Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail AgingResearchBiobank@imsweb.com. Include the website
your message.

calerie -

THIS PAGE NOT ENTERED Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: =

Direclions: Give the caller a brief overview of the study. Explain that all study details will be made clear during Screening
Visit 1. Ask for verbal consent to record personal information over the phone. Complete all phone screen questions
in order to determine eligibility. If the caller is eligible, schedule them for Screening Visit 1.
Fill in blanks and check appropriate answers.

Phone Screen

ferat

Verbal consent given by respondent: DD No D] Yes Interviewer’s initials: o
frst micdle lost
Date: /.  _/ _  Source: Age: _ __
day manth yoar
Last name: First name: poe: __ / _ _/;
day month yoor

Address: Zip:
Phone (home): Phone (work): E-mail:
Height: __ ft ___ in Weight: ___ _ _  Ibs BMI _ Gender: D1 Male |:|2 Female
Medical History

Have you been diagnosed with If Yes: Describe {being treafed/how long

or ever experienced the following: ago/symptoms/iype of /family history)

Heart attack, heartrelated chest pain, or other heart condition Do No |:|1 Yas —

Abnormal heart rhythm []0 No |:|] Yes —
Cancer Do No |:|1 Yos —
Shortness of breath or other breathing problem DO No |:|1 Yes —
Diabetes (meds) Do No |:|1 Yes —
High blood pressure {> 140/90) [,No [ Yes—
Anemia or other blood condition [JyNo [, Yes—

Thyroid or other metabolic disorder such as phenylketonuria Do No |:|1 Yos —

Stomach or digestive disorders [JyNo [, Yes—
Immunologic disorder or AIDS Do No |:|1 Yes —
Depression or any other psychiatric or neurologic disease [JygNo [ Yes—
Active liver disease and/or gallstones Do No |:|1 Yos —
Kidney or urologic disorders Do No D] Yes —
Major abdominal or chest surgery Do No |:|1 Yas —
Weight loss or gain of > 3 kg over the past 6 months [JyNo [, Yes—
Known metallic objects or implants in your body DO No |:|1 Yos —
Anaphylaxis, severe allergies ~» ~ethm~ A Y

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Phone Screen

THIS PAGE NOT ENTERED Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
Medications
1 Have you received medication for depression or any other If Yes: Specify medications:
4 : oo pross: ¥ EDNo :|1Yes—' pecify

psychiatric disease in the past year?

2 Have you received more than one episode of medication for If Yes: Specify medications:

depression or any other psychiatric disease ever? LloNo j‘ Yes =

3 Have you been treated with steroids in the last six months? LlgNo :|] Yes

4 Have you been treated with steroids for more than a month in
the past five years? [loNo [, Yes

5 Doyou c!Jrreme use regular medications other than birth Eo No :|1 Vos — If Yes: Specify medications:
control pills?

1 Are you currently pregnant or breast feeding? CloNo [, Yes
2 Do you plan to have children in the next two years? CloNo [, Yes

If Yes: Specify:
3 Do you use some form of birth control? Eo No :|l Yes — pecify

Physical Activity/Lifestyle

If Yes: Specify type and frequency

1 Over the past year, have you engaged in a regular program "
of activity:

of physical fitness involving heavy physical activity more than
5 times per week?

.
{Examples of heavy physical activity include: jogging, running, riding fast on a bicy- Ec No :|' Yes
cle for 30 minutes or more; heavy gardening or other chores for an hour or more;
aclive games or sporis such as handball or tennis for an hour or more. )

2 Have you used drugs recreationally within the past two years? [ ] No [, Yes
3 Have you smoked within the past twelve months? Lo No [, Yes
4 Have you given blood in the last 30 days? Eo No :|, Yes
5 Are you currently participating in another interventional trial? [ ] No Jl Yes
& Are you currently practicing a vegan dietary lifestyle? LloNo [, Yes
7 Do you anticipate difficulties adhering to special diets and

[loNo [, Yes

clinical visits over a two year period?

Eligibilify Information To be completed by the interviewer

Review above items marked “Yes” against Exclusion criteria. Then please mark the appropriate response below:

Eligible: | |

o No = If No: Reason for not being eligible:

El Yes — If Yes: Is participant interested in participating? Da No [:]1 Yes

L2 On hold = If on hold: For what reason?

Contact to resume screening after beingonheld: ___ / /= =
day manth yoar

Orientation (screening visit 1) scheduled:

Comments: __

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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u PROTOCOL = CALERIE_PHASE2 .
ca I e rl e Phase 2 ., 500k - CASE REPORT FORMS Screemng

PAGEID'=3

Center Number: Participant Number:

SUBJNO = INVSITE||-||PATID

FORM/BLOCK = SCREENING Visit 1 Checklist
INVSITE PATID INITIALS

Participant’s Initials:
first middle fast

Screening Visit 1 Checklist

1 Date of initial clinic visit for Screening Visit 1: _ - A ./.C.I.'lNchT
¥ monih year
Check completed items: | Other Panel Item not displayed this page:
2 []Inf d t RTNCLINIC<XYESNO CHECKLST
nrormeda consen < >
(TYPE 4)
3 [] HIPAA authorization
4 D Study video
5 [ ] study brochure
6 [ ] Weight and height measures, including BMI eligibility
7 [[] pemographic form
8 [ Stanford Activity Assessment
9 [ ] General Dietary Questionnaire
10 Eating Inventory
11 [ ] MAEDS
12 [ ] scip-i
13 [ ] BDHI
14 [ Meeting with dietitian
15 [ | Meeting with study coordinator/manager
16 [ Schedule Assessment Calendar
17 D Inclusion/Exclusion criteria review
18 Is the participant expected to return for Screening Visit 22 RETVST<XYESNO>
[, No = If No: Provide reason (check all that apply):
[ Failed an eligibiliy criterion  FAILELIG ALL<XYES>
[ Lost interest in the study LOSTINT
[ will take too much time MUCHTIME
[ ] Scheduling conflicts with work or school SCHEDULE
[ Doesn't like the study’s procedures DLKSTDPR Item not Displayed this
[[] Doesn't want to be involved in a research study DWINVSTD page:
[[J unwilling to be randomized UNWILRAN
[ Lives too far away/transportation problems TRANPROB UNABCONT
[] Needs help with child care  CHLDCARE ADDVISIT<TUADVT>
[] Refused with no explanation  REFEXPLN
[[] Other (specify): OTHER OTHERSP<V:50>
D1 Yes — If Yes: Date of scheduled Screening Visit 2: i /7'm7 e NXTVISDT

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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[
PAGEID'=4 Screenmg
Center Number: ____ Participant Number: R Participant’s Initials: e s
. N STUDYDT STUDYTM SINTIALS <V:3>
Weight date and time: i /_rm_ /= T Staff initials: S

OR Not done — Specify reason (use codelist below): STUDYND<TUND> DATEHDR (TYPE 4)

Clinic weight (if the first two measurements are more than 0.1 kg apari, measure weight a third fime):

Weight 1: - .__kgWGHT1 ALL <F:9:3>
Weight 2: . kgWGHT2 WEIGHT (TYPE 4)
Weight 3: . kg WGHT3
GWGHT
Weight of gown: . ke

Height (if the first two measurements are more than 0.1 cm apart, measure height o third time): H EIG HT (TYPE 1)

1 First height: o .__cm HGHT1
2 Secondheight: __ . cecm HGHT2
3 Thirdheightt _ . em HGHT3

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

Fax this Form to DCRI Forms Management at (919) 668-7100
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THIS PAGE NOT ENTERED Center Number: _____ Parficipant Number: ______ Parlicpant’s Initials:

first midle faat

Screening

Date: _ _ / _ _ / Maintain completed form in participant file at site.

Please print.

Demographic Questionnaire

Name:
e p— wrddle il oot noe
Street address:
City: State: __~ Zip:
Telephone (Home): (__ ) - ___ Wwork) (___ Yy -

Do you mind being called at work? [ J;No  [], Yes

Best time to call, and where:

E-mail address: Cell phone: (___ __ _ )

Do you use e-mail regularly? [ ], No [ _], Yes = If Yes: How often?

Dateofbirth: _ _ / /= Age:
day manth year

Social Security number: - -

Occupation:

Emergency Contact:

Name:

first nome lest name

Telephone: () - Relationship:

Primary Care Physician

Name:

first nome lest nome

Street address:

City: State: Zip:

Telephone: {__ _ _

— CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 B
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PAGEID' =6 Screemng

Participant’s Inifials: ___

first middle fost

Demographics

1 Date of birth: ___/___/*EO_BBT DEMOG (TYPE 1)

day month year

Center Number: ____ Partidipant Number:

2 Sex: D1 Male
E]2 Female

3 Ethnicity (check only one): [, Hispanic or Latino
D, Not Hispanic or Latino

GENDER<TUGEND>

D3 Unknown (nof reporting ethnicity) ETHNIC<TUETHN>

4 Race (check only one): D, American Indian or Alaska Native
D, Asian
[[], Native Hawaiian or other Pacific Islander
[, Black or African American
[CJs White
l:]b More than one race

RACE<TURACE>

[], Unknown

5 Marital status (check only one): Eh Married D4 Widowed
D, Divorced [15 Separated
[, single, never married  [_], Not married, but living with partner

MARSTAT<TUMARS>

& Living situation: Where do you live {check only one}: D, House
(], Apartment

[, Shelter LIVSIT<TULVSI>
D,, Dormitory
[Lss Other (specify): LIVOTHSP<V:50>

7 Education: What is the highest level of formal education that you have completed {check only one)?
(Note: if you have any questions as lo which category you fall in, please contact the study representative.)
D] Elementary school (0-8M grade)
[, 9- 11 grade EDUCATE<TUEDU>
D3 12th grade or GED
(], Some college/Associctes degree
D5 College {includes multiple degrees)
(], Nondoctoral graduate degree
[], Doctoral degree (.0, 1.0., Ph.D, etc)

8 Family income: What is the total annual income of your household {check only one}: |:|l $0-$19,999
[], $20,000-$39,999
FAMINC<TUFINC> [, $40,000-$59,999
[, $60,000-$79,999
[ $80,000-$99,999
Ds Greater than $100,000

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
Fax this Form to DCRI Forms Management at [¥Y1¥) 008-7 1UV
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THIS PAGE NOT ENTERED Center Number: Participant Number: Participant’s Initials: e R

Screening

Datecompleted: __ /[, =

day month yoar

Stanford Brief Physical Activity Survey

Section | On-The-Job Activity Please check the box next to the one statement that best describes the kinds of physical
activity you usually performed while on this job this last year. If you are not gainfully employed outside the home
but perform work around home regularly, indicate that activity in this section.

[ 1, If you have no job or regular work, check box A and go on fo Section I.

[ 5 1 spent most of the day sitting or standing. When | was at work, | did such things as writing, typing, talking on the
telephone, assembling small parts, or operating a machine that takes very litfle exertion or strength. If | drove a car or
truck while at work, | did not lift or carry anything for more than o few minutes each day.

[ | spent most of the day walking or using my hands and arms in work that required moderate exertion. When | was at
work, | did such things as delivering mail, patrolling on guard duty, mechanical work on automabiles or other large
machines, house painting, or operating a machine that requires some moderate activity work of me. If | drove a truck or
lift, my job required me to lift and carry things frequently.

[], | spent most of the day lifting or carrying heavy objects or moving most of my body in some other way. When | was at
work, | did such things as stacking cargo or inventory, handling parts or materials, or | did work like that of a carpenter
who builds structures or a gardener who does most of the work without machines.

[Je I spent most of the day doing hard physical labor. When | was at work, | did such things as digging or chopping with
heavy tools, or carrying heavy loads {bricks, for example] to the place where they are to be used. If | drove a truck or
operated equipment, my job also required me to do hard physical work most of the day with only short breaks.

Section Il  Leisure-Time Aclivity Please check the box next to the one statement that best describes the way you spent
your leisure time during most of the last year.

L] Most of my leisure time was spent without very much physical activity. | mostly did things like watching television, reading
or playing cards. If | did anything else, it was likely to be light chores around the house or yard, or some easy-going
game like bowling or catch. Only occasionally, no more than once or twice a month, did | do anything more vigorous,
like jogging, playing tennis or active gardening.

[]. Weekdays, when | got home from work, | did few active things. But most weekends | was able to get outdoors for some
light exercise—going for walks, playing a round of golf {without motorized carts} or doing some active chores around the

house.

[, Three times per week, on the average, | engaged in some moderate activity—such as brisk walking or slow jogging,
swimming or riding a bike—for 15-20 minutes or more. Or | spent 45 minutes fo an hour or more doing moderately
difficult chores—such as raking or washing windows, mowing the lawn or vacuuming—or playing games such as double
tennis, or basketball.

[ ], During my leisure time over the past year, | engaged in a regular program of physical fitness involving some kind of
heavy physical activity at least three times per week. Examples of heavy physical activity are: jogging, running or riding
fast on a bicycle for 30 minutes or more; heavy gardening or other chores for an hour or more; active games or sports
such as handball or tennis for an hour or more; or a regular program involving calisthenics and jogging or the equivalent

for 30 minutes or more.

[, Over the past year, | engaged in @ regular program of physical fitness along the lines described in the last paragraph (1)
but | did it almost daily—five or more fimes per week.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participont’s lnifiols:
PO nor sunmir re PLKil. Kerain ar site ar secvure jecarnon.
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THIS PAGE NOT ENTERED Center Number: ____ Participant Number:

Datecompleted: /. /  ORNotdone — Specify reason (use codelist below):

day monfh yaar

Screening

Participant’s Initials:
fir

it middle ferst

Eating Inventory

When | smell a sizzling steak or see a juicy piece of medt, | find it very
difficult to keep from eating, even if | have just finished a meal.

(], True [, False

2 | usually eat too much at social occasions, like parties and picnics. [ ], Trve [],False

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

8 eating anymore. L True [, False

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. [ ], Trve [],False
Sometimes things just taste so good that | keep on eating even when |

7 am no 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 Llife is oo short to worry about dieting. [ ], True [ ], False
Since my weight goes up and down, | have gone on reducing diets more

1 y weight g P g 9 [ ], True [ ], False
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. [ ] 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. L], 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 to

17 eating then. L], True [, False
While on a diet, if | eat food that is not allowed, | consciously eat less for

B . period of time to make up for it. L True [, Folse

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant's Initials:
Do not submit to DCRI. Retain al site at secure location.
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THIS PAGE NOT ENTERED Center Number: ____ Participant Number:

Eating Inventory (continued)

Screening

Participant’s Initials:
——

it middle foat

19 Being with someone who is eating often makes me hungry to eat also. L], True [, False
20 When | feel blue, | often overeat. [ ], True [, False
| enjoy eating too much to spoil it by counting calories or watching
21 my weight. [], True [ ], False
When | see a real delicacy, | often get so hungry that | have to eat
22 right away. L], True [, False
| often stop eating when | am not really full as a conscious means of
23 limiting the amount | eat. [, True - [, Folse
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. L] True [, False
| am always hungry so it is hard for me to stop eating before | finish the
26 . don kD [ ], True [, False
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. [ ], True [, False
33 | do not eat some foods because they make me fat. L] True [, False
34 | am always hungry enough to et at any time. [ ], True [ ], False
35 | pay a great deal of attention to changes in my figure. [ ], True [ ],False
While on a diet, if | eat a food that is not allowed, | often splurge and eat
e high calorie foods. L] True L Folse
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 | »
ipant’s Initials: T s
Do not submit to DCRI. Retain al site at secure location.
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THIS PAGE NOT ENTERED
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Eating Inventory (continued)

Center Number:

Screening

Participant Number: Participant’s Initials:

Please check one answer that is most appropriate to you for each question below.

o fost

How often are

ou dieting in a conscious

7 confroryour weight? [y Rarely [ ], Sometimes [ ], Usually [ ], Always
Would a weight fluctuation of 5 pounds :
38 et the way you live your life? [, Rarely [, Sometimes [, Usually  [], Always
39 How often do you feel hungry? (o Rarely []; Sometimes [, Usually [], Always
Do your feelings of guilt about overeatin :
40 helgyou to cogfrol )gour food intake? ? [, Rarely [, Sometimes [, Usually  []; Always
How difficult would it be for you to stop . £
41 eating halfway through dinner and not eat [, Easy - L], Shghrl)f q.fhculr
toribe nostfocr Eour [, Moderately difficult ], Very difficult
a2 How conscious are you of what you are [, Not at all [, Slightly
eating? [, Moderately [, Extremely
43 How frequently do you avoid “stocking up” [, Almost never [, Seldom
on tempting foods? [, Usually [, Almost always
aq 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 [N [] Rorely [, Often [ Al
Splurge alone? b Never [, Rarely [],Often [, Always
ag How likely areglou 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
as How likely are you to consciously eat less [, Unlikely [ ], Slightly likely
than you want? [L], 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? “| start dieting in the [, Not like me
morning, but because of any number of [ Litte like me
50 things that happen during the day, by y IS .
evening | have given up and eat what L, P"e”Y‘QOOd descripfion of me
| want, promising myself to start dieting L], Describes me perfectly
again 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”
(15 Constantly limiting food intake, never “giving in”

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 et midde

icipant’s Initials:
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THIS PAGE NOT ENTERED Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s

Datecompleted: /. /

day month yaar

Multiaxial Assessment of Eating Disorder Symptoms (maeps)

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

Never | Very |Rarely | Some- | Often | Very [Always
Rarely times Often

Dd Dé

1 Fasting is a good way to lose weight.

L]
[
[
[
.

2 My sleep isn’t as good as it used to be.

(5]

HE R NN NN N R NN S R N .
HE RN NN RN N R NN AN R N .
HEpER NN NN N R R S N R .
HEEER N RN RN N N AN N N R

(=2

w
IS
[
o
~

HE NN NN N RN N RN R RN R
O | g ddid | dyo oK

3 | avoid eating for as long as | can.

=T
(<]
(=3
=
(7
o
~

4 Certain foods are “forbidden” for me to eat.

L5
w
o
~

5 | can't keep certain foods in my house because | will
binge on them.

-
(5]
(x3
=
(7}
o
~

OO0 |o|lo|o

[

6 | can easily make myself vomit.

(<]
[x3
=
o
-~

7 | can feel that being fat is terrible.

=
(<]
(3
=
(7
o
~

8 | avoid greasy foods.

(=)
[xy
=
[
o
~

9 It's okay to binge and purge once in a while.

=
(<]
{3
o
~

10 | don’t eat certain foods.

11 | think | am a good person.

-
(]
L
=
[
o
-~

Olglolololo

n

12 My eating is normal.

(<]
(=}
=
o
~

13 | can’t seem to concentrate lately.

=
(<3
(=3
IS
(7
o
~

14 | try to diet by fasting.

[
w
~
[
o
~

15 | vomit to control my weight.

=T
(<]
{3
o
~

16 Lately nothing seems enjoyable anymore.

(=]
L=
=
[
o
~

Jlolo|o|o

Lo

17 Laxatives help keep you slim.

-
<]
L3
=
o
b

18 | don’t eat red meat.

-

5]
x3
o
~

19 | eat so rapidly | can’t even taste my food.

[
[
[

o
-~

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 ficipant’s Initials:
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THIS PAGE NOT ENTERED Conter Numbor: _____

Participant Number:

Screening

Participant’s Initials:
[

it middle ferst

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. (O O O | O f O |
21 :;l:?; Ifefzt;_-ilnlgl.oqfed, | must do something to rid myself O lo o o o oL | o
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. O (O, O O O O | O
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. L O | O | O | s | O | O5
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 iponts eicls: ____
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Screening

THIS PAGE NOT ENTERED Contor Number: _____ Particpant Number: ________ Portidpont’s Infials: ______

Never | Very | Rarely | Some- | Often | Very |Always

Rarely times Often

39 Recently | have felt pretty blue. Lo O O | O f O | O | L
40 | am obsessed with becoming overweight. OO | O, O O O O
41 | don’t eat fried foods. L O | O | O | O | O | O,
42 | skip meals. O 0, | O, ) O, | O | O, | G
43 Fat people are unhappy. LoD O | O f s | O | L,
44 People are too concerned with the way | eat. L O, O, O, f O O | O
45 | feel good when | skip meals. Lo L O | O f s | Ol | L,
46 | avoid foods with sugar. O (O, | O | O ) O | O | L,
47 | hate it when | feel fat. (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. L) O O O | O | O | L,
51 | feel guilty about a lot of things these days. L O 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. OO, O, O O | O | O,

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Calerie Phase 2_CRF_V9.0_28 SEP 2010

Do not submit to DCRI. Retain al site at secure location.
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calerie ™

THIS PAGE NOT ENTERED Center Number: ____ Porticipont Number: _____ Participant’s Inifials: ___

Datecompleted: __ /. /

ay month year

Structured Clinical Interview for DSM-IV (SCID-11)

Screening

first middle fost

1 Have you avoided jobs or tasks that involved having to deal with a lot of people? [ oNo [ Yes
2 Do you avoid getting involved with people unless you are certain they will like you? CloNo [, Yes
3 Do you find it hard to be “open” even with people are you close to? [ oNo [ Yes
4 Do you often worry about being criticized or rejected in social situations? Do No D] Yes
5 Are you usually quiet when you meet new people? CloNo [ Yes
6 Do you believe that you're not as good, as smart, or as atiraclive as most other people? Do No D‘ Yes
7  Are you afraid to hry new things? CloNo [ Yes
s Do you need a lot of advice or reassurance from other before you can make ] (]
everyday decisions—like what to wear or what to order in a restaurant? o No h Yes
9 Do you depend on other people to handle important areas in your life such as finances, n ]
child care, or living arrangements? o No y Yes
10 Do you find it hard to disagree with people even when you think they are wrong? CloNo [, Yes
11 Do you find it hard to start or work on tasks when there is no one to help you? [ loNo [, Yes
12 Have you often volunteered to do things that are unpleasant? Do No D1 Yeos
13 Do you usually feel uncomfortable when you are by yourself? CloNo [ Yes
14 When a close relationship ends, do you feel you immediately have to find ] ]
someone else to take care of you? oNo L Yes
15 Do you worry a lot about being left alone to take care of yourself? DO No D1 Yes
16 Are you the kind of person who focuses on details, order, and organization or ] []
likes to make lists and schedules? o No h Yes
17 Do you have trouble finishing jobs because you spend so much time trying to get things ] ]
exactly right? o No 1 Yes
18 Do you or other people feel that you are so devoted to work (or school) that you have no H ]
time left for anyone else or for just having fun? o No h Yes
19 Do you have very high standards about what is right and what is wrong? [ loNo [ Yes
20 Do you have trouble throwing things out because they might come in handy some day? Do No D1 Yes
gy Isit hard for you to let other people help you unless they agree to do things exactly [] []
the way you want? o No g Yos
Is it hard for you to spend money on yourself and other people even when you have
gy Kb oy P yony peopl y [LNo [T, ves
gh?
23 Are you often so sure you are right that it doesn’t matter what other people say? CloNo [ Yes
24 Have other people told you that you are stubborn or rigid? [ loNo [, Yes
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 ports titils:
Do not submit to DCRI. Retain at site at secure location.
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 14
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L
Screening
THIS PAGE NOT ENTERED Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
Structured Clinical Interview for DSM-IV (SCID-II) (continved)
25 When someone asks you to do something that you don’t want to do, do you say “yes” 1, =
but then work slowly or do a bad job? ke i
26 If you don't want to do something, do you often just “forget” to do it? ClNe [, Yes
Do you often feel that other people don’t understand you, or don’t appreciate
2/ how much you do? DO e Dl L=
28 Are you often grumpy and likely to gef into arguments? [lNe [, Yes
29 Have you found that most of your bosses,. reuchers, supervisors, doclors, and others D
who are supposed to know what they are doing redlly don’t? Lo Ne 1 Tes
30 Do you often think that it's not fair that other people have more than you do? Do No D] Yos
31 Do you often complain that more than your share of bad things have happened to you? Do No D1 Yos

32 Do you often angrily refuse to do what others want and then later feel bad and apologize? [ ] No [, Yes

33 Do you usually feel unhappy or that life is no fun? [, No [, Yes
14 Egoz?;;bjii\irfe?that you are basically an inadequate person and often don’t feel good Do No D| Ves
35 Do you often put yourself down? |:|o No D, Yes
a6 Doyov keep thinkin.g about ba_d things that_ have happened in the past or [(Ino [, ves
worry about bad things that might happen in the future? 1
37 Do you often judge others harshly and easily find fault with them? |:|(J No D] Yes
38 Do you think that most people are basically no good? DO No [, Yes
39 Do you almost always expect things to turn out badly? LlNo [ Yes
40 Do you often feel guilty about things you have or haven’t done? CloNe [, Yes
41 Do you often have to keep an eye out to stop people from using you or hurting you? |:|° No D1 Yes
a2 ::::; z:t;;f;e;gua‘:::rzf‘:ir;;wondeﬁng if you can trust your friends or Do o D, Ves
a3 :.: ::l.;“ﬁ::ler::a; gl:,li: :eys:):;r to let other people know much about you because [hNo [, ves
44 Do you often detect hidden threats or insults in things people say or do? Du No D] Yes
as Are you the kind c:l: person wh? holds grudges or takes a long lime to forgive I:Io No [, Yes
people who have insulted or slighted you? 1
a6 ::i:rt‘:e;i'ren:n::)‘:;eople you can’t forgive because they did or said something to you (N [, ves
47 Do you often get angry or lash out when someone crilicizes or insults you in some way? LlNe [ Yes
48 Have you often suspected that your spouse or partner has been unfaithful? Dn No D] Yes

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 cipan’s lnifiok:
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THIS PAGE NOT ENTERED Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e

Screening

middle last

Structured Clinical Interview for DSM-IV (SCID-II) (continved)

49

When you are out in public and see people talking, do you often feel that
they are talking about you?

DONO

D1 Yes

50

Do you often get the feeling that things that have no special meaning to most people
are really meant to give you a message?

I:‘ONO

D1 Yes

When you are around people, do you often get the feeling that you are being walched
or stared af?

Do No

D1 Yes

52

Have you ever felt that you could make things happen just by making a wish or thinking
about them?

DONO

D1 Yes

53

Have you had personal experiences with the supernatural?

DQNG

D1 Yes

54

Do you believe that you have a “sixth sense” that allows you to
know and predict things that others can’I?

DONO

D1 Yes

55

Does it often seem that objects or shadows are really people or animals or
that noises are actually people’s voices?

l:‘o NO

D1 Yes

56

Have you had the sense that some person or force is around you, even though
you cannol see anyone?

DONO

D1 Yes

57 Do you often see auras or energy fields around people? Do No D1 Yes
58 Are there very few people that you're really close to outside of your immediate family? Do No D1 Yes
59 Do you often feel nervous when you are with other people? CloNo [, Yes
60 s it NOT important to you whether you have any close relationships? Do No D1 Yes
61 Would you almost always rather do things alone than with other people? Do No D1 Yes

62

Could you be content without ever being sexually involved with anyone?

I:‘ONO

D1 Yes

63

Are there really very few things that give you pleasure?

DONQ

D1 Yes

64

Does it NOT matter to you what people think of you?

DONO

D1 Yes

65

Do you find that nothing makes you very happy or very sad?

Do No

D1 Yes

66

Do you like to be the center of altention?

DONO

D1 Yes

67

Do you flirt a lof?

DONO

D1 Yes

68

Do you often find yourself “coming on” to people?

DONO

D1 Yes

69

Do you Iry to draw altention to yourself by the way you dress or look?

Do No

D1 Yes

70

Do you often make a point of being dramatic and colorful?

DONO

D1 Yes

71

Do you often change your mind about things depending on the people you're with
or what you have just read or seen on TV?

DQNG

D1 Yes

72

Do you have lots of friends that you are very close to?

DO No

D1 Yes

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Do not submit to DCRI. Retain al site at secure location.

Calerie Phase 2_CRF_V2.0_28 SEP 2010 2010 DCRI — Confidential
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THIS PAGE NOT ENTERED Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e

Screening

middle last

Structured Clinical Interview for DSM-IV (SCID-II) (continved)

73 Do people often fail to appreciate your very special talents or accomplishments? [ lNo [ Yes
74 Have people told you that you have too high an opinion of yourself? |:o No |:’,| Yes
75 Do you think a lot about the power, fame, or recognition that will be yours someday? DO No |:|1 Yes
76 Do you think a lot about the perfect romance that will be yours someday? Eo No ‘:L Yes
77 When you have a problem, do you almost always insist on seeing the top person? []0 No |:|1 Yes
78 Do you feel it is important to spend time with people who are special or influential? l:o No |:|1 Yes
79 Is it very important to you that people pay altention to you or admire you in some way? Do No |:|1 Yes
80 Do you think that it’s not necessary to follow certain rules or social conventions Eo No I:L Ves

when they get in your way?

81 Do you feel thal you are the kind of person who deserves special lreatment? Do No D] Yes

82 Do you often find it necessary to step on a few toes to get what you want? |:o No |:’1 Yes

83 Do you often have o put your needs above other people’s? [N [ Yes
Do you often expect other people to do what you ask without question

8% Lecause of who you are? [lone [, ves

85 Are you NOT redlly interested in other people’s problems or feelings? DO No |:|1 Yes
86 Have people complained to you that you don't listen to them or care about their feelings? ’:0 No |:|1 Yes
87 Are you often envious of others? [loNo [, Yes
88 Do you feel that others are often envious of you? [__0 No |_|1 Yes
89 Do you find that there are very few people that are worth your lime and altention? [oNo [ Yes

90

Have you often become frantic when you thought that someone you really cared about was ]
going to leave you? o No

I:L Yes

Do your relationships with people you really care about have lols of extreme ups and downs? DO No

|:|] Yes

92

Have you dll of a sudden changed your sense of who you are and where you are headed? Eo No

‘:L Yes

93

Does your sense of who you are often change dramatically? [, No

|:|] Yes

94

Are you different with different people or in different situations, so that you ]
somelimes don't know who you really are? o No

|:|1 Yes

95

Have there been lots of sudden changes in your godls, career plans, religious beliefs, and so on? DO No

D] Yes

96 Have you often done things impulsively? [__0 No |—I1 Yes
97 Have you hried to hurt or kill yourself or threatened to do so? DO No |:’1 Yes
98 Have you ever cut, burned, or scratched yourself on purpose? [] o No I:L Yes
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 ficipant’s Inifiols: ___
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Screening

THIS PAGE NOT ENTERED Conter Number: _____ Parficipant Number: ________ Porfidpont’s Inifiols: _______
99 Do you have a lot of sudden mood changes? Do No D1 Yes
100 Do you often feel emply inside? Do No EL Yes
101 Do you often have temper outbursts or get so angry that you lose control? [loNo [, Yes
102 Do you hit people or throw things when you get angry? Do No D1 Yes
103 Do even little things get you very angry? Do No D1 Yes
104 :ﬁpf';:;\dy::r;re under a lot of stress, do you gel suspicious of other people or feel especia"y DO No EL Ves
105 Before you were 15, would you bully or threaten other kids? Do No EL Yes
106 Before you were 15, would you start fights? Do No D1 Yes

Before you were 15, did you hurt or threaten someone with a weapon, like a bat, brick,
107 broken bottle, knife, or gun? Do No D1 Yes

Before you were 15, did you deliberately torture someone or cause someone physical pain
108 and suffering? DO No D1 Yes
109 Before you were 15, did you torture or hurt animals on purpose? DO No El1 Vi
Before you were 15, did you rob, mug, or forcibly take something from someone by
1o threatening him or her? oo L, ves
m Before you were 15, did you force someone to have sex with you, to get undressed in front ] ]
of you, or to touch you sexually? o No 1 Yes
112 Before you were 15, did you set fires? Do No D1 Yes
113 Before you were 15, did you deliberately destroy things that weren’t yours? [ ],No [, Yes
114 Before you were 15, did you break into houses, other buildings, or cars? [N [, Yes
115 Before you were 15, did you lie a lot or “con” other people? Do No EL Yes
Before you were 15, did you somelimes steal or shoplift things or forge
116 omeone’s signature? [lono [, ves
117 Before you were 15, did you run away from home and stay away overnight? Clne [, Yes
Before you were 13, did you often stay out very late, long after the lime you were
s supposed to be home? mo No rl1 Yes
119 Before you were 13, did you often skip school? Do No D1 Yes

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 ficipant’s Initials:
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PAGEID'= 22

Center Number:

Screening Visit 2 Checklist

Display RTNCLINIC<XYESNO>

1 Did participant return for Screening Visit 2?
[, No = If No: Skip to question 15 and provide reason.
D1 Yes — If Yes: Date of initial clinic visit for Screening Visit 2:
Check completed items:
[] Fasting blood sample
[] Urine sample
D Vitals (temperaiure, pulse, blood pressure)
L] ece
[] Medical and medication history
[] Concomitant medications log

[ Physical examination

0 0 N & n o~ e N

[ Barriers interview
10 [ Body morph assessment

11 [ Additional interviews (SCIDH! and/or IDED-Y)

13 14-day food record procedure reviewed
14 [ Meeting with study coordinator/manager

15 Is the participant expected to return for Screening Visit 3?
[L], No = If No: Provide reason {check ail that apply):
[L] Failed an eligibility criterion
|:| Lost interest in the study
|:| Will take too much time
[] scheduling conflicts with work or school
[[] Doesn't like the study’s procedures
[[J Doesn't want 1o be involved in a research study
[] unwilling to be randomized
[ tives too far away/transportation problems
[ Needs help with child care
[[] Refused with no explanation

[ TUnable to contact Display UNABCON
|_| Other {specify):

Screening
Visit 2 Checklist

Participant Number:

e S CHECKLST

(TYPE 4)

SAME AS PAGE 3

12 [[] Meeting with dietitian o review dietary screening questionnaire

T

Participant’s Initials:
farst m

day

D1 Yes — If Yes: Date of scheduled Screening Visit3: _  / ~  /

year

Calerie Phase 2_CRF_V9.0_28 SEP 2010

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
Fax this Form to DCRI Forms Management at (919) 668-7100

2010 DCRI — Confidential

CRF, page 22



caleri @ Phase 2 Baseline Submission 1

PAGEID = 23 Screenmg

Center Number: ____ Participant Number:

Participant’s Initials:
farst m

] No display STUDYND,
Date completed: ——/—SameAspaged- | STyDYTM or SINITIALS DATEHDR (TYPE

Screening Medical History

List any clinically significant pre-existing condition(s).

ASSESS<TUNCHY> Assessments

Body System
BODYSYS<TUBODY> No Yes If Yes, Specify Diagnosis
1 Head, Ears, Eyes, Nose, Throat Do = MEDHIST (TYPE 4)PS
2 Dermatologic e - YESEXP<V:100>
3 Cardiovascular Do D‘ —
4 Respiratory L 1~ CODELIST TUNCHY
5 Gastrointestinal Do D‘ - 0 = NO/NOCHANGE
1=YES

& Endocrine/Metabolic Do =
7 Genitourinary o =
8 Neurological Do =
9 Blood/Lymphatic Ul =
10 Musculoskeletal Do =
11 Hepatic Cl o
12 Drug Allergies R O,-
13 Other Allergies L =
14 Psychological/Psychiatric o O,-
15 Other (including contraception methods, O, -

females only)

Physician’s Signature

NOT DATABASED bate:NOT DATABASED

Signature: ey el
day manih year

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Retain this form at site at secure location until parlicipant reassessed at baseline visit.
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Baseline Submission 1

.
PAGEID'= 24 THIS IS A REPEATING PAGE screen"‘g
Center Number: Participant Number: I Participant’s Initials: ey e
Date completed: ____/ _____/ SAME AS PAGE 23

day month

year

DATEHDR (TYPE 4)

Medication History

Record any medications taken from 6 months prior through screening period, including overthe-counter and prescription drugs,
vitamins, supplements, and herbal medications. Include any steroid use within the last 5 years.

Medication Start Date Stop Date Indication
“”'EDNUM <l-2> Y A , , PRIORMED (TYPE 4)R
day manth yea duy menth year
MEDS <V:100> MEDSTRDT or [ ], Continuing
L MEDSTPDT
2 Tap | meh I S —
or [, Continuing MEDCONT <XYES>
3 Ty e g Ty _r.-\:h_f_;:-__
OR |:|1 Continuing MEDIND <V:110>
4 Hor | weh e _d:}f_.{_n;h_f_;:-__
OR |:|1 Continuing
5 Tar e _d'_:_n:h_f__y:__
OR D1 Continuing
6 S A I A S
day month e duy month year
WHODRUG—BZ OR D1 Continuing
WHONAME<\/:80>
WHOCODE <V:32> , , , ,
7 WORKFLOW <V:5> o T W T e
CODER <V:20> or [_], Continuing
CODETM<DATETIME>
8 CONFLVL <V:2> ]—’r—“:h—"——wr— —da},—f—@h—f——}!n——
MATCHES <V:4> or []; Continuing
9 dqr -t ":‘w;h = e r.e.q’ d‘}’ -'_wnlh -t ).EJ
OR |:|1 Continuing
WHODRUG_ATC_B2
10 ATCTERM<V110> —dw—"{—wmh—”—?o—— —dcv—‘f—nrﬂr‘f——wa’——
éTESC?_I?Ein(,)? OR |_|1 Continuing
VVWVURNNFLUZSV.O
" CODETM2 <DATETIME Y Y A o
CONFLVL2<V2> day menth yeal day menth .)rea:
MATCHES2<V:4> ot [}, Continuing
CODER2<V:20>
—_— e | — e
' 2 da month year doy month Feal

OR |:|1 Continuing

Page Numbering: Sequentially number each page in the right hand corner, ie. 24.1, 24.2, 24.3. Insert additional pages as needed.
Retain at site at s~+==~ lasmBam Cubadid willh Aovonncilond Madicalon | an fax Decalina €xlyyicsion 1.

Caloie Phase 2. CrF_v9.0 25572 CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

CRF, page 24.
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L]
Screening
THIS PAGE NOT ENTERED Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
Physical Examination
Date of examination: ___ /.~ / = OR Not done = Specify reason (use codelist below):
day month yoar
Assessments
Body System If Abnormal or Not Done: Explain

Normal | Abnormal |Not Done
1 General appearance: D1 L,— =
2 Head, Ears, Eyes, Nose, Throat: ], ,— o=
3 Neck D1 b o7
4 Heart: D] ,— o=
5 Llungs: D1 Do_’ D97 -
6 Abdomen: [_]1 ,— o=
7 Lymph nodes: D1 Do_' Ce,—
8 Extremities/Skin: L], L, — o=
9 Neurological: L], Ll,— [
10 Musculoskeletal: ], 1,- o=

Not

Normal | Abnormal | o C,
11 Genitourinary: ], - e
12 Breast: ], - o=
Physician’s Signature
Signature: ] Rt ! A

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 yer
* Not done at this examination OR Referred participant to primary care physician for exam.

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

Do not submit to DCRI. Retain at site at secure location.
Calerie Phase 2_CRF_Y9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 25



calerie Phase 2 Screening

PAGEID'=26 Visit 3 ChGCI(IiS'I

Participant’s Inifials: ___ -
first middle fost

Screening Visit 3 Checklist

1 Did participant return for Screening Visit 3?

Center Number: ____ Participant Number: ___

[, No = If No: Skip to question 5 and provide reason.
D Yes = If Yes: Date of initial clinic visit for Screening Visit3: _  / /
‘ 9 CHECKLST

day month year

Check completed items: (TYP E 4)

2 [ Reviewed all lab results (blood, urine, and pregnancy fest)

3 [ Repeated blood sample, if needed
SAME AS PAGE 22

H

] 14<day food record collected and reviewed

5 Has the participant been contacted and agreed to additional visit (check only one)?

[, No, no additional visits = If No additional visits: Provide reason (check all that apply):
(| Failed an eligibility criterion
[ Lost interest in the study
[ ] Will take too much time
] Scheduling conflicts with work or school
(] Doesn't like the study’s procedures
] Doesn't want to be involved in a research study
(] Unwilling to be randomized
(] Lives too far away/transportation problems
[ Needs help with child care
[ ] Refused with no explanation
[ ] Unable to contact
(] Other (specify):

[], Yes = If Yes: Additional visit scheduled (check only one):

[[], Screening Visit 4 = Date of scheduled Screening Visit 4: _

Tday  month  year

Display Dz Baseline visit = Date of scheduled Baseline Visit: __ / /
ADDVISIT<TUADVT> ™ - =

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
Fax this Form to DCRI Forms Management ot (919) 668-7100
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caleri @ Phase 2 Screening

PACETER Visit 4 Checklist

Participant’s Initials: S
fir

rat middle fast

Center Number: ____ Participant Number:

Screening Visit 4 Checklist Optional—Submit this form only if Screening Visit 4 was scheduled

1 Did participant return for Screening Visit 4?2
[, No = If No: Skip to question 4 and provide reason.
D1 Yes = If Yes: Date of initial clinic visit for Screening Visit 4: i 4 — A ,.;;"" CHECKLST
(TYPE 4)

Check completed items:

2 D Reviewed all lab results (blood, urine, and pregnancy fesi)

3 [] l4-day food record collected and reviewed (if needed) SAME AS PAGE 22

4 Has the participant been contacted and agreed to proceed with a Baseline Visit (check only one)?

], No = If No: Provide reason (check all that apply):

[ Failed an eligibility criterion

[ Lost interest in the study

I will take too much fime

[] scheduling conflicts with work or school

[ ] Doesn't like the study’s procedures

[ ] Doesn't want 1o be involved in a research study

[] Unwilling to be randomized

[ Lives too far away/transportation problems

[ Needs help with child care

[[] Refused with no explanation

[T Unable to contact

[[] Other {specify):
D1 Yas = If Yes: Date of scheduled Baseline Visit: ./ /

" monih year

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Fax this Form to DCRI Forms Management at (919) 668-7100
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential CRF, page 27
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ca I e rl Phase 2 Baseline Submission 1
FORM/BLOCK = BASELINE1

PAGEID = 28 VISI" '

Participant’s Initials: ___

first middle lost

Informed Consent

. RTNBL<XYESNO> CONSENT (TYPE 1)

Did participant present for baseline visit?
[], No — If No: Specify reason (check only one): [, Failed an eligibility critefdd ekl @pant no Idhgbrae¥iESireria)
[, Lost interest in the studyLOSTINT
D3 Will take too much timeMUCHTIME
Ua Scheduling conflicts with work or SB&HEDULE
[ Doesn't like the study’s proce@ied€ STDPR
[, Doesn’t want to be involved in a researcDMKINVSTD
[, Unwilling to be randomizéd\WILRAN
[, Lives too far away/transportation probldRANPROB
[, Needs help with child o@el [uD@#kREed child care needs)
[0 Refused with no explarRfisREXPLN
[],; Unable to contact ~ UNABCONT

Center Number: Participant Number:

[TJye Other fspeciy): OTHER OTHERSP<V:50>
D1 Yes
2 Date and time study baseline informed consent signed: __ E(?ESL\ITPI* e *CONSNT,TM
day month year 00:00 fo 23:59

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
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calerie -2

PAGEID = 28A

Center Number:

Baseline Submission 1

Participant Number: ___

Visit 1

Participant’s Initials:

fiest middle losr

Informed Consent Detail

CONSENTD (TYPE 2)

Ti 2
sSee etk seono<ia> PS
SEQNO<I:3> CNSNTDTL<TUCSTD>  check only one
' Parficipant consenf given Porficmant t alv
Sample type for future studies by arfiepant consent given Participant consent
for future studies by
Calerie and external not given
Calerie
SAMPTYPE<TUSAMT> investigators
1 1 Blood archive ], 1= O, 2= L, 3=
2+ 2 Urine archive Dl D; Da
33 3 Muscle biopsy archive ], (], .
4 4 Fat biopsy archive ], A A
<TUSAMT> <TUCSTD>

1= 1 BLOOD ARCHIVE
2= 2 URINE ARCHIVE
3= 3 MUSCLE BIOPSY ARCHIVE

4= 4 FAT BIOPSY ARCHIVE

1= 1 EXTERNAL INVESTIGATORS

2= 2 CALERIE CONSENT

3= 3 CONSENT NOT GIVEN

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Baseline Submission 1

Visit 1

PAGEID = 29
Center Number: _____ Participant Number: I Participant’s Inifials: ___ S
first middle lost
Weight date and time: /. / : PP
9 day manth year 00:00 io 2359 Staff initials: Tt middle Tt

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

DATEHDR (TYPE 4)

SAME AS PAGE 4
Clinic weight (if the first ftwo measurements are more than 0.1 kg apart, measure weight a third fime):

Weight 1: — kg WEIGHT (TYPE 4)
Weight 2: . kg

Weight 3: kg

Weight of gown: - .__kg

Assessment date and fime: ____/______/ VITALDT ___VITALTM VITALS (TYPE 3)

If waist measurement not done = Specify reason (use codelist below): WUND<TUND>

SINTIALS
1 Natural waist measurement Staff initials:
(if the first fwo measurements are more than 1.0 ecm apart, measure natural waist circumference « third time): fiat wicdle fot
Natural waist measurement 1: L ﬂ'VEA@l_ cm
All measurements <F:9:3>
Natural waist measurement 2: o ﬂM£A§2_ cm unless otherwise indicated
Natural waist measurement 3: WMEAS3 cm

2 Umbilical point waist measurement (if the first iwo measurements are more than 1.0 cm apart, measure
umbilical point waist circumference a third time):

Umbilical point waist measurement 1:  ___ UMEAS1 ¢m
Umbilical point waist measurement 2:  ___ wEA‘S_Z_ cm
Umbilical point waist measurement 3:  ___ WE_AS_S’_
PINTIAL <\:3>
PULSE<I:3> PULND<TUND> o
3 Pulse: _______ bpm OR Not done — Specify reason (use codelist below): ___ Staff initials: T Ay
e e e A e TINTIAL <V:3>
TEMP TVIPND<TUOND>
Staff initials:

4 Temperature: °C OR Not done = Specify reason (use codelist below): __

RESPIDS — RINTIAI"<v:3>
RESPNDITUNDS —
5 Respirations: ______ perminute OR Not done — Specify reason (use codelist below): ___ Staffinitials:
BPARM<TIUARM> BRINTIAL <\/:3>
6 Blood pressure (check only one): [, Left arm D, Right arm Staff initials: e
BPSYS1 BPDIAL BP1TM
MjoBhbarell pressure 1~~~/ mmHg Time: ____:____ OR Notdone — BPND<TUND>
Pressures <|:3> ysiolc duastolic 00:0010 23:59 Specify reason (use codelist below):
BPSYS2 BPDIA2 BP2TM
6b Blood pressure2: =~/ mmHg Time: __ .
systolic diastolic 00:00 fo 2359
BPSYS3 BPDIA3 BP3TM ALL TIMES ASSOCIATED WITH
6¢ Blood pressure3: mmHg Time: . | VITALDT
sysiolic diastolic 00:00 0 23:59

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 -2

PAGEID = 30

Center Number: _____ Participant Number:

Baseline Submission 1

Visit 1

Participant’s Initials:

fiest middle losr

Date and Time Findings=C g (TYPE 4) Staff Initials
———DATEHDRTTYPED)
/ / 1 Is ECG {check only one): ECGFIND<TUECG>
Tday memth T e 000012380 (], Normal
SAME AS PAGE 4 - I . SINTIALS
[, Abnormal, not clinically significant (specify): T
OR Not done — Specify reason ! Tt middle Tast
Specty reasen ECG2SP<V:50> ‘
' o T [], Abnormal, clinically significant (specify):
No display SINTIALS 3 ECG3SP<V-50>

Safety Labs

Date and time of last meal: _d_/_LI\E@\LDl__LMEALTM
o oo EEeTEH SAFETYLB (TYPE 4)
Date and time of sample collection: /., .
day month year 00.00 fo 23:59
If Not Done, Reason e
Sample Sample Complete? (Use codelist below) Staff Initials
BESMIPECOE<CHESNG BESMPND<TUND BEBHNH<M3
Blood %° :a: - Tt wdde Tat
1
URSM%:%L<XYESNO> URSMPND<TUND> URNINIT<V:3>
Urine :]" Ye(: - Tt il Tt
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 -2

PAGEID = 31

Center Number:

Partidipant Number:

Baseline Submission 1

Visit 1

Participant’s Initials:

fiest middle losr

Date completed: ____ /  _ /

day monih year

SAME AS PAGE 23

DATEHDR (TYPE 4)

Abbreviated Medical History

List any clinically significant changes occurring since Screening medical history was completed.

Assessments
Body System No
Change Yes If Yes, Specify Diagnosis

1 Head, Ears, Eyes, Nose, Throat [, - MEDHIST (TYPE 4)PS
2 Dermatologic C ],-

3 Cardiovascular O, = SAME AS PAGE 23

4 Respiratory L], =

5 Gastrointestinal L], =

6 Endocrine/Metabolic 1, -

7 Genitourinary A =

8 Neurological O, | O-

9 Blood/Lymphatic [, [],-

10 Musculoskeletal L], [],—

11 Hepatic ], ],-

12 Drug Allergies I, -

13 Other Allergies L], =

14 Psychological/Psychiatric Do =

15 Other 1, -

Physician’s Signature

Signature:

| CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 day monkh

Send to DCRI Forms Management * 2400 Pratt S&. * Room 0311 Terrace Level * Durham NC 27705
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calerie -2

PAGEID = 32

Physical Examination

SAME AS PAGE 4

- 4 No display STUDYH, STUDYM
OR Not done — Specify reason (use codelist below]:

day

Date of examination: __ _ / _ _ /

Center Number: _____ Participant Number:

Baseline Submission 1

Staff initials:

st middie fast

DATEHDR (TYPE 4)

Visit 1

Participant’s Initials:

fiest middle losr

Investigator:

NOT DATABASED

Assessments
Body System If Abnormal or Not Done: Explain
PEXAM<TUPEXM> Normal | Abnormal | Not Done
1 General appearance: |:|1 Do—' Dw—o PEXAM (TYPE 4)PS
EXAM<TUASSHE>
|2 Head, Ears, Eyes, Nose, Throat: |:|1 Do—. Dw_.
ABNDSP<V:200>
"3 Neck: L, Cl— O —
-4 Heart: D1 Do_’ Dw_’
5 Lungs: |:|1 Do_' Dw_'
6 Abdomen: D1 Do_' Dw_’
7 Lymph nodes: D1 |:|0_. o=
8 Extremities/Skin: D1 [, — o=
:9 Neurological: D1 [, — o=
| 10 Musculoskeletal: D1 Do_' Dw_'
Normal | Abnormal DN",
one

=11 Genitourinary: E]1 DO_. o=
=12 Breast: |:|1 Do—' =

Physician’s Signature

NOT DATABASED
Date: — _ / _ _ /

signature

daoy month

yoar

* Not done at this examination OR_Referred particinant to primary care nhvsician forexam

Not Done Codelist: 1 Participd

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

nt failure 5 Not required |
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID = 33
Center Number: Particdipant Number: e Participant’s Initials: TR s
Weight date and time: : initials:
eig oA LR “day /—m?m— /— e T Goo0e TR Staff initials: ——

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):
Weight 1: I SAMEASPAGE4  WEIGHT (TYPE 4)
Weight 2: . ._ kg
Weight 3: . kg
Weight of gown: . kg
Pregnancy Test
Complete only for females. REPOTEN<XYESNO> PREGTEST (TYPE 4)

Does participant have reproductive potential?

Lo e PRGTSTDT

D1 Yes — If Yes: Date urine pregnancy test performed: . Yy

y month year
Results: I:l, Negative
[J, Positive PGRSLT<TURSLT>
2

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

Send to DCRI Forms Management * 2400 Prait St. * Room 0311 Terrace Level * Durham NC 27705
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calerie Phase 2 Baseline Submission 1

PAGEIDZ34 Visit 2

Participant’s Inifials:
fiest middle losr

Doubly Labeled Water (DLW)

Center Number: ____ Participant Number: ___

. . DLWDSEDT DLWDSETM DLWHDR (TYPE 4)
1 Date andtime of DIW dosing: ____ / _ —7 " ~——— o Staff initials:
oy month year 00:00 fo 2357 inia sSIIG’Ing
) 7 DLWND<TUND>
OR Not done — Specify reason (use codelist below): ___
DLWMAN<V:2> DLWBOTNO<I:3>
2 DLW dose mixture ID and bottle number: ___ - -~ -CA
DLWMIX<I:5>
3 Exact weight of DLW mixfure:DL\N_l\ﬂMTf_F:%ﬁmms
4 Urine samples: DLWCHT (TYPE 4)PS
Collection SntIe Date and Time Collected
DLWSMPNO<TUDLW>
/ LWCOLDT DLWCOLTM
Pre dosing (PD) 1= PDa Tday | menh year 0000102359
2= ppb e
Day O {Visit 2) 3= DOa Tday / T month /— e 000w 380
4= DOb e —miT
Day 7 (Visit 3) 5= D7a 2 s
6= D7b e~
Day 14 (Visit 4) 7 = Dl4a — /e — S T RLTRT
8= Dl4b oy /4.-ﬁh*/4 e 0000072389
NOTE: INCLUDE THESE ITEMS IN THE DLWHDR PANEL
5 ABOVE
Affix CRF page label(s) corresponding to this urine sample set: i Ao i DLWLBL1<V:15>
| Label i| Not displayed this page
i Here E DLWLBL2<V:15>
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 Baseline Submission 1

PAGEID = 35 V|5||' 2

Participant’s Inifials:
fiest middle losr

Center Number: ____ Participant Number: ___

1 Has the participant taken a calcium supplement today? DXASCAN (TYPE 4)
[, No [, Yes = If Yes: Proceed with scan and document in the Subject Scan Log to inform the QA Center.
CALSUP<XYESNO>
2 Were any studies involving barium or radiocisotopes performed within 4 weeks prior to the scheduled DXA exam?
[lNo [, Yes BARSTDY<XYESNO>
RENA<XYES>
DXA Scan DXA Rescan OR [ ], NA
Dateof scan: /[ BXADI Date ofrescan: ___ / _F\E%ADT
day month year day month yaar
Area Scanned " :::l:::e, Area Scanned
Check all that apply {Use codelist below) Check all that apply
WBDY ALL<XYES> WBDYND ALL¥TUND> REWBDY ALL<XYES>
[] Whole body - ] Whole body
FARM FARMND REFARM
[] Forearm - [ ] Forearm
SPINE SPINEND RESPINE
[] Spine N [] Spine
HIP HIPND REHIP
L] Hip _— [ ] Hip

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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caleri @ Phuse 2 Baseline Submission 1

Visit 2

Participant’s Initials:
Tt middlo fet

PAGEID =42

Center Number: ____ Participant Number:

Datecompleted: /. / ~ OR Not done — Specify reason {use codelist below):

e e SAME AS PAGE 36 DA = DE 4
Profile of Mood States

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

POMS (TYPE 4)PS

o
<]
w
=

19 Energetic

Q
(<]
w
-~

Feeling NotAtAll  AlLitle  Moderately Quite ABit  Extremely

) WUMA) POMDSTTUPUMEE | ) O o
= 2 Tense X ], 1, L, [,
~ 3 Angry [, ], L], [ [,
_ 4 Worn out " ], 1, . .
_ 5 Unhappy [, L], L], [ 5 L],
_ 6 Clear-headed ! ], ], L, [,
_ 7 Lively [T, 0, ], [ L,
8 Confused , O, ], L [,
9 Sorry for things done ], O, L, [, L,
: 10 Shaky O, ], ], L s
11 Listless n* ], ], L L,

~ 12 Peeved [, ], ], L, L],
j 13 Considerate n* ], ], L L,
_ 14 Sad ], ], ], L], ],
s Active [, ], ], [, L],
_ 16 On edge 7, O], ], L, [,
17 Grouchy m ], 0, C, O,
18 Blue O ] O O ]
[] ] ] [ []

]

20 Panicky 1, [, L, s

- Copyright © 2003, 2005 Maurice Lorr, Ph.D., Dovglas M. MeNair PhD., and 1W P Heuchert, Ph.D. under exclusive license fo Mulfi-Health Systems Inc. All rights reserved. In the US.A, F.O. Bex
950, Morth Tonawanda, NY 141200950, In Canada, 3770 Vicloria Park Ave, Toronke, ON M2H 3Mé&.

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

Participant’s Initials: ___

first middle fast

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
Send to DC > vrham NC 27705
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID'=43
Center Number: ______ Participant Number: Partidpont’s Inifiols: ______
Feeling Not At All A Little Moderately Pgl!:'l/!es A(!!E{I/P c E4x)|l'Pe§|e|y

=21 Hopeless L, L], L], L], L],
=22 Relaxed 1 L, [, L], L,
=23 Unworthy [:]°SAME AS %E 42 L], [, L],
=24 Spiteful 1 L], [, L], L,
=25 Sympathetic [ ], [ ], [ ], [ ], [ ],
-26 Uneasy 1 L], L, L, )
_27 Restless L, L], L], [, L],
_28 Unable to concentrate s L], L], [ ], [,
_29 Fatigued A L], L], L1 L1,
_30 Helpful L, L], [, R L1,
:3I Annoyed Ly L], L], L], L,
_32 Discouraged 1 ], L], L], L,
_33 Resentful Ly L], L], L], L1,
_34 Nervous s L], L], L1, L],
_35 Lonely L], [ ], [ ], L], L],
_36 Miserable 1 L], [, . L,
_37 Muddled , , ], Ll L1,
_38 Cheerful " [, [, . L,
_39 Bifter L, L], L], 1, L,
40 Exhausted s L], L], L], L],
_4I Anxious E]o D, E], D3 D4

42 Ready to fight l L], L], L], L,

43 Good-natured L1, L], [, L L],

5 Maurice Lorg, Ph.D., Douglas A, McNNair Ph.D, ond IW P. Heuchers, Ph.D. under exclusive ficemse fo Aulii-Heolth Systems Inc. All rights reserved. In the US4, PO, Box
""" CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Paricpont’s laioks: _____
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID=44
Center Number: Particdipant Number: e Participant’s Initials: TR s
Profile of Mood States (continved)
Feeling Not At All A Little Moderately Quite A Bit Exiremely

POMS (TYPF A)Pq

= 44 Gloomy L, L], [, L], L],
= 45 Desperate A L], L], L], )
= 46 Sluggish [ lsAME As AAGE 42 L], L], L1,
= 47 Rebellious \:]0 |:|, D; Da EL
= 48 Helpless 1, L], ], L], L,
= 49 Weary [, [, L], [, L,
= 50 Bewildered 1 L], [, L], L,
- 51 Alert O, O, ], [ Ll
= 52 Deceived 1 L], [, ], [,
= 53 Furious E]O D, D, Da EL
~ 54 Efficient 1, ], ], 1, .
~ 55 Trusting L L], L], L], Ll
56 Full of pep L1 L], L], L1, L],
57 Bad-tempered Ol L], L], L1, L],
58 Worthless 1 L], L, L, )
59 Forgetful s L], L], L], L],
60 Carefree 1, L], [, [], L,
T 61 Terrified Ly L], L], [, L,
~ 62 Guilty O, [, 7, O, L,
- 63 Vigorous L, L], L], EL L1,
~ 64 Uncertain about things 1, [ ], [ ], L], L],
~ 65 Bushed L, L], L], s Ll

5 Maurice Lorr, Ph.D., Douglas M. McNair Ph.D., and W P Heuchert, Ph.D. under exclusive license fo Mulli-Health Systems Inc. All rights reserved. In the US.A, PO. Box

1412(

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Porticlpont’s Infcls:
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calerie Phase 2 Baseline Submission 1

PAGEID =45

Datecompleted: ____ / __ /

day month

Center Number: Participant Number:

Visit 2

Participant’s Inifials: ___

first middle lost

O%%%goﬁg—ﬁiﬁgfééeason (use codelist }BlA‘ai).EHD_R_(TYPE 4)

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
indicate how often you felt or thought a certain way. Please check only one answePSS:(ﬁ'MﬁEoﬂ)

Almost Some- Fairly Very

ALL<TUPSS> Nover over fimes Offen Offen

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

H N =§ = N

CTRLTHNG

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

O O 0O O 0O,
HANDPROB

3 In the last month, how often have you felt that things were
4 2 E E E E =N

going your way?

GOYOWAY

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

O O 0O 0O G
PILEHIGH

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: ____
first

middle fost
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID =46
Center Number: Particdipant Number: e Participant’s Initials: TR s
Datecompleted: _ /.~ / ~  _ OR Notdone = Specify reason {use codelist below): ___
dar montt i 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.

During the past month... BEDHR<I:2> PSQIL(TYPE 4)
1 When have you usually gone to bed? TEEDMIN<I:2>
00:00 fo 23:59
2 How long (in minutes) has it taken you to fall asleep each night? ____minutesFALLASLP<I:3>
c . WAKEHR<I:2>

3 When have you usually gotten up in the morning? "\ \evin<)-2>
4 How many hours of actual sleep did you get at night? ACTSLP<E:9:3>

(This may be different 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

h the past once twice fimes
sleeping because you... (check only one answer per question) month a week aweek aweek
ALL<TUSLP>
a Cannot get to sleep within 30 minutes
9 P WITHIN30 Do D‘ D2 DQ

N
w

b Wake up in the middle of the night I [
ake up in the middle of the night or early moming, . [

¢ Have to get up to use the bathroom

Other reason(s), please describe, including how often

O O] ]

GOBTHRM D° D‘ D2 Ds

d Cannot breathe comfortably BREATHE Lo L], ], [,
e Cough or snore loudly SNORE T, L], L, Ll
f Feel too cold coLp [, ], _, L],
g Feel too hot HOT L L], L, L],
h Have bad dreams BADDRM Ll O, L], ],
i Have pain PAIN Do |:|1 D: Ds
] ] ]

you have had trouble sleeping because of this OTHER L], : ) ,
reason(s):
6 During the past month, how often have you taken
il 4 C, O, 0, O

medicine (prescribed or “over the counter”) o help you sleep'%vl EDSTKN

© 1989, with permission from Elsevier Science.

| Not Done Codelist: 1 Particinant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instryment failure 5 Not required |
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Inifils:

first middle fost
Send to DCRI Forms Management * 2400 Pratt S&. * Room 0311 Terrace Level * Durham NC 27705
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A Phase 2 Baseline Submission 1
calerie sion |

PAGEID = 47 Center Number: _____ Participant Number: Participant’s Initials:
farst

midele fost

Pittsburgh Sleep Quality Index (psal) (continued)

Once or 3 or more

Once or
Never o twice each times each
twice week week
PSQI2 (TYPE 3
7 During the past month, how often have you had trouble QI2 ( )
staying aj.v.ake while driving, eating meals, or engaging in Ll Ll 1, 1,
social activity? AWKESOC<TUSLPB>
No problem O"'s i"l:"e'y Some\:hcl A very big
ot all problem  problem problem
8 During the past month, how much of a problem has it O n = n
been for you to keep up enthusiasm to get things done? 0 ! 2 3
KPENTHUS<TUSLPC>
Very Fairly Fairly Very
good good bad bad
9 During the past month, how would you rate your slee
9 P Y Y P Do [|1 Dg []3

quality overall? SLPQLTY<TUSLPD>

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials:

frst middle lost
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials:

fiest middle losr

PAGEID =48

Center Number: _____ Participant Number:

Date completed: — . —/—__—/——-—— OR Not done — Specify reason (use codelist below): —
SAME AS PAGE 36 BATEHDR (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 sexual 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. DISFEM1 (TYPE 4)PS

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

Section 1—Sexual Cognition/Fantasy

. . N 4
During the past 30 days or since the last fime otat| Less | Tor2 | 1 per [20r3 tob | 1 per [20r3| 4or

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
REHSPONS$E<TUDSFA>|

FEMALEO<TUFQUE>
1F1 A sexually attractive person CL, OO O O O O [ O

2k2 Erotic parts of a man’s body (e.g, face,

Do D1 Dz Da I:A I:I5 Db D7 DS

shoulders, legs)

31=.3 Erotic or romantic situations E]o E]1 [:]2 []3 D‘ [:]5 [:Jb [:]7 De

4%4 Caressing, touching, undressing, or

foreplay Co [ O | O | O | O | O | O | O | O

5%5 Sexual intercourse, oral sex, touching
to orgasm

Do D1 DQ Ds I:JA Ds Dé D7 I:le

Copyright © 1987 by Leonard R. Derogatis, PhD.
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials:
fiest middle losr

PAGEID'=49

Center Number: _____ Participant Number:

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

Section 2—Sexual Arousal SAME AS PAGE 48 DISFEM1 (TYPE 4)PS
During the past 30 days or since the last Not at | Less lor2 | 1per |20r3 | 4106 | 1 per |20r3| 4dor
time you filled ovut this inventory, how often ol | than i Pe:h week Perk Perk day ser more
er mon wee wee a er
did you have the following experiences? m’;nfh Y c'l)dy

6 = 2.1 Feel sexually aroused while alone L O O, O O | O f O f O, | O

7= 2.2 Actively seek sexual satisfaction S " S I P I I O I N

8 = 2.3 Feel sexually aroused with a
partner

O | O | Ok (O (O | O | O [ O | L

FEMALEQ<TUFQUE> Never | Rarely |Somefimes |Usually |Always| DISFEM?2 (TYPE 4)PS

RESPONSEKTUDSFB>

9= ' f f
2.4 Have normal lubrication with
masturbation DO L, D’ D’ D‘
10 2,5 Have normal lubrication
O, | O O, | O | O,

throughout sexual relations

Copyright © 1987 by Leonard R. Derogatis, PhD.
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID =50
Center Number: Particdipant Number: e Participant’s Initials: TR s

Derogatis Interview for Sexual Function (DisF-sR) (F) Female Version (continued)
Section 3—Sexual Behavior/Experiences SAME AS PAGE 48 DISFEM1 (TYPE 4)PS
During the past 30 days or since the last Notat| Less | Tor2 [ 1 per [20r3 (4106 | 1 per | 20r3 | 4dor
time you filled out the inventory, how often all  [than 1| per week | per per | day per more

. . . per | month week | week day per
did you engage in the following sexval month day

activities?

1131 Reading or viewing romantic or
erotic books or stories

5
m
(]
.

L | Us | L | L [ L

12 3.2 Masturbation

0
]
.
O

D4 :]5 [:]5 [:]7 EB

13 -3.3 Casual kissing and petting

H
[
.
H

Ll | Os | O | L& | L

14 3.4 Sexual foreplay

O
[
]
O

D4 :'5 |:|6 D7 I:G

15 3.5 Sexual intercourse, oral sex, etc.

[
[
[]
[]

Da Ds Dé D7 De

Section 4—Orgasm  -\/n| EO<TUFOUE> DISFEMS3 (TYPE 4)PS
During the past 30 days or since the last Not at | Slightly |Moderately| Highly |Extremely

time you filled out this inventory, how all | L

satisfied have you been with the following? RESPPNSE<TUDSFG>

16 81 Your ability to have an orgasm

H | H
]
(]
O
U

17 4.2 The intensity of your orgasm | O O | O
St = [ e =
bttt fu) Rui u iy fa)
20 4.5 ::gt.lg::.nse of control (timing) of your Ll OO | O | o
ichor ol [ Y R g

Copyright © 1987 by Leonarf—2—= Lo
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A Phase 2 Baseline Submission 1
calerie sion |

Participant’s Initials:
fiest middle losr

PAGEID = 51

Center Number: _____ Participant Number:

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

Section 5—Drive and Relationship

SAME AS PAGE 48 DISFEM1 (TYPE 4)PS
Not at | Less 1or2 Tper [ 2or3 |4tob6 | 1 per | 20r3 4 or
all  |[than1 per week per per day per more
per | month week | week day per
month

day

22 5.1 With the partner of your choice,

what would be your ideal CL (O O O | OO | O | O | O, | L

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Ex
ot at | Slightly | Moderoely| Highly | MIPHISFEM3 (TYPE 4)PS

= SAME AS PAGE 50
23%.2 During this period, how O n = O O
interested have you been in sex? 0 1 2 s 4

24 -5.3 During this period, how satisfied
have you been with your ‘
personal relationship with your Lo | L | L | L] L

sexual partner?

DISFEM4 (TYPE 4)PS

Could | Very | Poor | Somewhat |Adequate| Above | Good [ Very | Could

not be | poor inadequate average good | not be
FEMALEQ<TUFQUE> worse ! ? botter
RESPON$E<TUD|SFD>

5.4 In general, what would represent

25= the best description of the quality | [, | [, | 0, | (O, | O, | OO, | O, | OO, | [,

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials:
Send to DCRI Forms Management * 2400 Pratt S&. * Room 0311 Terrace Level * Durham NC 27705
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential

fint middle fast

CRF, page 51



Baseline Submission 1
Visit 2

Participant’s Initials:

fiest middle losr

calerie -2

PAGEID =52

Center Number: _____ Participant Number:

Date completed:

day  momh yeor

OR Not d°§iﬁ€'ﬁ§%ﬁé‘§"3%se codelist below): DATEHDR (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 sexual 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 sexual
activities asked about in that section. Some frequency scales go from “C = 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

During the past 30 days or since the last time Notat| Less | 1or2 | Tper (20r3 | 4106 | 1 per |20r3| 4or

you filled out this inventory, how often have all | than 1 perh week perk perk day Ser more
t

you had thoughts, dreams, or fantasies about: m'::;h men L ee .\wee Y :: y

RESPONSE<TUDEFA> Y

MALEQ<TUMQUE>

13,1 A sexually attractive person

L

L,

L,

s

[

Ll

"

2 1.2 Erotic parts of a woman'’s body (e.g.,

face, genitals, legs)

Lo

L,

L

L

s

Ll

L

L

3 1.3 Erotic or romantic situations

Ly

L,

L,

Ll

s

L

L

L,

4 1.4 Caressing, touching, undressing, or
foreplay

L,

s

5 1.5 Sexual intercourse, oral sex, touching
to orgasm

Ll

L,

L,

Copyright © 1987 by Leonard R. Derogatis, PhD.

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain

3 Insufficient time

4 Instrument failure

5 Not required ]
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials:
middle fost

PAGEID =53

Center Number: Participant Number:

| c

Derogatis Interview for Sexual Function (DisF-sR) (M) Male Version {continued)

Section 2—Sexual Arousal  sAME AS PAGE 52 DISMALE1 (TYPE 4)PS

During the past 30 days or since the last fime Notat | Less | Tor2 | 1 per |20r3 | 4t0o6 | 1 per [20r3 | 4or
R : all |than 1| per | week | per per day per | more

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

you have the following experiences? month day

6 = 2.1 A full erection upon awakening H B E E E E E B B

2.2 A full erection during a sexual
7= fantasy or daydream

2.3 A full erection while looking at a

sexually arousing person, movie,or | [] | (], | (5, | (0, | O, | O | O, | O3, |

picture

2.4 A full erection during masturbation O O O 0O g, | O | O,

9=

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

that is from undressing and foreplay ' R R R R R R A e

through intercourse and orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials:
fiest middle losr

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

Section 3—Sexual Behavior/Experiences SAME AS PAGE 52 DISMALEL1 (TYPE 4)PS

PAGEID =54

Center Number: _____ Participant Number:

During the Pus' 30 dnys or since the last time Notat | Less l1or2 1 per 20r3 |41t06| 1 per 2o0r3 4 or

you filled out the inventory, how oftendid | ' ["en 1| Pef, | week | por | per | day |perday| mere
you engage in the following sexual activities? month day

11 3.1 Reading or viewing romantic or
erotic books or stories

[
L
[
[

o

O lo|o|lo
Olo|lolo
L

12 -3.2 Masturbation

[
L
0|0
]

o

2 3.3 Casual kissing and petting

0

O lo|lolo
m
[

14 3.4 Sexual foreplay

i
.
-
o

o

A SR i
0

3.5 Sexual intercourse, oral sex, etc.

Ch O | Ok | O | O O | Oy | L

Section 4—Orgasm MALEQ<TUMQUE> RESPONSE<TUDSFC>  DISMALE2 (TYPE 4)PS

During the past 30 days or since the last fime | Not at | Slightly |Moderctely| Highly |Exiremely
you filled out this inventory, how satisfied all
have you been with the following?

4.1 Your ability to have an orgasm

(<3
(=3
&

17 #A.2 The intensity of your orgasm

)

18 4.3 The length or duration of your
orgasm

&

19 3.4 The amount of seminal liquid that
you ejaculate

o|l0o | oD

[
w
R

H1B [ H B D
m

O lolo|lolO

ool ol DO

20 4.5 Your sense of control {timing) of your
orgasm

L

»

4.6 Feeling a sense of relaxation and
b 9 O (0O |0 (0| O

well-being after orgasm 4

Lo AL ol

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Initials:
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID =55
Center Number: Partidipant Number: Participant’s Inifials: ___ =
Derogatis Interview for Sexual Function (DISF-sR) (M) Male Version (continued)
Section 5—Drive and Relationship SAME AS PAGE 52 DISMALEL (TYPE 4)PS
Not at | Less 1or2 Tper [ 20r3 |4toé | 1 per | 20r3 4 or
all  |than1 per week per per day per more
per month week | week day per
month

day

22 75,1 With the partner of your choice,
Ehat would be your ideal L | [ L, 1, O | O | O ], T,

equency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Extremely
al DISMALE2 (TYPE 4)PS

3=
5.2 During this period, how interested SAME AS PAGE 54
have you been in sex? Lo | L [, L | L

24 -5.3 During this period, how satisfied
have you been with your

personal relationship with your b | O A L, L1,
2
sexval partner’ DISMALES (TYPE 4)PS

Could | Very | Poor | Somewhot |Adequate| Above | Good | Very | Could
MALEQ<TUMQUE not be | poor inadequate average good | not be
< >

worse better

RESPONSE<TUDSFDp

o5 5.4 In general, what would represent

the best description of the quality | [, ], (1, Ll L1 | s ], L], Ll

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: ___ — —
first middie last

Send to DCRI Forms Management * 2400 Pratt S&. * Room 0311 Terrace Level * Durham NC 27705
Calerie Phase 2_CRF_V9.0_28 SEP 2010 2010 DCRI — Confidential

CRF, page 55



calerie -2

PAGEID = 56
Center Number: Participant Number: Participant’s Inifials: ___
SAME AS PAGE 36 DATEHDR (TYPE 4)
Datecompleted: /. /  _ OR Not done = Specify reason {use codelist below): -

day manih year

Baseline Submission 1

Visit 2

Food Cravings Questionnaire—Trait

Please indicate the extent to which you agree with each statement below, in general, by checking the appropriate box.
rco

Never
TRAIT<TUFCQA> TRAITA<TUFCQOB> | or NA Rarely

sl\l\<

fimes

'I'I')I\I'I' /'rvn yAYnlad
LAY\l \

Ly L=

Often Usuully Always

Being with someone who is eating often makes

me hungry. L,

[

L

L
[

[

When | crave something, | know | won't be able to
stop eating once | start.

()

w
Iy
[

o

@)

If | eat what | am craving, | often lose control and
eat too much.

-
(X}

w
=
n

o

| hate it when | give in to cravings.

()

w
Iy
[

o

| &g

Food cravings invariably make me think of ways to
get what | want to eat.

=
»

w
~
o

o

6 | feel like | have food on my mind all the time. : \ s . s .
7 | often feel guilty for craving certain foods. s . g . . .
& | find myself preoccupied with food. : ) s . s s
9 | eat to feel better.

—
»

w
o
[

o

10 Sometimes, eating makes things seem just perfect.

o

11 Thinking about my favorite foods makes my

-
»

mouth water.

w
L
[

F2 | crave foods when my stomach is empty.

»

w
~
o

o

¥3 | feel as if my body asks for certain foods.

=
»

w
&
n

o

14 | get so hungry that my stomach seems like a

(5]

bottomless pit.

w
o
[

o

¥5 Eating what | crave makes me feel better.

-
»

w
o
n

o

16 When | satisfy a craving, | feel less depressed.

»

w
I
[

o

¥7 When | eat what | am craving, | feel guilty

-
»

about myself.

w
&
«n

o

¥8 Whenever | have cravings, | find myself making

Lo D L o L
HEN NN RN R A R N R N R

)

plans to eat.

HEN NI NN N NN N N RN R R
ERNERER RN N NN S N NN N R .
(I O D O Ea oy D)o

w
Iy
o

o

19 Eating calms me down. L, [,

Ll | Ll | Lk

HEERIEE NN NN SN RN RN NN R

o

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

nsirument failure 5 Not required |
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID =57
Center Number: Particdipant Number: e Participant’s Initials: TR s
Food Cravings Questionnaire—Trait (continued)
SAME AS PAGE 56 g;‘:‘; Rarely i:mme:- Often |Usually | Always
FEQITRAIT(TYPE4)PS

=20 | crave foods when | am bored, angry, or sad. ], ], O, | O, | O hé
21 | feel less anxious after | eat. [ ], [ ], Ll L | L L,
=22 If | get what | am craving, | cannot stop myself from

eatglg it. 9 Py L, [, L 1. L s
=23 When | crave certain foods, | usually try to eat them as

soon as | can. v L], L L], L, L L1
~24 When | eat what | crave, | feel great. ], ], Ol | O | O A
=25 | have no will power to resist my food crave. [ ], [ ], Ll L | L L,
~26 Once | start eating, | have trouble stopping. ], [, O, | O, | O O,
=27 | can’t stop thinking about eating, no matter how

hard Itry.P g g L) L LL ) L | L L
=28 | spend a lot of time thinking about whatever it is |

wiﬁ eat next. g ]} L, L, L1, L s
29 If | give in to a food craving, all control is lost. ], L, (O | O | O | O
:30 When I'm stressed out, | crave food. ], ], ], ], ;s O,
~31 | daydream about food. ], O, | O | O3 | O | O,
=32 Whenever | have a food craving, | keep on thinking

about eating until | actually eat the food. t C, O O | O L
=33 If | am craving something, thoughts of eating it

consume me.g g g d L, L, L O | L L1
=34 My emotions often make me want to eat. ], ], O, | O, | O, 1,
_35 Whenever | go to a buffet, | end up eating more
~  than what | needed. L) L% L | O | L L,
=36 It is hard for me to resist the temptation to eat -

appetizing foods that are in my reach. L, L, I I I P g W L,
=37 When | am with someone who is overeating, |

usually overeat too. L] L L | O | s L1,
=38 When | eat food, | feel comforted. ], [, O O O ],
=39 | crave foods when I'm upset. L], L], Ol | O, | O Cl,

Participant’s Initials: ___

frst middie foat
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials:
fiest middle losr

Date completed: o /_.Eﬁ._ YA ——— OI%IX:M%D’Z\%—ISR%E%éeuson [use codelist B%ﬁlE (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

PAGEID =58

Center Number: _____ Participant Number:

St ly|n. Strongl
STATEQ<TUFCQC> STATEASTUFCQD>  |pisagres|Pisdree| Nevtral | Agree Agresey
1 | have an intense desire to eat [one or more
— |:]| |:|2 l:]3 DA D5

= specific foods].

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

[
w
Iy
v

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

(X
)
S
“n

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

[
w
B
v

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

(X
w
o
»n

o

Eatinc? [one or more specific foods] would feel
wonderful.

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

[
w
o
[

dl

~N
w
Fy
o

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

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

[
w
IS
(=]

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

[
=
o
[

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

»
o
IS
o

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

»
w
FN
[

=13 | am hungry.

»
o
IS
w

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

(9
w
IS
[

EREER N RN RN N
HRNEREEREEREEEEER AN RN N RN
HRNEREEREER NN EERE NS NN EE R NN
Oy ofoiolg|oig(o gDt |o
HRNEREEREER NN EERE N NN R R N

w

_15 | feel weak because of not eating.

m

»
o~
©
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calerie -2

PAGEID =59

Date completed: /. /

day monih year

Center Number:

Partidipant Number:

Baseline Submission 1
Visit 2

Participant’s Initials:
first m st

OI%IX%%D’Z\%—ﬁ)R@EFééauson {use codelist BMEHDR_(TYPE 4)

Food Craving Inventory (rci-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.

have you experionced & craving fore Never |  Rerl,, | sometimes| omen | HEON O
=y Cake FCIQ<TUCRVA> [31 DQ Da D4 [:ls
=2 Pizza FCIA<TUCHVB>L, ], ], L1, L,
=3 Fried chicken L, Ll L L1, Ll
=4 Gravy L], L], L], ) L,
=5 Sandwich bread L, L, [, L], L
=6 Sausage L, L], (], L, Ll
_7 French fries L, Ll L], [, L
8 Cinnamon rolls EL EL :‘3 D., \:ls
=9 Rice L, Ll L L1, Ll
=10 Hot dog ], ], ], 1, L],
=11 Hamburger L], L, L] L], L
=12 Biscuits L, L, L], L, Ll
-13 lce cream [31 D, Ds D.. Ds
_14 Pasta |_|1 |_|2 _]3 |_|. ‘_|s
=15 Fried fish L], L, L], L, L
=16 Cookies L, L], ], L, Ll
=17 Chocolate L], L, L] L], L
=18 Pancakes or waffles L, L], L], L, Ll
=19 Corn bread L, L, L], L], L
=20 Chips L], L], L], L1, Ll
=21 Rolls D, D, Da |:|4 I:'s
_22 Cereal L], L], L], [, L
=23 Donuts L], L, L, [ ], s
=24 Candy L], L], L], L, Ll
—25 Brownies L, ] Ll L, L
—26 Bacon r|1 |—|2 73 [—L !—‘s
—27 Steak ], T, (], [, L
=28 Baked potato L], [, [], [, L]

| Not Done Codelist: 1 Particip

t rabiiensd N Mlinicioan snella s | 2 lneflininnt ben

A locteugiont failure 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Portidport’s Initicls:

first middle fost

Send to DCRI Forms Management * 2400 Pratt 5t. *
2010 DCRI — Confidential

Calerie Phase 2_CRF_V9.0_28 SEP 2010

Room 0311 Terrace Level * Durham NC 27705

CRF, page 59



calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials:
fiest middle losr

Date completed: _d_/_ — — /__r__ ORéﬂMlﬁs—'P%géygeason {use codelist bﬂ%E_H_DR (TYPE 4)

Eating Inventory
TFEQA (TYPE 4)PS

, True  [], False

PAGEID =60

Center Number: _____ Participant Number:

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

difficult to keep from edting, even if | have just finished a meal.
EATINVQ<TUTEEQ>

_ EATINV<TUTFA>
2 | usually eat too much at social occasions, like parties and picnics. A|j1 True [ |, False
3 | am usually so hungry that | eat more than three times a day. [ ] True [ ], False

When T have eaten my quota of calories, I am usually good about
-3 Y 9 ' Y 9

not eating anymore. () True [ False
5  Dieting is so hard for me because | just get too hungry. [], True [, False
& | 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

| am no longer hungry. L, True [, False
g  Since | am often hungry, | sometimes wish that while | am eating, an

expert would tell me that | have had enough or that | can have [ ], True [, False

something more to eat.
"] When | feel anxious, | find myself eating. ], True [, False
10 Life is too short to worry about dieting. [ ], True [ ,False
1 Since my weight goes up and down, | have gone on reducing diets

more than once. Lhrve [ False
¥2 | often feel so hungry that | just have to eat something. [ ], True [, False
3  When | am with someone who is overeating, | usually overeat too. ], True [, False
T4 | have a pretty good idea of the number of calories in common food. (], True [, False
T5 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
77 At certain times of the day, | get hungry because | have gotten used

to eating then. [, True L, False
18

While on a diet, if | eat food that is not allowed, | consciously eat less (.71 ], Fl
for a period of time to make up for it. 1 1rue aise

| 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 =61
Center Number: _____ Participant Number: I Participant’s Initials: —
Eating Inventory (continued)
=19 Being with someone who is eating often makes me hungry to eat also. L], True [, False
SAME AS PAGE 60 TFEOA (TYPE 4)PS

20 When | feel blue, | often overeat. , True [, False
_21 | enjoy eating too much to spoil it by counting calories or watching

my weight. [ ], True [}, False
=22 When | see areal delicacy, | often get so hungry that | have to eat

right away. [ ], True [ ], False
=23 | often stop eating when | am not really full as a conscious means of

limiting the amount | eat. [ 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. L], True [, False
_26 | am always hungry so it is hard for me to stop eating before | finish

the food on my plate. L True [ 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. L], True [, False
-30 | eat anything | want, any time | want. [ ], Trve [, 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. [ ], Truve [, 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
36  While on a diet, if | eat a food that is not allowed, | often splurge and

: B [ ], Trve [ |, False
eat other high calorie foods.
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Porticipant’s Initials: ______
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Center Number: Participant Number:

Baseline Submission 1

Visit 2

Participant’s Initials:

first middle lost

Eating Inventory (continued)

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

37 How often are you dieting in a conscious [], Rarely [ ], Sometimes
effort to contro your weight? WTCONTR<TUFREQ>

[ ], Usually [ ], Always

38 Would a weight fluctuation of 5 pounds [], Rarely [], Sometimes [, Usually [], Always
affect the way you live your life? WTFLUCT<TUFREQ>

39 How often do you feel hungry? (], Rarely [, Somefimes I[fJJ:,I EJ\;uc;Ir;/l l\[il\:AIwoys

40 Do your feelings of guilt about overeating [, Rarely  [], Sometimes [, Usually  [], Always
help you to control your food intake? FEELGUIL<TUFREQ>

a1 How difficult would it be for you to stop Eas Slightly difficult
eating halfway through dinner and not eat L M OZ Srata el %2 Vel? d>ilFFi<I:uIIr
for the next four hours? EATDIFF<TUDIFLI_E]5 Y 4 Yory

a2 How conscious are you of what you are [, Not at all [, Slightly
eating? CONSEAT<TUCONS> [[], Moderately [, Extremely

a3 How frequently do you avoid “stocking up” [, Almost never (1, Seldom

on tempting foods? STOCKING<TUSTOC>], Usually

(1, Almost always

aq How likely are you to shop for low [, Unlikely 1, Slightly likely
calorie foods? LOWCAL<TULIKE> [, Moderately likely ], Very likely
as Do you eat sensibly 'gpf[%'}ggi%’bhseﬁiﬁ;‘d [ ], Never [ ],Rarely [ ], Often [ ], Always

splurge alone?

[, UnlikehaTSLOW<TULIKE>], Slightly likely

46 How likely are you to consciously eat slowly
in order to cut down on how much you eat? [[J, Moderately likely [, Very likely
a7 How frequently do you skiJa dessert because [, Almost never (], Seldom
YOU are no |°nger hungrY° NESSERT<TI IDFQ@ At IeOSf once a week [L AImOSf every dOy
48 How likely are you to consciously eat less [, Unlikely 1, Slightly likely
than you want? EATLESS<TULIKE> [, Moderately likely 1, Very likely
49 Do you go on eating binges though you are [, Never (1, Rarely
not hungry? BINGES<TUBING> [, Sometimes [, At least once a week
50 To what extent does this statement describe [ ], Not like me

your eating behavior? “| start dieting in the
morning, but because of any number of
things that happen during tKe day, by
evening | have given up and eat what | want,
promising myse?f to start dieting again
tomorrow.”

[ ], Little like me
[_], Pretty good description of me
[_], Describes me perfectly

BEHAVIOR<TUBEHA>

51
restraint in eating (eating whatever you
want, whenever you want it) and 5 means
total restraint (constantly limiting food
intake and never “giving in”), what number
would you give yourself?

T RIN>

<
On a scale of 0 to 5, where 0 means no REbﬁfﬁ& led?ever you want, whenever you want it

D, Usually eat whatever you want, whenever you want it
[], Often eat whatever you want, whenever you want it
[_], Often limit food intake, but often “give in”

[, Usually limit food intake, rarely “give in”

[LJs Constantly limiting food intake, never “giving in”

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Teat middle
Send to DCRI Form Durham NC 27705

2010 DCRI —

Calerie Phase 2_CRF_Y9.0_28 SEP 2010

Participant’s Initials: ___

fost

Confidential CRF, page 62



calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID =63
Center Number: Particdipant Number: e Participant’s Initials: TR s
Date completed: __ / —— /_______ OR Notdone = Specify reason {use codelist below): ____
’ ; » 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 to 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 0 {not confident)
to 9 {very confident), choose ONE number that reflects how confident you feel now about being able to successfully resist the

desire to eat. Check this number for each item. WELQ (TYPE 4)PS
Not confident at all that Very confident that
. olidont that you can resist the desire to eat you can resist the desire to eat
am conriden ars
WELANSW<TUWELA>
WELQUES<TUWELQ> 0 1 2 3 a 5 6 7 8 )

L | can resist eating when | am anxious
(nervous).

olo|lpo|lolo|lDo|lol|o
ololplololpDl|lolD
olo|lolo|lol|lolo|lo
DlD|lplo|lo|lD|lD|D
nlololo|lolo|lo|o

olo|lolololololo

«©

O |lololololo|Oololo

<

[

2 | can control my eating on the weekends.

»
w
.
[
o
~
@
©

1163

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

<]
w
&
(o]
o
~
«©
0

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

H [

U D
Ololololololo|lolo

o

5 | can resist eating when | am watching TV.

»
w
-~
o

OJloplololololololo

6 | can resist eating when | am depressed

= (or down). 1 2 3 4 5 6 7 8 9
7 | can resist eating when there are many

= different kinds of food available. Lk 1 2 3 4 L s 7 J o
8 | can resist eating even when | feel it is n

= impolite to refuse a second helping. 0 1 2 3 4 s 6 7 s 9
9 | can resist eating even when | have a

= headache. Ll » Lh L Ll Lk 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 2

Participant’s Initials:
fiest middle losr

PAGEID =64

Center Number: _____ Participant Number:

Weight Efficacy Lifestyle Questionnaire (weL) (continued)

Not confident at all that Very confident that
SAME AS PAGE 63 you can resist the desire to eat you can resist the desire to eat

I am confident that: WELQ (TYPE 4)ps
4q 5 6 7 8

0 1 2 3

=10 | can resist eating when | am reading. OO0 O 0O o0 O o O
-1 I«IO,C,:.,?GSZM eating when | am angry Do D‘ D; D3 D., EL Db |:], |:|8 |:],
=12 Lc:grlr';sisteuﬁng even when | am at L0 0L 0L 0L 0L 0L 0, O O
3 Lo resisteating evenwhenothersare - M O 0O OO O O O O
=14 | can resist eating when | am in pain. O, O 0O 0O 0O 0O O 0O O 0O
:15 L::n resist eating just before going to 00, O O, O, O, L O, O O O
1 expenonced fatgr o 1 A A W R A A A A
e veriabi, "9 whenbighwsleriefeeds 1 MM O, 0 O, O O, O,
"% cahers wil e upaet £1 dom't ot oL oO0O OO0 0 oo
"7 meortortattar 2 o0 ooo0o 000
=20 | can resist eating when | am happy. S O R 1 A T A R

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Baseline Submission 1

DATEHDR (TYPE 4

PAGEID =65
Center Number: _____ Participant Number: R
SAME AS PAGE 36
Datecompleted: __ / ~  / ___ OR Notdone — Specify reason {use codelist below):

day month year

Vi

Participant’s Initials:

sit 2

wat middle last

)

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.

MAEDQ<TUMAEY>

MAEDA<TUMAHE

Never

7>

Very |Rarely | Some-

Rarely

times

Often

Very
Often

Always

=1 Fasting is a good way to lose weight.

[]

L,

o

L,

s

)

.

=2 My sleep isn’t as good as it used to be.

<]

(=}

S

H

o

~

=3 | avoid eating for as long as | can.

L]

w

£

]

o

~

=4 Certain foods are “forbidden” for me to eat.

(X

w

P

o

~

=5 | can’t keep certain foods in my house because | will
binge on them.

»

w

&

(7Y

o

~

6 | can easily make myself vomit.

(<]

w

S

Ol o |olo

[

o

~

“7 | can feel that being fat is terrible.

L]

w

&

("]

o

~

=8 | avoid greasy foods.

]

w

o

o

o

~

=9 It's okay to binge and purge once in a while.

»

w

£

o

~

-10 | don't eat certain food:s.

»

"

~

—11 | think | am a good person.

w

&

v

o

-12 My eating is normal.

(<]

w

R

Olglo|lo|oig

[

o

~

=13 | can’t seem to concentrate lately.

~

w

£

[

o

~

=14 | try to diet by fasting.

»

©w

Iy

o

o

~

=15 | vomit to control my weight.

»

w

=

o

~

=16 Lately nothing seems enjoyable anymore.

»

w

&

[

o

~

=17 Laxatives help keep you slim.

[ X]

w

&

o

o

~

=18 | don’t eat red meat.

O O L Do oo i oo g

»

LI L L |

w

EEIERIER N N R NN R RN

a

olglo|lo|olo

o

HEEREE N N NN N R N NN N RN

o

~

=19 | eat so rapidly | can’t even taste my food.

L,

LI D P O D D

»

s

L,

s

)

oo oo g oo oL gdidid

~

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

nent failure

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID'= 66 MAEDS (TYPE 4)PS

Center Number: Particdipant Number: Participant’s Inifials: ~__

frst middle fast

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

Never | Very | Rarely | Some- | Often | Very |Always
SAME AS PAGE 65 Rarely fimes Often
=20 | do everything | can to avoid being overweight. OO O O O | O |
=21 \gr:; Ifefi‘leilnl:;?qted, | must do something to rid myself O lolololo!lolo
=22 | overeat too frequently. |:|I |:|2 Da D., |:|5 |:|6 D;
23 It’s okay to be overweight. S O O I PO I I R A
=24 Recently | have felt that | am a worthless person. Co (O O | O | O | O | L
=25 | would be very upset if | gained 2 pounds. LI O O O O |, | L
=26 | crave sweets and carbohydrates. L O O O, O f O | L
—27 | lose control when | eat. D, I:L |:3 D,, Ds Dé D;
—28 Being fat would be terrible. Cho( O | O | O | O | Oy | L
—29 | have thought seriously about suicide lately. S R S I I O O P R A B
=30 | don’t have any energy anymore. L (L O O O | O | L
31 | eat small portions to control my weight. OO O (OO O
-32 | eat 3 meals a day. Co O, | O f O f O | O | L
_33 Lately | have been easily irritated. S S S I R I O R P O I
_34 Some foods should be totally avoided. OO, O O | O | O | O,
_35 | use laxatives to control my weight. S 1 P O e R A R B
_36 | am terrified by the thought of being overweight. Clo (O O | O | O | O | L,
_37 Purging is a good way to lose weight. S T P O e R P I
_38 | avoid fatty foods. Ch O | O | O | O | Ode | O,
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Initials:
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID'=67 MAEDS (TYPE 4)PS

Center Number: Participant Number: Participant’s Initials:
fiest middle fost

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

Never | Very | Rarely | Some- | Often | Very |Always
SAME AS PAGE 65 Rarely fimes Often

= 39 Recently | have felt pretty blue. HE E E E E E =B
= 40 | am obsessed with becoming overweight. OGO (a0 | O | G
= 41 | don't eat fried foods. H E E E E B =B
= 42| skip meals. O | O | O | O | O | 8 | G

43 Fat people are unhappy. HE E E E E B B

44 People are too concerned with the way | eat. O, (0 (0O (O O | 4| O,
_ 45| feel good when | skip meals. H E E E E B =B
- 46 | avoid foods with sugar. Ch | Ok | O | O | Ohe | O3 | L
= 47 | hate it when | feel fat. HE E E E E B B
= 48 | am too fat. O a1 . |G| 4 | G
= 49 | eat until | am completely stuffed. H E B E E E B

50 | hate to eat. O | O | O | O | O | O | 5
= 51 | feel guilty about a lot of things these days. Lo O f O O O | O | L
= 52 I'm very careful of what | eat. O, | O, O, O, O | O |
= 53| can “hold off” and not eat even if | am hungry. HE E B E E B =B
= 54 | eat even when | am not hungry. CL S | Bk | OO 1 s | s s
= 55 Fat people are disgusting. HE HE E E E E =
= 56 | wouldn’t mind gaining a few pounds. L O B | B | O | Ok | s

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: e
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials:
fiest middle losr

Date completed: o /_.Eﬁ._ YA ——— OI%IX:M%D’Z\%—IBR@E%éauson [use codelist Biﬂﬁ)_E (TYPE 4)

Body Shape Questionnaire (Bsq)

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.

PAGEID =68

Center Number: _____ Participant Number:

Some- Very
BSQANSW<TUBSQW>| Never | Rarely | o | OHen | otten (AIWeYs

L, L,

Over the Past Four Weeks...
BSQQUES<TUBSQX>

-1 Has feeling bored made you brood about your shape?

n
.
L

FS

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

Olo|lo|olololo|o|lolo|lo|lo|o]|D
Ololololololololololololo|lD
Ololo|ololololo|lolololDlo|D

o(o|olD|olololo|ololo|lD(o|lo|lo]|0
Olglolololololoclolololololo

O(ojolo|ololololoc|o|lo|lo|lo|ol|o

-3 Have you thought that zour thighs, hips, or bottom are
too large for the rest of you?

(X
(=3
=~
(]
o

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

()
w
FS
"
o

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

(X
o
'S
w
o

6 Has 'Feeling full fe.g., affer eating a large meal) made you feel
= fat?

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

»
1
IS
o
o

N
L=}
IS
]
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?

»
[
IS
o
o

_10 Have you worried about your thighs spreading out when
sitting down?

»
o
IS
"
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
= Clblllfy 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?

(X7
(3
=~
(=]
o

()
P
ES
w
o

[
[
IS
o
o

»
w
IS
«
o

[X]
(<3
-~
o
o

=16 Have you imagined cutting off fleshy areas of your

body? 0| & | G O,

| Not Done Codelist: 1 quﬁcipqnf refuscad 2 Clinirinn unable ten Abtein 2 Incuffiriont tima A Inctrimant il yre 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Baseline Submission 1

Visit 2

PAGEID=69 BSQ (TYPE 4)PS
Center Number: Participant Number: R Participant’s Initials: e
Body Shape Questionnaire (Bsq) (continued)
Over the Past Four Weeks... SAME AS PAGE 68 Never | Rarely ficme- Often Vory Always
mes Often

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

]

"

L]
L]
L

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

O

<
I
o
o

~ 19 Have you felt excessively large and rounded?

o

-
O 0| O
O 0 O

~ 20 Have you felt ashamed of your body?

=

(=)
IS
[
o

21 Has worry about your shape made you diet?

()
W
£
[
o

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

)
o
o
[
o

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

N
<
£y
u
o

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

w
o
o
o

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

X
«
o
o
o

Ol0|D|0|Dl0

26 Have you vomited in order to feel thinner?

1)

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

ES
)
o

(1] [

N

~ 28 Have you worried about your flesh being dimply?

w
IS
[
o

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

(=3
o
v
o

L[

N

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

o
o
[
o

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

<
o
o
o

HRSEN RN NN NS R NSNS R

ulin

)

32 Have you taken laxatives in order to feel thinner?

]

(OO P O D O o O o O P o O o O
EREE AN EE RN EER N RS R :
(O pD O pn O O o O Pl O O o O

-

(=)
o

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

OO P OO P O poy O po| O pLb iy O P O

o

L
g

o

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

m

Ol | O | O

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Initiols: ______
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Visit 3

PAGEID =70
Center Number: _____ Participant Number: I Participant’s Initials:
first middle lost
Weight date and time: /. / : initials:
day monih year T 00004 2359 Staff initials: frst middle fost

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):

SAME AS PAGE 4

Weight 1: kg WEIGHT (TYPE 4)
Weight 2: - kg
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 Baseline Submission 1  Visit 3

Center Number: _ Participant Number: Participant’s Initials: o T
o PAGEID =L THIS ITEM NOT DATABASED _PARHDR (TYPE 4)
4l Seven-Day Physical Activity Recall (par)
°
5 Today’s date: —— /_ EABPL ___ Day (check only one): D Mon D Tues D ‘Wed D Thurs [:] Fri D Sat D Sun OR Not done — Specify reason E.écRodl}_!BiIoEvJ}N%
- ¥ maonth yaar
E 1 Were you employed in the last seven days? EMPLOY<XYESNO>E|M6 SkLFU%%me%DP %ﬁURSl FRIL SAT1 Slrﬂ?\lr;-iewer initials: oot il Tt
2
; 2 If Yes: Which days (check all that apply)? El Mon l:l Tues l:l Wed D Thurs D Fri l:l Sat D Sun ALL <XVES SINTIALS
< >
] 3 Which days do you consider your weekend, or non-work, days? MON&Zn TUES2 [ WED2[ ]THdURSE ARIZe $ATR SUN2
iE Day | Day of Sleep Time Work Time Merning (in minutes) Afterncon (in minutes) Evening (in minutes)
s #)’ erk Date In Bed u Start Sto Mod Hard Very Mod Hard Very Mod Hard Very
2 bAQdDAV<TUPDAVS P P ' Hard i Hard ' Hard
) 47 S [ |
g (yester __/-' _______ 00:00 to 23:5¢ 0000 to 23:50 ﬁa_ :4_ PAIQCHT (TYPE: 4)PS
g day) _| day S'DPARD-PNW _f:__ e 00:00 ta 23:59 00:00 ta 23:5¢
? I 00:00 o 23:59 Q000 ts 2359
a (7]
: ] ) , , INBEBET M AVWAKELH- WRKSTRTM WRKSII'PTM
- 6 'Q _dﬂy_ _n’m_ __yin'r__ n ? 03 03? ?3 59 OEPLEQ_
- c INBEBZT M AWVAIEZTM
o
3 > T AL[ <1:3>| MORNOD
' 5 Z ___,/___,-/____ 00:00 te 23:5¢ 00:00 4a 23:59 T D
o dery manth Yo 00:00 ta 23:50 00:00 ta 23:5¢
g 9 —So T | e T MERAARE
F jU> NIORVHRD
= | | T 000t23% | o000tezase . :
s 44 | | > | % e . . —ewema | wmeme ——AHTRMOID
- %Y T 000t 285 | oovotezase
) > CTR D
g % T LAY B § T
- 3 U Y S S Uvﬂ)fo235§‘ Q00010 23:59 I S B S AFTR /HRD
= day month yuar i . 00:00 to 23:59 00:00 to 23.5¢
5' eemn | s EE NEXT IPAGE FOR [CALCULATIONS EMEMOD
¥ a
3 42 Y Y sk T | otenaies . : EVEHARD]
E N doy month yeur . . T 0000402359 | 000042350
0 _UOE*DE?_ _")OE"DE.O_ ':\ \/HDF
]
e Y i T e e e
2go) o et e || e r"‘ALL T |M]EJS°BER VED UBING SPPARDOT
00:00 to 2359 Q000 to 23:5¢

Not Done Codelist: 1 Pc]rlicipqnf refused 2 Clinician unable taabtain 3 Inaufficiant timae A Instrument failure 5 Nat reanired

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




CALCULATIONS FOR 7dPAR

SLEEP TIME
AWAKE1TM AND AWAKE2TM ASSOCIATED WITH SDPARDT +1 when

(INBED1TM > 00:00 and INBED1TM < 06:00) or (INBED2TM > 00:00 and INBED2TM < 06:00)
SLP1TIME = (AWAKELTM — INBED1TM) IF > 24, MINUS 24 HRS (Display times in hours)

SLP2TIME = (AWAKE2TM — INBED2TM) IF > 24, MINUS 24 HRS

TOTAL SLEEP TIME
TOTSLEEP = SLP2TM + SLP1TM

TOTAL WORK TIME

TOTWORK = (WRKSTPTM — WRKSTRTM) IF <0, ADD 24 HRS

ALL TIMES DERIVED USING SDPARDT

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




caleri @ Phuse 2 Baseline Submission 1

Visit 3

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 =72

Center Number: ____ Participant Number:

or ebout the same (check enly one)? PARQ (TYPE 4)
Eh More

D, Less

u3 About the same LSTWK<TUPHYS>

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

5 Were there any problems with the Seven-Day PAR interview?

D° No PARPROB<XYESNO>
D1 Yes
6 Do you think this was a valid Seven-Day PAR interview?
Do Ne
[, Yes PARVLD<XYESNO>
1

7 Were there any activities reported by the participant that you don’t know how to classify?
I—IO No
L, ves OTHACT<XYESNO>

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 72



calerie -

Baseline Submission 1

Visit 3

PAGEID =73
Center Number: ____ Participant Number: R Participant’s Initials: e s
6-Day Food Record
Complete below OR Not done = Specify reason {use Codelist below): _FOO?ND<TUND> Staff initials: Sﬂ%’i—[‘rs
Replacement Values
CoODDAoD /(T\V/DC AADhC
FrUUURCU (TTE F)ro
Day Day
of Date of Record Record Quality of Date of Record Record Quality
check only one) (check only one)
DLW RECQUAL<TUOUAL> |pLw
DLWDAY<TUFDRD> (], Reliable [ ], Reliable
=1 —duy—/—m—/— T [, Unreliable b3 oy /—m— /— T [], Unreliable
FDRECDT [, Missing [ 1, Missing
:|, Reliable D, Reliable
=12 —duy—/—m—/— T [, Unreliable D% o /—m— /— T [, Unreliable
:|3 Missing Ds Missing
], Reliable D, Reliable
=13 Tday /*m* /— P :|2 Unreliable (UL Ty /*m* /— T Dz Unreliable
], Missing (], Missing
], Reliable [, Reliable
=] 4 —% /_.Eh_ /— p :Iz Unreliable 11+ Gy /— ponih /— T | Ly Unreliable
Ja Missing i—ls Missing
], Reliable [, Reliable
=15 ey /—m— /— T jg Unreliable [l 22 Ty /—mm— /— T DQ Unreliable
L1, Missing [_], Missing
:|1 Reliable D, Reliable
. day / —_— / Jear 22 Unreliable 33 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 PHASE2 ANNOTATION V8.0 24FEB2012

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

PAGEID =74

FORM/BLOCK = BASELINE2

Center Number: ____ Participant Number: ___

Baseline Submission 2

Visit 4

Participant’s Initials: ___

first middle fost

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

Weight date and time: ____ /. /

day monih year TT00:00 4 2359

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

DATEHDR (TYPE 4)

Staff initials: —

middle  fost

Weight 1: e e Kg SAME AS PAGE 4

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

Weight of gown: R .|

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

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
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010Z 435 82 0°6A 48D ¢ 3sDyd 3usip]

IPHUSpPLUSD — |XA OLOT

¢/ abod 4y

Baseline Submission 2 Visit 4

calerie s

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

first meddle ot

JPAGEID =75 PARHDR (TYPE 4)
3
. . L]
il Seven-Day Physical Activity Recall (par)
o
; Today'sdate: _ _ / / — Day [check only one): Mon Tues ‘Wed Thurs Fri Sat Sun  OR Not done = Specify reason {use codelist below):
= Y Y pec
- day maonth yoar
] H . o H initi .
3 1 Were you employed in the last seven days? [, No = Skip to question 3 [, Yes Interviewer initials: ot il T
w
E 2 If Yes: Which days (check all that apply)? El Mon l:l Tues l:l Wed D Thurs D Fri l:l Sat D Sun
E 3 Which days do you consider your weekend, or non-work, days? [Imon  [rwes [Iwed [dthos [ Jmi [ Isar [ sun
; Day | Day of Sleep Time Work Time Morning {in minules) Afternoon {in minutes) Evening (in minutes)
Date

5 # | Week In Bed Up Start Stop Mod. | Hard | Yo | Mod. | Hard | Y | Mod. | Hard | Yo
= Hard Hard Hard
[ — -
2|7 R a1 v el IR R PARCHT (TYPE 4)PS
o "}’“’e_’ doy maonth yeor I B 00:00 to 23:59 00:00 to 23:59
. day) 00:00 ta 23:5¢ G0:00 to 23:59
a
: H .
el ooonzas | oboonzes : ,
. duy manth yoar T T 00.00 10 23:5¢ 00.00 ta 23.6¢
= 00:00 to 23:5¢ 00:00 to 23:5¢
o
° . .
- e | Tomoewemee : _
3 i o _ _ Twwnns | ez
= T 0000002280 | 00.00te2360
. 3
e SAME AS PAGE 71
- —_—te | ———- —
E] 00:00 to 23:5¢ Q0:00 10 23:59
3 /. /. S - —
: 4 day manth yoor T o 00:00 to 23:5¢ 00:00 to 23:5¢
: 00:00 to 23:5¢ 00:00 to 2359
- B
. 3 7 7 i)Elo .'-!35?7 70") 0-')0.0 23 597 . :
g 70‘0)/7 T menth 77],««77 . . T 00.0010 2356 | 00:0010235¢
Iz T 0000102356 | 0000102358
2
z |2 gy | ov0oro2sse | " ov0Otese |, f .
(g ] duy month yaar T T S 00:00 #a 23:59 00:00 1o 23:5¢
[ 00:00 to 23:5¢ G0:00 o 23:59
~1
o
o |1 Y i T e T

1 week doy month yoar T o 00:00 to 23:59 00:00 to 23:59

age) 00:00 fo 23:59 00:00 10 23:59

Not Done Codelist: 1 Parlicipa ot required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




caleri @ Phase 2 Baseline Submission 2

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 =76

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
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 76




§@ Phase 2 Baseline Submission 2
calerie sion 2

PAGEID =77
Center Number: ____ Participant Number: R Participant’s Initials: e s
Handgrip Strength
Date and time of assessment: —— /_WT“_ /I — 5o T Staff initials: .
OR Not done = Specify reason (use codelist below): __ SAME AS PAGE 4 DATEHDR (TYPE 4)
1 Dynometer handle position: ____ DYNO<I:2> HANDGRIP (TYPE 4)PS
2 Dominant hand (check only one): [ ], Left [ ], Right [ ], Ambidextrous
DOMHND<TUDOMH>
3 Handgrip strength:
Handgrip Sirength | Zero Meter Check Right Hand Zero Meter Check Left Hand
TESTNO<TUPFT> RIGHT<F:9:3> LEFT<V:9:3>
=Test 1—peak force A kg O, kg
=Test 2—peak force o kg R _ kg
=Test 3—peak force Do kg Do __ 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

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

Visit 4

PAGEID =78
Center Number: ____ Partidipant Number: Participant’s Initials: e e
Isometric/Isokinetic Knee Extension and Flexion
Date and time of assessment: __ / /. Staff initials: _—
day month yoar 00:00 fo 23:59 fist middle fost
OR Not done — Specify reason (use codelist below): SAME AS PAGE 4 DATEHDR (TYPE 4)

1 Recent injury or pain—right knee? [_|;No [ ], Yes RKIP<XYESNO>

2 Recent injury or pain—left knee? [ |;No [ ], Yes LKIP<XYESNO> ISOMETRC (TYPE 4)PS

3  Specify machine used (PBRC only): [ ], Cybex [ ], Biolex MACHINE <TUSED>

GRAVEFF<TUGRAV> RIGHTLEG<F:9:3> LEFTLEG<F:9:B> If Not Done,
All valves corrected for gravity effect torque Right Leg Left Leg Specify Reason
- " - st seprbistbefart >
3 60.?’%%%?)( éaba%ﬁog: : peak torque _ N.m __Nm
total work = N.m N.m
- average power — walls - walts
4 60°/sec knee flexion > = peak torque _ N.m . __N.m
total work N.m __Nm
B average power N watts __walts
o =
5 180°/sec knee extension peak torque _ N.m . __N.m
B total work _ N.m __N.m
- average power s watts o ___waltts
- work fatigue index % %
1=
6 180°/sec knee flexion peak torque _ N.m __N.m
" total work N.m N.m
14=
average power watts walts
15= work fatigue index i % - %
7 Isometric knee extension: trial 116= peak torque N.m N.m
trial 217: peak torque _ N.m __Nm
trial 318: peak torque = N.m __Nm
8 Isometric knee flexion:  trial 119: peak torque N.m N.m
20=
trial 2 peak torque _ N.m __Nm
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

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
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WHEN GETND IS ENTERED ON THE 1ST LINE ITEM OF EACH SECTION OF THIS PAGE (ITEMS
1,4,7,11, 15, 18 FROM THE CODELIST BELOW), THE GETND APPLIES ALSO TO THE ITEMS
THAT DIRECTLY FOLLOW THEM IN THE SECTION. DO NOT DERIVE

TUGRAV

1=KEG6OPT

2=KE60TW
3=KEGOAP

4=KFB60PT
5=KF60TW
6=KFB60AP

7=KE180PT

8=KE180TW
9=KE180AP
10=KE180WFI

11=KF180PT

12=KF180TW
13=KF180AP
14=KF180WFI

15= IKE1

16= IKE2
17=IKE3

18=IKF1

19=IKF2
20=IKF3

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




calerie -

PAGEID =79

Doubly Labeled Water (piw)

1 Date and time of DLW dosing: __

3  Exact weight of DLW mixture:

SAME

4  Urine samples:

cay

2 DLW dose mixture ID and bottle number: ___ -

.

Center Number:

-

monih year

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

grams

AS PAGE 34 except

No Display Item 1 and 2 below

Participant Number:

0000 o 2349

Baseline Submission 2

Participant’s Initials:
farst m

Staff initials: B

fiet aicdle lout

DLWHDR (TYPE 4)

-CA

DLWCHT (TYPE 4)PS

Visit 4

Collection Sample Date and Time Collected
DLWSMPNO<TUD|[ W>
Day O (Visit 4) 3- DOa s —mimme
- B A — :
4 = DOb day month year T 0000402359
Day 7 (Visit 5) - b7 —} / . I
ay isi 5= a day meanth year 0000 o 23:59
S Y :
6 = D?b day manth year 000040 2359
Day 14 (Visit 7 = D4 e —
ay 14 (Visit 7) 7= a day month you 00:00 o 2359
8= DI4b e — —wmime
5 Affix CRF page label(s) corresponding to this urine sample set: i’ "“;f-fi-x-“"i DLWHDR (TYPE 4)
i Label i
! Here '

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

Send to DCRI Forms Management *+ 2400 Pratt §t. + Room 0311 Terrace Level + Durham NC 27705
2010 DCRI — Confidential

Calerie Phase 2_CRF_V9.0_28 SEP 2010
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calerie -2

PAGEID =80

Center Number: _____ Participant Number:

Baseline Submission 2

Visit 5

Participant’s Initials:

fiest middle losr

Weight date and time: —— /_n.T.«m_ /— — — e T Staff initials: S
OR Not done — Specify reason (see Codelist below): ___ DATEHDR (TYPE 4)

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

Weight 1: . ke SAME AS PAGE 4

Weight 2: ke WEIGHT (TYPE 4)
Weight 3: R

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

Send to DCRI Forms Management * 2400 Pratt S&. * Room 0311 Terrace Level * Durham NC 27705
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caler

PAGEID =81

ie Phase 2 Baseline Submission 2
Visit 5

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

1 Date and time of test:

2 At what time was the

4 Heart rate (HR) data:

5 Reason(s) for termina

[ serious arrhythmias
[ ] Changes in blood p
D Ventricular ischemia
O Orthopedic/extremi

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

3 Rest ECG: Rhythm (check only one): [ ], sinus [], Atrial fibrillation [ Jog Other
Ventricular conduction {check only one): DI Normal LBBB js RBEEODNDUCT<TUVCON>

D Symptom [imited {dyspnea, faﬁgue}
[ Angina/ischefbd S SEdvplete all that apply: HR when true cardiac angina occurred: bpm oR [_os NA

[ other {SPECHQTHER REASONSP<V:50>

SAME AS PAGE 4 DATEHDR (TYPE 4)

day manth yodr o _O(Wlomr
VOMAX (TYPE 3)

MEALTM (associated with STUDYDT)
participant’s last meal/snack eaten? T RESTRHYM<TURHYT>

ESTRATE

eanrater bPm  AGERATE
Age-predicted heart rate: __ —bpm o A TEMAX

Resting heart rate:

Heart rate (max): bpm

tion of testing (ckechgll #hed apply):: A | <X YES> CANGINA ANGNA<XYES>

o SVTﬂRRYTHM HR when ischemic ECG changes occd@i®@:CHNG |$ME%MES>

ressure CHGBP VENISCH

{schedule stress image study, complete ventricular episode report)

JPAINCRMP

ty complaints (pains/cramps,

6 Did frequent ventricul

Do Ne

13 VE at VO, peak/VO,

D1 Yes — IFPY\":}s(:)\Ié\V/II-:Eeﬁgif it occur {clge\c/’glf\j/l”éc:&?fw? O During exercise EEBQI@E&%&ES> RECOVERY<XYES

7 PeakVO,: __ MEETGRIKgZYESNO> L/min

8 Did the participant meet at |°@e_’9|%'|1?_fA*§f VO, max ckjfesigy E?Séz’wighﬂ? a Achieve a plateau in VO, {change < 150 ml)

[],No between the final two stages

. . b RER=1.1

[ Yes = 1 Yok @@mmec|:3>  ml/kg/min  ___ 1/min ¢ HR max + 5 bpm of age-predicted maximum

9 Exercise ime:EXERSEC<I:2>
mirvites seconds VOSYS VOD'A
10 Blood pressure at YO, peak/VO, maxBORG<|:?>_ ____ mmHg
systolic diastolic
11 Borg RPE Rérd KiVERpeak/VO, max: (6-20) All BPM <1:3>
Other Measures

12 Peak RER: _ _ VEPEAK (ITEMS 7, 8,12,13,14) <F:9:3>

14 VE/VO, at VO, peak/VO, max

ar ectopy occur (e.g., = 7 PVCs/min, bifirigeminy, NSVT E@E%ﬂfXYESNO>

max: \/E\ (-Q-FZENK““

__L/min

Not Done Codelist: 1 Pari

Heinant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

\Y

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

vrham N€ 27705
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calerie Phase 2

PAGEID =82

Center Number: __

Baseline Submission 2 Visit 5

Participant Number:

~ PARHDR (TYPE 4)

Participant’s Initials:

first meddle ot

w

®

a

. . .

=l Seven-Day Physical Activity Recall (par)

o

o

® |Today'sdate: ___ / _ _ / _ _ _ Day (check only one): [ Tmon [ Trwes [ Twed [ Jthors [ T/i [ Isar [ |sun ORMNotdone — Specify reason (use codelist below):
- v month yoar

° . s

3 |1 Were you employed in the last seven days? [, No — Skip to question 3 [], Yes Interviewer initials: __
]

E 2 If Yes: Which days (check all that apply)? [:] Mon D Tues [:I Wed D Thurs [:l Fri D Sat D Sun

3 . . -
& 3 Which days do you consider your weekend, or non-work, days? Osten wes Twed Wiwes e sar [ sun

; Day | Day of Sleep Time Work Time Morning {in minules) Afternoon (in minutes} Evening (in minules)
] Date Very Very Very
=

3 # | Week In Bed Up Start Stop Mod. | Hard Hard Mad. | Hard Hard Mod. | Hard Hard
.

» —— ¢ — — e :

e l7] |, e s PARCHT (TYPE 4)PS
o 'lyesre_' day month yaar o o . T 0000402356 | 00:0010 2350

o day) 0000 ts 23:59 T 0000102350

o

=+

ey : :

™~ 6 Y A 00:00 te 23:5¢ 00:00 40 23:59 i i

. day month yeor : . 00:00 fo 23:5¢ 0000 to 24:5¢

= 00:00 to 23:59 00:00 10 23:59

o

o

3 [T S (S

p 5 Y R B L 000010 2450 . :

2 day manth year . _Omfom?_ T 00001023 SP_

=~ 00:00 10 23:5% 000010 24:6¢

-g

] SAME AS PAGE /71

- [ S —

a2 a sy oooonzase 0000 15 23:59

: doy month yeor : : T 0000102856 | 0000102350

g 00:00 10 23:59 000010 23:59

e

" Y B | otoore2ase | T onoorzase T T

g 3 day manth year _ . 0000 10 23:5¢ 0000 10 23:59

= T 0000102359 | 0000102359

o

3 S S [ I

= 2 I f___.(____ 00:00 to 23:59 00:00 40 23:59 - o - - i B

n duy manth yoar . . 00:00 to 2359 00:00 4o 2350

E T 0000102358 | 0000102380

~

t sy ooo0n23se 00.001a 23:6¢

(7 week Gy fioort o : : T 0000102356 | 0000102350
agel 00:00 to 23:59 00:00 1 23:59
Not Done Codelist: 1 Participant refused 2 of required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




caleri @ Phase 2 Baseline Submission 2

Visit 5

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 =83

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

Send to DCRI Forms Management * 2400 Pratt §t. *+ Room 0311 Terrace Level + Durham NC 27705
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Baseline Submission 2
Visit 5

calerie -

PAGEID =84
Center Number: ____ Participant Number: —______ Participant's Initials: e s
6-Day Food Record
Complete below OR Not done = Specify reason {use Codelist below): _ _ Staff initials:
FOOPRPRCPATVYRPEARPS
IEA A =4 AN = e i =
Replacement Values
SAME AS PAGE 73 Pl
Dey Record Quali Doy Record Quali
of Date of Record (check onl ')y of Date of Record (check onl 'JY
DLW check only one DLW check only one
(], Reliable [ ], Reliable
1 ey /—m— /— T [, Unreliable 8 “ay /—,,;.,— /— T [], Unreliable
:|3 Missing Ds Missing
:|, Reliable D, Reliable
2 ey /—m— /— T [, Unreliable ? e /—mm— /— 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 ], 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 time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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caleri @ Phase 2 Baseline Submission 2

Visit 6

PAGEID =85

Center Number: Participant Number: Participant’s Initials:

st medele  ferst

Delayed-type Hypersensitivity (p1H)

1 Was the DTH worksheet completed? WKSHTCMP<XYESNO> DTHADM1 (TYPE 3)

Do Neo

[L], Yes = If Yes: Were any Exclusion criteria met? [ ], No — Proceed with test

EXCLMET<XYESNO> [ ], Yes — STOP. Do not administer test.
2 Date of injection: _dv_D/EADM Pl___ OR Not done — Specify reason {use codelist below): EFHND<TUND>
¥ month yoar
3 Injection by (initials): TWPT_‘HINlT<V:3>
4 Arm injected: [ ], Right [, left ARM<TUDTHA>
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)
Artiger P et B Read By: | A (diamor B (d Read By:
ANTIGEN<TUANTI> (chameter) {diameter) ead By: {diemeter) (diameter) ead By:
1 Normal saline ___ DIAMB <F9:3> mJTH2INIT | mm|___ _ mm
ANTITYPE< 3>
TUTYPH> 2 Tetanus toxeid (17}
{check only one):
|:|] Tetanus toxoid (Sanofi- TUTYPE
Posteur)  SPECIFY qw:25>— — "M f—— —— M — —— "M — -COPEMST
D% Other: 1= STANDARD
Lot#: LOTNUM <V:25> 98 = OTHE
3 Candida (check only onej: Feat ol T Tt e ot
[, Candin (Aflerped) amlom fitas) | mm|___ mm (initicls)
Doe Other:
Lot #: -
4 Trichophyton (check only
one):
[, Trichophyton Allergic el am T
TYPANTI CODERYET Ateried)
1 NGRMALsRPINE 24 5 = NORMPAL SALINE| 48
2 F TETANWE#TOXOID 24 6 = TETANUS TOXOID 48
3 = CANDIDA 24 /= CANDIDA 48
4 I:N'ﬂ@h@%ﬂb‘ﬁé‘f@l\l’@rﬂcipanr refused 2 Clinician una8lexc[dRI@IH OPIRY@M id@ 4 Instrument failure 5 Not required

Send Iell CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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caleri @ Phase 2 Baseline Submission 2

Visit 7

PAGEID =86
Center Number: _____ Parficipant Number: _____ Partidpant’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 measuremenis are more than 0.1 kg apari, measure weight o third fime):

Weight 1: . kg SAME AS PAGE 4

Weight 2: . k
9 —_— " 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
Natural waist measurement 2: e .__cm SAME AS PAGE 29
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 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

Sendlo BG A ERIE PHASE2 ANNOTATION V8.0 24FEB2012 purham NC 27705
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caleri @ Phase 2 Baseline Submission 2

Visit 7

Participant’s Initials:
Tt middlo fet

Pregnancy Test

PREGTEST (TYPE 4)

PAGEID =87

Center Number: ____ Participant Number:

Complete only for females.

Does participant have reproductive potential?

[y No SAME AS PAGE 33
D1 Yes — If Yes: Date vrine pregnancy test performed: ___ /. /=

day maonih year
Results: Ul Negative
|—|2 Positive

Core Temperature

stof Provide Date of Time of Sample If l;:: I:o:e,
Initials Sample Collection/Procedure Collection/Procedure (Use codh eh—: below)

ADMIT (TYPE 3

Start Date: Start Time
SNTIALS | CISIRIM
day manth year 00:00 to 23:59 CTND<TUND>
st mickdls lost S—
CTSTPDT Stop Date: Stop Time
/ / CTSTPTM
day monit year 00:00 i;) 2359

Inpatient Admission and Discharge

1 Inpatient admission date and time: — /__ [/ ADMITDT

¥ ronth yoa 00:00 to 23:59

DISCHDT DISCHTM

2 Inpatient discharge date and time:  ____ /_ /.
dary month year 0000 jo 2359

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

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie -2

PAGEID'= 88

Center Number:

Baseline Submission 2  Visit 7

Participant Number: _

Participant’s Initials:

" PARHDR (TYPE 4)

first middfle last

Seven-Day Physical Activity Recall (par)

Today'sdate: __ /  _ /  Day {check onfyoneli [ | Mon [ JTues [ Iwed [Jthus [Jri [[]sar [ sun OR Not done — Specify reason {use codelist below}: ___
day month yoar
1 Were you employed in the last seven days? [J, No — Skip to question 3 [_], Yes Interviewer initials: ___
2 If Yes: Which days (check all that apply)? l:l Mon I:l Tues I:l Wed l:l Thurs D Fri l: Sat l:l Sun
3 Which days do you consider your weekend, or non-work, days? O son Dwes wed Whos e Hsar [ sun
I D f Sleep Time Work Time Merning (in minutes) Afternoon (in minutes} Evening (in minutes)
ay | Day o D
ate Ve Ve Ver
# | Week In Bed Up Start Stop Mod. | Hard " | Mod. | Hard Y | Mod. | Hard Y
Hard Hard Hard
7 | e | PARCHT (TYPE 4)PS
(yester- day manth year . 00:00 ta 23:5¢ 00:00 ta 23:5¢ | N T .
day] 00:00 to 2359 T o000t 2069
P ; ; T ovoor2ase | oovorezise . .
day manth s . T 0000002350 | 00.0002350
00:00 10 235% 00:00 1o 23.6¢
5 / / Ton00ta238¢ | 000012880 : :
dey manth yaer T o 00:00 1o 23:5¢ 00:00 10 23.59
00,00 to 2359 Q0.00 10 2359
SAME AS PAGE /71
a s Toersss | T ovoorezase
day manth your e eooorezase 00.00 10 23:69
00:00 to 235¢ 00.00 1o 23,5
3 ; ; T 0000102359 | 000010 2360 . .
duy month yeor : : 00:00 ta 23:59 00:00 10 23:59
00:00 10 2359 00:00 10 23:6¢
2 / / o000t 2350 | | 00002580 _ _
dey manth yaor . . 0000102359 | 0000402389
00:00 ta 23:5¢ 00:00 ta 2359
1 e e e
_ Y Y R 00.00 to 2359 s o
1 week day manth yeor . o e 00:00 fo 23:5¢ 00:00 to 23:69
agel 00:00 to 2359 0000 1o 23569

Not Done Codelist: 1 Participant refused

2 Clinician un

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




caleri @ Phase 2 Baseline Submission 2

Visit 7

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 =89

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 =90

Outcomes Labs

Center Number:

Participant Number:

Baseline Submission 2

Participant's Initials:

Visit 7

first midle faat

D di £l I: EALDT LMEALTM
ate and time of last mea —— /_nm_UM_W__ — oo Ta— OUTCMELB (TYPE 4)PS
Date and time sample collection started: __SAMPDT__ , SAMPTM .
day monih year 00:00 to 23.59
If Not Done,

Sample Sample Complete? Reason Staff Inifials
OTCMSAMP<TUQTCM> SAMPCOL <XYESNQ>| (Use codelist below) N
1= Catecholamines D.D No SAMEND<TUNE g Tt mddle ot

[_|] Yes
2= Blood DO No ]
Eblifﬁsl—lONAL ITEMIS ON NEXT SLIDE FOR
b
3= Oral glucose tolerance test (OGTT) EHE!%IQUTCMELB PANEL —an
1 Yes

Biopsy Labs

Z="Vaccinations appear on p.21t
If a sample is not obtained, indicate with a Not Done.

BIOPSY (TYPE 4)PS

24-hour Urine Collection

If Not Done,
Sample Date of Collection Reason Staff Initials
BIOPSY <TUBIOP> b lADEy AT {Use codelist below)
T BJOPSYND<TUND#$ BIOPINIT
1= Muscle biopsy —duy—/—m— /— T I Tt mddle ok
2= Fat biopsy e /— —— /— T B Tt iiddle last

Not Done Codelist: 1 Participant refused

Total Volume Date of Time of If Not Done,
. . Reason Staff Initials
Collected Sample Collection Sample Collection (Use codelist below)
Start Date: Start Time: URINE24 (TYPE 3)
URNSTRDT
. URNSTRTM
TVOLURN<I:6> == .
ml URNND<TUND> | URNINIT
—— —— —— —_— first middla fost
Stop Date: Stop Time:
__GRSTPOT | URnsTPTM
day month o 00:00 to 23:59
2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Panel Items not Displayed here appear on p.211:

HEPA, TD, PV ALL<XYES>

Panel Items not Displayed here appear on p.211:

HEPVAC<TUHVAC>
1= HAVRIX

2= VAQTA

98= OTHER
TETVAC<TUTVAC>
1= DECOVAC

98= OTHER

PNEUVAC<TUPVAC>
1= PNEUMOVAX
98= OTHER

SEE PAGE 211

HEPSPEC V:30
TETSPEC V:30
PNEUSPEC V:30
HEPLOT V:20
TETLOT V:20
PNEULOT V:20




calerie Phase 2 Baseline Submission 2

Visit 7

Participant’s Initials:
fiest middle losr

Sex Hormone

If Not Done = Specify reason [use codelist below): _ STUDYN D DATEHDR (TYPE 4)

PAGEID = 90A

Center Number: _____ Participant Number:

ContNQegiWWeﬁlpgxgl’oniy}: [] None ©OR Check all that apply:
STUDYTM or SINITIALS PPY OUTCMEZ2 (TYPE 4)
] Oral contraceptive = Specify:
NONE <KYES> d URA}labl" <Y:50>
ORAL <XYE Record on Concomitant Medications page
_ ﬁ Other — Specify (e.g., barrier, {UD): OTHERSP<V-56
OTHER=XYES> If Not Done, | spaff
Day 1 Date Time Reason
{use codelist) Initials
Day-totmensesfomalor-crly) MENSESDT
LMEALTM
Date and time of last meal {males only) a7 /—L,MEAJ-[DI—W—— O35
Hormone level blood draw 1 {males only) a /_HM%%W_DT_M__ ngo%vy;%@— HDEA_WNDiT JNI??M oot
HDWINIT<V:3>
Hormonelevelblood-draw-2 {femalos-oniy} HDRAW2DT HDRAW2TM HDRAW2ND<TUND>
R HDW2INIT <V:3>
If Not Done, | Siaff
2 Date Time Reason
i (use codelist) | ImiHals
. LMEAL2DT | MEAL2TM
Bote-and-time-of-las-meal
Hermenalevesload-dreve3-{lomalesonbyd HDRAW3ND<TUND>
Progesteronc-fevet HDRAWSDT HDRAW3TM HOW3INIT<V:3>

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

Do No D, 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?

[loNo [, Yes SAME AS PAGE 35 - -

For the area scanned section (below)

DXA Scan iq oy only WBDY WRDYND REWERKA Rescan OR [ ], NA
Date of scan: /. _ _ / Date ofrescan: /. _ _ /
day nonth yoa day month yoa!
Area Scanned If "::’D::" Area Scanned
Check all that apply (Use codelist below) Check all that apply
[] Whole body - [] Whole body

Not Done Codelist: 1 Participant rafl.i\s/%i“llgnﬂﬂs%ﬂrh%q%hil\? Bfkﬁg? ;g}qufﬁﬁr}l}'t‘@%,] 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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§@ Phase 2 Baseline Submission 2
calerie sion 2

PAGEID =91

Center Number: ____ Participant Number: R Participant’s Initials: e s
Metabolic Rate
Sample Date of Collection i :}:: ;:,:&; :;::r" Staff Inifials
RMRVISIT<TURMR> RMRDT RMRND<TUND> RMRINIT
Resting Mg bslic Rate (RMR)—Visit 7 —dw—/—m— /— —— - e
CARTIDTUCARTS _ IF 3= 5=
Cart ID [ Tufts-003 (623002) ] WASH U-001 (623-003) [ PBRC-016 (623005)
23 [ Tufts-006 (623006/*=[] WASH U-002 (623-004) BT ] PRRC-017 (623-001)
Sample Date of Collection H t!f):: ?O;:;:‘; E;::j‘" Staff Initials
Restjng Metqboljc Rate (RMR}—Visit i — i ——¢ _ T
Cart ID [ 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)

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

RMR (TYPE 4)PS

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

Randomization
PAGEID =92

Center Number: Participant Number: Participant’s Initials:

Randomization

1
l
'\
\
1]

RANDOM (TYPE 1)

Date of randomization: ____ /
day month

—/__RANDOMDT
yoar

Treatment Group

To which treatment group was the participant assigned (check only one):
D1 CR—calorie restricted TGROUP<TUGRP>
D2 Al=ab libitum (control)

Intervention

SRTINVEN<XYESNO>

Did participant start intervention?
[ ], No = Complete the Study completion/Early Discontinuation of Study Evaluation
D1 Yes — If Yes: Date intervention started: =~/ /__INVENTDT

day month year

Signature: NOT DATABASED Dote: wowm of = o nifs v o

NO/T DATABASED

day morth yeor

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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caleri Phase 2 Month 1 Submission
FORM/BLOCK = MONTH 1 CR V"sif SfUdy Week 2

PAGEID =93
Center Number: __ ParticipontNumber: _____ Participant’s Initials: o
Date and Time Findings ECG (TYPE 4) Staff Initials
/ DAT/E H D R (TYP E 4) Is ECG (check only onej:
Tday  month T year 0000102359 [, Normal SAME AS PAGE 30
o Raidongis Sp%ci I!Eeoe\g\ PAGE 30 D2 Abnormal, not clinically significant (specify): PP
e D3 Abnormal, clinically significant (specify):

SOfEfy Labs {Potassium Surveillance)

Date and time of sample collection: —2 /i"mg /— —r— —wigEi— SAFETYLB (TYPE 4)
Sample Sample Complete? " ('l‘J:e' ?o:!:hes’r :;:;)on Staff Initials
Do not display SAME AS PAGE 30
Blood LlNol | MEALDT | LMEALTM _ s
=i UrsMPCOL | URSMPND
URNINIT

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 1 Submission

PAGEID =94
Center Number: ____ Participant Number: R Participant’s Initials: e
Weight date and time: : -
eight date and fime: = /—m— /——rw—— S o 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: kg WEIGHT (TYPE 4)
Weight 3: . kg

Weight of gown: R s

Vital Signs

Assessment date and time: ___ /. /.
ey month 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): fust niddl it

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: T s
4 Temperature: _______.__ °C OR Notdone — Specify reason {use codelist below)s ____ Staffinitials: . _—
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 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
Calrte Phose 2.CR_¥20.289 CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie Phase 2 Month 1 Submission

PAGEID =95
Center Number: ____ Participant Number: R Participant’s Initials: e s
Date and Time Findings ECG (TYPE 4) Staff lniﬁuls\
DATEHDRA(TYPEH4)
/ ‘ Is ECG (check only one}:
Tday  memth e 0000102359 D] Normal SAME AS PAGE 30
SAME AS PAGE 30 [ ], Abnormal, not clinically significant (specify): o
OR Not done — Speci .:Teason OTHERYP 2vE0e
fsee codelist 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)
doy month —— 00:00 10 2359
Sample Sample Complete? | ;:: Doner E;::}’" Staff Initials
SAME AS PAGE B0
Blood Lo No —_ Tt wdds T
:|] Yes
Urine [ No _ _ Tt il Tt
:|1 Yes
Contraception
If Not Done = Specify reason {use codelist below) CNTRAND<TUND>
Contraception method (females only): [[] None OR Check all that apply: OUTCME2 (TYPE 4)
NONE <XYE[S> [[] oral contraceptive = Specify: e
. ORALSP=<V;
No display STUDYDT, ORA|L <XYES> Record oh Concomitant Medications page
STUDYTM or SINITIALS OTHER kXYES> [] other — Specify (e.g., barrier, IUD): OFHERSP-<\:50>

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

SAME AS PAGE 90A WITH THE REMOVAL OF THE FOLLOWING FIELDS:

MENSESDT, HDRAWDT, LMEALDT, LMEALTM,HDWINIT, HDRAWND,
HSW2INIT, HDRAW2TM, HDRAW2ND, HDRAW3ND, HDS3INIT, HDRAW3DT,
HDRAW3TM

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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caleri

PAGEID =99

SAME AS PAGE 30
OR Not done = Specify reason

[see codelist below):

Phase 2
FORM/BLOCK = MONTH 3

Center Number:

D, Normal

Participant Number:

Date and Time Findings ECG (TYPE 4) Staff Iniﬁuls\

DATEHDR (TYPE 4)

0000102359

Is ECG (check only one):

Month 3 Submission

Dz Abnormal, not clinically significant (specify): _

SAME AS PAGE 30

Participant’s Initials:

[, Abnormal, clinically significant (specify):

Safeiy Labs {Potassium Surveillance)

fint meddle lost

CR Visit Study Week 6

first middle fast

Date and time of sample collection: ____ / /.
da manih rar 00:00 to 23:59
’ " SAFETYLB (TYPE 4)
Sample Sample Complete? W ;:: :}3‘:&‘; :;::;“ Statf Initials
SAME AS PAGE 93—
j No
Blood 0 gy
], Yes o o

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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calerie

PAGEID =100

Center Number:

Participant Number:

Month 3 Submission
CR Visit Study Week 8

Participant’s Inifials: __

first middle fast

Date and Time

Findings ECG (TYPE 4) Staff Initials

N LT\ —

DATEHDR (TYPE 4)

day month yeor
OR Not done -’Ség/(lil ’?‘&BﬁGE 30

{see codelist below):

70000102359

Is ECG (check only one):
[ ], Normal

[, Abnormal, not clinically significant {specify):

SAME AS PAGE 30

firt middle lost

[, Abnormal, clinically significant (specify):

Safety Labs {Potassium Surveillance)

Date and time of sample collection: T A S N
lay month year 00:00 to 23:59
SAFETYLB (TYPE 4)
Sample Sample Complete? " (':J:: :)3:;" :;:;)on Staff Initials
SAME AS PAGE 93
D No
Blood “ Tt e Tt
oo ], Yes :

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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Ca Ieri @ Phase 2 Month 3 Submission

PAGEID =101
Center Number: ____ Participant Number: R Participant’s Initials: e

Weight date and time: :

eight date and fime: i /—m‘— /— T hee i Staff initials: e
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: ————k SAME AS PAGE 4
Weight 2: kg WEIGHT (TYPE 4)
Weight 3: kg
Weight of gown: ke
Vital Signs
Assessment date and time: ___ /. A : i

day maonth year 00:00 fo 23:59
If waist measurement not done — Specify reason (use codelist befow): VITALS (TYPE 3)

1 Natural waist measurement Staff initials:

first middha ot

{if the first fwo measurements are more than 1.0 cm apart, measure natural waist circumference o third fime):

Natural waist measurement 1: . cm

T SAME AS PAGE 29
Natural waist measurement 2: —— o .___Cm
Natural waist measurement 3: . cm

2 Umbilical point waist measurement (if the first fwo measuremenis are more than 1.0 cm apart, measure
umbilical point waist circumference o third time):

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 codelis! below): ___ Staff initials: T T
4 Temperature: _____.__°C OR Notdone — Specify reason {use codelist below): __ Staff initials: yraersx sy era
5 Respirations: ______ perminute OR Not done — Specify reason (use codelist below): ___ Staff initials: ey
6 Blood pressure (check only one): [ ], Leftarm [ ], Right arm Staff initials:
6a Bloodpressure1: ~~ / ~ mmHg Time: __ :  OR Notdone—
sysfolic diastolic 00:00 40 23:59 . J-
Spemfy reason (use codelist below):
6b Blood pressure 2: / mmHg Time: .
systolic diastolic 00:00 40 23:59

6¢ Blood pressure 3:

sysiolic diastolic 000040 2359

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
Send to DCRI F = ham NC 27705
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calerie ™

PAGEID =102

Month 3 Submission

Participant Number: Participant’s Initials:

first midle faat

Date and Time Findings ECG (TYPE 4) Staff lniﬁuls\

Center Number:

DATEHDRA(TYPEH4)
/ ‘ Is ECG (check only one}:
Tday  memth e 0000102359 [_]] Normal SAME AS PAGE 30
OR Not done —’Sé?)h/li /ﬁ\eSC‘SEéGE 30 [ ], Abnormal, not clinically significant (specify): S

(see codelist below):

Ds Abnormal, clinically significant {specify):

Safety Labs

Date and time of last meal:

J |

00:00 fo 23:59

SAFETYLB (TYPE 4)

Date and time of sample collection: /. /.
day month yoar 00:00 fo 2359
If Not Done, Reason
Sample Sample Complete? Use co d’e!is’r below) Staff Initials
SAME A$ PAGE 30
Blood L No —_ Tt mddls Tt
:|] Yes
Urine CoNo —_ Tt il Tt
:|1 Yes
Outcomes Labs
Date and time of last meal: -
R wwens OUTCMELB (TYPE 4)PS
Date and time sample collection started: _____ /_ /.
day ponth yoar 00:00 fo 23:59
SAME AS PAGE 90
If Not Done,
Sample Sample Complete? Reason Staff Initials
[Use codelist below)
< >
OTCMSAMP TUOTC'\E/,llood [ ], No . T
Display only item 2= Blood [, Yes

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

Contraception

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

[] None OR Check all that apply:
[[] Oral contraceptive — Specify:
Record on Concomitant Medications page
[[] other — Specify (e.g, barrier, {UD):

OUTCME2 (TYPE 4)

Contraception method {females only):

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 L
Send to DCRI For — m NC 27705
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calerie ™

PAGEID =106
Center Number: ____ Participant Number: R
SAME AS PAGE 36 DATEHDR (TYPE 4)
Datecompleted: __ /  _ /  _ OR Not done = Specify reason (use codelist below):

day

month yoar

Month 3 Submission

Participant’s Initials:
frat

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\;erglry Rarely | Some- | Offen | Very |Always
1 Fasting is a good way to lose weight. Lo O O O | O | O | O
2 My sleep isn’t as good as it used to be. Lo O, | O O O O, ] L
3 | avoid eating for as long as | can. |:|l Dz Ds D,, Ds Dé D,
4 Certain foods are “forbidden” for me to eat. O (O, L O, O O O | O,
5 Lic:;;::‘:ﬁ :;tfaln foods in my house because | will ololololalolo
6 | can easily make myself vomit. O (O, O, O O O ] O,
7 | can feel that being fat is terrible. Lo Ok f O | O O | L
8 | avoid greasy food:s. O G| &, O, O | E | O
9 It's okay to binge and purge once in a while. Lo O f O | O | L
10 | don’t eat certain foods. O (O, ) O, O O O, | O,
11 | think | am a good person. CL O Ok O | O e | L,
12 My eating is normal. | O, D3 [, Ds D¢ L],
13 | can’t seem to concentrate lately. CLf O, O O O f O | O,
14 | try to diet by fasting. Ll Dz D; [, Ds D¢ L],
15 | vomit to control my weight. Lo O (O | O | O | O | O,
16 Lately nothing seems enjoyable anymore. Cop O (O f | O | L
17 Laxatives help keep you slim. Ll O O | O f O | e | L,
18 | don’t eat red meat. C (O (O O O | L,
19 | eat so rapidly | can’t even taste my food. Co O O, O, | O f 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 Initials:

Fost middle fat

o torat

Send to DCRI Forms Management *+ 2400 Pratt §t. + Room 0311 Terrace Level + Durham NC 27705
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(o | Ieri @ Phase 2 Month 3 Submission

PAGEID =107 MAEDS (TYPE 4)PS

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 66 Rarely fimes Ofton
20 | do everything | can to avoid being overweight. (O O O | O f O |
21 gt:; Ltilnl:?afed, | must do something to rid myself O lo o o o oL | o
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
Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level *+ Durham NC 27705
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(o | Ieri @ Phase 2 Month 3 Submission

PAGEID =108 MAEDS (TYPE 4)PS

Center Number: ____ Participant Number:

Participant’s Initials:
frat ddle

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

SAME AS PAGE 67 Never R\;e:gy Rarely sf:::: Often ;;g‘ Always
39 Recently | have felt pretty blue. Lo O O | O f O | O | L
40 | am obsessed with becoming overweight. OO | O, O O O O
41 | don’t eat fried foods. L O | O | O | O | O | O,
42 | skip meals. O 0, | O, ) O, | O | O, | G
43 Fat people are unhappy. LoD O | O f s | O | L,
44 People are too concerned with the way | eat. L O, O, O, f O O | O
45 | feel good when | skip meals. Lo L O | O f s | Ol | L,
46 | avoid foods with sugar. O (O, | O | O ) O | O | L,
47 | hate it when | feel fat. (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. L) O O O | O | O | L,
51 | feel guilty about a lot of things these days. L O 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. OO, O, O O | O | O,
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Initials:

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level + Durham NC 27705
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ca Ieri Phase 2 Month 6 Submission
FORM/BLOCK = MONTH 6 CR vlos'of Monfh 4
PAGEID =109

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

first middle fast

Date and Time Findings ECG (TYPE 4) Staff Initials

DATEHDR (TYPE 4)
/ _ Is ECG (check only one}: SAME AS PAGE 30
e T o e e e T D] Normal
SAME AS PAGE 30 D2 Abnormal, not clinically significant (specify): £ =4 -
fist mvddle lost

OR Not done — Specify reason

(see codelist befow):

[_1, Abnormal, clinically significant specify):

Safety Labs {Potassium Surveillance)

Date and time of sample collection: T A S N
lay month year 00:00 to 23:59
SAFETYLB (TYPE 4)
Sample Sample Complete? " (':J:: :)3:;" :;:;)on Staff Initials
SAME AS PAGE 93
D No
Blood “ Tt e Tt
oo ], Yes :

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 6 Submission
calerle CR Visit Month 5

PAGEID =110
Center Number: ____ Partidipont Number: Participant’s Initials: o
Date and Time Findings ECG (TYPE 4) Staff Initials
/ DA I/tH UR ( LY IJI: 4) Is ECG (check only one):
oy menth T year 0000102359 [, Normal SAME AS PAGE 30
o Rsidone —'Sﬁ)h/cl:l ,e\eSasE,nAGE 30 D2 Abnormal, not clinically significant (specify): N
e D3 Abnormal, clinically significant (specify):

Safety Labs {Potassium Surveillance)

Date and time of sample collection: 2 /—mm— [/ —— i
SAFETYLB (TYPE 4)
Sample Sample Complete? " ('1‘1:: :;:h:'r :;:;rn Staff Initials
SAME AS PAGE 93
Blood %‘]’ z‘: S T mddle Tert

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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Ca Ieri @ Phase 2 Month 6 Submission

CR Visit 1/Control Visit 2

PAGEID =111
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 measuremenis are more than 0.1 kg apari, measure weight o third fime):
Weight 1: — -k 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 §t. *+ Room 0311 Terrace Level + Durham NC 27705
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itted, CRF, page 111




7 Phase 2 Month 6 Submission
ca Ierl e CR Visit 1/Control Visit 2

PAGEID =112
Center Number: _____ Parficipant Number: _______ Parlicipant’s Initials: e s
Date and Time Findings EC G (TYPE 4) Staff Initials
DATERDRA(TYPEH4)

/ Is ECG {check only onej:

Ty menth T year 00:00 10 2359 [, Normal SAME AS PAGE 30

Abnormal, not clinically significant ify):

OR Not done —'S.QM. e\esasg'r?\GE 30 Dz ety s (specity T | T mdde far

fsce codelstbelow): [[], 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: ____ /. / i SAFETYLB (TYPE 4)
day month yoar 00:00 fo 23:59
Sample Sample Complete? " f'::: g:‘:;;r :;::;n Staff Initials
), No SAME(AS PAGE 30 .
Blood -— Gt middle oot
.—]] Yes
Urine [, No -—_ Tt il Tt
:|1 Yes

Contraception

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

Contraception method (females only): [ None OR Check all that apply: OUTCME?2 (TYPE 4)
SAME AS PAGE 95 [] Oral contraceptive — Specify:

Record on Concomitant Medications page

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

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
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2

PAGEID =113
Center Number: _____ Parficipant Number: _____ Partidpant’s Initials:
Tt e Tot
Weight date and time: /. /. Staff initials:
day month year 00.00 jo 2359 frst il fost
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):

SAME AS PAGE 4

Weight 1: kg
Weight 2 o WEIGHT (TYPE 4)
Weight 3: kg

kg

Weight of gown:

Pregnancy Test

Complete only for females. PREGTEST (TYPE 4)
Does participant have reproductive potential?
(s No SAME AS PAGE 33
[, Yes = If Yes: Date urine pregnancy test performed: —— /I o e
¥ monit year

Results: [ ], Negative
|:|2 Positive

1 Has the participant taken a calcium supplement today? DXASCAN (TYPE 4)
Do 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 radicisotopes performed within 4 weeks prior to the scheduled DXA exam?

DO No D] Yes SAME AS PAGE 35
DXA Scan DXA Rescan OR [ ], NA
Dateof scan: ____ / _ __ / Dateofrescan: _ /. [/
day month yoar day manth yir
Area Scanned i '::L:’::" Area Scanned
Check all that apply (Use codelist below) Check all that apply
[]whole body - [] Whole body
D Forearm - |:| Forearm
[] Spine - L] Spine
O Hip _— O Hip

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
Calrte Phose 2.CRV2.0.28 P20 CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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Ca Ieri @ Phase 2 Month 6 Submission

CR Visit 2

Participant’s Initials:
first middle fast

Doubly Labeled Water (DLW)

PAGEID =114

Center Number: ____ Participant Number:

DLWHDR (TYPE 4)
1 Dateandtimeof DIWdosingg __ _ / /= ! initials:
die andfime o ong dey monih / yoar T00:00 10 2359 Staff initials: — - —
OR Not done — Specify reason (use codelist below): ___ SAME AS PAGE 34
2 DLW dose mixture ID and bottle number: ____ -~~~ -~~~ -CA
3 Exact weight of DLW mixture: ______ _ .__ __ grams
4 Urine samples: DLWCHT (TYPE 4)PS
Collection Sample Date and Time Collected
Pre dosing (PD) Ppa SAMEASPAGE34 /[ — /[
PDb e —awiEe
Day O (Visit 2) DO e
ay isi a day month year 00-00 fo 2359
Y S AR :
DOb day manth year T 000040 2359
Day 7 (Visit 3) D7a e —wmaTe
D7b e —wwmim—
. S S— B
Day 14 {Visit 5) D14a day month yoar 0000 jo 2359
D14b e e i
DISPLAY DLWLBL2
5  Affix CRF page label(s) corresponding to this urine sample set; §=============3  p========----o
! Affix i : Affix i
1 1) 1 )
1 Test Sample |} ! Retest Sample }
E Label Here E E Label Here i
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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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =121

Participant’s Initials:
Tt middlo fet

Datecompleted: /. / ~ OR Not done — Specify reason {use codelist below):

dy ook poor SAME AS PAGE 36 DATEHDR (TYPE 4
Profile of Mood States

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

DOMNC [T\V/DI- _AADC
Feeling Not At All A Little Moderately Qll:iik: ABi ﬂﬁe:{ell-yo

1 Friendly

L

SAME AS PAGE|42

[

-

2 Tense 0 i DQ 3 4
3 Angry . . 2 3 4
4 Worn out Jo ! 2 2 4
5 Unhappy 2 | 2 3 4
6 Clear-headed o . " 3 .
7 Lively . ! 2 3 4
8 Confused

o
»
w
=

9 Sorry for things done

0 1 2 3 4
10 Shaky o . 2
11 Listless 4
12 Peeved o ) 2 3 4
13 Considerate g ! . A 4
14 Sad o 1 2 3 4
15 Active L 1 2 3 4
16 On edge o . , 3 4
17 Grouchy . : 2 3 4
18 Blue

o
[
(=3
I~

Loy ey L L O Py L D L Sy Ly L L

-~

19 Energetic

Q
(<]
w

LD D L P L O LD L L P L L L | L
N 1 N O R I O U R AR
1 A O O O Y
[ DT TP I D L D T T L

20 Panicky [_]o |_|2 Us U4

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Dovglas M. MeNair PhD., and 1W P Heuchert, Ph.D. under exclusive license fo Mulfi-Health Systems Inc. All rights reserved. In the US.A, F.O. Bex
950, Morth Tonawanda, NY 141200950, in Canada, 3770 Victoria Park Ave, Toronfo, ON M2H 3Mé.

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 Participont’s Initials: ___

first middle lest
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =122

Participant’s Initials:
first middle last

Profile of Mood States (continued)

Feeling Neot At All A Little Moderately Quite A Bit Extremely

POMSHTYRE-4)RS
21 Hopeless Ll [ ], [ ], [ ], [ ],
22 Relaxed A SAME ﬁ]PAGE 43 2 3 ‘
23 Unworthy . L], s ! .
24 Spiteful A : , , )
25 Sympathetic , : l | I
26 Uneasy

(=]
(5]
[
=

27 Restless

=]
(<]
(=
&

28 Unable to concentrate

(=]
[<]
[
S

29 Fatigued

[o] 1 2 3 4
30 Helpful A : \ , )
31 Annoyed I ] } . .

32 Discouraged

33 Resentful | | |
34 Nervous A ) , s .
35 Lonely I ] X . .
36 Miserable A : , , )
37 Muddled L : ! | .
38 Cheerful R : \ , )
39 Bitter

=]
(<]
(=)
&

40 Exhausted

=1
(<]
(=]
B

41 Anxious

Ooooolooo|oo|o|DDDoo|o|0|o

Dol ool o|lololooloic|ioiciooiooioD|ioz
Jlooloolololooo|ioDoooo|oinlolo|o
Dlolololo|lolo|looioio|ioiociooio|oioo|io|iD

H N RN NN N R R A R

0 1 2 3 4

42 Ready to fight A : \ , )

43 Good-natured , [ ], [ ], [ ], [ ],
Copyright @ 2003, 2005 Mouvrice Lorr, PRD, Douglas M. McMair Ph D, and IW P Heuchert, Ph.D. under exclusive license to MulliHealth Systems Inc. All rights reserved. In the US.A, PO, Box
950, North Tonawanda, NY 141200950, In Conody, 3770 Vickoria Park Ave . Terontn, ON MIH IMS

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 icipant’s Initiols: ___
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =123

Participant’s Initials:
first middle last

Profile of Mood States (continued)

Feeling Not At All A Little Moderately Quite A Bit Extremely
POUMS { Iél"t PSS
3

44 Gloomy ],

M

2

(0]
E>
<
i
o
p: 3
ap
i
s S
H

45 Desperate

L,

o
(<]
e

46 Sluggish

=]
(<]
(=
&

47 Rebellious

o
(<]
[~
£

48 Helpless

(=]
(<]
(%)
kS

49 Weary

o
~
w
=

50 Bewildered

(=]
(<]
[~
&

51 Alert

1=]
[
w
S

52 Deceived

=1
(<]
(=]
S

53 Furious

(=]
(<]
[~)
&

54 Efficient

2
55 Trusting i
56 Full of pep A : \ , )
57 Bad-tempered b : L | .
58 Worthless A : \ , )
59 Forgetful i 1 | ! .
60 Carefree R : \ , )
61 Terrified k ] 8 | .
62 Guilty A ] i . .
63 Vigorous E 1 s 3 .

L D U O Oy L
ENENENEEE R R R NN N I N R I N A E R

(=]

64 Uncertain about things

=]
w
=

miinlinlinlinii=linliniinl in) il =l inlinlindinl il in)iniin)in: N

HE N N N N NN I N N N N R AR R
CI {0 I I O T P O I O T |

()

65 Bushed Cl, L], ],
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calerie Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number: ___

PAGEID =124

Participant’s Initials: ___

first middle fost

Date completed: — /*@.7 /_ —— O%xwl Eo'a\%—biréﬁfyaréason (use codelist bt‘gX\)TEHD—R (TYPE 4)
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
indicate how often you felt or thought a certain way. Please check only one answer for each question.
P Tdetet T e
SAME AS PAGE 45 Mit: Toms= Tty Yoy
Never Never times Often 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 1 2

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 Partidpont’s Inifiols: ___
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calerie ™

PAGEID =125
Center Number: ____ Participant Number: R
Datecompleted: /. / __ OR Not done = Specify reason [use codelist below):
day month year SAME AS PAGE 36

Pittsburgh Sleep Quality Index (psai)

Month 6 Submission
CR Visit 2/Control Visit 2

Participant’s Initials:
P

middle last

DATEHDR (TYPE 4)

Instructions: The following questions relate to your usual sleep habits during the past month only. Your answers should indicate

During the past month...

the most accurate reply for the majority of days and nights in the past month. Please answer all questions.

PSQIL(TYPE 4)

1 When have you usually gonetobed?

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

00:00 fo 23:59

SAME AS PAGE 46

. s :
3 When have you usudlly gotten up in the morning? -

4 How many hours of actual sleep did you get at night?
(This mery be cifferent than the number of hours you spend in bed.) . hours

__minutes

5 During the past month, how often have you had trouble
sleeping because you... (check only one answer per question)

Cannot get to sleep within 30 minutes

Wake up in the middle of the night or early morning
Have to get up to use the bathroom

Cannot breathe comfortably

Cough or snore loudly

Feel too cold

Feel too hot

Have bad dreams

Have pain

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

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

Not during Less than

the past once twice
month a week a week
[ L, L,

.

D P L

[

[k

I I I B B I I (O

L]

[ () (5]

(]

[ (] [}

(N I I A I B I N I

()

L],

Once or 3 or more

fimes
aweek

[

w () w

w

w w w

0O Do oO0oQ0oogo

w

L

© 1989,with permission from Flsevier Science.

| Not Done Codelist: 1 Participant refused 2 Clinician unable fo obtain 3 Insufficient time

4 Instrument failure

Calerie Phase 2_CRF_V9.0_28 SEP 2010

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

5 Not required
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Phase 2 Month 6 Submission

ca Ierl e CR Visit 2/Control Visit 2
PAGEID =126

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

it middle ferst

Pittsburgh Sleep Quality Index (psai) (continued)

Once or Once or 3 or more

SAME AS PAGE 47 PSQI2 (TYPE 3) Never twice le:;: :I:uh Iim::::ch

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 V4.12JUN2008

Participant's Initials: ___
first midefe lost
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =127

first midle faat

Date completed: — —/—_——/———— OR Not done — Specify reason (use codelisi below):

oo 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. SAME AS PAGE 48 DISFEML (TYPE 4)pS

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

Section 1—Sexual Cognition/Fantasy

During the past 30 days or since the last ime Notat | Lless [ lor2 | 1 per |20r3| 4106 | 1 per |20r3| 4dor

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 aftractive person L | O f O O f O | s | L | L | L

1.2 Erotic parts of a man’s body (e.q., face,
P yles OO oo oo oo |G

shoulders, legs)

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

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
‘ ‘ Ll | O f L | O | e | L | O [ L | L

fo orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.

| 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 Participant’s Initials: ___
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calerie Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number: ___

PAGEID =128

Participant’s Initials:
first middle fost

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 I ' R I
Copyright © 1987 by Leonard R. Derogatis, PhD.
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Inifiols: ___
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calerie ™

PAGEID =129

Center Number:

Participant Number:

Month 6 Submission
CR Visit 2/Control Visit 2

Participant’s Initials:
Tt middle o

it

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 | O | O | Os | O | O | L
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, f O | O
4.3 The ability to have multiple

orgasms (if typical for you) Dﬂ D' D2 Da L
4.4 Feelings of closeness and together-

ness with your partner D" E‘ D2 [L .
4.5 Your sense of control (timing) of your

orgasrn DU D] Dg [lg Dd
4.6 Feeling a sense of relaxation and

well-being after orgasm | G| O | O | O

Copyright © 1987 by Leonard R. te DLA

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant’s Initials: ___
first middle fost
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Phase 2 Month 6 Submission

ca Ierl e CR Visit 2/Control Visit 2
PAGEID =130

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 ExkemelyDlSFEM?’ (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 descriptionof the quality | [ | [ | [, | [0, | O, | O | OO, | O, |

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012  prticipant’s Inifials: _____

fiet middle fost
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =131

first midle faat

Dote completed: -/ ORNotdong 1 fieeflt SRRI48 ' ) -5ATEHDR (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

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)

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 Parficipant refused 2 Clinician unable fo obtain 3 Insufficient time 4 Instrument failure 5 Not required |
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calerie Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number: ___

PAGEID =132

Participant’s Initials:
first middle fost

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.

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participant’s Initials: ___

first middls lost
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Participant’s Initials:

d ferat

PAGEID =133

Center Number: Participant Number:

‘ I
=
Ei

Derogatis Interview for Sexual Function (DisF-sR) (M) Male Version {continued)
Section 3—Sexual Behavior/Experiences SAME AS PAGE 54 DISMALEL1 (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 often did all 1h::rl m%i:h week ‘f:‘:k \f:;k day 3:; n;z:e
you engage in the following sexval aclivities? month day
3.1 Reading or viewing romantic or [] ] C et ln ] ]
erotic books or stories L 1 2 3 4 5 6 7 8
3.2 Masturbation S S PO S A I O O R R I P I
3.3 Casual kissing and petting CL O O, (O O O O | O | O
3.4 Sexual foreplay O, O, O, (& O 5 O | O | O,
3.5 Sexual intercourse, oral sex, etc. CL O | O O | O ) O ) O | O | Oy
Section 4—Orgasm DISMALE2 (TYPE 4)PS
During the past 30 days or since the last time | Not at |Slightly | Moderately| Highly | Extremely
you filled out this inventory, how safisfied all
have you been with the following?
4.1 Your ability to have an orgasm CL O | O, | O | O,
4.2 The intensity of your orgasm CLL OO, O | O
4.3 The length or duration of your
orgasm LL (L L f L | L
4.4 The amount of seminal liquid that
you ejaculate I N WA Y A
4.5 Your sense of control (timing) of your
orgqsm EIO D'I D2 DS Dd
4.6 Feeling a sense of relaxation and
well-being after orgasm S N R WA Y I

DL

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012  [participant's Initials: ___

first -’Tfﬂ?
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7 Phase 2 Month 6 Submission
ca Ierl e CR Visit 2/Control Visit 2

PAGEID =134
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 | DISMALE2 (TYPE 4)ps

all

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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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =135

Participant’s Initials:
P

Date completed: _dur_/_m_/__yw__ O%Rﬁéﬂz\%ﬂpipéﬁysr ason (use codelist btls%\)TE_HD_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 ui:possible.

CQSTATE (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. L, L], L1, Ll

(T

| 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 Inifiols:
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =136

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.

Over the past month, how often Never Rarely Somelimes Often Always/Almost
have you experienced a craving for... fonce or iwice) Every Day
1 Cake SAME AR PAGESS | [, ) L,
2 Pizza EL DQ :]3 D4 Ds
3 Fried chicken L, L], L], L], L
4 Gravy ], ], ], Ll L],
5 Sandwich bread L], Ll L], L1 s
6 Sausage L], L], [, L], L,
7 French fries L, Ll L], L], L,
8 Cinnamon rolls L, L], L1, L], s
9 Rice E|1 D, D; I:L, Ds
10 Hot dog 7, ], ], L], L,
11 Hamburger Ll L, L L1, L,
12 Biscuits [’1 D, :]3 D;. |:|5
13 Ice cream L L], L], [ ], L,
14 Pasta L, L], 1, L], ],
15 Fried fish ], [, L, L1 Ll
16 Cookies L, L], ], L, L,
17 Chocolate Ll L, L [, Ll;
18 Pancakes or waffles ], [, L, [ ], L,
19 Corn bread L L], ], [], L
20 Chips L], L], ], L1, [,
21 Rolls L, L], L], L], s
22 Cereal L, [, [, L], [,
23 Donuts E|1 Dz D;; D4 Ds
24 Candy L], [], L], L], L,
25 Brownies [l1 D2 Da D4 |:|5
26 Bacon E|1 Dg :|3 D;, Ds
27 Steak 7, , L], L], L,
28 Baked potato L, [, L], L1, L

| Not Done Codelist: 1 Participant refused 2 Clinician unable fo obtain 3 Insufficient time 4 Instrument failure 5 Not required |
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Month 6 Submission
CR Visit 2/Control Visit 2

Participant’s Initials:
——

it middle foat

PAGEID =137
Center Number: ____ Participant Number: R
Datecompleted: ____/__ __ / ______ ORNotdone — Specify reason (use codelist befaw-
e O ee s hetly 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.

SAMEASPAGEGO

2 | usually eat too much at social occasions, like parties and picnics. (], True [],False
3 | am usually so hungry that | eat more than three times a day. [ ], True [ ] False
4 When | have eaten my quota of calories, | am usually good about

not eating anymore. D‘ L2 |:|° Felke
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. [ ], Trve [, False
7  Sometimes things just taste so good that | keep on eating even when

| am no Iongeriungry. L True [ Folse
8  Since | am often hungry, | sometimes wish that while | am eating, an

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
11 Since my weight goes up and down, | have gone on reducing diets

i y weight goes up 9 'ng [, Trve [, False

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. D1 True DD 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. D1 True DD False
16 It is not difficult for me to leave something on my plate. [ ], True [],False
17 At certain times of the day, | get hungry because | have gotten used

to eating then. [ True [ Folse
18

While on a diet, if | eat food that is not allowed, | consciously eat less
for a period of time to make up for it.

[, True

[], False

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

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

5 Not required |

Participant’s Initials: ——

it midds et
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CR Visit 2/Control Visit 2

PAGEID =138
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. L], True [, False
SAME AS PAGE 61
TFEQA (TYPE 4)PS

20 When | feel blue, | often overeat. , True [, False

| enjoy eating too much to spoil it by counting calories or watching
21 my weight. [], True [ ], False

When | see a real delicacy, | often get so hungry that | have to eat
22 right away. L], True [, False

| often stop eating when | am not really full as a conscious means of
23 limiting the amount | eat. [, True - [, Folse
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. L] True [, False

| am always hungry so it is hard for me to stop eating before | finish
26 the food on my plate. L True [ 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. [ ], True [, False
33 | do not eat some foods because they make me fat. L] True [, False
34 | am always hungry enough to et at any time. [ ], True [ ], False
35 | pay a great deal of attention to changes in my figure. [ ], True [ ],False

While on a diet, if | eat a food that is not allowed, | often splurge and
e high calorie food:s. L] True L Folse

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Participont’s Inifiols:
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PAGEID =139

Center Number:

Eating Inventory (continued)

1
|
'\
\
1]

Month 6 Submission
CR Visit 2/Control Visit 2

Participant Number: Participant’s Initials:

o fost

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

How often are you dieting in a conscious ;
37 ffortto controryour weighf? [, Rarely ], Sometimes [, Usually  [[], Always
SAME AS PAGE 62
3g Would a weight fluctuation of 5 pounds [ Rarely [, Somef [1. Usually [, Al
affect the way you live your life?  Befely  LhRoeimes: Lo, sudlly  LleAhvd)s
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  [], Sometimes [, Usually L1, Always
How difficult would it be for you to stop : £
41 eating halfway through dinner and not eat L), Easy o Lh Shghtl)f C,J'H'CU“
tor tho next four hours? [ ], Moderately difficult [, Very difficult
a2 How conscious are you of what you are [, Not at all [, Slightly
eating? [, 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
Do you eat sensibly in front of others and
45 splu);ge e Y [],Never [],Rarely [, Often [],Always
a6 How likely qreg'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
as How likely are you to consciously eat less [, Unlikely [, Slightly likely
2 ; :
than you want? [, Moderately likely [, Very likely
a9 Do you go on eating binges though you are [, Never [, Rarely
not hungry? Ds Somelimes [, At least once a week
To what extent does this statement describe
your eating behavior? I start dieting in the [ Nt [ike me
morning, but because of any number of i
50 thi : ], Little like me
things that happen during the day, by 0 o A 6
evening | have given up and eat what | d Preﬂy.goo escription of me
want, promising myself to start dieting [, Describes me perfectly
again 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 [ ], Usully eat whatever you want, whenever you want it
51 want, 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”
[, Constantly limiting food intake, never “giving in”

Calerie Phase 2_CRF_VY9.0_28 SEP 2010

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

first middle lost
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CR Visit 2/Control Visit 2

PAGEID =140
Center Number: ____ Participant Number: R Participant’s Initials: e
Datecompleted: /. /  __ OR Not done = Specify reason (use codelist below): _____
der month 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 ime 4 Instrument failure 5 Not required |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =141

Participant’s Initials:
frat ddle

Weight Efficacy Lifestyle Questionnaire (WEL) (continued)

Not conﬁdgnl at all Thqi Vc_:ry eeniin?enl that

| am confident that: you can resist the desire to e:}VELgyzfrc;E;:;;Sde“m to eat
SAME AS PAGE 64 o 1 2 3 4 6 8

10 | can resist eating when | am reading. S S I S S R I A I A I
1 ;L::;;:im eating when | am angry 0, O O, OO0, OO, O, O, O
12 Lc:grlr':sist eating even when | am at 0,0, 0 0, 0,000, O O
1 erorsiring motoay whenchersare O, OO 00O O O
14 | can resist eating when | am in pain. O, O 0O 0O 0O O O 0O O O
15 L;:n resist eating just before going to 000 O L0 00O OO
' experionced fatgre e 1 S A A A A I P A
17 L::r; :zr;ll;tb T:iing when high-calorie foods 0,00 OO0 00 O O
' avars wil b uper 1 damr ot 00000000 o0
19 .I_,::: n:?:i:u iT;i-ng when | feel 0000000000
20 | can resist eating when | am happy. O, O o), 0L O O O O O [

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012

Participant's Initials:
first middle  lost
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

PAGEID =142
Center Number: ____ Participant Number: R Participant’s Initials: e
SAMEASPAGESS ~ DATEHDR (TYPE 4)
Date completed: —.—/———/———— OR Not done — Specify reason {use codelist below):
o MAEDS (TYPE 4)PS

Multiaxial Assessment of Eating Disorder Symptoms (maeps)

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. CLf O, | O O f O | O | O,
2 My sleep isn’t as good as it used to be. o0, O A O A, O,
3 | avoid eating for as long as | can. CL O O O O ) O
4 Certain foods are “forbidden” for me to eat. (O, | O O O [ O, | L
5 LT:;:::?E :;Tram foods in my house because | will Ol oo lo oo
6 | can easily make myself vomit. Ol O O | O | O | O | L,
7 | can feel that being fat is terrible. Lo O, O O | O | O | O
8 | avoid greasy food:s. O (O (O ) O | O | O |
9 It's okay to binge and purge once in a while. (O, | O O O | Os | O,
10 | don’t eat certain foods. O O O, O, O | O,
11 | think | am a good person. Lo O (O | O | O | O | O,
12 My eating is normal. O (OO | O, | O | O | O,
13 | can’t seem to concentrate lately. L LL L OL O f O L L
14 | try to diet by fasting. LI O, O | O ) L
15 | vomit to control my weight. Lo Ok f O O | L
16 Lately nothing seems enjoyable anymore. OO, O O, O O ] 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. |:|I Dz Ds Dd Ds Dé D,

| 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: __

first .’E I_U.f_
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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number:

PAGEID =143

Participant’s Initials:
first middle last

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

SAME AS PAGE 66 Never R\;e:gy Rarely s;:::z Often ;sg‘ Always

MAEDS (TIYPE 4)PS
20 | do everything | can to avoid being overweight. | L, , | L, Ds\ L, ID,
21 :{I:-?; Ifefztlailnlj?afed, | must do something to rid myself O lololololo!lo
22 | overeat too frequently. OO O (O OO | O
23 It's okay to be overweight. O 1O O (O O |
24 Recently | have felt that | am a worthless person. CL O, O O | O | O | O
25 | would be very upset if | gained 2 pounds. S S I R I O A P
26 | crave sweets and carbohydrates. LoV O | O | O | O | O | L
27 | lose control when | eat. O (O, | 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 O | O | O
30 | don't have any energy anymore. O O | O | O f O | O | O
31 | eat small portions to control my weight. L O, O, O, O | O | O
32 | eat 3 meals a day. Co O, O | O | O | O | L
33 Lately | have been easily irritated. L O, O, O, f O ) O | O
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 O | O
36 | am terrified by the thought of being overweight. (O O O | O f O |
37 Purging is a good way to lose weight. Ol O, | O, O O O O
38 | avoid fatty foods. Ch O | O | O | O | e | O

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

first middle  lost
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calerie Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ____ Participant Number: ___

PAGEID =144

Participant’s Inifials: ___
first middle

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

SAME AS PAGE 67 Never R\::,zy Rarely Sﬁ(:nn‘;z- Often (\)/fe';); Always

MAHEDS (TIYPE 4)PS
39 Recently | have felt pretty blue. H BE B B E®E B =B
40 | am obsessed with becoming overweight. O, O (O, OO A, | O
41 | don’t eat fried foods. HE HE B B E E B
42 | skip meals. Ch | L | O | Bk | O | Bk | O
43 Fat people are unhappy. H ®E E E E B =®
44 People are too concerned with the way | eat. CL O | O | O | O | O | 5
45 | feel good when | skip meals. L], D, Da |:L Ds D(, L],
46 | avoid foods with sugar. O, (O, | O O | O, | O
47 | hate it when | feel fat. H E B ®E ®E B =R
48 | am too fat. Che | O | O | Ok ) O | O | O3
49 | eat until | am completely stuffed. " B B B E B =B
50 | hate to eat. O | 'O | B | L (1 B || L | 5
51 | feel guilty about a lot of things these days. HE E B E E B =B
52 I'm very careful of what | eat. Che | 0L | O | k1 T | % | s
53 | can “hold off” and not eat even if | am hungry. HE E B E E E®E =N
54 | eat even when | am not hungry. O (O, | O, | O3 | O | O | O
55 Fat people are disgusting. H HE E E E EB B
56 | wouldn’t mind gaining a few pounds. CE VO B |15 O | Bl |

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 Portiipant’s Inifials: ___
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PAGEID =145
Center Number: ____ Participant Number: R Participant’s Initials:
farst middle last
Datecompleted: __ /. /  OR Not done = Specify reason {use codelist btljn :
I o e ATEFRDR (TYPE 4)

Body Shape Questionnaire (Bsq)

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 Never | Rarely | Some- | Often | Very hlwuys

Over the Past Four Weeks... times Often

1 Has feeling bored made you brood about your shape?

[
[
L
-

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

()
w
B
[
o

3 Have you thought that zour thighs, hips, or bottom are

too large for the rest of you? 1 2 s 4 5 s
4 Have you been afraid that you might become fat (or

fcfﬁer)? 1 2 3 4 5 6
5 Have you worried about your flesh not being firm

enough? 1 2 3 4 5 ¢
6 Has feeling full (e.g. afier eating a large meal) made you feel

fat? 1 2 3 4 5 6
7 Have you felt so bad about your shape that you have

cried? 1 2 3 4 5 6
8 Have you avoided running because your flesh might

wobble? s 4 5 s

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

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

[
w
Iy
[
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
i
n
o

(]
(=]
=
o
o

13 Has thinking about your shape intertered with your
Clb“ify 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?

(<3
w
=
(Y
o

[
@
=
)
o~

HEEEREEE RN NS RN N S R

Olo|lo|olololololololololalo

I N IO A R O O I
EREEREEEEEE EER N EEE NN AN AN N R R N .
RN NN NS NN NS NN N .
N1 I O I B N O

16 Have you imagined cutting off fleshy areas of your
body?

L
O
-
!

o

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient fime 4 Instrument failure 5 Not required |
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calerie Phase 2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: Participant Number:

PAGEID =146

R Participant’s Initials:

fast

Body Shape Questionnaire (Bsq) (continued)

|
l
|
1
f

Never | Rarely | Some- | Often | Very |Always
SAME AS PAGE 69 times Often

HHREAPS
L;

Over the Past Four Weeks...

|

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

ES
o

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

ulllw
oo}

55—
o
o

19 Have you felt excessively large and rounded?

[]

a
v
o

20 Have you felt ashamed of your body?

mll =
O

IS
o
o

21 Has worry about your shape made you diet?

ES
o
o

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

o0
ullm

o
&
o

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

ES
o
o

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

|
.

~
(=)
IS
5
o

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

o
o

26 Have you vomited in order to feel thinner?

)
(=)

0| D

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

I
o
o

ull =l i=li=
0| o

Ololo|olololo|lolo|olo|olololD|olD
.

O|o|Do|o m =

Ololololo|lololololololololololo!|o

28 Have you worried about your flesh being dimply?

(=)
ES
&
o

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

EN
o
o

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

~
o
IS
&
o

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

(=)
£
)
o

0|0

[

32 Have you taken laxatives in order to feel thinner?

w
o
o
o

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

O

()
ES
]
o

N 5 A T I
Hl B JER H JER N gER W JEE N UEE N JER BN pUER H EER ®

34 Has worry about your shape made you feel you ought

to exercise? D1 Dz Ij;; D, Es "
CALERIE PHASE2 ANNOTATION V8.0 24FEB2012 | Pertidpont's Inificls: _—
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PAGEID =147

Center Number: ____ Participant Number:

CR Visit 3

Participant’s Initials:

Weight date and time: ____ /. /

y month year 00:00 fo 23:59 it micle 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): ) ’
Weight 1: o .__kg SAME AS PAGE 4
Weight 2: . k

9 —_— WEIGHT (TYPE 4)

Weight 3: . kg
Weight of gown: kg

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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PAGEID'= 148

Center Number:

Month 6 Submission

Participant Number: _

Participant’s Initials:

" PARHDR (TYPE 4)

CR Visit 3

first middfle last

Seven-Day Physical Activity Recall (par)

Today'sdate: __ /  _ /  Day {check onfyoneli [ | Mon [ JTues [ Iwed [Jthus [Jri [[]sar [ sun OR Not done — Specify reason {use codelist below}: ___
dary month yoar
1 Were you employed in the last seven days? [J, No — Skip to question 3 [_], Yes Interviewer initials: ___
es; ic ays {cneck all thal apply)? on uves =Y urs T Sat un
2 If Yes: Which d heck all that apply) ? M T Wed Th F Sa S
3 Which days do you consider your weekend, or non-work, days? O son Dwes wed Whos e Hsar [ sun
Ioay | Day of Sleep Time Work Time Merning (in minutes) Afternoon (in minutes} Evening (in minutes)
Date Ve Ve Ver
# | Week In Bed Up Start Stop Mod. | Hard " | Mod. | Hard Y | Mod. | Hard Y
Hard Hard Hard
7 e e | eweene _ PARCHT ((TYPE 4)PS
(yester- day manth year . 00:00 ta 23:5¢ 00:00 ta 23:5¢ | N T .
day) 00:00 to 2359 T o000t 2069
6 ; ; T ovoor2ase | oovorezise : :
i - ; . Tmens | wwnmE
00:00 10 235% 00:00 1o 23.6¢
5 / / Ton00ta238¢ | 000012880 : :
dey manth yaer T o 00:00 1o 23:5¢ 00:00 10 23.59
00,00 to 2359 Q0.00 10 2359
SAME AS PAGE /71
a s Toersss | T ovoorezase
day manth yaor o I D 00:00 to 23:59 00:00 ta 23:5¢
00:00 to 235¢ 00.00 1o 23,5
3 ; ; T 0000102359 | 000010 2360 . .
duy month yeor : : 00:00 ta 23:59 00:00 10 23:59
00:00 to 23:5¢ Q000 fo 23:5¢
2 / / o000t 2350 | | 00002580 _ _
dey manth yaor . . T 0000102380 | 00:00102360
00:00 ts 23:5¢ 00:00 ta 2359
1 e e e
. Y A S 00:00 to 23:59 00:00 fa 2359 T i
1 week day manth yeor . o e 00:00 fo 23:5¢ 00:00 to 23:5¢
agel 00:00 to 2359 0000 1o 23569
Not Done Codelist: 1 Partficipant refused 2 required

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 3

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 =149

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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Ca Ieri @ Phase 2 Month 6 Submission

CR Visit 3

PAGEID =150
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:
SAME AS PAGE 73 Replacement Values
CoOnDDAoD /(T\V/DC AADhC
Duy Dlly FrUUURCU (TTE F)ro
Record Quali Record Quali
of Date of Record (check onl ')' of Date of Record (check onl :Y

DLW check only one DLW check only one
(], Reliable [ ], Reliable

1 ey /—m— /— T [, Unreliable 8 “ay /—m— /— T [], Unreliable
ja Missing Ds Missing
:|, Reliable D, Reliable

2 ey /—m— /— T [, Unreliable ? e /—m— /— T [, Unreliable
:Ia Missing Ds Missing
]1 Reliable D, Reliable

3 Tday /*m* /o P :|2 Unreliable 10 Ty /*m* /— T Dz Unreliable
], Missing (], Missing
:|1 Reliable D, Reliable

4 G /_.Hh_ /— T _:Iz Unreliable 1 Tdey /_.Es._ /— Tper [, Unreliable
Ja Missing i—ls Missing
], Reliable [, Reliable

5 ey /—m— /— T :I2 Unreliable 12 Ty /—mm— /— T DQ Unreliable
L1, Missing [_], Missing
:|1 Reliable D, Reliable

6 day / —_— / Jear :|2 Unreliable 13 doy / — / Foar Dz Unreliable
:|3 Missing Dg 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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(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 5/Control Visit 2

PAGEID =151
Center Number: ____ Participant Number: R Participant’s Initials: e

Outcomes Labs
Date and i f last I: :

ate and fime of last mea 4w 5a “wwems OUTCMELB (TYPE 4)PS
Date and time sample collection started: /. / .

day monih year 0000002359 SAME AS PAGE 102
If Not Done,
Sample Sample Complete? Reason Staff Inifials
(Use codelist below)
Blood ED Ne — Tt s ot
[_|] Yes

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

Core Temperature

Staff Provide Date of Time of Sample If .I‘!::: 2::;9,
Initials Sample Collection/Procedure Collection/Procedure (Use codelist below)
ADMIT (TYPE 3)
Start Date: StartTime  SAME AS PAGE 87
Y A S S P
day ot yoo 00.00 4o 2359
st mucdle ot -
Stop Date: Stop Time
Tday  momh  year T 00:0040 2359
Inpatient Admission and Discharge
1 Inpatient admission date and time: ./ /.
day manth year 00:00 fo 23:59
2 Inpatient discharge date and time: /.
day ronih yoar 00.00 o0 2359

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 6 Submission

CR Visit 5

PAGEID =152
Center Number: ____ Participant Number: R Participant’s Initials:
Tt e Tot
Weight date and time: /. / . Staff initials:
day month yoar 00:00 4o 23:59 firat middlo  fost
OR Not done = Specify reason (use codelist below): ___ DATEHDR (TYPE 4)

Clinic welighi {if the two measurements are more than 0.1 kg apart, measure weight a third fime):

SAME AS PAGE 4

Weight 1: kg
Weight 2 o WEIGHT (TYPE 4)
Weight 3: kg

Weight of gown:

Pregnancy Test

Complete only for females.

Does participant have reproductive potential? PREGTEST (TYPE 4)
Do No
[, Yes = If Yes: Date urine pregnancy test performed: — /_m:fb_ /T —i—  SAME AS PAGE 33

Results: [ ], Negative
Dz Positive

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012
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calerie ™

PAGEID =153

Month 6 Submission
CR Visit 5

Participant’s Initials:
frat

Center Number: ____ Participant Number:
middle last

1 Has the participant taken a calcium supplement today? DXASCAN (TYPE 4)
[JyNo [], 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?
Do Ne D, Yes
SAME AS PAGE 90A
DXA Scan DXA Rescan OR [ ], NA
Dateof sean: /. _ _ / Date ofrescan: ____ / _ _ /
day month year day month your
Area Scanned H ::::::" Area Scanned
Check all that apply {Use codelist below) Chock all that apply
[ ]whole body - [ ]wWhole body

Metabolic Rate

Sample Date of Collection i fltl}:: ::‘:h:‘; :‘;::r“ Staff Initials
RMR(TYPEZ)PS
Resting Metabolic Rate (RMR)—Visit 5 = _ o o
N y SAME AS PAGE 91

RMRYTE P<TURMR>

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

ADD CARTID TO EXISTING RMR PANEL

CALERIE
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calerie Phase 2 Month 6 Submission CR Visit 5

PAGEID = 154 Center Number: ____ Particdipent Number: _____ Parfidpont’s Initials:
DR WPE 4 first middte last

R

Seven-Day Physical Activity Recall (par)

Today’s date: — /. — /[ Day (check only one): D Mon D Tues D Wed D Thurs D Fri D Sat D sun  OR Not done — Specify reason (use codelist below): ___
¥ monit year

1 Were you employed in the last seven days? Elo No — Skip to question 3 D, Yes Interviewer initials: e s
2  If Yes: Which days (check all that apply)? [j Mon I:I Tues l:‘ Wed D Thurs |:| Fri [] Sat D Sun

3 Which days do you consider your weekend, or non-work, days? [Omon  [Jwes [Iwed [thoes [Iri [ Jsar [ sun

Day | Day of Sleep Time Work Time Morning {in minutes) Afternoon (in minutes} Evening {in minutes)

Date Very Very Very

# | Week In Bed Up Start Stop Mod. | Hard Hard Mod. | Hard Hard Med. | Hard Hard
7 | e || bARCUT YR
(yester doy manth year . . 00:00 4o 23:59 00:00 42 23:50 I ( :A)ES E——
day) T 0000402350 | 0000%e2350

o , , Gewonzes | onoonzis : _

Ty mewth  per . . 0000402359 | 00.00402350

00:00 to 23:5¢ Q0:00 to 2359

00:00 to 23:5¢ Q000 b0 23:50

JE N S R S S —
5 day manth yeor . . 00:00 to 23:59 00:00 to 23:5¢
0000 to 23:5¢ Q00010 23:59
. ) 3
a / / 00:00 to 23:5¢ 00:00 to 24:5¢ . . SAME AS PAGE 71
duy month year . . 00:00 10 23:59 00:00 10 2359
00:00 to 23:5¢ 00:00 to 2350
3 gy o00te 2359 00:00 to 24:5¢ .
day manth yaar . . 00:00 1o 23:59 00:00 10 23:59
00:00 te 23:59 00:00 40 23:59
2 _.f ‘r.f 00:00 ta 23:5¢ 00:00 ta 23:59
dey manth year . . 00:00 o 23:5¢ 00:00 o 23:5¢
00:00 to 23:59 0000 fo 23:59
/ / 00:00 to 23:5¢ 00:00 to 23:59 .
) el e — RN S
et duy month year . . 00:00 #o 23:59 00:00 4o 23:59
age) 00:00 to 23:59 0000 to 2359

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

CALERIE PHASE2 ANNOTATION V8.0 24FEB2012




(o | Ieri @ Phase 2 Month 6 Submission

CR Visit 5

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 =155

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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