably?

(%]
w
B
o
o

[
(=)
=
[m)
o

13 Has thinking about your shape interfered with your
Clbilify to concentrate (e.g., while watching TV, reading, listening
fo conversations)?

14 Has being naked, such as when taking a bath, made you
feel fat?

15 Have you avoided wearing clothes which make you
particularly aware of the shape of your body?

w
i
(o]
o

[
w
Iy
[
o

(O (oo ooy oo oo

Ololo|lololo

16 Have you imagined cutting off fleshy areas of your

body? L] [, L], L

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obfain 3 Insufficient time 4 Instrument failure 5 Not required |

N 1 A I O O I O S
OO gl oDl Dg o Dd4a L
HEpER RN NN SN NN NS NN
NI 1 T A O O

=
o

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participont’s Initiols: __
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& Ieri @ Phase 2 Month 12 Submission
Visit 1
PAGEID. = 197 BSQ (TYPE LS)IES_

Center Number: ____ Participant Number: Participant’s Initials:

nidle  faat

Body Shape Questionnaire (Bsq) (continved)

Some- Very
times Often

L

4
:

Over the Past Four Weeks... SAME AS PAGE 69 Never | Rarely Always

17 Has eating sweets, cakes or other high calorie food made
you feel fat?

]
=
I
L

B

18 Have you not gone out on social occasions (e.g., paries)
because you have felt bad about your shape?

[

B
n
o

19 Have you felt excessively large and rounded?

B
o
o

b

20 Have you felt ashamed of your body?

X3
I
n
o

21 Has worry about your shape made you diet?

B
i
o

22 Have you felt happiest about your shape when your
stomach has been empty?

HlH

[
IS
[
o

23 Have you thought that you are the shape you are
because you lack self<ontrol?

[

-
=
wn
o

24 Have you worried about other people seeing rolls of
flesh around your waist or stomach?

[

B
n
o

25 Have you felt that it is not fair that other women/men are
thinner than you?

o

26 Have you vomited in order to feel thinner?

B

27 When in company, have you worried about taking up too
much room (e.g, sitting on a sofa or bus seat)?

B
[
o

P

28 Have you worried about your flesh being dimply?

(X3
I
[
o

29 Has seeing your reflection (e.g, in a mirror or shop window) made
you feel bad about your shape?

[

=i
o
n
o

30 Have you pinched areas of your body to see how much
fat is there?

[

Iy
[
o

31 Have you avoided situations where people could see
your body (e.g., communal changing rooms or swimming pools)?

[

=
=
n
o

32 Have you taken laxatives in order to feel thinner?

[l

B
[
o

33 Have you been particularly self<onscious about your
shape when in the company of other people?

.
HEEEEEEE NN RN RN R RN NN R
1 T I I I I 0 O

B

1 T O A O B N OO I O

—
(<3
(7
o

N I N O A A O O
H
I A I I I A O O O O

o

34 Has worry about your shape made you feel you ought
to exercise? L

n
.
[

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant's Initiols:
first moddle  lost
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7 Phase 2 Month 12 Submission
calerie ssor

PAGEID = 198
Center Number: ____ Participant Number: R Participant’s Initials:
first middle fast
Handgrip Strength
Date and time of assessment: _ _ / /. Staff initials: o
day month yeoar 00.00 fo 23:59 piddio, lost

DATEHDR (TYPE 4)
OR Not done — Specify reason (use codelist below): SAME AS PAGE 4

1 Dynometer handle position: __ .

2 Dominant hand (check only one): [ ], Left [ ], Right [ ], Ambidextrous HANDGRIP (TYPE 4)PS

3 Handgrip strength: SAME AS PAGE 77

Handgrip Sirength | Zero Meter Check Right Hand Zero Meter Check Left Hand
Test 1—peak force A kg O, kg
Test 2—peak force o kg o N
Test 3—peak force A kg A kg
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Month 12 Submission
Visit 1

Participant’s Inifials: ___

first middle fost

Isometric/Isokinetic Knee Extension and Flexion

calerie ™

PAGEID = 199

Center Number: ____ Partidipant Number:

Date and time of assessment: e /_Jm_ P e i Staff initials: i
OR Not done — Specify reason (use codelist below): SAME AS PAGE 4 DATEHDR (TYPE 4)
1 Recent injury or pain—right knee? [_|;No [ ], Yes
2 Recent injury or pain—left knee? [ | No D,SYQSME AS PAGE 78 ISOMETRC (TYPE 4)PS
3  Specify machine used (PBRC only): [ ], Cybex [ ], Biolex MACHINE <TUSED>
If Not Done,
All valves corrected for gravity effect torque Right Leg Left Leg Specify Reason
{Use codelist below)
3 60°/sec knee extension peak torque e Nm __Nm
total work = N.m N.m [ —
average power watts watts
4 60°/sec knee flexion peak torque e Nm _  _Nm
total work N.m __N.m
average power Y walls __walts
5 180°/sec knee extension peak torque . Nm _  _Num
total work . Nm __N.m
average power _— walls —__walts
work fatigue index % %
6 180°/sec knee flexion peak torque . Nm __N.m
total work N.m N.m
average power watts walts
work fatigue index . 4 - %
7 Isometric knee extension: trial 1 peak torque N.m N.m
trial 2 peak torque ~  Nm __N.m -
trial 3 peak torque PR __N.m
8 Isometric knee flexion:  trial 1 peak torque —  __Nm N.m
trial 2 peak torque . Nm __N.m o
trial 3 peak torque = N.m __N.m
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 12 Submission

Visit 2

PAGEID = 200
Center Number: ____ Participant Number: ___ - Participant’s Initials: ___ e
fiest middle fost
Weight date and time: ____ /. / . Staff initials:
day month year 00:00 40 23:59 st middle fost

DATEHDR (TYPE 4)

OR Not done — Specify reason (use codelist below): ___

Clinic weight (if the two measurements are more than 0.1 kg apart, measure weight a third time):

SAME AS PAGE 4

Weight 1: SN WEIGHT (TYPE 4)
Weight 2: SERVREO S
Weight 3: — kg
Weight of gown: . kg

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 12 Submission

Visit 2

Participant’s Initials:
Tt middlo fet

Seven-Day Physical Activity Recall (PAR) (continued)

4 Compared to your physical activity over the past three months, was last week’s physical activity more, less,

PAGEID = 202

Center Number: ____ Participant Number:

or about the same (check only one)?
(], More PARQ (TYPE 4)
D, Less

L, About the same SAME AS PAGE 72

Interviewer: Please answer questions below and note any comments on interview.

5 Were there any problems with the Seven-Day PAR interview?
[, No
D1 Yes

6 Do you think this was a valid Seven-Day PAR interview?
Do Ne
DI Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
[ lyNo

D1 Yes

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Ca Ieri @ Phuse 2 Month 12 Submission

Visit 2

PAGEID = 203
Center Number: ____ Participant Number: R Participant’s Initials: e s
6-Day Food Record
Complete below OR Not done = Specify reason {use Codelist below): _ _ Staff initials:
Replacement Values
SAME AS PAGE 73 CoOnDDAoD /(T\V/DC AADhC
Duy Dﬂy FrUUURCU (TTE F)ro
Record Quali Record Quali
of Date of Record (check ‘T ')y of Date of Record (check ? :\’
DLW check only one DLW check only one
(], Reliable [ ], Reliable
1 s | [, Unreliable 8 a5 | [ Unreliable
:|3 Missing Ds Missing
:|, Reliable D, Reliable
2 ey /—m— /— T [, Unreliable ? e /—m— /— T [, Unreliable
:|3 Missing Ds Missing
], Reliable D, Reliable
3 Tday /*m* /— P :|2 Unreliable 10 Ty /*m* /— T Dz Unreliable
], Missing (], Missing
], Reliable [, Reliable
4 _day_/_m_ / e :Iz Unreliable 1 e /_....T.a._ /— T (], unreliable
Ja Missing i—ls Missing
], Reliable [, Reliable
5 ey /—m— /— T ], Unreliable 12 Ty /—mm— /— T [_], Unreliable
L1, Missing [_], Missing
:|1 Reliable D, Reliable
6 day / —_— / Jear 22 Unreliable 13 doy / — / Foar D2 Unreliable
|y Missing rlg Missing
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Month 12 Submission
Visit 2

Participant’s Initials:
first middle fast

SAME AS PAGE 4 DATEHDR (TYPE 4)

Y A A Staff initials:

ey monih yoar first middla fost

VOMAX (TYPE 3)

calerie ™

PAGEID = 204

Center Number: ____ Participant Number:

1 Date and time of test:

000040 2559

OR Not done — Specify reason (use codelist below): ___ SAME AS PAGE 81

2 At what fime was the participant’s last meal/snack eaten? ____
000040 2359

3 Rest ECG: Rhythm (check only one): [ ], sinus [], Atrial fibrillation [ Jog Other
Ventricular conduction {check only one): DI Normal D2 LBBR ]3 RBBB

4 Heart rate {HR) data: Resting heart rate: _ bpm
Age-predicted heart rate: __ __bpm
Heart rate (max): _ __bpm

5 Reason(s) for termination of testing {check all that apply):

D Symptom [imited {dyspnea, faﬁgue}
bpm oR D% NA
bpm or D,e NA

[ Angina/ischemia = Complete all that apply: HR when true cardiac angina occurred:
HR when ischemic ECG changes occurred: __

[ serious arrhythmias (VT or SVT)

[ ] Changes in blood pressure

[] Ventricular ischemia (schedule stress image stucly, complete ventricular episode report)

[ Orthopedic/extremity complaints (pains/cramps)

L] Other (specify):

6 Did frequent ventricular ectopy occur {e.g., = 7 PYCs/min, biftri-geminy, NSVT [> 3 beats])?
Do Ne

D1 Yes = If Yes: When did it occur {check afl that apply)? [ During exercise [ During recovery

7 PeakVO,: ____ _ ml/kg/min

L/min

8 Did the participant meet at least 2 of the 3 VO, max criteria (see box, right)?

Do Neo

I:L Yes = If Yes: VO, max: _ ml/kg/min

9 Exercise time:

mirrites soconds

10 Blood pressure at VO, peak/VO, max: ___  /
systolic diastolic

11 Borg RPE score at YO, peak/VO, max: (6-20)

12 Peak RER: _

13 VE at VO, peak/YO, max: L/min

14 VE/VO, at VO, peak/VO, max _ L/min

L/min

a Achieve a plateau in VO, {change < 150 ml)
between the final two stages
b RER = 1.1

¢ HR max + 5 bpm of age-predicted maximum

Not Done Codelist: 1 Participant refused

2 Clinician unable to obtain

3 Insufficient time

4 Instrument failure 5 Not required

Send to DCRI Forms Management * 2400 Pratt St. *+ Room 0311 Terrace Level + Durham NC 27705
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calerie ™

PAGEID = 205

Center Number:

Participant Number:

Month 12 Submission

Participant’s Initials:

Visit 3

first midle faat

Core Temperature

Staff Provide Date of Time of Sample If ';:LE:I:“:
Initials Sample Collection/Procedure Collection/Procedure {Use codelist below)
ADMIT(TYRE 3)
Start Date: Start Time
I S S _ _ . _  SAME AS PAGE 87
day maonth year 00:00 to 23:59
irst middle lost —
Stop Date: Stop Time
- S S
day month yesr 00:00 to 2359
Inpatient Admission and Discharge
1 Inpatient admission date and time: /.
day month yoar 00.00 1o 23:59
2 Inpatient discharge date and time: /. /.
day month year 00:00 io 23:59

Not Done Codelist: 1 Participant refused

2 Clinician unable to obtain

3 Insufficient time

4 |nstrument failure

5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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7 Phase 2 Month 12 Submission
calerie ssor

PAGEID = 206
Participant’s Initials:

Center Number: ____ Participant Number: I
firt middle ot

Delayed-type Hypersensitivity (p1H)

1 Was the DTH worksheet completed? DTHADM1 (TYPE 3)
[y No
[L], Yes = If Yes: Were any Exclusion criteria met? [ ], No — Proceed with test
D, Yes — STOP. Do not administer test.

2 Dateofinjection: ___ / _ _ / _ __ ORNotdone — Specify reason {use codelist below): ___
da

v manth yoar

3 Injection by (initials): S — SAME AS PAGE 85

4 Arm injected: [, Right [, Left

5 DTH results:

Note: For each reaction, measure two diameters in millimeters {mm). The first diameter is called the maximum diameter
because the induration may not be in the shape of a circle. If the induration is an oval shape, first measure the long
diameter and then the diameter perpendicular to it. Do not measure erythema. Reaction is considered positive if the
average diameter is equal to or greater than 5 mm.

A = Largest diameter DTHADM2 (TYPE 4)PS

B = Second diameter perpendicular to A

24 Hour (@ Visit 4) 48 Hour (@ Visit 5)

Antigen
A (diameler) B (diameter) Read By: A (diameter) B (diameler) Read By:

1 Normal saline o __mm|__ __ _ _mm - mm|__ ___ ___mm

2 Tetanus toxoid (17)
{check only one):
[, Tetanus toxoid (Sanof-
Pasleor) —_—m . mm mm mm
[4g Other:
Lot #:

3 Candida (check only onej: Tt midde Tost et idde et

%1 Cgrhdin {Alleried) T ptel) | mm mm (initicls)
og Other: o

Lot #:

4 Trichophyton (check only
onel:
("], Trichophyton Allergic
Extract (AllerMed)
D% Other:
Lot #:

| Not Done Codelist: 1 Particig CALERIE PHASE? ANNOTATION V8.0 24FEB2012 ntfailure 5 Not required
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calerie Phase 2 Month 12 Submission

Visit 4

PAGEID = 207
Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
Weight date and time: ./~ , . Staff initials: —
day month yoar 0000 4o 23:59 frat middle ot
OR Not done = Specify reason (use codelist below): ——— DATEHDR (TYPE 4)
Clinic weight (if the two measurements are more than 0.1 kg apart, measure weight a third fime):
Weight 1:
cig R SAME AS PAGE 4 WEIGHT (TYPE 4)
Weight 2: kg
Weight 3: ) kg
e — MOVED RMR PANFI TO PAGE 207A
Weight of gown: ) kg
Outcomes Labs
Date and time of last meal: /. _
day menih year 00.00 fo 23:59 OUTCMELB (TYPE 4)PS
Date and time sample collectionstarted: ___ /. /= .  SAME AS PAGE 90
day montt yoar 00:00 fo 2350
If Not Done,
Sample Sample Complete? Reason Staff Inifials
(Use codelist below)
Catecholamines DE’ No _ e
Dl Yes
Blood o No - T e T
Dl Yes
Oral glucose tolerance test (OGTT) Lo No — oot mddls Tt
D] Yes
If a sample is not obtained, indicate with a Not Done.
24-hour Urine Collection
Total Volume Date of Time of If '-:::E::‘r Staff Initials
Collected Sample Collection Sample Collection (Use codelist below)
URINE2A(TYPES)
Start Date: Start Time:
y y . SAME AS PAGE 90
Tday ot yar T 0000402359
—— | S Tt middla Tost
Stop Date: Stop Time:
day month year 00:00 fo 23:59

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Not Done Codelist: 1 Parficipant refused 2 Clinician unable fo obfain 3 Insufficient ime & Instrument failure 5 Not required
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calerie Phase 2 Month 12 Submission

Visit 4
Layout of data entry screen has changes also

- Center Number: Participant Number: Participant’s Initials:
PAGEID = 207A —— P —_—— P e

Sex Hormone

- DATEHDR (TYPE 4)

If Not Done — Specify reason (use codelist below): _

Contraception method (females only): (] None OR Check all that apply: OUTCME2 (TYPE 4)
[] ©ral contraceptive — S pecify:
SAME AS PAGE 90A Record on Concomitant Medications page

D Other = Specify (e.g., barrier, [UD):

If Not Done
Doy 1 Date Time Reason Stelf
(use codelist) | Initials

Pay-telmensecflemaloronlyd
Date and time of last meal {males only) —— /_m_ / — S
Hormone level blood draw 1 {males only) —a /_m'_ /_ E— S L
Hermenalevel-bloed-dravw—-{lomales-onlyd
frogestereneiere!
Day 1 Not Done, | Staft
a Date Time Reason
(use codelist) | ImiHals

Dale-andtime-olilasimesl
Hermenslevel slood-dvav—3-{lemalesonly]
Progesteraretevel
Metabolic Rate
. If Not Done, Reason -
Sample Date of Collection (Use codellis'f below) Staff Initials
RMR(TYPE)PS —
Resting Metabolic Rate (RMR)—Visit 4 —dur—/—m— /— T SAMEAS PAGE 183 ™ =
[ Tufts-003 (623002} ] WASH U-001 (623-003) [ PBRC-016 (623005)
Cart ID
[ 1ufts-006 (623006} ] WASH U-002 (623-004) [ PBRC-017 (623-001)

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 12 Submission

Visit 4

Participant’s Initials:
Tt middlo fet

Seven-Day Physical Activity Recall (PAR) (continued)

4 Compared to your physical activity over the past three months, was last week’s physical activity more, less,
or about the same {check only one)? PARQ (TYPE 4)
L], More

[, Less SAME AS PAGE 72
u3 About the same

PAGEID = 209

Center Number: ____ Participant Number:

Interviewer: Please answer questions below and note any comments on interview.

5 Were there any problems with the Seven-Day PAR interview?
[, No
D1 Yes

6 Do you think this was a valid Seven-Day PAR interview?
Do Ne
DI Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
[ lyNo

D1 Yes

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 12 Submission

Visit 5

Participant’s Initials: S
Tt middlo fet

Biopsy Labs

PAGEID = 210

Center Number: ____ Participant Number:

If Not Done,
Sample Date of Collection Reason Staff Initials
{Use codelist below)
Muscle biopsy —duy—/—m— /— T - Tt madls ot
Fat biopsy 7@7/7.@7 /— T S Tt widdla Tot

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

SAME AS PAGE 90 BIOPSY (TYPE 4)

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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. [] [ ]
Phase 2 Month 18 Submission
ca Ierl FOuR:/I/eBLOCK = MONTH 18 Month '7 V"SI"

Participant’s Initials:

first midle faat

PAGEID = 211

Center Number: ____ Participant Number:

Weightdate and time: __ /.  / : Staff initials: __

day month yoar 00.00 o 2350 frar middla foat

OR Not done — Specify reason (use codelist below): ___ DATEHDR (TYPE 4)

Clinic weight (if the two measurements are more than 0.1 kg apart, measure weight o third fime):

SAME AS PAGE 4

Weight 1: i kg
Weight 2: " WEIGHT (TYPE 4)
Weight 3: kg
Weightofgown: . kg

Pregnancy Test

Complete only for females.
Does participant have repreductive potential?

Do No
[L], Yes = If Yes: Date urine pregnancy test performed: —— YA S
v month yoar
Results: [_], Negative PREGTEST (TYPE 4)
|:|2 Positive
Outcomes Labs
Date and time sample collection started: /. / .
o or yoar swnzsr OUTCMELB (TYPE 4)PS
Sample If Not Done, Staff
If a sample is not obtained, Sample Complete? Reason Initial
indicate with a Not Done. (Use codelist below) nifials
Blood [No [, ves SAME AS PAGE 102 —— | s Tar
Vaccine Administration If Not Done, Staff
NOTE: Before any vaccine is administered, review the vaccine questionnaire N Al\/ll! O SE(9G, 00
and protocol for participant eligibility. ?Use coﬁsr below) nitials

Vaccine(s) given | [ HapmifisacyECheck one: [, Havrix (65 | HEPVAC<TUHVAC>
{check all thet apply): [, Vagta (erck)
[ss Other: _HEPSPEC V:30

Dose (check one): [, Adult [], Pediatic = HEPDOS<TUHDOS>

TD<XYHS> Lot #: HEPLOT V20

[ Tetanus/diphtheria = Check one: rh Decovac (SanofiPastewr) TETVACHTUTMACS_ Tt el ot
[Jog Other: _TETSPEC V:30-
lot#: TETLOT V:20

PV<XYES>
D Pneumococcal vaccine = Check one: [:]] Preumovax (Merckl PNEUVALC<TUPVAC>
DO NOT DISPLAY Dqs Other: ___ PNEUSPEC V:B0
LMEALDT LMEALTWM Lot #: PNEULOT V:20

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

Send to DCRI Forms Management * 2400 Pratt §t. *+ Room 0311 Terrace Level + Durham NC 27705
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calerie Phase 2 Month 18 Submission

CR Visit 1/Control Visit

PAGEID = 212
Center Number: ____ Participant Number: R Participant’s Initials:
first middle fast

Weight date and time: ____ /. / : C

g W — o — 555 T Staff initials: B ——
OR Not done — Specify reason (use Codelist below): DATEHDR (TYPE 4)
Clinic weight (if the first fwo measurements are more than 0.1 kg apart, measure weight a third fime ):
Weight 1: . kg SAME AS PAGE 4
Weight 2: i WEIGHT (TYPE 4)
Weight 3: . kg
Weight of gown: kg
Vital Signs
Assessment date and time: ___ /. /.

doy monih year 00:00 o 2359

If waist measurement not done — Specify reason (use codelist below): __ VITALS (TYPE 3)
1 Natural waist measurement Staff initials:

{if the first two measurements are more than 1.0 em apart, measure natural waist circumference o third fime): flct niddle fout

Natural waist measurement 1: - .__ctm SAME AS PAGE 29

Natural waist measurement 2: e ___.__cm

Natural waist measurement 3: - .__cm
2 Umbilical point waist measurement (if ihe first two mecsuremenis cre more than 1.0 cm apari, measure

umbilical point waist circumference o third fime):

Umbilical point waist measurement 1: ~ ___ . cm

Umbilical point waist measurement2: ___ . cm

Umbilical point waist measurement3: __ . __ cm
3 Pulse: ______ bpm OR Not done = Specify reason {use codelist below): ___ Staff initials: T s
4 Temperature: ____ _ .__ °C OR Notdone —* Specify reason (use codelist below): __ Staff initials: g e ers
5 Respirations: ______ perminute OR Not done = Specify reason (use codelist below}: ___ Staff initials: T
& Blood pressure (check only one): D, Left arm D2 Right arm Staff initials: e s

6a Blood pressure1: _ _  / ~ mmHg Time: ____:____ OR Notdone—

sysfolic diasfolic 00:00 40 23:59

Specify reason {use codelist below): ___

6b Blood pressure2: ~  / mmHg Time:

systolic diastolic 00:00 0 2359

6¢ Blood pressure3: ~ / mmHg Time:

syaiolic ditoli 0000 /0 2359

Not Done Codelist: 1 Parficipant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

Send to DCRI Forms Management * 2400 Pratt St. *+ Room 0311 Terrace Level + Durham NC 27705
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calerie Phase 2 Month 18 Submission

CR Visit 1/Control Visit

PAGEID = 213
Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
Date and Time Findings EC G (TYPE 4) Staff Initials
DATEHDRATYPEH)
/ Is ECG {check only onej:
Tday  menth  year 00:00 1o 23:59 []] Normal SAME AS PAGE 30
OR Nef done —*S&éMi ,e\eSasE,nAGE 30 Dg Abnormal, not clinically significant (specify): S
codeli low):
fsee codelst below) Ds Abnormal, clinically significant {specify):

Safety Labs

Date and time of last meal: _dc_/___/____ :
Y manth yaar 00:00 fo 23:59
Date and time of sample collection: /. /. SAFETYLB (TYPE 4)
day month Jour 00:00 fo 2359
If Not Done, Reason
5 T
Sample Sample Complete? (Use codelist below) Staff Initials
SAME AS PAGE 30
Blood jn No - st middle Tot
:|] Yes '
Urine [ No - Tt il Tt
:|1 Yes

Dat dti f last l: :
ate and fime of last mea a5~ —wwm.mOUTCMELB (TYPE 4)PS
Date and time sample collection started: /. / .
day month yoar 00:00 10 23:59 SAME AS PAGE 102
If Not Done,
Sample Sample Complete? Reason Staff Initials
[Use codelist below)
Blood Do No - et middie Tot
D, Yes

If a sample is not obtained, indicate with a Not Done.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Not Done Codelist: 1 Participant refused 2 Clinician unable fo obtain 3 Insufficient time 4 Instrument failure 5 Not required
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calerie Phase 2 Month 18 Submission

CR Visit 1

Participant’s Initials:
farst e

PAGEID = 214

Center Number: ____ Participant Number:

Doubly Labeled Water (DLW)

DLWHDR (TYPE 4)
1 Date and time of DLW dosing: Y A A e Staff initials: —
day monih year 00:00 fo 23:59 e o
OR Not done — Specify reason (use codelist below): ___
2 DLW dose mixture ID and bottle number: ___ -~~~ - = -CA
SAME AS PAGE 114
3  Exact weight of DLW mixture: o e______grams
4 Urine samples: DLWCHT (TYPE 4)PS
Collection Sample Date and Time Collected
Pre dosing (PD PD = — i
re dosing (PD) a day month ysar 0000 fo 2359
- :
PDb day manth year _00_0#0759_
Day 0O {Visit 1 DO e e ——
ay 0 (Visit 1) a day month year 0000 i 2359
Y Y A :
DOb day month year T 000040 2359
Day 7 {Visit 2) D7 ey p——
ay 151 a dary manth year 00:00 fo 23:59
Y S S :
D7b day monih yoar 0000102359
Day 14 [Visit 4 D14 S A I
ay isit 4) a day month yoar 00.00 fo 2359
- :
D 1 4'3 day manth year _OOTO*OF-W_
5 Affix CRF page label(s) corresponding fo this urine sample set: 1 . - i
i pag (s) ponding 1sun P i Affix I i Affix i
! TestSample ! | Retest Sample }
1 (] ] 1
! LlabelHere ! ! LabelHere |
1 (] 1 1

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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7 Phase 2 Month 18 Submission
calerle CR Visit 1

PAGEID = 215
Center Number: ____ Participant Number: R Participant’s Initials: e s

Pregnancy Test
Complete only for females. PREGTEST (TYPE 4)

Does participant have reproductive potential?

Lo No SAME AS PAGE 33

D1 Yes — If Yes: Date urine pregnancy test performed: —— S S

¥ month year

Results: Ul Negative
|—|2 Positive

1 Has the participant taken a calcium supplement today? DXASCAN (TYPE 4)

[[J,No L[], Yes = If Yes: Proceed with scan and document in the Subject Scan Log to inform the QA Center.

2 Were any studies involving barium or radicisotopes performed within 4 weeks prior to the scheduled DXA exam?

CloNo [y ves SAME AS PAGE 35
DXA Scan DXA Rescan OR [ ], NA
Date of scan: Date of rescan: ____ / /
day month yuar day month yoar
Area Scanned i ::::::e’ Area Scanned
Check all that apply (Use codelist below) Check all that apply
[[] Whole body _ (] Whole body
D Forearm - D Forearm
D Spine [ D Spine
L Hip S L] Hip

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 18 Submission

CR Visit 2

PAGEID = 216
Center Number: ____ Participant Number: R Participant’s Initials: e
Weight date and time: /. / : Staff initials: o
day month year 00:00 fo 23:59 frat mddle last
OR Not done — Specify reason (use Codelist below): ___ DATEHDR (TYPE 4)

Clinic weight (if the first fwo measuremenis are more than 0.1 kg apari, measure weight o third fime):

SAME AS PAGE 4

Weight 1: . : |
Weight 2: kg WEIGHT (TYPE 4)
Weight 3: o .__ kg
Weight of gown: ke

Contraception

If Not Done — Specify reason (use codelist below): _

Contraception method {females only: [ None OR Check all that apply:

[ ] Oral contraceptive — Specify:
Record on Concomitant Medications page

|:| Other — Specify (e.g., barrier, IUD):

SAME AS PAGE 95

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 18 Submission

CR Visit 2

Participant’s Initials:
Tt middlo fet

Seven-Day Physical Activity Recall (PAR) (continued)

4 Compared to your physical activity over the past three months, was last week’s physical activity more, less,
or about the same {check only one)? PARQ (TYPE 4)
L], More

[, Less SAME AS PAGE 72
u3 About the same

PAGEID = 218

Center Number: ____ Participant Number:

Interviewer: Please answer questions below and note any comments on interview.

5 Were there any problems with the Seven-Day PAR interview?
[, No
D1 Yes

6 Do you think this was a valid Seven-Day PAR interview?
Do Ne
DI Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
[ lyNo

D1 Yes

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie ™

PAGEID = 219

6-Day Food Record

Center Number:

Participant Number:

Month 18 Submission

CR Visit 2

Participant’s Initials:
frat

Complete below OR Not done = Specify reason {use Codelist below): _ _ Staff initials:
SAME AS PAGE 73 Replacement Values
CoOnDDAoD /(T\V/DC AADhC
FrUUURCU (TTE F)ro
Day Day
Record Quali Record Quali
of Date of Record (check ‘T ')y of Date of Record (check ? :\’
DLW check only one DLW check only one
(], Reliable [ ], Reliable
1 ey /—m— /— T 12 Unreliable 8 “ay /—m— /— T D2 Unreliable
:|3 Missing Ds Missing
:|, Reliable D, Reliable
2 _duy_/_m_/_ — [, Unreliable 9 e /—m— /— T [, Unreliable
:|3 Missing Ds Missing
], Reliable D, Reliable
3 Tday /*m* /o P :|2 Unreliable 10 Ty /*m* /— T Dz Unreliable
], Missing (], Missing
], Reliable [, Reliable
4 _day_/_m_ / e :Iz Unreliable 1 e /— — /— T (], unreliable
Ja Missing i—ls Missing
], Reliable [, Reliable
5 ey /—m— /— T ], Unreliable 12 Ty /—mm— /— T [_], Unreliable
L1, Missing [_], Missing
:|1 Reliable D, Reliable
6 day / —_— / Jear 22 Unreliable 13 doy / — / Foar D2 Unreliable
|y Missing rlg Missing
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 18 Submission

PAGEID = 220

CR Visit 2/Control Visit

Center Number: ____ Participant Number: Participant’s Initials:
farst m

Datecompleted: _ _ / ~  / ~  OR Not done = Specify reason (use codelist below):

doy  monk ocr SAME AS PAGE 36 DATEHDR iTYPE 4i

Instructions: This questionnaire consists of 21 groups of statements. Please read each group of statements carefully and then
pick out the one statement in each group that best describes the way you have been feeling during the past two
weeks, including today. Check the box beside the statement you have picked. Be sure that you check only one
statement for each group, including item 16 and item 18.

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Selfdislike:

BDIQ (TYPE 4
[, | do not feel sad Q( )

[ ], | feel sad much of the time
[, | am sad all of the time
[, I am so sad or unhappy that | can’t stand it

SAME AS PAGE 39

[, | am not discouraged about my future

[, I feel more discouraged about my future than | used to be
[, | do not expect things to work out for me

[, I feel my future is hopeless and will only get worse

[, | do not feel like a failure

[, | have failed more than | should have
[, As | look back, | see a lot of failures

[, | feel | am a total failure as a person

[, | get as much pleasure as | ever did from the things | enjoy
[, | don't enjoy things as much as | used to

[, | get very little pleasure from the things | used to enjoy

[, can't get any pleasure from the things | used to enjoy

[, | don't feel particularly guilty

[}, I feel guilty over many things | have done or should have done
[, | feel quite guilty most of the time

[, I feel guilty all of the time

[, | don't feel | am being punished
[, | feel I may be punished

[, | expect to be punished

[, | feel | am being punished

[, | feel the same about myself as ever
[, I have lost confidence in myself

[, I am disappointed in myself

L, | dislike myself

Not Done Codelist: 1 Participant refused 2 Clinician unable o obfain 3 Insufficient time 4 Instrument failure 5 Not required

Send to DCRI For

Participant's Initiols:
first moddle  lost

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 L
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calerie Phase 2 Month 18 Submission

PAGEID = 221

&
‘ Ei

BDI-lI {continued)

8 Self<riticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

CR Visit 2/Control Visit

Center Number: ____ Participant Number: Participant’s Initials:

[, | don't criticize or blame myself more than usual
L], I am more critical of myself than | used to be
[, | criticize myself for all of my faults

[, | blame myself for everything bad that happens

BDIQ (TYPE 4)
[, I don’t have any thoughts of killing myself
[ 1, I have thoughts of killing myself but | would not carry them out
[ 1, I would like to kill myself
[ ;1 would kill myself if | had the chance SAME AS PAGE 40

[J, I don’t cry any more than | used to
L], I cry more than | used to

[[1,1 cry over every little thing

[, feel like crying, but | can't

[l I am no more wound up or restless than usual

L], | feel more restless or wound up than usual

[ 1,1 am so restless or agitated that it's hard to stay still

[ 1,1 am so restless or agitated that | have to keep moving or doing something

[, I have not lost interest in other people or activities

[ 1,1 am less interested in other people or things than before
[, | have lost most of my interest in other people or things
[, It's hard to get interested in anything

[, I make decisions about as well as ever

L], I find it more difficult fo make decisions than usual

[1, | have much greater difficulty in making decisions than | used to
(1,1 have trouble making my decisions

[, | do not feel | am worthless

[, I don't consider myself as worthwhile and useful as | used to
[, | feel more worthless as compared to other people

[, | feel utterly worthless

[, I have as much energy as ever

[, I have less energy than | used to have

[, 1 don't have enough energy to do very much
1,1 don’t have enough energy to do anything

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials:

frst middle fost

Send to DCRI Forms Management * 2400 Pratt §t. *+ Room 0311 Terrace Level + Durham NC 27705

Calerie Phase 2_CRF_V2.0_28 SEP 2010

2010 DCRI — Confidential CRF, page 221



calerie Phase 2 Month 18 Submission

PAGEID = 222

‘ I
&
Ei

BDI-lI {continued)

CR Visit 2/Control Visit

Center Number: Participant Number: Participant’s Initials:

16 Changes in sleeping pattern: [ | have not experienced any change in my sleeping pattern

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

[, I sleep somewhat more than usual

[, | sleep somewhat less than usual

(.l sleep a lot more than usual

L1, sleep a lot less than usual BDIQ (TYPE 4)
(s | sleep most of the day

[, | wake up 1-2 hours early and can’t get back to sleep

[, am no more irritable than usual SAME AS PAGE 41
[],1 am more irritable than usual

[],1 am much more irritable than usual

L1, 1 am irritable all of the time

[ I have not experienced any change in my appetite
[, My appetite is somewhat less than usual

[, My appetite is somewhat greater than usual

L], My appetite is much less than before

[, My appetite is much greater than usual

[ | have no appetite at all

[, crave food dll of the time

[], | can concentrate as well as ever

[], 1 can't concentrate as well as usual

[, It's hard to keep my mind on anything for very long
[, ! find | can't concentrate on anything

[, | am no more tired or fatigued than usual

L], I get more tired or fatigued more easily than usual

(1,1 am too tired or fatigued to do a lot of the things | used to do
[ 1,1 am too tired or fatigued to do most of the things | used fo do

[, ' have not noticed any recent change in my interest in sex
[ 1,1 am less interested in sex than | used to be

[],! am much less inferested in sex now

[, | have lost interest in sex completely

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials:

frst middle Tost
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calerie Phase 2 Month 18 Submission

CR Visit 2/Control Visit

PAGEID = 223
Center Number: ____ Participant Number: R Participant’s Initials: e
SAMEASPAGESS ~  DATEHDR (TYPE 4)
Date completed: —.—/———/———— OR Not done = Specify reason (use codelist below):
dor et o MAEDS (TYPE 4)PS

Instructions: Using the scale shown, please rate the following items on a scale from 1 to 7. Please answer as truthfully as possible.

SAME AS PAGE 65 Never R\:lerjy Rarely f:nm; Often g;z Always
1 Fasting is a good way to lose weight. O O L O O O L | O,
2 My sleep isn’t as good as it used to be. (O, | O O O [ O, | L,
3 | avoid eating for as long as | can. CL( O, | O O O | O | O,
4 Certain foods are “forbidden” for me to eat. o0, O, O O A, O,
5 Lf:gn::::lf :::mn foods in my house because | will Ol ool oLl o
6 | can easily make myself vomit. O O, O O, | O ) O ) O,
7 | can feel that being fat is terrible. Lo O O | O f O | O | L,
8 | avoid greasy foods. OO, O | O, | O ) O | L
9 It's okay to binge and purge once in a while. CLo O, O, O | O O | O,
10 | don’t eat certain foods. LI O O | O | ) L,
11 | think | am a good person. Lo O O | O f O | L | L
12 My eating is normal. O O, | O | O ) O | 0 | O
13 | can’t seem to concentrate lately. L CL L CL OO O L
14 | try to diet by fasting. (S I A A A W P R
15 | vomit to control my weight. Lo O O f O | O | O | L
16 Lately nothing seems enjoyable anymore. C1 O O O ) L
17 Laxatives help keep you slim. Lo O O | O, f O | O | L,
18 | don’t eat red meat. D1 D, EL D4 D; Dé D;
19 | eat so rapidly | can’t even taste my food. L0, | O O O | O, | L,

Not Done Codelist: 1 Participant refused 2 Clinician unable fo obtain 3 Insufficient ime 4 Instrument failure 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials:

ficst middle st
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calerie Phase 2 Month 18 Submission

CR Visit 2/Control Visit

Participant’s Initials:
first middle last

PAGEID = 224

Center Number: ____ Participant Number:

Multiaxial Assessment of Eating Disorder Symptoms (MAEDS) (continved)

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
20 | do everything | can to avoid being overweight. L] | O, ﬂl E ? TE]:: ﬁ L],
ool 01 [ 54 ) S Y 2
22 | overeat too frequenﬂy. D1 D, Ds D.. Ds Da D:
23 It's okay to be overweight. L O, O, O O | O | O,
24 Recently | have felt that | am a worthless person. Ch O | O f O | O | O | L
25 | would be very upset if | gained 2 pounds. OO, | O, O O O O
26 | crave sweets and carbohydrates. Lo O, O O f O | O | L
27 | lose control when | eat. L O, O, O, f O O | O
28 Being fat would be terrible. CLo O, O O | O | O | L
29 | have thought seriously about suicide lately. O O, | O, | O | O | O, |
30 | don’t have any energy anymore. Lo O O O f O | O | L,
31 | eat small portions to control my weight. Ol O, | O, O O O O,
32| eat 3 meals a day. Lo O f O | O | O | L
33 Lately | have been easily irritated. R O R N A I A A R
34 Some foods should be totally avoided. Ll DL O O | O | L
35 | use laxatives to control my weight. S S I S I O I P
36 | am terrified by the thought of being overweight. (O O O | O f O |
37 Purging is a good way to lose weight. CL (L O O O | | L
38 | avoid fatty foods. L0 O (O | O | O | O,

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: __

ddle Pt
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calerie Phase 2 Month 18 Submission

CR Visit 2/Control Visit

PAGEID = 225

Center Number: ____ Participant Number:

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
39 Recently | have felt pretty blue. HE A IVI:I]/-.“: UEJS( | Yﬁl: ‘Jf)P::
40 | am obsessed with becoming overweight. OO | O, O O O O
SAME AS PAGE 67
41 | don’t eat fried foods. L O | O | O | O | O | O,
42 | skip meals. O O O | O | O | O | O
43 Fat people are unhappy. CL O (O | O | s | O | L,
44 People are too concerned with the way | eat. OO, | O, (O | O | O |
a5 | feel good when | skip meails. L O | O | O | O | O | L,
46 | avoid foods with sugar. NS O I P I P
a7 | hate it when | feel fat. O O, O O O | O | O
48 | am too fat. S P S I O I R A R
49 | eat until | am completely stuffed. Lo O O O f O | O | L,
50 | hate to eat. N P P P I A I
51 | feel guilty about a lot of things these days. L0 O | O | O | O | O,
52 I'm very careful of what | eat. CL O O O f O ) D f L
53 | can “hold off” and not eat even if | am hungry. L O, O O O | O | L
54 | eat even when | am not hungry. OO, O, O, O | O | O
55 Fat people are disgusting. O (O O, | O | O | O | G
56 | wouldn’t mind gaining a few pounds. O O, O (OO | O | I

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 L Particpant's lntols: . o
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calerie Phase 2 Month 18 Submission

CR Visit 4

Participant’s Initials:
frat ddle

PAGEID = 226

Center Number: ____ Participant Number:

Inpatient Admission and Discharge

~ ADMIT (TYPE 3)

1 Inpatient admission date and time: ___ / /= .
dqy b ¢ Fatat 2‘1. 0
) ) ) No Display SINTIALS, CTSTRDT, CTSTPDT, CTSTRTM,
2 Inpatient discharge date and time: /|  /~ °~ .
day monih year 00:00 io 23:59 CTSTPTM, CTND

Weight date and time: ___/______ / : Staff initials:

day manih year 00:00 fo 23:59 frst middle fost

OR Not done — Specify reason (use codelist below): ___

Clinic weight (if the two measurements are more than 0.1 kg apart, measure weight a third fime): DATEHDR (TYPE 4)

Weight 1: kg SAME AS PAGE 4 WEIGHT (TYPE 4)
Weight 2: kg
Weight 3: —_— kg
Weight of gown: o .__ kg
Sample Date of Collection W NotDone, Reason| g, 0 isials

{Use codelist below)

RMR (TYPE 4)PS
Resting Metabolic Rate (RMR)—Visit 5 i ———— - T T
SAME AS PAGE 153

ADD CARTID TO RMR PANEL

[ TTufts-003 (623002) [ ] WASH U-001 (623-003) [ ] PBRC-016 (623-005)

Cart ID
[ ] Tufts-006 (623006) [ WASH U-002 (623-004) [ ] PBRC-017 (623-001)

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 18 Submission

CR Visit 4

Participant’s Initials:
Tt middlo fet

Seven-Day Physical Activity Recall (PAR) (continued)

4 Compared to your physical activity over the past three months, was last week’s physical activity more, less,
or about the same {check only one)? PARQ (TYPE 4)
L], More

[, Less SAME AS PAGE 72
u3 About the same

PAGEID = 228

Center Number: ____ Participant Number:

Interviewer: Please answer questions below and note any comments on interview.

5 Were there any problems with the Seven-Day PAR interview?
[, No
D1 Yes

6 Do you think this was a valid Seven-Day PAR interview?
Do Ne
DI Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
[ lyNo

D1 Yes

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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. [] [ ]
Phase 2 Month 24 Submission
ca Ierl FOuR:/I/eBLOCK = MONTH 24 Monfh 23 V"SI"

Participant’s Initials:

PAGEID =229

Center Number: ____ Participant Number:

Weight date and time: W / — / —- e Staff initials: B
OR Not done — Specify reason (use codelist below): ___ DATEHDR (TYPE 4)
Clinic weighf {if the two measurements are more than 0.1 kg apart, measure weight a third fime):

Weight 1: I SAME AS PAGE 4

Weight 2: kg WEIGHT (TYPE 4)
Weight 3: .k

Weight of gown:

Pregnancy Test

Complete only for females.

Does participant have reproductive potential? PREGTEST (TYPE 4)
Do No
D1 Yes — If Yes: Date urine pregnancy test performed: e /[ — [
” mon your
Results: [_], Negative
[, Positive SAME AS PAGE 33
Outcomes Labs
Date and time sample collection started: __ / /.
day month year w0352 OUTCMELB (TYPE 4)PS
Sample If Not Done, Staff
If o sample is not obfained, Sample Complete? Reason Initials
indicate with a Not Done. (Use codelist below)
Blood I_IQ No u] Yes —_— Tt middls fot
Vaccine Administralion If Not Done Staff
NOTE: Before any vaccine is administered, review the vaccine questionnaire SAME(AS E&QEnZil Initial
and protocol for participant el'igibfl'ify. (Use codelist below) nitials
Yaccine(s) given [ ] Hepatitis A = Check one: I_L Havrix (GSK)
(check all that apply): [ ], Vagta (Merck)
[ 1, Other: . Tor il Tort
Dose {check one}: |:|] Adult |:|2 Pediatic =~ HEPDOS<TUHDOS>
Lot #: ‘

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

Vaccine Display same as page 211 and No
Display: TD PV

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012
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Ca Ieri @ Phuse 2 Month 24 Submission

Visit 1

PAGEID =230
Center Number: ____ Participant Number: R Participant’s Initials:
first middle fast
Weight date and time: ____ /. / : C
g W — o — 555 T Staff initials: B ——
OR Not done — Specify reason (use Codelist below): DATEHDR (TYPE 4)
Clinic weight (if the first fwo measurements are more than 0.1 kg apart, measure weight a third fime ):
Weight 1: . kg SAME AS PAGE 4
Weight 2: i WEIGHT (TYPE 4)
Weight 3: —— kg
Weight of gown: . ke
Vital Signs
Assessment date and time: ___ /. /.
doy monih year 00:00 o 2359
If waist measurement not done — Specify reason (use codelist below): __ VITALS (TYPE 3)
1 Natural waist measurement Staff initials:
{if the first two measurements are more than 1.0 em apart, measure natural waist circumference o third fime): flct niddle fout
Natural waist measurement 1: - .__ctm SAME AS PAGE 29
Natural waist measurement 2: e ___.__cm
Natural waist measurement 3: - .__cm
2 Umbilical point waist measurement (if ihe first two mecsuremenis cre more than 1.0 cm apari, measure
umbilical point waist circumference o third fime):
Umbilical point waist measurement 1: ~ ___ . cm
Umbilical point waist measurement2: ___ . cm
Umbilical point waist measurement3: __ . __ cm
3 Pulse: ______ bpm OR Not done = Specify reason {use codelist below): ___ Staff initials: T s
4 Temperature: ____ _ .__ °C OR Notdone —* Specify reason (use codelist below): __ Staff initials: g e ers
5 Respirations: ______ perminute OR Not done = Specify reason (use codelist below}: ___ Staff initials: T
6 Blood pressure (check only one): [ ], Leftarm [ ], Right arm Staff initials:
6a Blood pressure 1: ______mmHg Time: ____:____ OR Not done —
syiolic dasiolic 20004 2359 Specify reason {use codelist below): ___
6b Blood pressure2: ~  / mmHg Time:
systolic diastolic 00:00 40 23.59
6¢ Blood pressure3: ~ / mmHg Time: o
sysiolic diastolic 00.00 o 23:59
Not Done Codelist: 1 Parficipant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

Send to DCRI Forms Management * 2400 Pratt St. *+ Room 0311 Terrace Level + Durham NC 27705
Calerie Phose 2 CRF_¥9.0 28 SE) CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 R poge 230




@ Phase 2 Month 24 Submission
calerie ssor

PAGEID =231

Center Number: Participant Number: Participant’s Initials:

Date and Time Findings ECG (TYPE 4) Staff Initials
DATEHDR(TYPE4)

Is ECG {check only onej:
SAME AS PAGE 30

dor propr Joar 00:00 10 23:59 [], Normal
SAME AS PAGE 30 [T, Abnormal, not clinically significant (specify):
OR Not done — Specify reason 2 v (specily st mdda lozt

codelis! below):
fsee codelst below) Ds Abnormal, clinically significant {specify):

Safety Labs
Date and time of last meal: _Jc_/___/____ e

day month year 00:00 fo 23:59
Date and time of sample collection: ____/_ /. SAFETYLB (TYPE 4)

day manih year 00:00 fo 23:59

If Not Done, Reason
2 /) -
Sample Sample Complete? (Use codelist below) Staff Initials

], No SAME AS PAGE 30
v]

Blood -— Tt mddle Tost
:ll Yes !
. :I No
Urine p— - Tt e Tat
J] Yes o

Pregnancy Test

Complete only for females. PREGTEST (TYP E 4)

Does participant have reproductive potential?

LN SAME AS PAGE 33
[], Yes = If Yes: Date urine pregnancy test performed: ___ / /

day manth yoar
Results: [], Negative
|:|2 Positive

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V3.0 31AUG2007
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Ca Ieri @ Phuse 2 Month 24 Submission

Visit 1

Participant’s Initials:
farst e

PAGEID =232

Center Number: ____ Participant Number:

Doubly Labeled Water (DLW)

DLWHDR (TYPE 4)
1 Date and time of D\W dosing: ____ /__ /. Staff initials:
day manih year 00:00 fo 23:59 first midle lost
OR Not done — Specify reason (use codelist below): ___
2 DLW dose mixture ID and bottle number: ___ -~~~ - = -CA
SAME AS PAGE 114
3  Exact weight of DLW mixture: o e______grams
8 Urine samples: DLWCHT (TYPE 4)PS
Collection Sample Date and Time Collected
Pre dosing (PD) PDa e — —imim—
PDb i — i
Day O {Visit 1) DOa Tday /_uﬁ;«_ /I— Tyar T 0000402350
DOb e —miTm—
Day 7 (Visit 2) D7a s e — —wiT—
D7b e —umiT
Day 14 (Visit 4) Dl4a = 6600w 73BT
- :
D 1 4'3 day manth year _OOTO*OF-W_
5 Affix CRF page label(s) corresponding to this urine sample set: §========="=== - i
b Affix b f Affix |
1 1 1 1
! Test Sample | | Retest Sample |
! LlabelHere | ! Label Here |

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0
Send to DCRI Fory 24FEB2012 rham NC 27705
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Ca Ieri @ Phuse 2 Month 24 Submission

Visit 1

Participant’s Initials:
farst m

PAGEID =233

Center Number: ____ Participant Number:

Physical Examination

Date of examination: _dc_/_ -~ YA Staff initials: _ .
¥ man: yaar it middle fast
OR Not done — Specify reason (use codelist below): DATEHDR (TYPE 4)
SAME AS PAGE 32
Assessments
Body System If Abnormal or Not Done: Explain
Normal | Abnormal | Not Done

1 General appearance: L], L~ Uy— PEXAM (TYPE 4)PS
2 Head, Ears, Eyes, Nose, Throat: |:|1 DO—’ DW—» SAME AS PAGE 32

3 Neck D1 Da_' qu_’

4 Heart: E]1 ,— O,
5 Lungs: ], ,— _—
6 Abdomen: ], |, — o=
7 Lymph nodes: |:]1 |, — o
8 Extremities/Skin: [, [],— o=
9 Nevurological: D1 |, — o=
10 Musculoskeletal: D1 Do_' Dor_’
Normal | Abnormal D:I::*
11 Genitourinary: D1 Do = D97 —_
12 Breast: D1 Dc_’ DW_.
Investigator: Date: — / __/
signalure dey month yoor

* Not done at this examination OR Referred participant to primary care physician for exam.

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

Send to DCRI Forms Management * 2400 Pratt §t. *+ Room 0311 Terrace Level + Durham NC 27705
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N Phase 2 Month 24 Submission
calerie fson

PAGEID =234
Center Number: ____ Participont Number: _____ Participant’s Initials: —
1 Has the participant taken a calcium supplement today? DXASCAN (TYPE 4)

[ J,No [, Yes = If Yes: Proceed with scan and document in the Subject Scan Log to inform the QA Center.

2 Were any studies involving barium or radioisotopes performed within 4 weeks prior to the scheduled DXA exam?

CloNo [y Yes SAME AS PAGE 35
DXA Scan DXA Rescan OR [ ], NA
Dateof scan: /.  _ / Date ofrescan: ____ / /
day monih year day month year
Area Scanned If ::::::°' Area Scanned
Check all that apply {Use codelist below) Chock all that apply
[J Whole body - ] Whole body
D Forearm I D Forearm
] Spine N ] Spine
L] Hip N [ Hip

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0
Send to DCRI Formy 24FEB2012 rham N¢ 27705
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(o | Ieri = Phase 2 Month 24 Submission

Visit 1

PAGEID =235
Center Number: ____ Participant Number: R Participant’s Initials: e
Date completed: _ / —— /________ OR Not done — Specify reason (use codelist below):
7 " - SAME AS PAGE 36 DATEHDR (TYPE 4)

RAND SF-36

Instructions: This survey asks for your views about your health. This information will help keep track of how well you are able
to do your usual activities. Please answer every question by placing a check “X” in the appropriate box. If you are

unsure about how to answer a question, give the best answer you can. RANDSF1 (TYPE 3)

QAN ACQ DA QN
OANIE AS FTAGTLE 50

||, Excellent [ ],Very good [ |, Good [ |,Fair [ ];Poor

1 In general, would you say
your health is:

L], Much better now than 1 year ago

2 Compared to one year ago, |1, Somewhat better now than 1 year ago
how would you rate your healthin  [], About the same
general now? (1, Somewhat worse now than 1 year ago

[, Much worse now than 1 year ago

The following items are about activities you might do during a
typical day. Does your health now limit you in these acfivities?
If so, how much?

Yes, Limited Yes, Limited No, Not
A Lot A LitHe Limited At All

3 Vigorous activities, such as running, lifting heavy objects,
participating in strenuous sports

L]
-
.

4 Moderate activities, such as moving a table, pushing a
vacuum cleaner, bowling, or playing golf

]
w

5 Lifting or carrying groceries

(%]
w

6 Climbing several flights of stairs

)
w

7 Climbing one flight of stairs

(<]
w

8 Bending, kneeling or stooping

(=]

9 Walking more than a mile

(7
w

10 Walking several blocks

(]
w

I I I O O

w

11 Walking ene block

(<]

N I I I O I O O
N I I I O I O B O

[

12 Bathing or dressing yourself

s

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required |
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Center Number: ____ Participant Number:

Month 24 Submission

Visit 1

Participant’s Initials:
frat ddle last

it i

Rand SF-36 {continued)

During the past 4 weeks, have you had any of the following problems
with your work or other regular daily activifies as a result of your

RANDSF2 (TYPE 3)

physical health? SAME AS PAGE 37 Yes No
13 Cut down on the amount of time you spent on work or other activities L, L,
14 Accomplished less than you would like ], ],
15 Were limited in the kind of work or other activities L, L,
16 Had difficulty performing the work or other activities = =
(for example, it took extra effort) L 2
During the past 4 weeks, have you had any of the following problems with
your work or other regular daily activities as a result of any emofional
problems (such as feeling depressed or anxious) Yes No
17 Cut down on the amount of time you spent on work or other activities L], ],
18 Accomplished less than you would like L], [,
19 Didn’t do work or other activities as carefully as usual L, L,
[L Not at all
20 During the past 4 weeks, to what extent has your physical health or emotional [ ], Slightly
problems interfered with your normal social activities with family, friends, ], Moderately
neighbors or groups? ], Quite a bit
[, Extremely
], None
(1, Very mild
21 How much bodily pain h had during the past 4 weeks? L1, Mild
ow muc ly pain have you had during the p 7. Moderate
| Severe
[_], Very severe
[, Not at all
22 During the past 4 weeks, how much did pain 1, Alittle bit
interfere with your normal work (including both work outside the home ], Moderately
and housework)? L], Quite a bit
[ Extremely

CALERIE PHASEE2 ANNOTATION V8.0
Send to DCRI Fori 24FEB2012
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Visit 1

Participant’s Initials:
wddle fast

PAGEID =237

Center Number: ____ Participant Number:

=
‘

RAND SF-36 {continued)

These questions are about how you feel and how things have been with you during the past 4
weeks. For each question, please give the one answer that comes closest to the way you have

been feeling. SAME AS PAGE 38 RANDSF3 (TYPE 3)

All of the Mostof A C®%Y oo of AlLitlle of None of

How much of the time during the pasf 4 weeks... Time the Time Bilofthe o wime the Time Hhe Time

Time

23 Did you feel full of pep? L], Ll L], L L] L],
24 Have you been a very nervous person? ], ], ], ], [, L,
B o ol panintpgdompsthat O, O O O
26 Have you felt calm and peaceful? ], L], 1, . L, L],
27 Did you have a lot of energy? L] L], L], L, [ ] [ ],
28 Have you felt downhearted and blue? ], ], L], L, L, L],
29 Did you feel worn out? [, ], L1, L [, L1
30 Have you been a happy person? ], ], [, L, [ ], [ ],
31.Did you feel tired? L] L], L], L [l L]
32 During the past 4 weeks, how much of the time has  pu cihe Mostof Some of A Little of Nome of

your physical health or emotional problems Time theTime theTime the Time the Time

interfered with your social activities (like visiting friends,

D1 |:|2 |:|3 [:IA |:|5

relatives, eic)?

v? Definitely MosHly  Don’t Mostly Definitely

How true or false is each of the following statements for yo! True True Know False False

33 | seem to get sick a little easier than other people. Ll L], L L], L],
34 | am healthy as anybody | know. L], L], L, L], L],
35 | expect my health to get worse. ], ], 1, L], Ll
36 My health is excellent. L], L], L, L, L,

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 | Porticipant's Initiols: _
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Visit 1

Participant’s Initials:
farst e

PAGEID =238

Center Number: ____ Participant Number:

Datecompleted: _ _ / ~  / ~  OR Not done = Specify reason (use codelist below):

doy  monk ocr SAME AS PAGE 36 DATEHDR iTYPE 4i

Instructions: This questionnaire consists of 21 groups of statements. Please read each group of statements carefully and then
pick out the one statement in each group that best describes the way you have been feeling during the past two

weeks, including today. Check the box beside the statement you have picked. Be sure that you check only one
statement for each group, including item 16 and item 18. BDIQ (TYPE 4)

1 Sadness: [, | do not feel sad
[ ], | feel sad much of the time
[, | am sad all of the time
[, | am so sad or unhappy that | can’t stand it

SAME AS PAGE 39

2 Pessimism: [, | am not discouraged about my future
[, | feel more discouraged about my future than | used to be
], I do not expect things to work out for me
[, I feel my future is hopeless and will only get worse

3 Past failure: [ ], | do not feel like a failure
[ ], | have failed more than | should have
[, As | look back, | see a lot of failures
[, 1 feel | am a total failure as a person

4 Loss of pleasure: [l I get as much pleasure as | ever did from the things | enjoy
[}, I don’t enjoy things as much as | used fo
[, | get very littlle pleasure from the things | used to enjoy
[ ;I can't get any pleasure from the things | used to enjoy

5 Guilty feelings: [, | don’t feel particularly guilty
[, | feel guilty over many things | have done or should have done
[, I feel quite guilty most of the time
[, I feel guilty all of the time

6 Punishment feelings: [ ], | don't feel | am being punished
[], I feel | may be punished
[, | expect to be punished
[, | feel | am being punished

7 Selfdislike: [, | feel the same about myself as ever
[}, I have lost confidence in myself
[, | am disappointed in myself
[, | dislike myself

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

Participant’s Initiols:

first middla  fost
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Ca Ieri @ Phuse 2 Month 24 Submission

PAGEID =239

&
‘ Ei

BDI-lI {continued)

8 Self<riticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

Visit 1

Center Number: ____ Participant Number: Participant’s Initials:

[, | don't criticize or blame myself more than usual
L], I am more critical of myself than | used to be
[, | criticize myself for all of my faults

[, | blame myself for everything bad that happens BDIQ (TYPE 4)

[], I don't have any thoughts of killing myself
[ ], I have thoughts of killing myself but | would not carry them out

[, I would like to kill myself
[, I would kill myself if | had the chance SAME AS PAGE 40

[], I don’t cry any more than | used to
[], 1 ery more than | used to

[, 1 cry over every little thing

[, | feel like crying, but | can’t

[J, | am no more wound up or restless than usual

L], | feel more restless or wound up than usual

[ 1,1 am so restless or agitated that it’s hard to stay sfill

], ! am so restless or agitated that | have to keep moving or doing something

[, I have not lost interest in other people or activities

[, I am less interested in other people or things than before
[1,1 have lost most of my interest in other people or things
[, It's hard to get interested in anything

[J, | make decisions about as well as ever

[, I find it more difficult to make decisions than usual

L1, I have much greater difficulty in making decisions than | used to
1,1 have trouble making my decisions

[[J, 1 do not feel | am worthless

[, I don't consider myself as worthwhile and useful as | used to
[, feel more worthless as compared to other people

[, | feel utterly worthless

[, I have as much energy as ever

(], I have less energy than | used to have

[ 1,1 don't have enough energy to do very much
[1, | don't have enough energy to do anything

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 Participant’s Inificls:

frst middle fost
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Visit 1

Center Number: ____ Participant Number: Participant’s Initials:
farst m 4

BDI-lI {continued)

16 Changes in sleeping pattern: [ | have not experienced any change in my sleeping pattern

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

[, I sleep somewhat more than usual

[, | sleep somewhat less than usual

(.l sleep a lot more than usual

L1, sleep a lot less than usual BDIQ (TYPE 4)
(s | sleep most of the day

[, | wake up 1-2 hours early and can’t get back to sleep

[, am no more irritable than usual SAME AS PAGE 41
[],1 am more irritable than usual

[],1 am much more irritable than usual

L1, 1 am irritable all of the time

[ I have not experienced any change in my appetite
[, My appetite is somewhat less than usual

[, My appetite is somewhat greater than usual

L], My appetite is much less than before

[, My appetite is much greater than usual

[ | have no appetite at all

[, crave food dll of the time

[], | can concentrate as well as ever

[], 1 can't concentrate as well as usual

[, It's hard to keep my mind on anything for very long
[, ! find | can't concentrate on anything

[, | am no more tired or fatigued than usual

L], I get more tired or fatigued more easily than usual

[, 1 am too tired or fatigued to do a lot of the things | used to do
[ 1,1 am too tired or fatigued to do most of the things | used fo do

[, ' have not noticed any recent change in my interest in sex
[ 1,1 am less interested in sex than | used to be

[],! am much less inferested in sex now

[, | have lost interest in sex completely

Send to DCR
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PAGEID =241

Center Number:

Month 24 Submission

Participant Number:

Datecompleted: ~ / ~  / OR Not done = Specify reason (use codelist below):

DATEHDR (TYPE 4

i mort e SAME AS PAGE 36
Profile of Mood States

Instructions: Please describe how you feel right now by checking one box for each of the words listed below.
POMS {TvP

Visit 1

Participant’s Initials:
[

it middle ferst

(<]

w

=

19 Energetic

(<]

w

=

Feeling Not At All A Little Moderately  Quite A Bit  Exiremely

T Friondly SAV\EOAS PAGE ﬁ. O O 5
2 Tense [, ], ], [, [,
3 Angry L], L, L], L L,
4 Worn out ! O, ], L, [,
5 Unhappy [, ], ], L], L1,
6 Clear-headed 1, ], ], L, [,
7 Lively [, ], ], L )
8 Confused L, ], 1, L], C,
9 Sorry for things done [, ], 1, [, Ll
10 Shaky ], ], L], L], L,
11 Listless L ], L], L L,
12 Peeved [, O, ], [, L.
13 Considerate [, ], L], L L],
14 Sad O, ], O, L, [,
15 Active [, ], ], L L1,
16 On edge ], ], ], L], L1,
17 Grouchy L, L, L, L L s
18 Blue [, ] ] [] []

] ] L L]

]

20 Panicky

[,

L,

)

Copyright @ 2003, 2005 Maurice Leer, Ph.D,, Dovglos M. Mcair Ph D, and IW P Heuchert, Ph.D. under exclusive license o Muli-Health Systems Inc. All rights reserved. In the US.A, PO, Box
950, Morth Tonawanda, NY 141200950, In Canada, 3770 Victoria Park Ave,, Toronfo, ON M2H 3M&.

Not Done Codelist: 1 Participant refused

2 Clinician unable to obtain 3 Insufficient fime

4 |nstrument failure 5 Not required |
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Visit 1

PAGEID =242
Center Number: ____ Participant Number: R Participant’s Initials: e
Profile of Mood States (continued)
Feeling Neot At All A Little Moderately Quite A Bit Extremely

21 Hopeless —POMS (TYPE 4)PS

[

L L]
SAME AS PAGE 43

L,

22 Relaxed

B
B

o 1
23 Unworthy 5 [ ], 2 3 4
24 Spiteful b . 2 3 4
25 Sympathetic A ! , 8 s
26 Uneasy R . 2 3 4

27 Restless

o
[
w
B

28 Unable to concentrate

o
[<]
[~
S

29 Fatigued

0 1 2 3 4
30 Helpful R : , , )
31 Annoyed I : l | ’

32 Discouraged

w
IS

33 Resentful

34 Nervous 5 : , , .
35 Lonely L 1 L ! .
36 Miserable A : . S )
37 Muddled L : L | I
38 Cheerful i : , , )
39 Bitter

(=]
(<]
(=)
&

40 Exhausted

=]
(<]
(=]
&

41 Anxious

COloololoiolociooiooioloioioloolo|ololo
COlooooo|oooo|oolooloo|olo|o
oo ololoioloiooiooioloioolooloo|olo

C ST T O ) P T T ) L
ENENEENENELEE R e e e e e

] 1 2 3 4
42 Ready to fight A : \ , )
43 Good-natured Ll [ ], [ ], | .
Copyright © 2003, 2005 Mavrice Lorr, PhD., Douglas M. McNair Ph.D., and W P. Heuchert, Ph.D. under exclusive license to MulliHealth Systems Inc. All rights reserved. In the US.A, PO. Bax
250, Morth Tonowanda, MY 141200950, In Coppele—iZoila L Lo Sl
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Visit 1

Participant’s Initials:
first middle last

Profile of Mood States (continued)

Feeling Not At All A Little Moderately Quite A Bit Extremely

POMS(TYPE Z)PS
44 Gloomy ], L], L], ﬂa L],
SAME AS PAGE 44

L,

PAGEID =243

Center Number: ____ Participant Number:

45 Desperate

L,

Q
5]

46 Sluggish

=]
(<]
(=)
&

47 Rebellious

o
(<)
(<3
S

48 Helpless

(=]
[<]
[~
S

49 Weary

o
[
(=]
S

50 Bewildered

i=]
5]
w
i

51 Alert

i=]
1]
(=)
£y

52 Deceived

o
(5]
[
=

53 Furious

(=]
(<]
(=)
&

54 Efficient

o
(<]
wr
S

55 Trusting

56 Full of pep

<]
w
B

57 Bad-tempered

o
L
w
=

58 Worthless

=]
(<]
(=]
&

59 Forgetful

(=]
(<]
[~
B

60 Carefree

=]
<]
(=]
=

61 Terrified

o] 1 2 3 4
62 Guilty A : , , )
63 Vigorous b : L 3 .

olo|oioloclo|io|oolo|lolo|loclololo|lo|o]| o
oo o oiooo|D|ooloo|o|ololO|o

olo|oioioloic|oolglo|loloclololo|lo|lo|o
oo oioioloio|oololo|lolo|oolo|lo|o| o
Co|o|o|olo|loo|o|olololo|o|ololo|lo|o|D|o

64 Uncertain about things

65 Bushed L, L] L], [,

Copyright © 2003, 2005 Mavrice Lor, PhD., Douglas M. McNair Ph.D., and W P. Heuchert, Ph.D. under exclusive license to MuliiHealth Systems Inc. All rights reserved. In the US.A, PO, Box
QS be ol L

(=]
(5]
[
=

[]

950, North Tonowanda, NY 14120Q0L e —— e ——
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Visit 1

Participant’s Initials: ___

st middle fost

Datecompleted: ____ / _ _ / OI?GM oﬁ\es—?épce;m 3r(gas.c:m (use codelist bQ,{%TEH DR (TYPE 4)

day monfh year

Perceived Stress Scale (pss)

Instructions: The questions in this scale ask you about your feelings and thoughts during the last month. In each case, please

PAGEID =244

Center Number: ____ Participant Number: ___

indicate how often you felt or thought a certain way. Please check only one answer for each question.
PSS (TYPE 4)
SAME AS PAGE 45 Never Almost Some- Fﬂil’ly VOI'y

Never times Ofien Offen

1 Inthe last month, how often have you felt that you were
unable to control the important things in your life? L L Lk L L

2 Inthe last month, how often have you felt confident about
your ability to handle your personal problems?

L, O O, 0L O

3 In the last month, how often have you felt that things were (]
going your way? 0

4 In the last month, how often have you felt difficulties were
piling up so high that you could not overcome them?

L, O O, O 0O,

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0 Fostidoant’s iiialc
articipant’s Initiols:
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Visit 1

PAGEID =245
Center Number: ____ Participant Number: R Participant’s Initials: e
Datecompleted: __ /. /  __ OR Not done = Specify reason (use codelist below): ____
dar menth o SAME AS PAGE 36 DATEHDR (TYPE 4)

Pittsburgh Sleep Quality Index (psai)

Instructions: The following questions relate to your usual sleep habits during the past month only. Your answers should indicate
the most accurate reply for the majority of days and nights in the past month. Please answer all questions.

1 When have you usually gone to bed? -
2 How long (in minutes) has it taken you to fall asleep each night? ____ minutes

3 When have you usually gotten up in the morning? :
00:00 fo 23.59

4 How many hours of actual sleep did you get at night?

(This may be dlifferent than the number of hours you spend inbed.) ___ . ___ hours
5 During the past month, how often have you had trouble =~ Notduring Llessthan  Once or 3 or more
. . the past once twice fimes
sleeplng because YOU... (check only one answer per question) month a week aweek aweek

a Cannot get to sleep within 30 minutes

O
O
O
]

b Wake up in the middle of the night or early morning

i=]
[
w

i

¢ Have to get up to use the bathroom

()
(%)

d Cannot breathe comfortably

[

[
w

e Cough or snore loudly

-

(]
(=}

§ Feel too cold

g Feel too hot

[

[
o

h Have bad dreams

[

(]
w

i Have pain

[

(]
w

i Other reason(s), please describe, including how often
you have had trouble sleeping because of this
reason(s):

O
O UoDUoodood
0 U oQUpoUdoo@
0O 0o QoOpoQdoonQ™

o
[
w

6 During the past month, how often have you taken
medicine (prescribed or “over the counter’) to help you sleep?

L
U

L], L

© 1989,with permission from Elsevier Science.

| Not Done Codelist: 1 Parficipant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required |

Participant’s Initials:
CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 frat et
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PAGEID =246

Center Number: _____ Parficipant Number: _____ Partidpant’s Initials:
farst el

it middle foat

Pittsburgh Sleep Quality Index (psai) (continued)

Once or Once or 3 or more

SAME AS PAGE 47 PSQI2(TYPE3)  MNever  “pjeg” twice sach times oach

7 During the past month, how often have you had trouble
staying awake while driving, eating meals, or engaging in A L, L, Ll
social activity?

No problem O“L oy Sen;:\:hnl A very big

at all problem  problem problem

8 During the past month, how much of a problem has it [ ] = ]
been for you to keep up enthusiasm to get things done? J ! 2 3
Very Fairly Fairly Very
good good bad bad
9 During the past month, how would you rate your slee
9 P Y Y P " ], ], 1,

quality overall?

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 Particioant’s Initiols:
articipant’s Initials: S

first middla fost

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level *+ Durham NC 27705

Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 246



(o | Ieri @ Phase 2 Month 24 Submission
PAGEID = 247 Visit 1

Center Number: ____ Participant Number:

first midle faat

Date completed: —.—/—_—/———— OR Not done = Specify reason (use codelisi below): _
SAME AS PAGE 36 DATEHDR (TYPE 4)

Derogatis Interview for Sexual Function (DISF-sR) (F) Female Version

Instruction: Below you will find a brief set of questions about your sexual activities. The questions are divided into different
sections that ask about different aspects of your sexual experiences. One section asks about sexval fantasies or daydreams,
while another inquires about the kinds of sexval experiences that you have. You are also asked about the nature of your
sexval arousal and the quality of your ergasm. There are also a few other questions about different areas of your sexual
relationship.

On some questions you are asked to respond in terms of a frequency scale, that is, “how often” do you perform the sexual
activities asked about in that section. Some frequency scales go from “O = not at all” to “8 = four or more times a day.” Other
frequency scales range from “0 = never” to “4 = always.” In the case of other questions, you will be asked to respond in terms
of a satisfaction scale. This type of scale tells how much you enjoyed, or were satisfied by the sexval activity being asked about.
Some satisfaction scales range from “0 = could not be worse” to “8 = could not be better.” Other satisfaction scales go from
“0 = not at all satisfied,” to “4 = extremely satisfied.”

In every section of the inventory the scales required for that section are printed just above the questions so it will be easy to
follow. Although it is brief, take your time with the inventory. For each item, please check the scale number that best

describes your personal experience. DISFEM1 (TYPE 4) PS

If you have any questions, please ask the person who gave you the inventory for help.

: ” SAME AS PAGE 48
Section 1=Sexual Cognition/Fantasy

During the past 30 days or since the last fime Notat| Less | 1Tor2 | 1 per [20r3| 4t0é6 | 1 per [20r3| 4dor

all |[than 1| per | week | per per day | per | more
you filled ovt this inventory, how often have per | month week | week day | per
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person Ch o O O, O O O | O | O, O

1.2 Erotic parts of a man’s body (e.q., face,
P v 0| 0| 0|0 0| O |G| O | G

shoulders, legs)

1.3 Erotic or romantic situations DO D1 Dz Da D4 D5 D6 Dr Da

1.4 Caressing, touching, undressing, or

foreplay

1.5 Sexual intercourse, oral sex, touching

to orgasm Do D1 Dn Da Ds Ds D(, D; I:Ia

Copyright © 1987 by Leonard R. Derogatis, PhD.

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012
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Visit 1

= Center Number: Participant Number: Participant’s Initials:
PAGEID = 248 enter Number: __ articipa umber: articipant’s Initials: e

Derogatis Interview for Sexual Function (DisF-sR) (F) Female Version (continued)

Section 2—Sexual Arousal o DISFEM1 (TYPE 4)PS
During the past 30 days or since the last Notat | less | lor2 | T per |20r3 | 4to 6 | 1 per [20r3| 4dor
lime you filled out this inventory, how often all | than 1 Pe:h weask perk perk day ger mare
per | mon week | wee ay | per
did you have the following experiences? month day

2.1 Feel sexually aroused while alone L O O O O O f O | O | L

2.2 Actively seek sexual satisfaction O | O | O ) O ) O ) O ) O | O, |

2.3 Feel sexually aroused with a 0| O L (O O O O O

partner

Never | Rarely |Sometimes |Usually | Always [ DISFEM2 (TYPE 4)PS

2.4 Have normal lubrication with 1| 0O O, | O, | O

masturbation

2.5 Have normal lubrication
throughout sexual relations I (P R Ay

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Visit 1

PAGEID =249
Center Number: ____ Participant Number: R Participant’s Initials: e s

Derogatis Interview for Sexual Function (DIsF-sR) (F) Female Version (continued)
Section 3—Sexual Behavior/Experiences SAME AS PAGE 50 DISFEM1 (TYPE 4)PS
During the past 30 days or since the last Notat| less | Tor2 | Tper [20r3 |4t06| 1per | 20r3 | 4or
time you filled out the inventory, how often all [than1| per | week | per | per | day per | more

. . \ per | month week | week day per
did you engage in the following sexval month day
activilies?
3.1 Reading or viewing romantic or

erotic books or stories L[ O O | Ok | O | O | O | O | Ch

3.2 Masturbation Ll | L | L, S O O I A s
3.3 Casual kissing and petting L (O (L | O O | Os | O | O | O
3.4 Sexual foreplay L O O, ) O O | O | O | O, s

3.5 Sexual intercourse, oral sex, etc. S S S O O S

Section 4—Orgasm DISFEM3 (TYPE 4)PS
During the past 30 days or since the last Not at | Slightly [Moderately| Highly |Extremely
time you filled out this inventery, how all

satisfied have you been with the following?

4.1 Your ability to have an orgasm CL O O, f O | O
4.2 The intensity of your orgasm CL( O O | O )
" et |30 50 |8
s yourparmer | 0L | 0| O | O | O
4.5 :::;; ::1nse of control (timing) of your Ololo oo
4.6 Feeling a sense of relaxation and ololo oo

well-being after orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.

Participant's Initiols: __
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PAGEID =250
Participant’s Initials: T

Derogatis Interview for Sexual Function (DIsF-sR) (F) Female Version (continued)

Section 5—Drive and Relationship DISFEM1 (TYPE 4)PS

Center Number: ____ Participant Number:

SAME AS PAGE 51
Not at | Less lor2 | Tper |20r3 |4t06| 1 per | 20r3 | 4or

all [ than1 per week per per day per more
per | month week | week day per
month day

5.1 With the partner of your choice,
what would be your ideal O [ O | O | O | O (O | O | O O,

frequency of sexual intercourse?

Not at | Slightly | Moderately| Highly ExherB,l SFEM3 (TYPE 4)PS

all

5.2 During this period, how Ll [ U | O | L | L,

interested have you been in sex?

5.3 During this period, how satisfied

have you been with your
personal relationship with your Lo | O | B} B | L,
| partner?
sexudlpariner DISFEM4 (TYPE 4)PS
Could | Very | Poor [ Somewhat|Adequate| Above | Good | Very | Could
not be | poor inadequate average good | notbe
worse better

5.4 In general, what would represent
the best description of the quality | [ | (], | O, | [0, [ OO, [ O | OO, | O, | [

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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PAGEID =251 Visit 1

Center Number: ____ Participant Number:

first midle faat

Date completed: ——/——/—=.—— ORNot doag i Seeifpretspn fyse codelist below): o e DR (TYPE 4)

Derogatis Interview for Sexual Function (DIsF-sR) (M) Male Version

Instruction: Below you will find a brief set of questions about your sexual activities. The questions are divided into different
sections that ask about different aspects of your sexual experiences. One section asks about sexval fantasies or daydreams,
while another inquires about the kinds of sexval experiences that you have. You are also asked about the nature of your
sexval arousal and the quality of your ergasm. There are also a few other questions about different areas of your sexual
relationship.

On some questions you are asked to respond in terms of a frequency scale, that is, “how often” do you perform the sexual
activities asked about in that section. Some frequency scales go from “O = not at all” to “8 = four or more times a day.” Other
frequency scales range from “0 = never” to “4 = always.” In the case of other questions, you will be asked to respond in terms
of a satisfaction scale. This type of scale tells how much you enjoyed, or were satisfied by the sexual activity being asked about.
Some satisfaction scales range from “0 = could not be worse” to “8 = could not be better.” Other satisfaction scales go from
“0 = not at all satisfied,” to “4 = extremely satisfied.”

In every section of the inventory the scales required for that section are printed just above the questions so it will be easy to
follow. Although it is brief, take your time with the inventory. For each item, please check the scale number that best
describes your personal experience.

If you have any questions, please ask the person who gave you the inventory for help.  DISMALE1 (TYPE 4)PS

Section 1—Sexual Cognition/Fantasy SAME AS PAGE 52

During the past 30 days or since the last fime Notat| Less | Tor2 | 1per |20r3| 4106 | 1 per [20r3| 4or

you filled out this inventory, how often have all fh::r] m'; T-.:h week »:::k \f:;k day 5:; "::rre
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person L, | O Ok | O | O | O | O | O | OO,

1.2 Erotic parts of a woman’s body (eg.,

face, genitals, legs)

I:Io I:]] |:|2 |:|3 |:|4 Ds D.s |:|7 Da

1.3 Erotic or romantic situations L | O, L], Ul | O, | O U | O | Os

1.4 Caressing, touching, undressing, or

foreplay Co | O | O | O | O | O | O | 05, | O

1.5 Sexual intercourse, oral sex, touching
to orgasm

I:]n I:]] |:|2 |:|3 |:|4 I:]5 I:]g, |:|J' Da

Copyright © 1987 by Leonard R. Derogatis, PhD.

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |
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PAGEID =252

Center Number: ____ Participant Number: ___

Derogatis Interview for Sexual Function (DISF-sR) (M) Male Version (coninued)

Section 2—Sexual Arousal sAME AS PAGE 53 DISMALEL (TYPE 4)PS

During the past 30 days or since the last fime Notat | Less [ lTor2 | 1per [20r3 | 4106 | 1 per |20r3 | 4or
Ag 3 all [than 1| per | week | per per day | per | more

you filled out this inventory, how often did per | month week | week day | per

you have the following experiences? month day

2.1 A full erection upon awakening H E E E E B E EBE B

2.2 A full erection during a sexual
fantasy or daydream

2.3 A full erection while looking at a

sexually arousing person, movie,or | [ | (], | (0, | OO, | O, | OO | O, | OO, | CC,

picture

2.4 A full erection during masturbation O (OO (O (a1 0O OO, | E,

2.5 A full erection throughout the phases
of a normal sexual response cycle,

that is from undressing and foreplay S (IS R S N R

through intercourse and orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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PAGEID =253

Center Number: ____ Participant Number:

=
‘

Derogatis Interview for Sexual Function (DisF-sR) (M) Male Version {continued)
Section 3—Sexual Behavior/Experiences SAME AS PAGE 54 DISMALE1 (TYPE 4)PS

Du'ins the P“"‘ 30 dnvs or since the last fime Not at Less 1or2 1 per 2o0r3|4t06| 1 per 20r3 4 or

you filled out the inventory, how oftendid | ! |™en 1| Pef | week | per | per | day | per | more
you engage in the following sexval aclivities? month day

3.1 Reading or viewing romantic or

erotic books or stories IS TS (N (N N P O
3.2 Masturbation P P A I I O R A R X
3.3 Casual kissing and petting Ch | O | O | O | O | O | Oy | O | Cle
3.4 Sexual foreplay O, O ) O L O O | O ) O | O, | O
3.5 Sexual intercourse, oral sex, etc. CL O | O O | Oy | Ods | O | Oy | Ode
Section 4—Orgasm DISMALE?2 (TYPE 4)PS
During the past 30 days or since the last fime | Not at |Slightly|Moderately| Highly | Exiremely

you filled out this inventory, how salisfied all
have you been with the following?

4.1 Your ability to have an orgasm

[
.

4.2 The intensity of your orgasm

4.3 The length or duration of your
orgasm

L]
L]

4.4 The amount of seminal liquid that
you ejaculate

O

oOlo|lo|lo
[
L

[
H

I S B R
O]

4.5 Your sense of control (timing) of your
orgasm

n
.
[
]

4.6 Feeling a sense of relaxation and
S I Y I P Y I

well-being after orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
Participant’s Initials:
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PAGEID =254
Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
Derogatis Interview for Sexual Function (DisF-sR) (M) Male Version {continued)

Section 5—Drive and Relationship SAME AS PAGE 55 DISMALEL (TYPE 4)PS
Not at | Less lor2 | Tper |20r3 |4t06| 1 per | 20r3 | 4dor
all | than1 per week per per day per more
per | month week | week day per
month day

5.1 With the pariner of your choice,
what would be your ideal O, | O L], O (OO O | O | O

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Extremely
all

DISMALE2 (TYPE 4)PS
5.2 During this period, how interested 0 lo | 0| O | O

have you been in sex?

5.3 During this period, how satisfied

have you been with your
personal relationship with your E N A
sexual partner?
P DISMALE3 (TYPE 4)PS
Could | Very Poor | Somewhat | Adequate | Above | Good | Very | Could
not be | poor inadequate average good | not be
better

worse

5.4 In general, what would represent
the best descriptionof thequality | [, | OO, | OO, | OO0, | OO, | OO, | O, | O, | O

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Visit 1

PAGEID =255
Center Number: ____ Partidpant Number: __ _ Participant’s Initials: __
SAME AS PAGE 36 o
Dat leted: _ _ / _ _ / OR Not d — Speci use codelist below!]:
ate complete - / — / —- ot done pecify reason { f T_‘)K\LFEHD-R (TYPE 4)

Food Cravings Questionnaire—State (Fca-s)

Below is a list of comments made by people about their eating habits. Please check one answer for each comment that indicates
how much you agree with the comment right now, at this very moment. Notice that some questions refer to foods in general
while others refer to one or more specific foods. Please respond to each item as honestly as possible,

FCQSTATE (TYPE 4)PS
Strongly

Agree
L) | L

SAME AS PAGE 58 Strongly

Disagree Disagree| Neviral | Agree

1 | have an intense desire to eat [one or more []
specific foods]. !

L
-

2 I'm craving [one or more specific foods].

.

5]
[

3 | have an urge for [one or more specific foods]

(<]
[y

4 Eating [one or more specific foods] would make things
seem just perfect.

U

<]
w
=
[

5 If | were to eat what | am craving, | am sure my mood
would improve.

(<]
[y

6 Eating [one or more specific foods] would feel
wonderful.

L L

(<]
[
s
[y

7 If | ate something, | wouldn’t feel so sluggish
and lethargic.

(<]
("

8 Satisfying my craving would make me feel less grouchy
and irritable.

L L

9 | would feel more alert if | could satisfy my craving.

(<]
o
=
[y

10 If | had [one or more specific foods], | could not stop
eating it.

L] L]

11 My desire to eat [one or more specific foods]
seems overpowering.

(<]
(D
=
(r

12 | know I'm going to keep on thinking about [one or
more specific foods] until | actually have it.

L L

(5]
[

13 | am hungry.

L]

(<]
(r

N A U A Y O I
I I R I
N A I A O I

<]

14 If | ate right now, my stomach wouldn’t feel as empty.

L]

[

N T A A I I O Y O

o

15 | feel weak because of not eating. L], L], L1 L],

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |
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Visit 1

Participant’s Initials:
first middle last

Date completed: _dw_/_mm_/__yw__ O%Rﬁhéﬂz\%ﬂpipéﬁysr ason (use codelist bt‘jjz\LrEHD-R TYPE 4
Food Craving Inventory (fci-i

For each of the foods listed below, please check the appropriate box. CRAVE (TYPE 4)PS

Note: A craving is defined as an intense desire to consume a particular food or food type that is difficult to resist.

PAGEID =256

Center Number: ____ Participant Number:

have yeo oxperienced & creving for Never | Aol |Sometimes| omien | HEARTTM
1 Cake SAME AS PAGE 59 L], L L1, L, L,
2 Pizza [l1 Dg :]3 D4 Ds
3 Fried chicken E|1 D2 Da D., D;
4 Gravy L, L], L, L], "
5 Sandwich bread E|1 D, D; D_, Ds
6 Sausage L, L], L1, L], L
7 French fries Ll Ll L], L], s
8 Cinnamon rolls L, L], 1, L], L],
9 Rice [|1 Dz Da Dq Dg
10 Hot dog O, ], ], L, L],
11 Hamburger L], L], L, [ ], "
12 Biscuits E|1 Dg :]3 D4 Ds
13 lce cream E|1 D, Da D., Ds
14 Pasta U, L], _l, L, Ll
15 Fried fish L, L, C [ ], "
16 Cookies L, Ll L, L, L
17 Chocolate Ll Ll Ll [ ], L,
18 Pancakes or waffles L, L], L L], L]
19 Corn bread Ll L], L], L], L
20 Chips L], L], [, L], L,
21 Rolls Ll L, L [, s
22 Cereal L, L, L, L, [,
23 Donuts [|1 D, D; D4 Ds
24 Candy L], [], L, [, "
25 Brownies L, L], L], L], L,
26 Bacon E|1 Dg jg D4 Ds
27 Steak L, L], L], L], L
28 Baked potato L, L, L, L, L,

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |
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PAGEID =257
Center Number: ____ Participant Number: R
Datecompleted: ___ / ~ _ / ~~ ORNMNotdone— Specify reasen (use codelist be
o et e SAME AS PAGE 36

Eating Inventory

When | smell a sizzling steak or see a juicy piece of medt, | find it very TF

difficult to keep from eating, even if | have just finished a meal.

Month 24 Submission

Visit 1

Participant’s Initials:
——

it middle foat

BATERDR (TYPE 4)

IﬁA (TY
, True

B AIES

2 | usually eat too much at social occasions, like parties and picnics. [, True [, False
SAMEASPAGEGO

3 | am usually so hungry that | eat more than three times a day. L], True [, False
When | have eaten my quota of calories, | am usually good about

a , Y9 ! V8 D1 True |:|°Fc|se
not eating anymore.

5 Dieting is so hard for me because | just get too hungry. [ ], True [, False

6 | deliberately take small helpings as a means of controlling my weight. (], True [, False
Sometimes things just taste so good that | keep on eating even when

7 lamno longer hungry. [ True L, Folse
Since | am often hungry, | sometimes wish that while | am eating, an

8 expert would tell me that | have had enough or that | can have [ ], True [ ], False
something more to eat.

9  When | feel anxious, | find myself eating. (], True [, False

10 Life is too short to worry about dieting. [ ], True [, False
Since my weight goes up and down, | have gone on reducing diets

" more than once. LhiTroe Ly False

12 | often feel so hungry that | just have to eat something. [ ], True [, False

13 When | am with someone who is overeating, | usually overeat too. L], True [, False

14 | have a pretty good idea of the number of calories in common food. (], Trve [, False

15  Sometimes when | start eating, | just can’t seem to stop. [ ], True [, False

16 It is not difficult for me to leave something on my plate. [ ], True [ ], False
At certain times of the day, | get hungry because | have gotten used

7 eating then. [hTrve [, False

18 While on a diet, if | eat food that is not allowed, | consciously eat less [ Trve [, Folse

for a period of time to make up for it.

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure

5 Not required |
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PAGEID =258
Center Number: ____ Participant Number: R Participant’s Initials: e
Eating Inventory (continued)
19 Being with someone who is eating often makes me hungry to eat also. [ ], True [ ,False
SAME AS PAGE 61 TFEOA (TYPE 4)PS

20 When | feel blue, | often overeat. , True [, False
2 ! enioyl e:ting too much to spoil it by counting calories or waiching [l Trve [, False

my weight.
22 WILen | see a real delicacy, | often get so hungry that | have to eat (] Trve [, False

right away.

| often stop eating when | am not really full as a conscious means of
23

limiting the amount | eat. L Trve [, False
24 | get so hungry that my stomach often seems like a bottomless pit. [ ], True [ ,False
25 My weight has hardly changed at all in the last ten years. [ ], True [ |, False

| am always hungry so it is hard for me to stop eating before | finish
G my plate. L, Troe L Folse
27 When | feel lonely, | console myself by eating. [ True [, False
28 | consciously hold back at meals in order not to gain weight. [ ], True [ False
29 | sometimes get very hungry late in the evening or at night. [, True [, False
30 | eat anything | want, any time | want. [, True [, False
31 Without even thinking about it, | take a long time to eat. [],True [ ],False
32 | count calories as a conscious means of controlling my weight. |:|l True Do False
33 | do not eat some foods because they make me fat. (], True [, False
34 | am always hungry enough to eat at any time. [, True [, False
35 | pay a great deal of attention to changes in my figure. [ True [, False
2 While on a diet, if | eat a food that is not allowed, | often splurge and (e [, Folse

eat other high calorie foods.

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 Participant's Iniils: ___
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Eating Inventory (continued)

|
1
i
1
?

Center Number:

Month 24 Submission

Participant Number:

Visit 1

Participant’s Initials:

Please check one answer that is most appropriate to you for each question below. TFEQB (TYPE 3)

How often are you dieting in a consci :
= (I controryour weight? ERVME AS[PARHB2 [, Sometimes [, Usually [, Always
Would a weight fluctuation of 5 pounds .
38 affect the way you live your life? [, Rarely [], Sometimes [, Usually  [], Always
39 How often do you feel hungry? [, Rarely [], Sometimes [, Usually [], Always
Do your feelings of guilt about overeatin — ;
40 helgyou to cogtrol sour food intake? . [, Rarely  []; Sometimes [, Usually [, Always
How difficult would it be for you to stop : £
41 eating halfway through dinner and not eat L), Eosy e Lh Shghflx (,MF'CU”
e nestfotthouc [ ], Moderately difficult  [], Very difficult
a2 How conscious are you of what you are [, Not at all [, Slightly
eating? [J, Moderately [, Extremely
a3 How frequently do you avoid “stocking up” [, Almost never [, Seldom
on tempting foods? (], Usually [, Almost always
aa How likely are you to shop for low [, Unlikely [, Slightly likely
calorie foods? [, Moderately likely [, Very likely
a5 Do you eat sensibly in front of others and B W o Wl
splurge alone? 1 2 Y L 4N
ag How likely areg'ou to consciously eat slowly [ ], Unlikely [, Slightly likely
in order to cut down on how much you eat? [, Moderately likely [, Very likely
a7y How frequently do you ski,p dessert because [, Almost never [, Seldom
you are no longer hungry? [, At least once a week [, Almost every day
ag How likely are you to consciously eat less ], Unlikely [, Slightly likely
? ; :
than you want? [[], Moderately likely [ ], Very likely
a9 Do you go on eating binges though you are [_], Never [, Rarely
? :
not hungry? [, Sometimes [, At least once a week
To what extent does this statement describe
your eating behavior? “I start dieting inthe 7] Nt [ike me
morning, but because of cmz D' Little lik
50 things that happen during the day, by g MR ME : o
evening | have ?iven up and eat what | want, L], Pretry.good description of me
promising myself to start dieting again [, Describes me perfectly
tomorrow.”
On a scale of 0 to 5, where 0 means no [_], Eat whatever you want, whenever you want it
restraint in eating (eating whatever you [ ], Usually eat whatever you want, whenever you want it
5 Wwant, whenever you want it} and 5 means [ |, Often eat whatever you want, whenever you want it

total restraint (constantly limiting food
intake and never “giving in”}, what number

would you give yourself?

[ ], Often limit food intake, but often “give in”
(], Usually limit food intake, rarely “give in”
[L]; Constantly limiting food intake, never “giving in”

Send to DCRI F
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Visit 1

PAGEID =260
Center Number: ____ Participant Number: R Participant’s Initials: e
Datecompleted: /. /  __ OR Not done = Specify reason (use codelist below): ____
dan monfh ar
’ » SAME AS PAGE 36 DATEHDR (TYPE 4)

Weight Efficacy Lifestyle Questionnaire (weL)

This form describes some typical eating situations. Everyone has situations which make it very hard for them to keep their weight

down. The following are a number of situations relating to eating patterns and attitudes. This form will help you to identify the
eating situations which you find the hardest o manage.

Read each situation listed below and decide how confident (or certain) you are that you will be able to resist eating in each
of the difficult situations. In other words, pretend that you are in the eating situation right now. On a scale from O (not confident)
to 9 (very confident), choose ONE number that reflects how confident you feel now about being able to successtully resist the

desire to eat. Check this number for each item. SAME AS PAGE 63 WELQ (TYPE 4)PS
Not confident at all that Very confident that
you can resist the desire to eat you can resist the desire to eat

1 am confident that:

o 1 2 3 4 5 6 7 8 9

1 | can resist eating when | am anxious
{nervous).

=
&
o
~

olo|lololololo|lo

@

N I O I O

o

o

0|0
mlbw

w

2 | can control my eating on the weekends.

X7
B
o
o
~
@
o

3 | can resist eating even when | have to
say “no” to others.

O

B
o
o
~
«©
<

4 | can resist eating when | feel physically
run down.

H | H

o

5 | can resist eating when | am watching TV.

=
o

0| O

w

6 | can resist eating when | am depressed
(or down).

X7
B
o
o
~
@
o

7 | can resist eating when there are many
different kinds of food available.

L
1 T o o I

n

=
(7
o
~T
=
o

8 | can resist eating even when | feel it is
impolite to refuse a second helping.

I I Y R
H H

OO Dol oDl(ololQd
1 o i [ i I A (Y A I Y
Olo ool olololg

=)
B
@
o
~
o

1 Y I A B A R

~

9 | can resist eating even when | have a [l

headache. L), L), O Lk L L,

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required |
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(o | Ieri @ Phase 2 Month 24 Submission

Visit 1

Participant’s Initials:
frat ddle

PAGEID =261

Center Number: ____ Participant Number:

Weight Efficacy Lifestyle Questionnaire (WEL) (continued)

Not confident at all that Very confident that
1 am confident that SAME AS PAGE 64 you can resist the desire to eat you can resist the desire to eat
ar:
WELQ (TYPE 4)PS
0 1 2 3 5 6 7 8

10 | can resist eating when | am reading.

[
.
[

ololo|lololololo|lo|lOolo
olololololololiololo
olololololololololo|oc

.
olololo|lolo|lolololo]|D
olololololololololOolo

mlllw
ololololDololololDlD|o
ololololololololololD

11 | can resist eating when | am angry

{or irritable).

B
o
o
=)
L=
o

12 | can resist eating even when | am at
a party.

13 | can resist eating even when others are
pressuring me to eat.

ull Bw
ulliw

(]
[
=
o
o
~
@
L]

B
o
o
~
@
@

0|0
mlliw

W

14 | can resist eating when | am in pain.

X}
B
~
=)
o

15 | can resist eating just before going to

bed.

16 | can resist eating when | have
experienced failure.

(3
[0
B
[
o
~
£
o

17 | can resist eating when high-calorie foods
are available.

=
o
o
~T
@
0

I Y I I I A O

o

0|0
O | O

[

18 | can resist eating even when | think
others will be upset if | don’t eat.

[
=
[y
3
@
]

19 | can resist eating when | feel
uncomfortable.

-
[]

=
~
w
)

mll

o

20 | can resist eating when | am happy.

[
[

]
B
~
@
o

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 Participont's Inificls: __ __
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(o | Ieri @ Phase 2 Month 24 Submission

Visit 1
PAGEID =262
Center Number: ____ Participant Number: R Participant’s Initials: e
SAME AS PAGE 36 DATEHDR (TYPE 4)
Datecompleted: ____/__ _ / ___ OR Not done = Specify reason {use codelist below): ___
o MAEDS (TYPE 4)PS

Multiaxial Assessment of Eating Disorder Symptoms (maeDs)

Instructions: Using the scale shown, please rate the following items on a scale from 1 to 7. Please answer as truthfully as possible.

SAME AS PAGE 65 Never | Very |Rarely Sfarne- Often | Very [Always
Rarely times Often

DQ Dd Dé

1 Fasting is a good way to lose weight.

m
m
[]
O

2 My sleep isn’t as good as it used to be.

<]
(<3
=
[
o
~

N 1 A O O A O
HE NN N N N I N NN N N IR RN R

3 | avoid eating for as long as | can.

=

HEIEEIEE N I IR R R R N
LI I P e o I a2 e
N 1 T T O L O A I
NN RN RN R R AN R R N R

(<3

(5]
=3
=
w
o
~

4 Certain foods are “forbidden” for me to eat.

(5]
“w
o
~

5 | can't keep certain foods in my house because | will
binge on them.

-
(<]
L3
=
o
o
by

Ol0(olo|o

[

6 | can easily make myself vomit.

(5]
o
s
o
~

7 | can feel that being fat is terrible.

=
(<]
(3
o
~

8 | avoid greasy foods.

I

5]
[x3
=
wn
o
~

9 It's okay to binge and purge once in a while.

=
(<3
(=3
IS
("
o
~

10 | don’t eat certain foods.

11 | think | am a good person.

=7
(5]
£
=
(7]
o
~

12 My eating is normal.

5]
(=<3
o
~

13 | can’t seem to concentrate lately.

=
5]
(=3
=
(7}
o
~

ujinii=]i=li=li=

[

14 | try to diet by fasting.

5
(=3
=
o
~

15 | vomit to control my weight.

=
(<]
()
o
~

o

[

16 Lately nothing seems enjoyable anymore.

5]
Lx
=
o
~

17 Laxatives help keep you slim.

=
(<]
(3
o
~

1

wn

18 | don't eat red meat.

=]
=3
=
o
~

19 | eat so rapidly | can’t even taste my food. L],

L1, | L. L,

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

[

-~

Participant’s Initiols: ___

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 frt il o
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(o | Ieri = Phase 2 Month 24 Submission
Visit 1
PAGEID =263 MAEDS (TYPE :SIE s

Center Number: ____ Participant Number: Participant’s Initials:

first midle faat

Multiaxial Assessment of Eating Disorder Symptoms (MAEDS) (continved)

Never | Very | Rarely | Some- | Often | Very |Always
SAME AS PAGE 66 Raroly fimes Often
20 | do everything | can to avoid being overweight. (O O O | O | O |
21 :{I:f; Ifzt;.-ilnljlomed, | must do something to rid myself O lolololololo
22 | overeat too frequently. D1 D, Da D, Ds Da D:
23 It's okay to be overweight. I S I I P I I R P I I
24 Recently | have felt that | am a worthless person. (O OO O | O | L
25 | would be very upset if | gained 2 pounds. S P P I P O A I A R
26 | crave sweets and carbohydrates. LV O O O Ok L | L
27 | lose control when | eat. OO, | O | O | O | O | O
28 Being fat would be terrible. Lo O O | O f O | O | L,
29 | have thought seriously about suicide lately. L O, O, O, f O O | O
30 | don’t have any energy anymore. CLCL O O O | O | L
31 | eat small portions to control my weight. S P P I P O A e I A R
32| eat 3 meals a day. L0 O | O | O | O | O,
33 Lately | have been easily irritated. OO, | O | O | O | O | L,
34 Some foods should be totally avoided. (O O O | O f O |
35 | use laxatives to control my weight. L O, ) O O f O ) e | L,
36 | am terrified by the thought of being overweight. L O O f O ) O | L
37 Purging is a good way to lose weight. L O, O, O, f O O | O
38 | avoid fatty foods. Co O | O | O | O | O | L
o 1vo ocut ) CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 h::'::“;;of - -

-
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(o | Ieri @ Phase 2 Month 24 Submission

L] .t l
PAGEID = 264 MAEDS (TYPE 4 I'!%'

Center Number: ____ Participant Number:

Participant’s Initials:
Tt middlo fet

Multiaxial Assessment of Eating Disorder Symptoms (MAEDS) (continved)

Never | Very | Rarely | Some- | Often | Very |Always
SAME AS PAGE 67 Rarely fimes Often
39 Recently | have felt pretty blue. Lo O | D | O | O | L | L,
40 | am obsessed with becoming overweight. L O, | O | O | O | O | L,
41 | don't eat fried foods. Chi O O | O | O | L | L
42 | skip meals. 1 O P I P I I I O o I I
43 Fat people are unhappy. Cho (O O (O ) O | O | O
44 People are too concerned with the way | eat. L O, ) O | O f O | O | L,
45 | feel good when | skip meals. Lo O, O O f O ) O | L,
46 | avoid foods with sugar. O O ) O | O | O | O | O,
47 | hate it when | feel fat. OO, | O | O f O | O | 55
48 | am too fat. N P S I O O A R P I I
49 | eat until | am completely stuffed. L O, O, O O | e | O
50 | hate to eat. O O, | O O | O | O |
51 | feel guilty about a lot of things these days. Lo O, O O f O | O | L,
52 I'm very careful of what | eat. L O, O, O, f O O | O
53 | can “hold off” and not eat even if | am hungry. Lo O, O O f O | O | L,
54 | eat even when | am not hungry. O, ) O, O, f O | O | O
55 Fat people are disgusting. Ch{ O O | O | O | O | O
56 | wouldn’t mind gaining a few pounds. O (O, O OO O | O
CALERIE PHASEE2 ANNOTATION V8.0 Portidpont’s lniicks: . —
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calerie Phase 2 Month 24 Submission

Visit 1

Participant’s Initials: ___

first middle fast

Date completed: Tqy*/i";ﬁ* Y —— O%Rﬁh&oﬂ\%—b%gyarguson (use codelist bf%LI'EHDR (TYPE 4)
Body Shape Questionnaire (8sq)

PAGEID =265

Center Number: ____ Partidpant Number:

We would like to know how you have been feeling about your appearance over the past four weeks. BSQ (TYPE 4)PS
Please read each question and check the box for the appropriate choice. Please answer all the questions.

SAME AS PAGE 68
Over the Past Four Weeks... Never | Rarely S“omo- Often Yory Always
mes Often

L

1 Has feeling bored made you brood about your shape?

]
]
L
L

2 Have you been so worried about your shape that you
have been feeling that you ought to diet?

[
w
IS

LI D PO [ RO O pL O i [ PL L B

o

[
o

3 Have you thought that zour thighs, hips, or bottom are

nfl'm m
O 0| O

L]
L]
too large for the rest of you? s | Lk
4 Have you been afraid that you might become fat (or
fatter)? L 2 3 D‘ S 6
5 Have you worried about your flesh not being firm
enough? 1 2 o | L 5 6
6 Has feeling full (e.g, after eating a large meal) made you feel
fat? 1 2 3 DA 5 6
7 Have you felt so bad about your shape that you have
cried? 2 L |y 5 6
8 Have you avoided running because your flesh might
wobble? 1 2 . | U 5 6

9 Has being with thin women/men made you feel
self-conscious about your shape?

o

10 Have you worried about your thighs spreading out when
sitting down?

w
IS
o
o

11 Has eating even a small amount of food made you feel
fat?

12 Have you noticed the shape of other women/men and
felt that your own shape compared unfavorably?

13 Has thinking about your shape interfered with your
dbilify to concentrate (e.g., while waiching TV, reading, listening
fo conversations)?

14 Has being naked, such as when taking a bath, made you
feel fat?

15 Have you avoided wearing clothes which make you
particularly aware of the shape of your body?

m =l = i=fi= =] = =) = =

»
©w
e
o
o

0

[
)
o

N
w
&
o
o

ull = §=l = §=l'=

»N
w
IS
o
o

ul =l = =} = =l = i=l = =l'=
minl'n == inln nlin =l = i=l = i=

u =l =

»
o

16 Have you imagined cutting off fleshy areas of your

body? Dl Dz Da Ds

l Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required J

HE H gEf H JER B Nl H pgEp H pgER B

o

uy =

IS

Particpant’s Initials: ___
CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 i miocie o
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& Ieri @ Phase 2 Month 24 Submission
Visit 1
PAGEID =266 BSQ (TYPE LS)IES_

Center Number: ____ Participant Number: Participant’s Initials:

nidle  faat

Body Shape Questionnaire (Bsq) (continved)

Some- Very
times Often

L

o
:

Over the Past Four Weeks... @~ SAME AS PAGE 69 Never | Rarely Always

17 Has eating sweets, cakes or other high calorie food made
you feel fat?

L]
L]
[
L

B

18 Have you not gone out on social occasions (e.g., paries)
because you have felt bad about your shape?

[

B
i
o

19 Have you felt excessively large and rounded?

[l

=
B
o
o

20 Have you felt ashamed of your body?

[

B
n
o

21 Has worry about your shape made you diet?

[

-
=
wn
o

22 Have you felt happiest about your shape when your
stomach has been empty?

[

IS
n
o

23 Have you thought that you are the shape you are
because you lack self<ontrol?

[l

=
=
o
o

24 Have you worried about other people seeing rolls of
flesh around your waist or stomach?

[

B
"
o

25 Have you felt that it is not fair that other women/men are
thinner than you?

-
[
o

26 Have you vomited in order to feel thinner?

I
n
o

27 When in company, have you worried about taking up too
much room {e.g., sitting on a sofa or bus seoﬂ?

B
o
o

P

28 Have you worried about your flesh being dimply?

[
B
n
o

29 Has seeing your reflection (e.g. in a mirror or shop window) made
you feel bad about your shape?

i

-
=
"
o

30 Have you pinched areas of your body to see how much
fat is there?

[

B
n
o

31 Have you avoided situations where people could see
your body fe.g., communal changing rooms or swimming pools)?

L [
O olo|Doigoo|o|gloloogolio|lol-

=

-
=
n
o

32 Have you taken laxatives in order to feel thinner?

X3
(=3
I
[y
o

33 Have you been particularly self<onscious about your
shape when in the company of other people?

R I A O A O O I O O

n

L D (D Loy o p ooy o (oo o L

=
o

34 Has worry about your shape made you feel you ought
to exercise?

N e O O O O
N e Y A I O I O
o

HEEEN

A A

X3
(=3

Participants Initicls:
CALERIE PHASEE2 ANNOTATION V8.0 . il et
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calerie ™

PAGEID =267

Center Number:

Participant Number:

Month 24 Submission

Visit 1

Participant’s Initials:

first midle faat

Handgrip Strength

Date and time of assessment:

OR Not done — Specify reason (use codelist below): SAME AS PAGE 4

T 00000 2559

Staff initials:

DATEHDR (TYPE 4)”

first_iddis

3 Handgrip strength:

1 Dynometer handle position: __

2 Dominant hand (check only one): [ ], Left [, Right

[ ], Ambidextrous

SAME AS PAGE 77

HANDGRIP (TYPE 4)PS

Handgrip Sirength | Zero Meter Check Right Hand Zero Meter Check Left Hand
Test 1—peak force A kg O, kg
Test 2—peak force o kg o N
Test 3—peak force A kg A kg
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012

Send to DCRI Forms Management *+ 2400 Pratt 1. + Room 0311 Terrace Level + Durham NC 27705
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calerie ™

PAGEID =268

Center Number:

Month 24 Submission

Participant Number:

Visit 1

Participant’s Inifials: ___

first middle fost

Isometric/Isokinetic Knee Extension and Flexion

Staff initials:

day

Date and time of assessment: ____ / _ _ /

month yoar

OR Not done — Specify reason (use codelist below): SAME AS PAGE 4

0000102359

frst middle fost

DATEHDR (TYPE 4)

1 Recent injury or pain—right knee?

2 Recent injury or pain—left knee?

Do No
Do No

D, Yes

SAME AS PAGE 78

D, Yes

ISOMETRC (TYPE 4)PS

3  Specify machine used (PBRC only): [ ], Cybex [ ], Biolex MACHINE <TUSED>
If Not Done,
All valves corrected for gravity effect torque Right Leg Left Leg Specify Reason
{Use codelist below)
3 60°/sec knee extension peak torque e Nm __Nm
total work = N.m N.m [ —
average power watts watts
4 60°/sec knee flexion peak torque e Nm . __N.m
total work N.m __N.m
average power Y walls __walts
5 180°/sec knee extension peak torque . Nm . __N.m
total work . Nm __N.m
average power _— walls —__walts
work fatigue index % %
6 180°/sec knee flexion peak torque . Nm __N.m
total work N.m N.m
average power watts walts
work fatigue index . 4 - %
7 Isometric knee extension: trial 1 peak torque N.m N.m
trial 2 peak torque ~  Nm __N.m -
trial 3 peak torque PR __N.m
8 Isometric knee flexion:  trial 1 peak torque — _ Nm N.m
trial 2 peak torque . Nm __N.m o
trial 3 peak torque = N.m __N.m

Not Done Codelist: 1 Participant refused

2 Clinician unable to obtain

3 Insufficient time

4 |nsirument failure

5 Not required

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012
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calerie ™

PAGEID =269

Center Number: ____ Participant Number: ___

Participant’s Initials: ___

Month 24 Submission

Visit 2

first middle fost

Weight date and time: /. /

OR Not done — Specify reason (use codelist below): ___

g e Staff initials:
day month e 00:00 fo 23559

Clinic weight (if the two measurements are more than 0.1 kg apart, measure weight a third time):

SAME AS PAGE 4

DATEHDR (TYPE 4)

Weight 1: SN WEIGHT (TYPE 4)
Weight 2: SERVREO S
Weight 3: — kg
Weight of gown: . kg

Not Done Codelist:

1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential

CRF, page 269



¢10¢d3d4¥¢ 0°'8A NOILVLONNY ¢33SVHd J143TVO

CRF, page 270

2010 DCRI — Confidential

peJinbel o T T T Wy U TS OT g OTe o oT o uoeTa) € Pesnyel Jundioing | isi|spo) suog joN
_ssszooom | egsaeio0on ok
_eeeoo00 | dsveoron0 " : N B N oos
: : &5ET 4 00°00 89752 © 00:00 ! 4 L
S5ET Q000 S5 ET ™ Q000
_ 6SEEO10000 | 8SEE10000 4 E w0k wour Aop
: : 5557 © 00:00 5587 % 0000 / / &
S5ET M O000 S5ET L 0000
BEEZ 4 0000 SET #0000 R sond yow Aop
&GET %0000 SGET O 0000 __... __.x n
SGET & 0000 S5ET O 0000
45752 %4 D000 SGET X 0000 : . ok iwour Anp
i : 5552 4 0000 ssezooooo | /4 /4 4
TL A9V SV JNVS : ;
&SCT % 0000 SEEE O 0000
56T 4 0000 55T 10000 : : w0l quou Aap
R 5562 ©4 00'00 syezeionoo | /4 /T S
5562 © 00:00 56T 04 0000
_ swezmovoo | ssezerscos : : ok wour Adop
. . _ovezeiooeo | esezciono / / 9
SFET T QU0 GFET 0000 {hop
[ GSELTIODO0 ) 8SEET0000 . ook o Aop sopsod
mn__ﬁ.v mﬁu_\fl_lv 1HOHVYd : : _ ssezeiono0 | esezeiooon / / h
PiPH . pPiPH . PiPH .
Kiop pioH pow Kiop pAPH pPow KioA piDH pPowW doyg MBS dn peg uj s10g Noom | #
o Apq | Ap
{sapnun i) Buiusag {senuns ) ucouleyy {sapunizr i) Bulwiow BlUl] YIOM swi) n_aw_w ! a N |
uns[T] s [] W [] seuw ] PeM] e[ ] uew ] aSADP Siom-uou 1o ‘pusdjeem Inok 1episuod nok op sADp Yoym ¢
ung _H_ 105 D 14 D sany| _H_ PeAA D san| D UoA D m\;_n_.lb oy o ,__uwﬁ__uh wh_omv n_v_p_g SO u—_ ﬂ
semy mpp ey L .
S S|DIIUL IOMBIAIBIU] soA '] € uoysenb o} dpjg «— oN oD &SApp ueass §sp| oy} ul pakojdwe nok auepy |
sped eow Aop
T :{mojaq 1syapoo asn) uospau Aedg «— suop JoN YO  ung [] ws[] W] sut[] pem[] sent[ ] uow [ ] :feuo Awo ypaip) Abq — ———/—————/ weppshopo]

8| Bppa Jiuy

CH5IA

(¥ 3dAL) daHYvd

sjoyu| s, wodpiaog

uoISsIWGNS HT Yiuow

equniy uodpyaog

aquInN Jajual

(¥vd) P9y ANALPY [P21sAYd ADJ-USASG

04¢ = dIFdovd

zosoud QLAID|CI

Send to DCRI Forms Management * 2400 Pratt §t. *+ Room 0311 Terrace Level + Durham NC 27705

Calerie Phase 2_CRF_V2.0_28 SEP 2010



(o | Ieri @ Phase 2 Month 24 Submission

Visit 2

Participant’s Initials:
Tt middlo fet

Seven-Day Physical Activity Recall (PAR) (continued)

4 Compared to your physical activity over the past three months, was last week’s physical activity more, less,

PAGEID =271

Center Number: ____ Participant Number:

or about the same (check only one)?
(], More PARQ (TYPE 4)
D, Less

L, About the same SAME AS PAGE 72

Interviewer: Please answer questions below and note any comments on interview.

5 Were there any problems with the Seven-Day PAR interview?
[, No
D1 Yes

6 Do you think this was a valid Seven-Day PAR interview?
Do Ne
DI Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
[ lyNo

D1 Yes

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012
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Ca Ieri @ Phuse 2 Month 24 Submission

Visit 2

PAGEID =272
Center Number: ____ Participant Number: R Participant’s Initials: e s
6-Day Food Record
Complete below OR Not done = Specify reason {use Codelist below): _ _ Staff initials:
Replacement Values
SAME AS PAGE 73 CoOnDDAoD /(T\V/DC AADhC
Duy Dﬂy FrUUURCU (TTE F)ro
Record Quali Record Quali
of Date of Record (check ‘T ')y of Date of Record (check ? :\’
DLW check only one DLW check only one
(], Reliable [ ], Reliable
1 ey /—m— /— T [, Unreliable 8 “ay /—m— /— T [], Unreliable
:|3 Missing Ds Missing
:|, Reliable D, Reliable
2 ey /—m— /— T [, Unreliable ? e /—m— /— T [, Unreliable
:|3 Missing Ds Missing
], Reliable D, Reliable
3 Tday /*m* /o P :|2 Unreliable 10 Ty /*m* /— T Dz Unreliable
], Missing (], Missing
], Reliable [, Reliable
4 _day_/_m_ / e :Iz Unreliable 1 e /_....T.a._ /— T (], unreliable
Ja Missing i—ls Missing
], Reliable [, Reliable
5 ey /—m— /— T jg Unreliable 12 Ty /—mm— /— T DQ Unreliable
L1, Missing [_], Missing
:|1 Reliable D, Reliable
6 day / —_— / Jear 22 Unreliable 13 doy / — / Foar D2 Unreliable
|y Missing rlg Missing
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012
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Ca Ieri @ Phase 2 Month 24 Submission

Visit 2

PAGEID =273
Center Number: ____ Participant Number: R Participant’s Initials: e s
VO, Max
SAME AS PAGE 4 DATEHDR (TYPE 4)
1 Date and ti ftest: : .
are and nme of 1es _day_ /—”m"— / _ywr__ 0000k 2350 Staff initials: ot idde Tt
OR Not done — Specify reason (use codelist below): ___ SAME AS PAGE 81 VOMAX (TYPE 3)
2 At what fime was the participant’s last meal/snack eaten? ____
00:00 0 2359
3 Rest ECG: Rhythm (check only one): [ ], sinus [], Atrial fibrillation [ Jog Other
Ventricular conduction {check only one): DI Normal D2 LBBR ]3 RBBB
4 Heart rate {HR) data: Resting heart rate: _ bpm
Age-predicted heart rate: __ __bpm
Heart rate (max): _ __bpm
5 Reason(s) for termination of testing {check all that apply):
D Symptom [imited {dyspnea, faﬁgue}
[ Angina/ischemia++ — Complete all that apply: HR when true cardiac angina occurred: bpm oR D% NA
HR when ischemic ECG changes occurred: bpm or

[ ]gs NA
[ ] Serious arrhythmias (VT or SVT)
] Changes in blood pressure
[ Ventricular ischemia {schedule stress image studly, complete ventricular episode report)
[[] Orthopedic/exiremity complaints {pains/cramps)
[ Other (specify):

& Did frequent ventricular ectopy occur (e.g., = 7 PVCs/min, biftrigeminy, NSVT [> 3 beats])?

Do Ne

L], Yes = If Yes: When did it occur (check all that apply)? [_] During exercise  [_] During recovery

7 Peak VO, _ml/kg/min L/min
a Achieve a plateau in VO, {change < 150 ml)
8 Did the participant meet at least 2 of the 3 VO, max criteria (see box, right]? ) EEE‘SE;’ the final two stages
DO No ¢ HR m;txg 5 bpm of age-predicted moximum
D1 Yes = If Yes: VO, max: _ ml/kg/min L/min

9 Exercise time:

minutes seconds

10 Blood pressure at VO, peak/VO, max: _  / mm Hg
systolic diastolic

11 Borg RPE score at YO, peak/VO, max: (6-20)

12 Peak RER:

13 VE at VO, peak/VO, max: L/min

Not Done Codelist: 1 Parficipant refused 2 Clinician unable to obtain 3 Insufficiant time 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0
Send to DCRI Fory 24FEB2012 rrhun N¢ 27705
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(o | Ieri @ Phase 2 Month 24 Submission

Visit 3

PAGEID =274
Center Number: ____ Participant Number: R Participant’s Initials: e s
Outcomes Labs
Date and time sample collectionstarted: _ _ / / . OUTCMELB (TYPE 4)PS
day o yEaT 00:00 to 2359
No Display LMEALDT, LMEALT
Sample If Not Done, Reason -
S le € te ’ Staff Initial
If @ sample is nof obtained, indicate with a Not Done. emple Complete? (Use codelist below) ninals
SAME AS PAGE 102
Blood LbNe — _ Tt e Tost
I_L Yes
Core Temperature
5 dff Provide Date of Time of Sample If l;:: E::e,
Initials Sample Collection/Procedure Collection/Procedure (Use codslist below)
ADMIT (TYPE 3)
Start Date: Start Time
Y A . SAME Ab PAGE 87
dey onth yor 00.00 fo 2359

first middle fast —

day T monh ) y;wr T 0000140 2359

2 Inpatient discharge date and time: /. /

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012
Send to DCRI Forms Management *+ 2400 Pratt §t. + Room 0311 Terrace Level + Durham NC 27705
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 274




calerie

PAGEID = 275

Center Number:

Participant Number:

Month 24 Submission

Participant’s Initials:

Visit 3

firt middle fast

Delayed-type Hypersensitivity (oTH)

DTHADM1 (TYPE 3)

1 Woas the DTH worksheet completed?
Do No
D1 Yes — If Yes: Were any Exclusion criteria met? Do No — Proceed with test
D1 Yes — STOP. Do not administer test.

2 Dateofinjection: ___ / _ _ /  __ ORNotdone— Specify reason (use codelist below): ___
day monih yean

3 Injection by (initials): S SAME AS PAGE 85

4 Arm injected: D1 Right Dz Left

5 DTH results:

Note: For each reaction, measure two diameters in millimeters (mm). The first diameter is called the maximum diameter
because the induration may not be in the shape of a circle. If the induration is an oval shape, first measure the long
diameter and then the diameter perpendicular to it. Do not measure erythema. Reaction is considered positive if the
average diameter is equal to or greater than 5 mm.

DTHADM2 (TYPE 4)PS

A = Largest diameter

B = Second diameter perpendicular to A

24 Hour (@ Visit 4) 48 Hour (@ Visit 5)

Antigen

A (diameter) B (dicmeter) Read By: A (diameter) B (ciameter)

Read By:

mm

mm mm

1 Normal saline mm

Tetanus toxoid (17
{check only onef:
[h Tetanus toxoid (Sanofi

Pasteur)

[ Jog Other:
Lot #:

mm

mm mm

mm

Candida (check only one): Trst il fost
[, Candin (Afleried)
[ ye Other:

Lot #:

{initicls) mm finitials)

mm mm

mm

Trichophyton (check only

onel:

[ 1, Trichophyton Allergic
Extract {Alleried)

D% Cther;,

lotd#:

mm

mm mm

mm

first micidia fost

‘ Not Done Codelist: 1 Partficipant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012

2009 DCRI — Confidential
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7 Phase 2 Month 24 Submission
calerie sson

- Center Number: Participant Number: Participant’s Initials:
PAGEID = 276 enter Number: articipant Number: orticipont’s Inifiols: __
Weight date and time: ___ /. Staff initials: o

da manth year 0000 fo 23:59 st middle ot

OR Not done — Specify re::son {use codelist below):
DATEHDR (TYPE 4)

Clinic weight {if the two measurements are more than 0.1 kg apart, measure weight a third fime):

WEIGHT (TYPE 4)

Weight I: ——— kg SAME AS PAGE 4
Weight 2: . ke
MOVED THE RMR PANEL TO PAGE 276A
Weight 3: kg
Weight of gown: ke

Date and time of last mea: _ __ OUTCMELB (TYPE 4)PS
day month yoar 00:00 to 23:59
Date and time sample collection started: e /_m_ /_ — _ooﬁe;m?_ SAME AS PAGE 90
If Not Done,
Sample Sample Complete? Reason Staff Inifials
[Use codelist below)
Catecholamines DO Ne - Tt middle Tot
D] Yes
Blood [ No - T e
D, Yes
Oral glucose tolerance test (OGTT) DO No - T e T
D, Yes

If a sample is not obtained, indicate with a Not Done.

24-hour Urine Collection

Total Volume Date of Time of If .lli::.?::e' Staff Initial
Collected Sample Collection Sample Collection {Use codelist below) it Tnitials
Start Date: Start Time: WURINE24 (TYPE 3)
— S S — SAME AS PAGH 90
dary manth year 00:00 io 23:59
—__ml —_ Fst middle fast
Stop Date: Stop Time:
B A — o
day maonih year 00:00 jo 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

Send to DCRI Forms Management * 2400 Pratt $t. *+ Room 0311 Terrace Level + Durham NC 27705
Calerie Phose 2 CRF_¥9.0 28 SE) CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012 CRF page 276




@ Phase 2 Month 24 Submission
calerie sson

Layout of data entry screen has changes also

PAGEID = 276A Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
If Not Done — Specify reason (use codelist befow,l:s AME-AS PAGE 90A DATEHDR (TYPE 4)
Contraception method (females only): (] None OR Check all that apply: OUTCME?2 (TYPE 4)

[] ©ral contraceptive — S pecify:
SAME AS PAGE 90A Record on Concomitant Medications page

D Other = Specify (e.g., barrier, [UD):

If Not Done
Doy 1 Date Time Reason Stelf
(use codelist) | Initials

Daytebmemnes{fomalosonly}
Date and time of last meal {males only) —— /_m_ /I S (R —
Hormone level blood draw 1 {males only) e | wwems | ———— |
Hermenalevel-bloed-dravw—-{lomales-onlyd
Progesteroneteve!
Day I Not Done, [  Speit
4 Date Time Reason
(use codelist) | ImiHals

Dale-and-ime-oflost-meal
Hermenslevel slood-dvav—3-{lemalesonly]
Progesteraretevel
Metabolic Rate
Sample Date of Colleclion i F:,:: cl:)z{:hi; :;::r“ Staff Initials
SAME AS PAGE 153 RMRATYPER)PS
Resting Metabolic Rate (RMR)—=Visit 4 ~dy /—m— /— T _ Erg i —

[] Tukts-003 (623-002) [ ] WASH U-001 (623-003) [ PBRC-016 {623-005)
[ ] Tufts-006 (623006) | | WASH U-002 (623-004) [ | PBRC-017 (623-001)

Cart ID

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required

CALERIE PHASEE2 ANNOTATION V8.0
24FEB2012

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level + Durham NC 27705
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(o | Ieri @ Phase 2 Month 24 Submission

Visit 4

Participant’s Initials:
Tt middlo fet

Seven-Day Physical Activity Recall (PAR) (continued)

4 Compared to your physical activity over the past three months, was last week’s physical activity more, less,
or about the same {check only one)? PARQ (TYPE 4)
L], More

[, Less SAME AS PAGE 72
u3 About the same

PAGEID =278

Center Number: ____ Participant Number:

Interviewer: Please answer questions below and note any comments on interview.

5 Were there any problems with the Seven-Day PAR interview?
[, No
D1 Yes

6 Do you think this was a valid Seven-Day PAR interview?
Do Ne
DI Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
[ lyNo

D1 Yes

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012
Send to DCRI Forms Management *+ 2400 Pratt §t. + Room 0311 Terrace Level + Durham NC 27705
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 278




(o | Ieri @ Phase 2 Month 24 Submission

Visit 5

Participant’s Initials: S
Tt middlo fet

Biopsy Labs

PAGEID =279

Center Number: ____ Participant Number:

If Not Done,
Sample Date of Collection Reason Staff Initials
{Use codelist below)
Muscle biopsy —duy—/—m— /— T - Tt madls ot
Fat biopsy 7@7/7.@7 /— T S Tt widdla Tot

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |

SAME AS PAGE 90 BIOPSY (TYPE 4)

CALERIE PHASEE2 ANNOTATION V8.0 24FEB2012
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TUTMPT Codelist

1 =Baseline 1
2 = Baseline 2
3 =Month 1

4 = Month 3

5 = Month 6

6 = Month 9

7 = Month 12
8 = Month 18
9 = Month 24

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




|
ca Ierl e Phase 2 FORM/BLOCK = CONMED LOG

PAGEID= 281

Concomitant Medications Log

Record any medications taken after start of baseline visit, including over-the-counter and prescription drugs, vitamins,
supplements, and herbal medications. Update form for each visit and mark corresponding additional box.
Send copies of this form with each submission starting with baseline: TIMEPT<TUTMPT> include on CONMED?2 pane

Center Number:

Concomitant

Participant Number:

Medications Log

Participant’s Initials:
fi

WHODRUG_ATC_B2

[ Baseline 1 [ |Baseline2 [ JMonth1 [ IMonth3 [ JMonthé [ |Month® [ ]Month 12 [ ] Month 18 [ ] Month 24
. e Start Date Stop Date -
STl g;‘éﬁg:‘_l IMED> or V| if Pre-study or [/] if Continving Indication
CONMED1I (TYPE 4)PS
1 Study vitaminminera _SUPSTRDT supsTPDT CON ( )
supplement d-uy morth year day marth s
Derivation for CONMED1 WHOTERM WIHOCODE
2 Study calcium supplement ]r_/_;h_’__rw__ T,a_ylt,%,r;mp_s_m.__ 9005301001
Calcium 00751501001
SEE PAGE 281A e ., ., CONMED2 (TYPE 4)R
3 day manth year doy weanth war
or [ ], Prestudy or [, Continuing
CMEDNUM<|:2> CMSTRDT CI\/ISTPDT
4 Tdoy _;h_ e Tdoy _.;h_ __}__ .
CMED<V:110> OR D Presfudy OR D Continuing MEDIND<V:110>
CMPSTDY<XYES> CI\/IEDCONT<XYES,
5 Tey _Eh_’__,w__ Tay _..Zh_'__,n-__
or [_], Prestudy or [, Continuing

6  HODRUG B2 P o e

WHONAME:V'80> or [, Presstudy OR |:|1 Continuing

WHOCODE <V:32> , , , ,
7 WORKFLOW <V:5> Tdoy  momh  year Tdoy  moth e

CODER <V:20> or [_], Presstudy or [_], Continuing

CODETM<DATETIME
8 CONFLVL <V:2> —dr—”—;h—"f——m—— ;,_f_.r;r._f_?__

MATCHES <V:4> OR Dl Pre-study OR D1 Continuing
9 _____________ e

year

ATCTERM<V:110>
10 ATCCODE<V:40>

Y S —

year

doy

year

day

OR [_] Pre-study

WORKFLO2<V:5> or [_], Presstudy OR |:|1 Continuing
1" CONFLVL2<V:2> — S F Y A

MATCHESZ<V4> day mornth year doy menth M:

CORED <A/ 90 OR D] Pre-study OR |:|1 Continuing
12 __f"_;h_f ______ .-"_m_"h_.-"____

OR |_| Continuing

Send to DCRI For

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

rham NC 27705

Calerie Phase 2_CRF_V9.0_28 SEP 2010
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calerie ™

PAGEID= 281+

Center Number:

Participant Number:

THIS IS A REPEATING PAGE

Concomitant Medications Log

Participant’s Initials:
first middle fast

Concomitant Medications Log

Record any medications taken after start of baseline visit, including over-the-counter and prescription drugs, vitamins,
supplements, and herbal medications. Update form for each visit and mark corresponding additional box.
Send copies of this form with each submission starting with baseline:
[]Baseline 1 [ | Baseline2 [JMonth 1 [IMonth3 [ ]Monthé []Month9 []Month 12 [ ] Month 18 [] Month 24
. e Start Date Stop Date -
Medication " . s o Indication
or V| if Pre-study or |/] if Continuing
CONMEDZ2 (TYPE 4)R
—— S A A
I day morth year day marth yea:
or [_], Presstudy or [], Continuing
2 T T i SAME AS PAGE 281
OR D, Pre-study OR |:|1 Continuing
3 [ Tar memh g
OR D, Pre-study OR |:|1 Continuing
——y Y A
4 day morth year oy marth year
OR D] Pre-study OR D1 Continuing
e fo | —— e
5 day ! marth year duy mrearth year
or [_], Prestudy or [, Continuing
—— e ——
6 day marih year duy mesrth yea
or [, Presstudy OR |:|1 Continuing
7 R o T
OR D] Pre-study OR |:|1 Continuing
8 day ! morth g year day mrarth year
or [], Prestudy or [J; Continuing
9 R P
or [, Prestudy or [, Continuing
10 R e— P —
or [_], Presstudy OR |:|1 Continuing
n AT T o -
OR D] Pre-study OR D1 Continuing
12 e —— e
OR [_]] Pre-study OR |_|1 Continuing

Page Numbering: Sequentially number each page in the right hand corner, i.e. 281+.1, 281+.2, 281+.3. Insert additional pages as needed.
Send to DCRI Forms Management * 2400 Pratt $t. *+ Room 0311 Terrace Level + Durham NC 27705

Calerie Phase 2_CRF_V9.0_28 SEP 2010
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CRF, page 281 +.




|
ca Ierl e Phase 2 FORM/BLOCK = CONMED LOG

Concomitant Medications Log

PAGEID = 281 Center Number: ___ Parfidpont Number: CONMED1 (TYPE 4)PSﬂ _
STU Dﬁ%ﬂggleﬁMED> Start Date Stop Dete
3=

SUPSTRDT

Study calcium supplement, 1000 mg ——l———f————

daoy _nmnh o year _MSUPmﬁal ‘B:r_"ﬂ__

SAME AS PAGE 281

Derivation for CONMED1 WHOTERM  WHOCODE
Calcium 00751501001

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Send to DCRI Forms IMUNWYSInens -
Calerie Phase 2_CRF_V9.0_28 SEP 2010
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calerie ™

PAGEID= 282
Report type: [ inifidl SAETYPE<TURPTP>
I:I FO”OW-IJp #: _ Center Number: ___

THIS IS A REPEATING PAGE

Date received at DCRI Safety Surveillance

Participant Number:

FORM/BLOCK = ADVERSE EVENTS  Serious Adverse Event Form

Participant's Initials:
first

SAE Details:

Participant’s Details:

SAE Term (Medical Diagnosis):
SAEDIAG<V:100>

Date of birth: . — —
SAEFORM (TYPE 4)R

i —

meith

SAESTRDT
SAE Onsot Date: _,‘,_/__,_,J/___}w_ Gender: [_] Male [_] Female
SAESTPDT
SAE StopDate: —/ /.
day marth yoar
Serious Reporting Criteria: Causality & Intensity: Quicome (at time of report):
(check ol that apply) (check only one) (check only one)
SAECAYS<TUCAUSS SAEGTFEME<THOCME
Death DEATH ALL <XYES> Causality: Still present and unchanged
] ty ], still p g
[ Lifethreatening | IFETHRT  DISINCAP [, None "], Improving
[—| Persistent or significant disability or incapacity I_lz Doubitful ra Resolved
] Prolonged or required hospitalization PRLGHOSH |:|3 Possibly E4 Resolved with sequelae
] Congenital anomaly or birth defectCcONGDEE Dd Probably E5 Death = If Death: Date of death:
[_] Other significant event requiring medical and/or [, Very likely DEATHDT,  ,
surgical intervention ~ OTHRSIG day werth poar
Intensity: SAEINTEN<TUTEN>
[, mild MEDRA
[, Moderate MEDRTEXT<V:100>
Di Sever MEDRCODE<V:8>
s vevere WORKFLOW<V:5>
CODETM<DATETIME>
CONELVL\2>

Action Taken with Study Intervention: (check all that apply)

MATCHES<V:4>

[INone ACNONE

[ Medical therapy requied ACMEDREQ

[] Other (specify): ACOTHR

[ ] Intervention temporarily disconiinuéqEMnF;Bie and fax the Temporary Discontinuation from CR Intervention form

[ ] Intervention permanently discontinued — c:;ﬁ%ﬁ@%ﬁ“& the Permanent Discontinuation from CR Intervention form

ACOTHSP <V:50>

CODERXV20>

284,

ADDITIONAL PANEL ITEM ON PAGE

Notify DCRI Safety Surveillance of the SAE within 24 hours after your knowledge

Fax SAE form to DCRI Safety Surveillance at 1-919-668-7138 or 1-866-668-7138
within 24 hours of inilial nefification

Calerie Phase 2_CRF_V2.0_28 SEP 20)

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

CRF, page 282.__
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Date received at DCRI Safety Surveillance

Serious Adverse Event Form
Report type: [_] Initial

D Follow-up #: Center Number: ___ Participant Number: R Participant’s Initials: T
S firat medele  ferst
Medical History [relevant fo event):
THIS PAGE NOT ENTERED
Concomitant Medication (do not list medication administered fo treat this event):
Medication 8? Es:“ Frequency | Route Start Date Continved Stop Date
o 0Ne
dey menth yeor L month year
Y yoo! |:|1 Yes ay ¥
e Ne
d month wor day month or
oy " [:h Yes y o
vt | LN |
d menth year day month or
oy Y D1 Yes y ™
e 0Ne |
dey menth yoar day menth ar
¥y ¥ Dl Yes : b
| gNe
d math yoor ey mont ar
oy ¥ |:|1 Yes oy h b
s eNe
dey meonth yeor L month year
Y Yoo D1 Yes oy ¥
- Do Ne |,
doy month yeor o month yeor
¥ yee Eh Yeos ey ;
Relevant Lab Tests:
Test Date Value/Results Normal Range
—
day month yoor
] .
day month yeor
-
day mnith yeor
Y A S
day month yoar

Notify DCRI Safety Surveillance of the SAE within 24 hovrs after your knowledge

Fax SAE form to DCRI Safety Surveillance at {919} 668-7138 or 1-866-668-7138
within 24 hours of initial nofification

Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 283,
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Date received at DCRI Safety Surveillance

[
CONTINTR@PFOM PAGE 262 Serious Adverse Event Form
Report type: [] Initial
D FO”OW-IJp #: _  Center Number: ___ Participant Number: ___ Participant’s Initials: — T

Please provide a brief summary of the event:

SAESUMRY<V:150>

Please describe the sequence of events including action taken, treatment given, hospital dates, etc.:

NOT DATABASED

Information Source:

Date Investigator notified of Event: /. / Date of thisreport: —__/ _ _ /
oy maith yoor day naith your
Person completing form: Phone number: (___ )} _
Pl name: Fax number: (__ _ _ }y_ -
Pl signature: Date of signature: _-_/__»._ YA
day mont year

Notify DCRI Safely Surveillance of the SAE within 24 hours after your knowledge

Fax SAE form to DCRI Sofety Surveillance at {919} 668-7138 or 1-866-668-7138
within 24 hours of initial neotification
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 284,
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FORM/BLOCK = SURVEILLANCE

calerie ™

THIS IS AAREPEATING PAGE
PAGEID= 285

Excessive Weight Loss Episode Report

Participant’s Initials:
first middle fast

Excessive Weight Loss Episode

Excessive weight loss is defined as a BM/ < 18.5 kg/m?. This report is completed for each episode of excessive weight loss. Reporting starts

Center Number: ____ Participant Number:

when the BMI level s first observed to be < 18.5 kg/m?, and ends when the episode either resolves or the participant is permanently

WGHTLOSS (TYPE 4)

disconfinued from the CR intervention as a direct result of this episode.

A Idenlifying information

1 Date of initial report: _dq_/___/_ _R_EEORTDT

¥ wonth yoar
2 Name of person making this report: NOT DATABASED

B BMI below 18.5 kg/m?
3 Date of threshold val y , THRESDT All measurements
ate of threshold valve: ./ / A
e ~ HEIGHT P93~

4 Height: __ _ . ___ cm {from original measurement at Screening)
5 Weight: ____ _ .__ kg WEIGHT1
6 Calculated BMI: kg/m? CALBMIL

€ Temporary Discontinuation
If BMI < 18.5 kg/m?, the participant is advised about the risks of excessive weight loss and is prescribed a diet plan with increased
number of calories up to the baseline level for up to one month. TMPDIS<XYESNO>

7 Was CR temporarily discontinued and a diet plan prescribed?
[, No = IF No: Indicate the reason why it was not temporarily discontinued: EXPLAIN<V:50>

[_], Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately. Continue to section D below.

D Follow-up BMI Value

The CR intervention is only restarted if the BM! increases to 18.5 kg/m? or higher affer one monih of ireaiment.

8 Date of follow-up value: _d_/___/____ FLWUPDT
ay menth yoor

9 Weight: ____ . kg WEIGHT2

10 Calculated BMI: kg/m?  CALBMI2

E Permanent Discontinvation
If BMl is still < 18.5 kg/m2 after one month of increased calorie intake, CR infervention is permanently disconfinued.

11 Was the participant permanently discontinued from the CR intervention? PERMDIS<XYESNO>
[y No = If No: Indicate the reason CR was not permanently discontinued {check only one):

(], BMI returned fo 18.5 kg/m? or higher PERMRSN<TUBMI>
E‘?B Cther {specjfy_]; EXPLNOTH<V:50>

[_], Yes = If Yes: Complete the Permanent Discontinuation from CR Infervention form and fax to Safety Surveillance

immediately.
Note that a participant is permanently discontinved from the CR intervention if a BMI < 18.5 kg/m? occurs at
any peoint after the CR was restaried. If this happens, complete the Permanent Discontinvation from CR
Intervention form. | CA| ERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 285.
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Center Number: ____ Participant Number:

Excessive Weight Loss Episode Report

Participant’s Initials:
Tt middlo fet

Excessive Weight Loss Episode (continued)

F Please provide a description of this episode including actions taken:

THIS PAGE NOT ENTERED

Study Manager’s Signature

Signature: Date:  __/ _ __ /

day math year

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 286.
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ca Ierl e Phase 2 THIS IS A REPEATING PAGE

Depression Episode Report
PAGEID'= 287

Center Number: ____ Participant Number: Participant’s Initials:
farst m

Depression Episode

Depression is defined as a BDI score > 20. This report is completed for each episode of depression. Reporting staris when the initial
BDlis = 20, and ends when the episode either resolves or the parficipant is permanently disconfinued from the CR infervention.

DEPRESS (TYPE 4)
A Identifying information

REPORTDT
1 Date of initial report: _dq_/___/____
¥ wonth yoor

2 Name of person making this report: NOT DATABASED
B Initial Elevation in BDI § > 20

nina evanon in core INELEVDT

3 Date of initial elevation: _a-_/_ —— YA

4 BDIl score: ____ _ INITBDI <I:3>
€ Repealt BDI Score

The questionnaire is repeated in one week.

5 Date of follow-up questionnaire: S /. REF.)B.DlDT

day moath yoor
& BDI score: _ REPBDI<I:3>

D Temporary Discontinvation

If the repeat score is > 20, the CR intervention is temporarily discontinued and a participant is advised to seek medical help outside of the

studly. TMPDIS<XYESNO>

7 Was the participant temporarily discontinued from the CR intervention?

Do No — If No: Indicate the reason CR was not temporarily discontinued [check only one):  TMPRSN<TUBDI>
(], BDI score returned to < 20 — If the BDI score returned to < 20, then stop here; the episode has

resolved.
Sign the form on the last page and store in participant’s binder.

[ s Other (specify): EXPLAIN<V:50>

[, Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

E Follow-up BDI Score

The questionnaire is repecded in one month.

FLWUPDT
8 Date of follow-up questionnaire: — /[ _F_/____
dhery el yoor
9 BDI score: FLWUPBDI<I:3> ADDITIONAL PANEL ITEMS NEXT

PAGE

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 287.



I 7 Phase 2
Cél erle Depression Episode Report
Participant’s Initials: ___

CONTINUEDFROM PAGE 287 Qenter Number: ____ Participant Number: e

Depression Episode (continued)

F Permanent Discontinuation
If BDI score is > 20 after one month of treatment, or a qualified mental health professional indicates that it is unsafe to restart the CR,

intervention will be permanently discontinued.

10 Was the participant permanently discontinued from the CR intervention? PERMDIS<XYESNO>
[ ], No = If No: Indicate why CR was not permanently discontinued (check only one):

[ ], BDI score returned below 20 PERMRSN<TUDEPR>
[[], Mental health professional indicated it is safe to resume
EXPLAIN2<V:50>

[:\93 Other (specify):

[[], Yes = If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

Note that a parficipant is permanently discontinued from the CR intervention if a BDI score > 20 occurs at any
point after the CR was restarted. If this happens, please complete the Permanent Discontinuation from CR
Intervention form.

G Please provide a description of this episode, including actions taken:

NOT DATABASED

Study Manager’s Signature

Signature: Date:

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 288.
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ca Ierl e Phase 2 THIS IS A REPEATING PAGE
L] L] L]

Eating Disorder Episode Report

PAGEID= 289 Participant’s Initials: ___

first middle fast

Eating Disorder Episode

Eating disorders are defined in terms of scores on the Multi-axial Assessment of Eating Disorder Symptoms (MAEDS) and the Body
Acceptability Morph (BAM) and Interview for the Diagnosis of Eating Disorders—Fourth Version (IDED-IV). Reporting starts when MAEDS

and/or BAM indicate that there is an eating disorder, and ends when the episode either resolves or the participant is permanently

Center Number: ____ Partidipant Number:

discontinued from the CR intervention. EDISORD (TYPE 4)
A ldentifying information
REPORTDT
1 Date of initial report: —— /— —— f—
0 . i NOT DATABASED
2 Name of person making this report:

Please complete Section B and/or € according to whether the episode was defined in terms of the MAEDS or the
BAM, or both.

B Disorder Detected by the MAEDS A participant who has a tscore of 70 or higher on any subscale of the MAEDS is administered

the [DEDHV. ALL<I:3>
MAEDS Domain f-score MAEDS Domain f-score
3 Binge eating RINEAT —ao 6 Purgative behavior PURGE
4 Restrictive eating RESEAT - 7 Avoidance of forbidden foods AVQID
5 Fear of fatness FEARFAT - _ 8 Depression DERRESN

€ Disorder Detected by the BAM
A participant who (a) scores a iscore of 70 or higher on the current body size, (b) scores a tscore lower than 30 on the icfogflbgéygs?ze,

or (c) shows confirming accepiability of the exfreme body size shown in the acceptabilify phase of the measure is administered the [DED-IV.
ALL'3'<XYESN ¢BSC

9 Was an alert issued for the current body size scale‘-‘ ...... CBSSCALE .. Do No D Yes = If Yes: t-score:

IBSSCALE IBSCO
10 Was an alert issued for the ideal body size scale? ... 0002 lin e, [JoNo [, Yes = If Yes: t-score:
11 Was there confirming acceptability of the extreme body size sﬁownl’E. ............... LloNo [, Yes

D Follow-up with IDED-1V
The diagnostic criteria for anorexia nervosa, bulimia nervosa, or binge eating disorder require an [DED-Y rating of “3” or more for each
of its diagnostic criferia. A sub threshold eating disorder is defined as an IDEDHV rating of “3” or more on at least 5 of the 8 combined

symptoms for bulimia nervosa and anorexia nervosa (only).

12 Did the participant meet the following diagnostic criteria (check cc” that o éJKfy)"

Anorexia Nervosa ... Do No D1 Yes

Bulimia nervosa ... Do No EL Yes BNERVOSA ALL <XYESNO>
Binge eating ........cceiciriininiininniiins Do No D1 Yes BINGE

Sub threshold eating disorder .......... [l,No [, Yes SUBTHRES

ADDITIONAL PANEL ITEMS NEXT
PAGE

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 289.
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CONTINUED FROM PAGE 289

Eating Disorder Episode Report

enter Number: ____ Participant Number: Participant’s Initials:
farst m

Eating Disorder Episode (continued)

E Permanent Discontinvation

If & participant meets one or more of these diagnostic criteria, the CR intervention is permanently discontinued and o participant is
adyised fo seek medical help ouiside of the siudy. PERMDIS<XYESNO>
13 Was the participant permanently discontinued from the CR intervention?

[ ], No = If Ne: Indicate why CR was not permanently discontinued (check only one):

E] Did not meet diagnostic criteria for these eating disorders PERMRSN<TUDISO>
l:oa Other {specify): EXPLAIN<V:50>

[, Yes = If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

F Please provide a description of this episode including actions taken:

NOT DATABASED

Study Manager’s Signature

Signature: Date: ___ / _ _ /

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 290.
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Elevated Potassium Episode Report
PAGEID = 291

Participant’s Inifials: ___

first middle fost

Elevated Potassium Episode

Hyperkalemia is defined as an inifial potassium level greater than 5.5 mEq/L followed by a confirmatory value greater than 5.5 mEq/L. This

Center Number: ____ Partidipant Number:

report is completed for each episode of hyperkalemia. Reporting starts when the inifial potassium level is greater than 5.5 mEq/L., and ends

when the episode either resolves or the participant is permanently discontinued from the CR intervention as a direct resulf of this episode.

A Identifying information ELEVATEK (TYPE 4)
REPORTDT

1 Date of initial report: 7&7/ iiiiiii

R NOT DATABASED

2 Name of person making this report:

B Inifial Elevation in Potassium Level
INELEVDT
3 Date of initial elevation: _,,_/___/————
KLEVEL1 All measurements
<F:9:3>

4 Potassium level: _ mEq/L

€ Follow-up Repeat Potassium Level
If the initial potassium level is between 5.5 mEq/L and 6.0 mEq/L (inclusive), the test is repeated in one week; if it is greater than 6.0

mEq/L, it is repeated within 48 hours. CONERMDT
5 Date of follow-up test: e /fﬁ*/f_. e
& Potassium level: _ mEq/L KLEVEL2

D Temporary Discontinvation
If the follow-up test is > 5.5 mEq/L, the CR intervention is temporarily discontinued from the CR intervention and the participant is advised
to seek medical help outside of the studly. TMPDIS<XYESNO>
7 Was the participant temporarily discontinued from the CR intervention?
Do No — If No: Indicate the reason CR was not temporarily discontinued (check only ore):  TMPRSN<TUELPM>
D1 Potassium returned to 5.5 mEq/L or lower — If potassium returned to 5.5 mEq/L or lower, then the
episode has resolved. Stop here, sign the form on the last

EXPLAIN<V:50> P99e: and store in the participant’s binder.

[_log Other (specify):
[ ], Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance
immediately. Continue to Section E below.

E Follow-up Potassium Level

The CR infervention will only be restarted if the potassium level decreases fo < 5.0 mEq/L within one month of treatment.

FLWUPDT
KLEVEL3

doy month

9 Potassium level: _ mEq/L

ADDITIONAL PANEL ITEMS NEXT
PAGE

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 29 1.



I 7 Phase 2
caierie Elevated Potassium Episode Report
Participant’s Initials: ——

CONTINUED FROM PAGE 291 (. 0. Nomber: Participant Number:
—— st medele  ferst

Elevated Potassium Episode (continved)

F Permanent Discontinvation
If potassium level is still elevated above 5.0 mEq/L affer one month of treatment, the CR intervention is permanently discontfinued.

10 Was the participant permanently discontinued from the CR intervention? PERMDIS<XYESNO>
Do No — If No: Indicate why CR was not permanently discontinued (check only one): PERMRSN<TUELVN>

L] Potassium returned to 5.0 mEq/L or lower
E% Other (specify): EXPLAIN2<V:50>

[, Yes = If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

Nole that a participant is permanenily discontinved from the CR intervention if a potassium level of 5.5 mEq/L or
higher occurs at any point affer the CR was restarled. If this happens, complete the Permanent Discontinvalion

from CR Intervention form.

G Please provide a description of this episode including actions taken:

NQT DATABASED

Study Manager’s Signature:

Signature:
day maeth year

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 292.
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Anemia Episode Report
PAGEID = 293

Participant’s Inifials: ___

first middle fost

Anemia Episode

Center Number: ____ Partidipant Number:

Anemia is defined as a decrease in hemoglobin and/or hematocrit level below the lower limit of normal (LLN) for the laboratory, followed by
a confirmatory value satisfying the same criterici. Reporting starts when the initial value is observed, and ends when the episode either
resolves or the participant is permanently discontinued from the CR intervention.
A Identifying Information ANEMIAL (TYPE 4)

1 Date of initial report: —_— /f;‘hf/fTREPORTDT

All measurements
2 Name of person making this report: F:9:3
NOT DATABASED -

Please complete Section B according t i or hematocrit was below the lower limit of
normal.
B Value{s) Below the Lower Limit of Normal:

3 Dateoflabtest: ./ _ _ /

vy ppicas oo LABDT
Valuve Lower Limit of Normal (L(N) ABeéfow LEN?VO>

4 Hemoglobin: [LNo [ Yes

5 Hematocrit: s GLOBLINI], No [, Yes

6 RBC: ACRITL CRITLLNL [J,No [, Yes

7 lIron level: RbLL RBCLLN1 [ No [, Yes

IRONI
¢ IRONLLN1
BLCRITDT BLCRIT
FUCRITDT El UPCRIT NOT DATABASED

D Repeat Test: DECREASE

The hematology panel is repeated in two weeks. The iron level is also repeated.

11 Date of repeat lab test: 77/77’7/7***

day month yeor
Valve REPT| Bkpwer Limit of Normal (L(LN) Below LLN?

12 Hemoglobin: @%%Y@!\@E

13 Hematocrit: Do No D, Yes

14 RBC: HGLOB2 GLOBLINZ M No [, Yes

15 Iron level: HCRIT2 CRITLLNZ [, No [, Yes

If the repeated test confirms %eB(;évious findings, a participant is advised to seek medical hefp%?fgt}él_owf e studly.

Nevertheless, s/he com‘inuesli e &meervem‘ion. IRONLLNZ

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 293.




|
ca Ierl e Phase 2 THIS IS A REPEATING PAGE

Anemia Episode Report
PAGEID= 294

Center Number: ____ Participant Number: Participant’s Initials:
farst m

Anemia Episode (continued)

ANEMIA2 (TYPE 4)
E Medical Help Ovtside the Study:

16 Was the participant advised to seek medical help outside the study? MEDHELP<XYESNO>
[, No = If No: Indicate the reason why not:
|:1 Hematology panel and iron levels returned to acceptable values — If the hematology and iron levels
HELPRSN<TUHELP> return to acceptable values, then the
episode has resolved. Stop here,
sign the form on the last page, and
store in the participant’s binder.
[, Other (specify): HLPOTHSP<V:50>
(], Yes = If Yes: Date on which patient was advised: —_ / /

day menth yoar

F One Month Follow-up Test

if the hematology and iron levels do neft refurn to accepiable values, the hemaiology panel and iron levels are repeated one month affer

the treatment was initiated. FUMTHLDT
17 Date of one month follow-up lab test: — /___/__.__
All measurements ' - ALL<XYESNO>
<F:9:3> Valve Lower Limit of Normal (L(N) Below LLN?
18 Hemoglobin: HGLOB3 GLOBLLN3 [(JyNo [, Yes
19 Hematocrit: HCRIT3 CRITLLN3 | [JoNo [, Yes
20 RBC: RBC3 RBCLLN3 CJoNo [, Yes
21 Iron level: IRON3 IRONLLN3 [l,No [, Yes

G Temporary Disconfinvation
If anemia is not improving or worsens, the CR infervention is temporarily discontinued.
22 Was the participant temporarily discontinued from the CR intervention? TMPDIS<XYESNO>
Do No — If No: Indicate the reason why CR was not temporarily discontinued (check only one):
Dl Hemoglobin panel and iron levels returned to acceptable values — If the hemoglobin and iron levels
TMPRSN<TUANEP> return to acceptable levels, the

episode has resolved. Stop here, sign
the form on the last page, and
forward to the coordinating center

EXPLAIN<V-50> with the next batch of data forms.

DQS Other fspecffy}:
D1 Yes — If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance
immediately.

Continue to Section H, next page.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 294.
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Anemia Episode Report
PAGEID = 295 -

Anemia Episode (continued)

H Two Month Follow-up Valuve ANEMIA3 (TYPE 4)

Center Number: ____ Participant Number: Participant’s Initials:
farst m

If anemia is not improving or is worsening after the CR intervention was femporan']y discontinued for one month, the intervention

is permanently discontinued.

23 Date of two month follow-up lab test: __/_;ﬁ_/_Fi:wM-ll—IZDT
ALL<XYESNO>
Value Lower Limit of Normal ([(N) Below LLN?
24 Hemoglobin: HGLOB4 GLOBLLN4 Do No D, Yes
25 Hematocrit: HCRIT4 CRITLLN4 Da No D] Yes
26 RBC: RBC4 RBCLLN4 [(JoNo [, Yes
27 Iron level: IRON4 IRONLLN4 Do No D] Yes
All measurements

<F:9:3>

1 Permanent Discontinvation

28 Was the participant permanently discontinued from the CR intervention? PERMDIS<XYESNO>

Do No = If No: Indicate the reason why CR was not permanently discontinued (check only one):

PERMRSN<TUANEQ>

[], Hemoglobin panel and iron levels returned to acceptable values

[, Other (specify): EXPLAIN2<V:50>

[_], Yes = If Yes: Please complete the Permanent Discontinuation from CR Intervention form and fax to Safety

Surveillance immediately.

J Please provide a description of this episode including actions taken:

NOT DATABASED

Study Manager’s Signature:

Signature: Date: —_/ __ _/

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 29 5.
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Ventricular Ischemia Episode Report

Participant’s Inifials: ___

PAGEID'= 296 -

Ventricular Ischemia Episode

ISCHEMIA (TYPE 4)

This report is completed if an episode of ventricular ischemia occurs during the VO, max measurement (12 or 24 months). Reporting starts

Center Number: ____ Partidipant Number:

when it is first observed, and ends when the episode either resolves or the participant is permanently discontinued from the

CR intervention.

A Identifying information
REPORTDT

1 Date of initialreport: — _/____ /

day wonth yoar

NOT DATABASED

2 Name of person making this report:

B Date when the ventricular ischemia was observed
VOMAXDT

€ Temporary Discontinuation
The CR infervention is temporarily discontinued and a siress imaging study is recommended within two weeks.

4 Was CR temporarily discontinued and a stress imaging study ordered? TMPDIS<XYESNO>

[_], No = If No: Indicate the reason CR was not temporarily discontinued:

EXPLAIN<V:50>

[_], Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately. Continue to Section D below.

D Siress Imaging Study
If « stress imaging study confirms presence of ventricular ischemia, the CR intervention will be permanently discontinued and a participant

will follow all other study procedures to the study end.
STRESSDT

day month yoar

6 Did the study confirm the presence of ventricular ischemia?
Do No
[:‘1 Yes

E Permanent Discontinvation

ISCHEMIA<XYESNO>

n? PERMDIS<XYESNO>

Do No — If No: Indicate the reason CR was not permanently discontinued:

7 Was the participant permanently discontinued from the CR interventio

PERMRSN<TUVENT>

(L], The study did not confirm the presence of ventricular ischemia.

[, Other (specity): EXPLAIN2<V:150>

[[], Yes = If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
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Center Number: ____ Participant Number:

Ventricular Ischemia Episode Report

Participant’s Initials:
Tt middlo fet

Ventricular Ischemia Episode (continved)

F Please provide details of ECG findings including actions taken:

THIS PAGE NOT ENTERED

Study Manager’s Signature:

Signature: Date: —__ / _ __ /

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_Y9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 297.



FORM/BLOCK = DISCONTINUATION

] . ‘ )
ca Ierl Phase 2 Temporary Discontinuation
DISCTYPE<TURPTP>

THIS ISTAAREPEATING PAGE |Check one: || Inifial [] Follow-up | from CR Intervenilon
PAGEID = 298

Participant’s Initials:
first middle fast

Temporary Discontinuation

Note: Complete one form 'Ipl\e/lli:’ rBTlgoDnTIor discontinvation.
1 Date of temporary discontinuation: fdwf/fff/ff‘fi TEMPDISC (TYPE 4)

Center Number: Participant Number:

2 Reason for discontinuation {check only one):
D] Persistent potassium level > 5.5 mEq/L and < 6.0 mEq/L af any point during study, confirmed by repeat festing at 1 week
[ ], Persistent potassium level > 6.1 mEq/L at any point during study, confirmed by repeat tesfing at 48 hours
if second level is above 5.5 mEq/L
Da Treatment resistant anemia {anemia has not improved after one month of treaiment)
[, Ventricular ischemia observed with exercise (stress image performed in 2 weeks)
D5 Decrease in BMI to <18.5 at any fime
D6 Moderate depression (BDI = 20)
D, Personal reasons {specify):

PERSONAL<V:50>

Ds Other {includes any other disease or condifion that requires femporary discontinuation from infervention such as recovery from frauma,

TEMPOTHR<V:50>

surgery, or severe infections) (specify):

Participant’s Details:

Date of bivth: — __ / _ _ / Height: ___ . cm

day manth yeor

Gender: [ ] Male [ ] Female Weight: __ . kg
BMI (if applicable):

Relevant Medical History:

Relevant Concomitant Medication (do nof list medication administered fo freat this event):

Medication 8?3:11 Frequency | Route Start Date Continved Stop Date
vy | UyNe S S S—
day menth yoor D1 Yes doy meth yeor
Y S DONO —rg
day menth yeor D] Yeos doy menth year
S L Do No _‘_f'___.f____
day menth yoor |:|.| Yes dey meeith yoor
Relevant Lab Tests:
Test Date Value/Results Normal Range
—
o mert e ADDITIONAL PANEL ITEM NEXT
I Ay A — PAGE
doy month yoor
/. S
day month year
S A A ——
ey month e

Fax to Safety Surveillance at 1-866-668-7138
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(o | Ieri @ Phase 2 Temporary Discontinuation

from CR Intervention

CONTINUED FROM PAGE 298

enter Number: ____ Participant Number: Participant’s Initials:
farst

middle last

Temporary Discontinuation (continued)

Please describe any additional action taken (e.g., observation or seek medical attention outside siudly):

NOT DATABASED

Intervention Resumption

Was intervention resumed? If No: Fill out Permanent Discontinuation from CR Intervention form

If Yes: Date intervention was resumed: ____ /7 RESUMEDT
day menth yeor
Investigator’s Signature
Investigator: Date: /. R —
signalure o menth yor

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

TR T PRI Ty T eI T T eI W T T W e e W T T

Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 299.




ca Ieri e Phase 2 Permanent Discontinuation

from CR Intervention
PAGEID= 300

Center Number: Participant Number: I Participant’s Initials: e R
Permanent Discontinuation
1 Date of permanent discontinvation: ___/_ _ / _PEMD|SDT
doy - mowh yoo PERMDISC (TYPE 1)
PERMRSN<TUPERM>

2 Reason(s) for discontinuation (check only one):

D1 Persistent potassium level > 5.0 mEq/L resistant o one month of treatment

D2 Persistent potassium level = 5.5 mEq/L after CR was temporarily discontinued and restarted

Da Persistent anemia {anemia still not improving or worsening one month after temporary discontinuation)

[ ], Ventricular ischemia confirmed by stress image

Ds Decrease in BMD at the hip or spine of 5% or greater from baseline at any time during first 12 months of CR

Do Decrease in BMD at the hip or spine of 10% or greater from baseline at any time during months 12—24 of CR

[, BMD t-score at any site (hip, femoral neck, or fotal spine) of less than -2.5 at any time during study

[, Eating disorder (including anorexia nervosa, bulimia nervosa or binge eating OR experiencing a sub-threshold eafing disorder)

[, Further decrease in BMI after 1 month of increase calorie intake OR temporary discontinuation of CR intervention OR persistent
decrease in BMI (< 18.5) after CR intervention restarted

[ ,, Psychiatric disorder fincluding severe depression)

[_],, Reoccurrence of moderate dapression (D! still > 20) after CR infervention restarted 0R moderate depression that is not improving
or is worsening (BD! > 30) after temporary discontinuation of CR intervenfion

Du Maior illness or disease (e.g., cancer)

[, Trauma requiring prolonged hospitalization or bed rest for more than one month

DM Menstrual irregularities or acyclicity for more than one year (women only)

|]15 Pregnancy {women only)

[], Parficipant withdrew consent

[],, Personal reasons (specify): PERSONAL<V:50>
[Jog Cther. PERMOTHR<V:50>
Participant’s Details:
Date of birth: fdf/f —— A Height: __ _ . __ em
lay menth yeor
Gender: [ Male [ Female Weight: __ . __ kg

BMI (if applicable):

Relevant Medical History:

NOT DATABASED

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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(o | Ieri @ Phase 2 Permanent Discontinuation

from CR Intervention

Center Number: ____ Participant Number:

first midle faat

Permanent Discontinuation (continued)

Relevant Concomitant Medication {do not list medication administered to treat this event):

Medication 8?35:“ Frequency | Route Start Date Continuved Stop Date
s D Ne |
dary menth yoor den mesith yoar

Y Y D1 Yes 4 ¥
doy month yoor I_]] Yes doy month yoor
Y SR SR DONO —ry
day ameith e D1 Yes dey anesith yoar
Relevant Lab Tests: THIS PAGE NOT ENTERED
Test Date Value/Results Normal Range
—
day month yoar
A
doy month yoar
/ /.
doy month year
Y A A
day month yoar

Please describe any additional action taken fe.g., observation or seek medical attention outside study):

Investigator’s Signature

Investigator: Date: /. N
signalure doy manth yaar

CALERIE PHASE2 ANNOTATION V4.012JUN2008

Fax to Safety Surveillance at 1-866-668-7138
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FORM/BLOCK = STUDY COMPLETION

ca I eri Phase 2 Study Completion/

Early Discontinuation of Study Evaluation

PAGEID'= 302 Center Number: ____ Participant Number: ___

Participant’s Initials: ___

first middle fost

Completion/Early Discontinuation

D] Yes

1 Date of study completion or early discontinuation of study: _ _ / _S_T ED_DT_ =
day month yoar
STDCOMP<XYESNO>
2 Did the participant complete the study through Month 24?
Do No — If No: Date of last contact: ./ /  LSTCONDT

day monih year
Indicate the primary reason for discontinuation (check only one):
[ ], Consent withdrawn REASON<TUEND>
[, Lost to follow-up

[]3 Adverse event = Complete Signs, Symptoms and Adverse Events Log
« If serious adverse event, complete Sericulilgc_llyerse Event (SAE) form

day month yoar

+ Complete Signs, Symptoms and Adverse Events Log
« Complete Serious Adverse Events form
* Report cause of death as a Serious Adverse Event

[, Other speci: NOCOMPSP<V:50>

STDYCOMP (TYPE 1)

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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FORM/BLOCK = PROTOCOL DEVIATION

calerie ™

THIS IS A REPEATING PAGE

Center Number: ____ Participant Number:

Protocol Deviation
PAGEID = 304

Participant’s Initials:
first middle fast

Protocol Deviation

Please indicate below any deviations from the Calerie Protocol taken for this participant. PDEV/|ATE (TYPE 4)R
Check all that apply (one participant per form):

[ ]Baseline 1 [ JBaseline2 [ JIMonth1 [ JMonth3 [ JMonthé [ ]Monthe [ | Month12 [ ] Month 18 [ | Month 24

1IN T T 1ThA

Date of deviation: __/ /. ..D.EV.DT e
™™ ATL<xYES>

[] Informed Consent CONSENT [] Sfudy/lcbo%;cl—)%%rgclﬁe uBnes fspecify): LABEXPLN<V:50>

[ ] Inclusion/Exclusion criteria INEXCL [ ] Participant nonfasting NONFAST

[ ] Randomization/freatment assignment RANDOM [ ] Participant safety {specify): SAFETY SAFEXPLN<V:50>

[ ] Concomitant Medications CONMED L] Other fspecify): OTHER OTHEREXP<V:50>

DEVEXPLN<V:150>

Brief explanation of deviation:

[IBaseline 1 [ Baseline2 [ Month1 [IMonth3 [ Month& []Month9 []Month12 [ Month 18 [ Month 24

Date of deviation: / S
day monih year
[ Informed Consent ] Study/laboratory procedures (specify):
[ ] Inclusion/Exclusion criteria (] Participant nonasting
] Randomization/treatment assignment O Participant safety (specify):
] Concomitant Medications (] Other {specify):

Brief explanation of deviation:

[ |Baseline1 [ |Baseline2 [ JMonth1 [ IMonth3 [ JMonthé [ Month® [ IMonth12 [ Month 18 [ ] Month 24

Date of deviation: __ /. _ __/
day month year
] Informed Consent ] Study/laboratory procedures {speciy]:
[ Inclusion/Exclusion criteria [ Participant nonfasting
] Randomization/treatment assignment O Participant safety (specify):
[] Concemitant Medications [] Other fspecify):

Brief explanation of deviation:

Submissiondate: __ /. / [l Y S S

day ik L ik <L manth year

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Send to DCRI Forms Management * 2400 Pratt §t. *+ Room 0311 Terrace Level + Durham NC 27705
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 304.



PROTOCOL = CALERIE_PHASE2
STUDYBOOK = END OF CR SURVEY calerie

FORM = SURVEY .

Center Number __ Participant Number __

End of CR Survey CALSRVY (TYPE 1)

[ was helped in Neither

following my CR | Strongly Agree Agree Disagree
prescription Agree Somewhat Nor Somewhat
by... Disagree

Strongly Not

Agree Disagree | Applicable

Disagree

1. ..feeling
prepared by
what I was told

about the 3
intervention
requirements
before I started

the study. PREREQ

ALL<TUTOOL>

2. ...being
provided my
meals during
the in-feeding

period MEALS

3. ..trying the
Mediterranean
diet during the
in-feeding
period. MEDDIET

4. ..trying the
Low Glycemic
diet during the
in-feeding
period. LOWGLYC

5. ..trying the
Low-fat High
fiber diet during

the in-feeding
period_ LOWFAT

6. ..being
trained on
portion sizes 1 2 3 4 5 6 7 0
during the first
few weeks of
the study. PORTION

7...usinga 3
system (like
HMR) to 1 2 4 5 G 7 0
memorize
estimated
calories. HMRSYS

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




Center Number __

calerie

v

Participant Number __

[ was helped in
following my CR
prescription
by...

Strongly
Agree

Agree

Agree
Somewhat

Neither
Agree
Nor
Disagree

Disagree
Somewhat

Disagree

Strongly
Disagree

Not
Applicable

8. ...being
provided
recipes by the

staff. RECIP

9. ..being
provided meal
plans by the
staff.

STAFMEA

10. ...changing
which food
groups I include
in my meals and

snacks.

FOODCHG

11. ...changing
my eating
patterns (how
many times [ eat

a day). EATPATT

12. ...trying to
use a
Volumetrics
approach (i.e.,
eating low-
calorie foods of
high volume), in
order to feel
fuller on my
calorie

prescription.VO

LUMET

13. ...weighing
in at my
sessions.

WEIGHIN

14. ...weighing
myself at home.

HOMEWGT

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




Center Number __

calerie

v

Participant Number __

[ was helped in
following my CR
prescription
by...

Strongly
Agree

Agree

Agree
Somewhat

Neither
Agree
Nor
Disagree

Disagree
Somewhat

Disagree

Strongly
Disagree

Not
Applicable

15. ...using the
weight zone
graph. WGT

1
GRPH

I

4

|

16. ...self-
monitoring my
calorie intake

1

using a PDA. USEPDA

I

]

17. ...self-
monitoring my
calorie intake
using a
computer

I

]

18. ...self-
monitoring my
calorie intake
using a paper
record.

PAPEREC

I

p |

19. ..individual
sessions with
my counselors.

COUNSLR

(R

p |

20. ...written
materials and
handouts I
received during
individual
sessions.

HANDOUT

I

|

21. ...having
extra contacts
by phone with

1

my counselors.XTRPHON

(R

|

22. ..having
extra contacts
by email with

1

my counselors. XTREMAI
|

I

|

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




Center Number __

calerie

v

Participant Number __

[ was helped in Neither
followmg my CR | Strongly e Agree Agree Disagree e S‘Frongly N.ot
prescription Agree Somewhat Nor Somewhat Disagree | Applicable
by... Disagree
23. ... having
extra contacts 1 2 3 4 5 6 ~ 0
in-person with
my counselors INPRSON
24. ...attending
group sessions. 1 2 3 4 5 6 7 0
GRPSESS
25. ..written
materials and
handouts | . 2 3 4 3 6 7 0
received at
group sessions. GRPHAND
26. ...using
behavioral 1 2 3 4 5 6 7 0
contracts with
my counselors. BEHAVE
27. ...seeking
social support 1 2 3 4 o 6 - 0
of family or
friends. socsupp
28. ...being
provided meal 1 2 3 4 5 6 7 0
replacements.
REPLACE
29. ...decreasing
the frequency of 1 2 3 4 o 6 7 0
eating out.
EATOUT
30. ...increasing
fiber in my diet. 1 2 3 4 5 6 7 0
HIG?—|FIB

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




Center Number __

calerie

v

Participant

Number __

I was helped in
following my CR
prescription
by...

Strongly
Agree

Agree

Agree

Somewhat

Neither
Agree
Nor
Disagree

Disagree
Somewhat

Disagree

Strongly
Disagree

Not
Applicable

31. ...returning
to in-feeding
later in the
study (after the
first in-feeding)

INFEED

(R

e |

32...having
flexible options
and strategies
to assist my CR
(instead of one
structured
program for
everyone).

FLEXOPT

I

=]

33...being given
some of my
results during
the 2 years,
such as my total
calories
expended and
how it related to
my CR goal.

CRGOAL

I

e |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




calerie
v

Center Number __ Participant Number __

Now that you have finished the CALERIE trial, you may or may not choose to continue to follow
a CR diet on your own.

Based on how you feel now, please answer these questions about your diet behavior after you
finish CALERIE.

Neither :
Strongly e Agree g Mo Disagree e St.rongly
Agree Somewhat : Somewhat Disagree
Disagree
34. After leaving
CALERIE, [ will N 5 3 ” s p .
continue to
follow a CR diet.
POSTCR
To A Great Somewhat Undecided Very Little Not At All
Extent
35.1plan to
continue to follow
my current level of 1 2 3 4 5
CR...
CRLEVEL<TULEV>
|

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012



