calerie -

Center Number:

Phone Screen

Participant Number: Participant’s Initials:

first middle last

Directions: 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.

D, Yes

Interviewer’s initials: ___ _
first middle last

Verbal consent given by respondent: [ |, No

Date: __ _ /__ _ __ /______ ____  Source: Age:
day month year
Last name: First name: DOB: ./ _
day month year
Address: Zip:
Phone (home): Phone (work): E-mail:

BMI: Gender: | |, Male [ |, Female

Medical History

Height: ___ft ______in Weight: _______ bs

Have you been diagnosed with
or ever experienced the following:

If Yes: Describe (being treated/how long
ago/symptoms/type of/family history)

Heart attack, heart-related chest pain, or other heart condition

Do No

D] Yes —

Abnormal heart rhythm

Do No

Dl Yes —

Cancer

Do No

Dl Yes —

Shortness of breath or other breathing problem

Do No

D] Yes =

Diabetes (meds)

Do No

D] Yes —

High blood pressure (> 140/90)

Do No

D] Yes —

Anemia or other blood condition

Do No

Dl Yes =

Thyroid or other metabolic disorder such as phenylketonuria

Do No

Dl Yes —

Stomach or digestive disorders

Do No

D] Yes =

Immunologic disorder or AIDS

Do No

D] Yes —

Depression or any other psychiatric or neurologic disease

Do No

D] Yes —

Active liver disease and/or gallstones

Do No

D1 Yes =

Kidney or urologic disorders

Do No

Dl Yes =

Major abdominal or chest surgery

Do No

D] Yes =

Weight loss or gain of > 3 kg over the past 6 months

Do No

D] Yes —

Known metallic objects or implants in your body

Do No

Dl Yes =

Anaphylaxis, severe allergies, or asthma

Do No

D] Yes —
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Center Number: Participant Number:

Phone Screen

N Participant’s Initials:

first middle last

Medications

1 Have you received medication for depression or any other

If Yes: Specify medications:

Do No D1 Yes —

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?

L JgNo [ ], Yes =

3 Have you been treated with steroids in the last six months? DO No D1 Yes

4 Have you been treated with steroids for more than a month in [ No [V,
the past five years? o NO 1 Yes

5 Do you currently use regular medications other than birth If Yes: Specify medications:

control pills?

Do No D1 Yes =

1 Are you currently pregnant or breast feeding? L JgNo [, Yes
2 Do you plan to have children in the next two years? Do No D1 Yes

If Yes: Specify:
3 Do you use some form of birth control? Do No D] Yes = pecify

Physical Activity/Lifestyle

If Yes: Specify type and frequency

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

of physical fitness involving heavy physical activity more than

5 times per week?
Yes —
(Examples of heavy physical activity include: jogging, running, riding fast on a bicy- Do No D] es

cle 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.)

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

Do No Dl Yes

clinical visits over a two year period?

Eligibilify Information 1o be completed by the interviewer

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

Eligible: [ ], No = If No: Reason for not being eligible:

D, Yes = If Yes: Is participant interested in participating? Do No D, Yes

D2 On hold = If on hold: For what reason?

Contact to resume screening after beingonhold: ___ /. / = =
day month year

Orientation (screening visit 1) scheduled:

Comments:

Do not submit o DCRI. Retain at site at secure location.
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ca I erie -2 Screening

Visit 1 Checklist

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
Screening Visit 1 Checklist
1 Date of initial clinic visit for Screening Visit 1: [/ _
ay month year

Check completed items:

__| Informed consent

__| HIPAA authorization

|| study video

|| study brochure

__| Weight and height measures, including BMI eligibility
__| Demographic form

[ ] Stanford Activity Assessment

O 0 N &0 u ~ O DN

|| General Dietary Questionnaire

10 [_| Eating Inventory

11 [ | MAEDS

12 [ | scipAi

13 [ | BDHI

14 ] Meeting with dietitian

15 [_| Meeting with study coordinator/manager
16 [ | Schedule Assessment Calendar

17 [ | Inclusion/Exclusion criteria review

18 Is the participant expected to return for Screening Visit 2?
"], No = If No: Provide reason (check all that apply):
|| Failed an eligibility criterion
|| Lost interest in the study
D 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
|| Other (specify):
||, Yes = If Yes: Date of scheduled Screening Visit2: ___ /_ _ _ /

day month year

Fax this Form to DCRI Forms Management at (919) 668-7100
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Center Number: Participant Number:

Screening

Participant’s Initials: -
first_ middle last

Weight date and time: ____/___ _ / Staff initials:

day month year 00:00 to 23:59 first middle last

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

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

Weight 1: .k
Weight 2: o .__kg
Weight 3: .k
Weight of gown: kg

Height (if the first two measurements are more than 0.1 cm apart, measure height a third time):

1 First height: - . cm
2 Secondheight: ___ . ___cm
3 Third height: . cm

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

Fax this Form to DCRI Forms Management at (919) 668-7100
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Center Number: ___ Participant Number:

Screening

Participant’s Initials:

first middle last

Date: / _/

day month year

— Maintain completed form in participant file at site.

Demographic Questionnaire

Name:
first name middle initial Tast name
Street address:
City: State: Zip:
Telephone (Home): (___ _ _ y__ _ - _ _  Work): (_____y__ _ _ - _

Do you mind being called at work? | |, 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?

Date of birth: /A

day month year

Social Security number: - -

Occupation:

Emergency Contaci:

Name:

first name last name

Telephone: (____ ) - ___ Relationship:

Primary Care Physician

Name:

first name last name

Street address:

City: State: Zip:

Telephone: (___ ) - — Fext () -

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

Center Number: Participant Number: Participant’s Initials:

first middle last

Demographics

YA —

day month year

1 Date of birth:

2 Sex: D] Male
Dz Female

3  Ethnicity (check only one): |, Hispanic or Latino
Dz Not Hispanic or Latino
D3 Unknown (not reporting ethnicity)

4 Race (check only one): D, American Indian or Alaska Native
Dz Asian
], Native Hawaiian or other Pacific Islander
D4 Black or African American

Ds White
Da More than one race
D, Unknown
5 Marital status (check only one): D1 Married D4 Widowed
||, Divorced |5 Separated

Ds Single, never married Dé Not married, but living with partner

6 Living situation: Where do you live (check only one): | |, House
Dz Apartment
Ds Shelter
D4 Dormitory
|_lgg Other (specify):

7 Education: What is the highest level of formal education that you have completed (check only one)?
(Note: If you have any questions as to which category you fall in, please contact the study representative.)
D] Elementary school (0-8th grade)
D2 ‘?-H”1 grade
Ds 12th grade or GED
D4 Some college/Associates degree
DS College (includes multiple degrees)
Dé Non-doctoral graduate degree
D, Doctoral degree (M.D., J.D., Ph.D., efc.)

8 Family income: What is the total annual income of your household (check only one): ||, $0-$19,999
[ 1, $20,000-$39,999
[, $40,000-$59,999
[ 1, $60,000-$79,999
[ ]; $80,000-$99,999
||, Greater than $100,000

Fax this Form to DCRI Forms Management at (919) 668-7100
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Center Number:

Screening

Participant Number: Participant’s Initials:

first middle last

Stanford Brief Physical Activity Survey

Sectionl 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.

__|, If you have no job or regular work, check box A and go on to Section II.

||y I 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 little exertion or strength. If | drove a car or
truck while at work, | did not lift or carry anything for more than a few minutes each day.

__|c 1 spent most of the day walking or using my hands and arms in work that required moderate exerfion. When | was at
work, | did such things as delivering mail, patrolling on guard duty, mechanical work on automobiles 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.

||, I 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.

__J¢ 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 Activity 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.

||, 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.

__|c 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 to 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 a regular program of physical fitness along the lines described in the last paragraph (1)

but I did it almost daily—five or more times per week.

Participant’s Initials: __

first middle last
Do not submit o DCRI. Retain at site at secure location.
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Datecompleted: ____/___ _ / ____ OR Not done — Specify reason (use codelist below):

Center Number: Participant Number:

day month year

Participant’s Initials:

Screening

first middle last

Eating Inventory

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

! difficult to keep from eating, even if | have just finished a meal. L True [ False

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
When | have eaten my quota of calories, | am usually good about not

4 . | ], True [ |, False
eating anymore.

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

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

7 am no longer hungry. i Tree [, False
Since | am often hungry, | sometimes wish that while | am eating, an

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

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

10 Life is too short to worry about dieting. ||, True [, False
Since my weight goes up and down, | have gone on reducing diets more

n ], 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. | |, 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 . | ], True [ ], False
eating then.

18 While on a diet, if | eat food that is not allowed, | consciously eat less for 1T 7 Fal
a period of time to make up for it. e o FAISE

Participant’s Initials: TRl
Do not submit to DCRI. Retain at site at secure location.
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Center Number: Participant Number:

Screening

Participant’s Initials:

first middle last

Eating Inventory (continued)

19 Being with someone who is eating often makes me hungry to eat also. [ ], True [ ], False
20 When | feel blue, | often overeat. | ], True [, False
| enjoy eating too much to spoil it by counting calories or watchin
21 197, h 9 P Y 9 9 [ ], True [ ], False
my weight.
When | see a real delicacy, | often get so hungry that | have to eat
22 Y 9 ary ||, True [, False
right away.
| often stop eating when | am not really full as a conscious means of
23 . ..
limiting the amount | eat. L True [ False
24 | get so hungry that my stomach often seems like a bottomless pit. | |, True [ |, False
25 My weight has hardly changed at all in the last ten years. | |, True [ |, False
| am always hungry so it is hard for me to stop eating before | finish the
26 Y ary P 9 ||, True [, False
food on my plate.
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 Do False
32 | count calories as a conscious means of controlling my weight. | ], True [ ], False
33 | do not eat some foods because they make me fat. | |, True [ |, 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

While on a diet, if | eat a food that is not allowed, | often splurge and eat ], Twe [, False

S8 ottier high calorie foods.

Participant’s Initials:

first middle last

Do not submit o DCRI. Retain at site at secure location.
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Center Number:

Participant Number:

Screening

Participant’s Initials: ___

first middle last

Eating Inventory (continued)

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

How often are you dieting in a conscious

37 fort to control your weight? __JoRarely [ ], Sometimes [ |, Usually [ |, Always
Would a weight fluctuation of 5 pounds :
38 affect the way you live your life? ||, Rarely [ ], Sometimes [ |, Usually [ ], Always
39 How often do you feel hungry? | l,Rarely [ |, Sometimes [ |, Usually [ |, Always
a0 Do your feelings of guilt about overeating T Rarely [ . Somef 1 Usually [ LAl
help you to control your food intake? o RArely 1 vometimes 2 DSUally s Always
How difficult would it be for you to stop [ NEE 1, Slightly difficult
41 eating halfway through dinner and not eat cr pe
for the next four hours? ||, Moderately difficult [ ], Very difficult
42 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 [ 1, Seldom
g ?
on tempting foods? | 1, Usually |1, Almost always
aa How likely are you to shop for low [, Unlikely [ 1, Slightly likely
calorie foods? [ 1, Moderately likely (1, Very likely
Do you eat sensibly in front of others and
45 splu):'ge alone? Y |, Never [ | Rarely [ |,Often [ | Always
a6 How likely are you to consciously eat slowly [, Unlikely ||, Slightly likely
in order to cut down on how much you eat? [ ], Moderately likely (1, Very likely
a7 How frequently do you skip dessert because [ ], Almost never [ ], Seldom
?
you are no longer hungry? |, At least once a week [ |, Almost every day
ag How likely are you to consciously eat less [, Unlikely |, Slightly likely
than you want? |, Moderately likely |1, Very likely
a9 Do You go on eating binges though you are [ |, Never ||, Rarely

not hungry?

||, Sometimes

|, At least once a week

To what extent does this statement describe
your eating behavior? “I start dieting in the
morning, but because of any number of
things that happen during the day, by
evening | have given up and eat what

| want, promising myself to start dieting
again tomorrow.”

|_],Not like me
||, Little like me
|1, Pretty good description
||, Describes me perfectly

of me

51

On a scale of 0 to 5, where O means no
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?

||, Eat whatever you want, whenever you want it
||, 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”
|5 Constantly limiting food intake, never “giving in”

Calerie Phase 2_CRF_V7.0_26 SEP 2008
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Center Number: ___ Participant Number:

Screening

Participant’s Initials: __

first middle last

Date completed: ___ /_ _ _ /

day month year

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.

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
1 Fasting is a good way to lose weight. ENEETEEN RN R NS
2 My sleep isn’t as good as it used to be. CLr L VL O D
3 | avoid eating for as long as | can. EN RSN AES ES NEE
4 Certain foods are “forbidden” for me to eat. I O O O, O O | L,
5 L;::;\étl(:«:ﬁecr:tain foods in my house because | will SOlaloaloliololio
6 | can easily make myself vomit. P o P P P O P P R
7 | can feel that being fat is terrible. ER RSN N
8 | avoid greasy foods. P o P P R P P R
9 It's okay to binge and purge once in a while. EN RSN N
10 | don’t eat certain food:s. P o P P S P P R
11 | think | am a good person. EN RSN S N
12 My eating is normal. T o S I I I P I P P
13 | can’t seem to concentrate lately. ENEES NN RS e
14 | try to diet by fasting. OO, PO D O T L
15 | vomit to control my weight. EN RSN RS e
16 Lately nothing seems enjoyable anymore. N P P O I P P R
17 Laxatives help keep you slim. HENEESEES NN RN
18 | don't eat red meat. I O O L
19 | eat so rapidly | can’t even taste my food. HENEESEES NN RN

Participant’s Initials: __

first middle last

Do not submit o DCRI. Retain at site at secure location.
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Center Number: ___ Participant Number:

Screening

Participant’s Initials: __

first middle last

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
20 | do everything | can to avoid being overweight. HR RSN ES NN S S NS
21 \:f/l::; Ifizcleilnljfmted, | must do something to rid myself Slololololol o
22 | overeat too frequently. HR RSN ES NN NS S NS
23 It's okay to be overweight. S e e P O P O A A
24 Recently | have felt that | am a worthless person. HN RS EES RN NS NN
25 | would be very upset if | gained 2 pounds. S S S o P 0 P O
26 | crave sweets and carbohydrates. RO L, L O | L | L
27 | lose control when | eat. A O I A O P I A P
28 Being fat would be terrible. ER RS RN e
29 | have thought seriously about suicide lately. I A A
30 | don't have any energy anymore. L L L D L L f L,
31 | eat small portions to control my weight. A A A
32| eat 3 meals a day. LR DL L L | L | L | L
33 Lately | have been easily irritated. I O, Oy ) O O L | L
34 Some foods should be totally avoided. HR RSN ES NN NS S NS
35 | use laxatives to control my weight. IS A A A A A
36 | am terrified by the thought of being overweight. HR RS RN EEN RS NN
37 Purging is a good way to lose weight. S P S P A A I A
38 | avoid fatty foods. BN RS REN RN RS RS N

Participant’s Initials: __

first middle last

Do not submit to DCRI. Retain at site at secure location.
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Center Number: ___ Participant Number:

Screening

Participant’s Initials: __

first middle last

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
39 Recently | have felt pretty blue. LD O L F L [ L | L
40 | am obsessed with becoming overweight. I O, Oy ) O O | O | L
41 | don’t eat fried food:s. LR DL L L | L | L | L
42 | skip meals. S S I 1 O A P I O I
43 Fat people are unhappy. BN EES RN RS AEN N
44 People are too concerned with the way | eat. O S O P O R O I
45 | feel good when I skip meals. LD L Ll L | L | L
46 | avoid foods with sugar. S P S P O A A A
47 | hate it when | feel fat. LR L L L | L | L | L
48 | am too fat. S P S P P A A A
49 | eat until | am completely stuffed. ER RS RS RESEE AN
50 | hate to eat. S P P I P A S
51 | feel guilty about a lot of things these days. BN RN RN R A "
52 I'm very careful of what | eat. S I S S I A A T R I T
53 | can “hold off” and not eat even if | am hungry. HR RS RS N NS S NS
54 | eat even when | am not hungry. OO O, Oy ) O ) O L L
55 Fat people are disgusting. L L D L L f L,
56 | wouldn’t mind gaining a few pounds. S A o R A I e R A A

Participant’s Initials: __

first middle last

Do not submit o DCRI. Retain at site at secure location.
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Center Number: ___ Participant Number:

Screening

Participant’s Initials:

first middle last

Date completed: ___ /_ _ _ /

day month year

1 Have you avoided jobs or tasks that involved having to deal with a lot of people? Do No | I Yes
2 Do you avoid getting involved with people unless you are certain they will like you? Do No | J; Yes
3 Do you find it hard to be “open” even with people are you close to? [ loNo [ ], Yes
4 Do you often worry about being criticized or rejected in social situations? [ JoNo [, Yes
5 Are you usually quiet when you meet new people? L JoNo [, Yes
6 Do you believe that you’re not as good, as smart, or as attractive as most other people? [ JoNo [, Yes
7 Are you afraid to try new things? Do No Dl 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 1 Yes
o Doyou depend on other people to handle important areas in your life such as finances, (] (]
child care, or living arrangements? o No i Yos
10 Do you find it hard to disagree with people even when you think they are wrong? [ oNo [, Yes
11 Do you find it hard to start or work on tasks when there is no one to help you? Do No D] Yes
12 Have you often volunteered to do things that are unpleasant? Do No D1 Yes
13 Do you usually feel uncomfortable when you are by yourself? [ loNo [ ], Yes
14 When a close relationship ends, do you feel you immediately have to find (] (]
someone else to take care of you? o No 1 Yes
15 Do you worry a lot about being left alone to take care of yourself? Do No D] Vs
16 Are you the kind of person who focuses on details, order, and organization or [] []
likes to make lists and schedules? o No 1 Yes
17 Do you have trouble finishing jobs because you spend so much time trying to get things (] (]
exactly right? oINS ) o
18 Do you or other people feel that you are so devoted to work (or school) that you have no (] (]
time left for anyone else or for just having fun? o No 1 Yes
19 Do you have very high standards about what is right and what is wrong? L JoNo [, Yes
20 Do you have trouble throwing things out because they might come in handy some day? [ JoNo [, Yes
2 'S it hard for you to let other people help you unless they agree to do things exactly (] (]
the way you want? o No i) Yos
Is it hard for you to spend money on yourself and other people even when you have
22 enough? L JoNo [, Yes
23 Are you often so sure you are right that it doesn’t matter what other people say? [ JoNo [ ], Yes
24 Have other people told you that you are stubborn or rigid? [ JoNo [, Yes

Participant’s Initials:

first middle last

Do not submit o DCRI. Retain at site at secure location.
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[
Screening
Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
Structured Clinical Interview for DSM-IV (SCID-II) (continued)
25 When someone asks you to do something that you don’t want to do, do you say “yes” (] (]
but then work slowly or do a bad job? oNo ) e
26 If you don’t want to do something, do you often just “forget” to do it? Do No | J Yes
Do you often feel that other people don’t understand you, or don’t appreciate
AT hewimuch you do? L oNo L Yes
28 Are you often grumpy and likely to get into arguments? L JoNo [, Yes
20 Have you found that most of your bosses, teachers, supervisors, doctors, and others (] (]
who are supposed to know what they are doing really don’t? o No ) e
30 Do you often think that it’s not fair that other people have more than you do? [ JoNo [, Yes
31 Do you often complain that more than your share of bad things have happened to you? Do No | | Yes

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

33 Do you usuadlly feel unhappy or that life is no fun? [ ],No [, Yes
Do you believe that you are basically an inadequate person and often don’t feel good

34 about yourself? DO No [ ves

35 Do you often put yourself down? Do No | | Yes

16 Do you keep thinking about bad things that have happened in the past or (] (]
worry about bad things that might happen in the future? o No 1 Yes

37 Do you often judge others harshly and easily find fault with them? L JoNo [, Yes

38 Do you think that most people are basically no good? L JoNo [, Yes

39 Do you almost always expect things to turn out badly? L JoNo [, Yes

40 Do you often feel guilty about things you have or haven’t done? [ JgNo [, Yes

41 Do you often have to keep an eye out to stop people from using you or hurting you? Do No | I Yes
Do you spend a lot of time wondering if you can trust your friends or

42 the people you work with? LloNo [ ves
Do you find that it is best not to let other people know much about you because

a3 they will use it against you? L loNo L ves

44 Do you often detect hidden threats or insults in things people say or do? [ JgNo [, Yes

45 Are you the kind of person who holds grudges or takes a long time to forgive (] (]
people who have insulted or slighted you? g No ) e
Are there many people you can’t forgive because they did or said something to you

a6 long time ago? LloNo [, ves

47 Do you often get angry or lash out when someone criticizes or insults you in some way? Do No | |, Yes

48 Have you often suspected that your spouse or partner has been unfaithful? [ JgNo [, Yes

Participant’s Initials:

first middle last

Do not submit o DCRI. Retain at site at secure location.
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Screening

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
Structured Clinical Interview for DSM-IV (SCID-II) (continued)
When you are out in public and see people talking, do you often feel that
49 they are talking about you? oNo L ves
Do you often get the feeling that things that have no special meaning to most people
50 are reall i ? [ loNo [ Yes
y meant to give you a message? 0 L
51 When you are around people, do you often get the feeling that you are being watched (] (]
or stared at? o No , Yes
Have you ever felt that you could make things happen just by making a wish or thinking
52 about them? L loNo L], Yes
53 Have you had personal experiences with the supernatural? L JoNo ], Yes
Do you believe that you have a “sixth sense” that allows you to
54 | how and predict things that others can’t? L loNo L], Yes
55 Does it often seem that objects or shadows are really people or animals or (] (]
that noises are actually people’s voices? o No e
Have you had the sense that some person or force is around you, even though
56 you cannot see anyone? LloNo [, ves
57 Do you often see auras or energy fields around people? [ JgNo [, Yes
58 Are there very few people that you're really close to outside of your immediate family? Do No | | Yes
59 Do you often feel nervous when you are with other people? L JoNo L], Yes
60 Is it NOT important to you whether you have any close relationships? [ JgNo [, Yes
61 Would you almost always rather do things alone than with other people? [ JgNo [, Yes
62 Could you be content without ever being sexually involved with anyone? [ JgNo [, Yes
63 Are there really very few things that give you pleasure? [ JgNo [, Yes
64 Does it NOT matter to you what people think of you? [ JgNo [, Yes
65 Do you find that nothing makes you very happy or very sad? [ JoNo [, Yes
66 Do you like to be the center of attention? Do No D] Yes
67 Do you flirt a lot? [ JgNo [, Yes
68 Do you often find yourself “coming on” to people? [ JgNo [, Yes
69 Do you try to draw attention to yourself by the way you dress or look? [ JgNo [, Yes
70 Do you often make a point of being dramatic and colorful? Do No D] Yes
77 Doyou often change your mind about things depending on the people you're with (] (]
or what you have just read or seen on TV? o No y Yos

72 Do you have lots of friends that you are very close to? L JoNo L], Yes

Participant’s Initials: __ ___ ___
first middle Tast

Do not submit o DCRI. Retain at site at secure location.
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Center Number: ___ Participant Number:

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

Screening

Participant’s Initials:

first middle last

73

Do people often fail to appreciate your very special talents or accomplishments?

Do No

D, Yes

74

Have people told you that you have too high an opinion of yourself?

Do No

D, Yes

75

Do you think a lot about the power, fame, or recognition that will be yours someday?

Do No

D, Yes

76

Do you think a lot about the perfect romance that will be yours someday?

Do No

D, Yes

77

When you have a problem, do you almost always insist on seeing the top person?

Do No

D, Yes

78

Do you feel it is important to spend time with people who are special or influential?

Do No

D, Yes

79

Is it very important to you that people pay attention to you or admire you in some way?

Do No

D, Yes

Do you think that it’s not necessary to follow certain rules or social conventions
when they get in your way?

Do No

D] Yes

Do you feel that you are the kind of person who deserves special treatment?

Do No

D, Yes

82

Do you often find it necessary to step on a few toes to get what you want?

Do No

D] Yes

83

Do you often have to put your needs above other people’s?

Do No

D, Yes

84

Do you often expect other people to do what you ask without question
because of who you are?

Do No

D, Yes

Are you NOT really interested in other people’s problems or feelings?

Do No

D, Yes

86

Have people complained to you that you don't listen to them or care about their feelings? [ ]y No

D, Yes

87

Are you often envious of others?

Do No

D, Yes

Do you feel that others are often envious of you?

Do No

D, Yes

Do you find that there are very few people that are worth your time and attention?

Do No

D, Yes

Have you often become frantic when you thought that someone you really cared about was (N
0 o

going to leave you?

D, Yes

Do your relationships with people you really care about have lots of extreme ups and downs? [ | No

D, Yes

92

Have you all of a sudden changed your sense of who you are and where you are headed? [ | No

D] Yes

93

Does your sense of who you are often change dramatically?

Do No

D, Yes

94

Are you different with different people or in different situations, so that you
sometimes don't know who you redlly are?

Do No

D] Yes

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

D, Yes

96

Have you often done things impulsively?

Do No

D, Yes

97

Have you tried to hurt or kill yourself or threatened to do so?

Do No

D, Yes

Have you ever cut, burned, or scratched yourself on purpose?

Do No

D, Yes

Do not submit o DCRI. Retain at site at secure location.
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Center Number: Participant Number:

Screening

Participant’s Initials:

first middle last

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

99 Do you have a lot of sudden mood changes? [ lyNo [, Yes

100 Do you often feel empty inside? [ JyNo [, Yes

101 Do you often have temper outbursts or get so angry that you lose control? [ lyNo [, Yes

102 Do you hit people or throw things when you get angry? [ JyNo [, Yes

103 Do even little things get you very angry? [ JoNo [, Yes
When you are under a lot of stress, do you get suspicious of other people or feel especially

104 spaced out? LoNo [ Yes

105 Before you were 15, would you bully or threaten other kids? Do No D] Vs

106 Before you were 15, would you start fights? Do No D] Yes
Before you were 15, did you hurt or threaten someone with a weapon, like a bat, brick,

et/ broken bottle, knife, or gun? L loNo [ ] Yes
Before you were 15, did you deliberately torture someone or cause someone physical pain

108 nd suffering? LloNo [ ves

109 Before you were 15, did you torture or hurt animals on purpose? Do No Dl Vs
Before you were 15, did you rob, mug, or forcibly take something from someone by

110 threatening him or her? DO No Dl Yes

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 ) s

112 Before you were 15, did you set fires? [ lyNo [, Yes

113 Before you were 15, did you deliberately destroy things that weren’t yours? [ lyNo [ ], Yes

114 Before you were 15, did you break into houses, other buildings, or cars? Do No D] Yes

115 Before you were 15, did you lie a lot or “con” other people? [ lyNo [, Yes
Before you were 15, did you sometimes steal or shoplift things or forge

16 omeone’s signature? L oNo [ ves

117 Before you were 15, did you run away from home and stay away overnight? [ lyNo [, Yes
Before you were 13, did you often stay out very late, long after the time you were

ns supposed to be home? LoNo [ Yes

119 Before you were 13, did you often skip school? [ lyNo [, Yes

. . R Participant’s Initials: _
Do not submit to DCRI. Retain at site. first_ middle last
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day

Screening

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

Instructions: This questionnaire consists of 21 groups of statements. Please read each group of statements carefully

and then pick out the one statement in each group that best describes the way you have been feeling

during the past two weeks, including today. Check the box beside the statement you have picked.

Be sure that you check only one statement for each group, including item 16 and item 18.

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

Do | do not feel sad

|, I feel sad much of the time

], 1 'am sad all of the time

||, 1 am so sad or unhappy that | can't stand it

__J, 1 am not discouraged about my future

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

||, 1 feel my future is hopeless and will only get worse

Do | do not feel like a failure

"], I have failed more than | should have
||, As I look back, | see a lot of failures

Ds | feel | am a total failure as a person

__Jo 1 get as much pleasure as | ever did from the things | enjoy
"], I don’t enjoy things as much as | used to

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

|_J, 1 can’t get any pleasure from the things | used to enjoy

], I don't feel particularly guilty

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

|, I feel guilty all of the time

|_J,1 don't feel | am being punished
D] | feel | may be punished

||, I expect to be punished

|, 1feel I am being punished

|, I feel the same about myself as ever
"], I'have lost confidence in myself

Dz | am disappointed in myself

|, I dislike myself

Participant’s Initials:

first middle last

Do not submit o DCRI. Retain at site at secure location.
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Screening

Center Number: Participant Number: Participant’s Initials:

first middle last

BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

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

||, I blame myself for everything bad that happens

.|, 1 don’t have any thoughts of killing myself

", 1 have thoughts of killing myself but | would not carry them out
"], 1 would like to kill myself

I, I would kill myself if | had the chance

|_Jo 1 don't cry any more than | used to
|, I cry more than | used to

||, 1 cry over every little thing

Ds | feel like crying, but | can’t

__Jo 1 am no more wound up or restless than usual

||, I feel more restless or wound up than usual

"], 1 am so restless or agitated that it’s hard to stay still

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

"o 1 have not lost interest in other people or activities

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

||, | make decisions about as well as ever

__|, I'find it more difficult to make decisions than usual

__|, I have much greater difficulty in making decisions than | used to
"I, I have trouble making my decisions

|_Jo1do not feel | am worthless

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

|, I feel utterly worthless

|, I have as much energy as ever

__|, I have less energy than | used to have

__], 1 don’t have enough energy to do very much
__J;1 don't have enough energy to do anything

Participant’s Initials: __ ___ ___
first middle Tast

Do not submit o DCRI. Retain at site at secure location.
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Screening

Center Number: ___ Participant Number:

- Participant’s Initials:

first middle last

BDI-Il (continued)

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

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

Calerie Phase 2_CRF_V7.0_26 SEP 2008

||, I sleep somewhat more than usual

||, 1 sleep somewhat less than usual

||, 1 sleep a lot more than usual

||, I'sleep a lot less than usual

Ds | sleep most of the day

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

Do | am no more irritable than usual
__|, I am more irritable than usual

__|, 1 am much more irritable than usual
Ds | am irritable all of the time

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

|, My appetite is somewhat greater than usual

||, My appetite is much less than before

"], My appetite is much greater than usual

__|; 1 have no appetite at all

||, I crave food all of the time

__Jo I can concentrate as well as ever

D1 | can’t concentrate as well as usual

Dz It's hard to keep my mind on anything for very long
||, I'find | can’t concentrate on anything

Do | am no more tired or fatigued than usual

", I get more tired or fatigued more easily than usual

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

Do | have not noticed any recent change in my interest in sex
||, I am less interested in sex than | used to be

D2 | am much less interested in sex now

"I, 1 have lost interest in sex completely

Participant’s Initials:

first middle last

Do not submit o DCRI. Retain at site at secure location.
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Center Number: ___ Participant Number:

Screening
Visit 2 Checklist

Participant’s Initials:

first middle last

Screening Visit 2 Checklist

1 Did participant return for Screening Visit 2?
"], No = If No: Skip to question 15 and provide reason.
||, Yes = If Yes: Date of initial clinic visit for Screening Visit 2: 5 /_Mh_ /__yw__
Check completed items:
__| Fasting blood sample
|| Urine sample
|| Vitals (temperature, pulse, blood pressure)
| Ece
__| Medical and medication history

[ ] Concomitant medications log

[] Physical examination

O 0 N &0 u A~ WO DN

[ ] Barriers interview

10 [_| Body morph assessment

11 || Additional interviews (SCID-Il and/or IDED-IV)

12 [ | Meeting with dietitian to review dietary screening questionnaire
13 [ | 14-day food record procedure reviewed

14 [_| Meeting with study coordinator/manager

15 Is the participant expected to return for Screening Visit 3?

], No = If No: 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):

D1 Yes = If Yes: Date of scheduled Screening Visit 3: YA A

day month year

Fax this Form to DCRI Forms Management at (919) 668-7100
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Center Number: ___ Participant Number:

Baseline Submission 1
Screening

Participant’s Initials:

first middle last

Date completed: ____/____ __/
day month

year

Screening Medical History

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

Body System

Assessments

Yes

If Yes, Specify Diagnosis

1 Head, Ears, Eyes, Nose, Throat

o

2 Dermatologic

o

3 Cardiovascular

o

4 Respiratory

o

5 Gastrointestinal

o

6 Endocrine/Metabolic

o

7 Genitourinary

o

8 Neurological

9 Blood/Lymphatic

o

10 Musculoskeletal

o

11 Hepatic

o

12 Drug Allergies

(=]

13 Other Allergies

-

o

14 Psychological/Psychiatric

-

(=]

15 Other (including contraception methods,
females only)

Signature:

1 T e e s I O
l

]—*

o

Physician’s Signature

Retain this form at site at secure location until participant reassessed at baseline visit.

Calerie Phase 2_CRF_V7.0_26 SEP 2008
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Center Number:

Baseline Submission 1

Participant Number:

Screening

Participant’s Initials:

first middle last

Date completed: _____/___ / —
day month year
L3 (] .
Medication History
Record any medications taken from 6 months prior through screening period, including over-the-counter and prescription drugs,
vitamins, supplements, and herbal medications. Include any steroid use within the last 5 years.
Medication Start Date Stop Date Indication
- /| e
1 day month year day month year
OR D] Continuing
A/ f—
2 day month year day month year
OR Dl Continuing
- /| e
3 day month year day month year
OR D] Continuing
- | f—
4 day month year day month year
OR Dl Continuing
A/ f—
5 day month year day month year
OR Dl Continuing
- | o
6 day month year day month year
OR Dl Continuing
- | o
7 day month year day month year
OR Dl Continuing
I T —S )
8 day month year day month year
OR D] Continuing
- | f—
9 day month year day month year
OR Dl Continuing
I T ——S e
I o day month year day month year
OR D] Continuing
-/ | f—
1 day month year day month year
OR Dl Continuing
- | — Ay
12 day month year day month year
OR D] Continuing

Page Numbering: Sequentially number each page in the right hand corner, i.e. 24.1, 24.2, 24.3. Insert additional pages as needed.
Retain at site at secure location. Submit with Concomitant Medication Log for Baseline Submission 1.

2008 DCRI — Confidential
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Screening

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
Physical Examination
Date of examination: ____ /__ _ / __ OR Not done — Specify reason (use codelist below):
day month year
Assessments
Body System If Abnormal or Not Done: Explain

Normal | Abnormal Not Done
1 General appearance: L], o 0=
2 Head, Ears, Eyes, Nose, Throat: D1 o 0
3 Neck: L], o _—
4 Heart: L], b= _—
5 Lungs: [ o™ o7
6 Abdomen: L b= _—
7 Lymph nodes: L], o 0=
8 Extremities/Skin: D1 = =
9 Neurological: L], b= _—
10 Musculoskeletal: ] - =

Not

Normal | Abnormal | .
11 Genitourinary: L [y _—
12 Breast: L, = _—
Physician’s Signature
Signature: Date: /. /

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

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

Do not submit o DCRI. Retain at site at secure location.
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ca I erie -2 Screening

Visit 3 Checklist

Center Number: Participant Number: Participant’s Initials:

first middle last

Screening Visit 3 Checklist

1 Did participant return for Screening Visit 3?
], No = If No: Skip to question 5 and provide reason.
||, Yes = If Yes: Date of initial clinic visit for Screening Visit3: ____/ _ _ /

day month year

Check completed items:

2 [ ] Reviewed dll lab results (blood, urine, and pregnancy test)
3 [ | Repeated blood sample, if needed

4 | ] 14-day food record collected and reviewed

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

||y 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):

D1 Yes = If Yes: Additional visit scheduled (check only one):

|, Screening Visit 4 = Date of scheduled Screening Visit4: ____/_ _ /

day month year

||, Baseline visit = Date of scheduled Baseline Visit:

day month year

Fax this Form to DCRI Forms Management at (919) 668-7100
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Center Number: ___ Participant Number:

Screening
Visit 4 Checklist

Participant’s Initials:

first middle last

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

1 Did participant return for Screening Visit 4?
__Jo No = If No: Skip to question 4 and provide reason.
D1 Yes = If Yes: Date of initial clinic visit for Screening Visit4: __ _ /__ _ /

day month year
Check completed items:

2 | | Reviewed all lab results (blood, urine, and pregnancy test)

3 [ ] 14-day food record collected and reviewed (if needed)

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

[ ] 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: Date of scheduled Baseline Visit:

Y/ —

day month year

Fax this Form to DCRI Forms Management at (919) 668-7100
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calerie Phase 2 Baseline Submission 1

Visit 1

Participant’s Initials:

Center Number: Participant Number: -
first middle last

Informed Consent

1 Did participant present for baseline visit?
] No = If No: Specify reason (check only one): ||, Failed an eligibility criterion (participant no longer meets criteria)
], Lost interest in the study
D3 Will take too much time
], Scheduling conflicts with work or school
|5 Doesn't like the study’s procedures
Dé Doesn't want to be involved in a research study
D, Unwilling to be randomized
|, Lives too far away/ransportation problems
]y Needs help with child care (unanticipated child care needs)
||, Refused with no explanation
__|,; Unable to contact
D?s Other (specify):

D1 Yes

YA — —

2 Date and time study baseline informed consent signed: i
day month year 00:00 to 23:59

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

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Informed Consent Detail

Tissue consent:

Check only one
Parficipant consent given Participant t ai
Sample type for future studies by arficipant consent given Participant consent
c for future studies by )
Calerie and external . not given
- c Calerie
investigators
1 Blood archive L], L], A
2 Urine archive L], L, [,
3 Muscle biopsy archive L], [, L],
4 Fat biopsy archive L], [, [,

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

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date andtime: ____ /. / : S
9 day month year T 00:00t0 2359 Staff initials: Tirst middle last

last

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

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

Weight 1: . kg
Weight 2: . kg
Weight 3: . kg
Weight of gown: _ _ _ .__ kg

Vital Signs

Assessment date and time: /) :
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials: _
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time): first _middle lost
Natural waist measurement 1: . cm
Natural waist measurement 2: ) cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: . cm
Umbilical point waist measurement 2: : cm
Umbilical point waist measurement 3: . cm

3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: o T

4 Temperature: . °C OR Not done — Specify reason (use codelist below): Staff initials: o T

5 Respirations: per minute OR Not done — Specify reason (use codelist below): Staff initials: R T

6 Blood pressure (check only one): ||, Leftarm [, Right arm Staff initials: T
6a Bloodpressure1: __ _ _ / ~ ~ mmHg Time: ____ :__ ORNotdone—

systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

6b Bloodpressure2: _ _ _ /  ~ mmHg Time: R

systolic diastolic 00:00 to 23:59

6¢ Blood pressure3: _ /. mm Hg Time:

systolic diastolic 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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I m Phase 2 Baseline Submission 1
ca e rl e Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Date and Time Findings Staff Initials

) Is ECG (check only one):
oy monih Jear 00:00 0 23:59 "], Normal

Ab |, not clinically significant ify):
OR Not done — Specify reason Dz normal, not clinically significant (specify) L —

(see codelist below):

D3 Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal: -
day month year 00:00 to 23:59
Date and time of sample collecton: ____/__ /.
day month year 00:00 to 23:59
If Not Done, Reason
Sample Sample Complete? .' Staff Initials
(Use codelist below)
]y No
0 -
Blood - first middle last
D] Yes
. D No
Urine 0 - Tt middle Tast
D] Yes

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 1

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
Date completed: _____/__ _ / —
ay month year
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 [] o =
2 Dermatologic s =
3 Cardiovascular o =
4 Respiratory [, =
5 Gastrointestinal o =
6 Endocrine/Metabolic Do =
7 Genitourinary 1, =
8 Neurological [, =
9 Blood/Lymphatic o =
10 Musculoskeletal o =
11 Hepatic o =
12 Drug Allergies [ o =
13 Other Allergies o =
14 Psychological/Psychiatric (o =
15 Other Lo =
Physician’s Signature
Signature: Date: ____ / _ _ / —
day month year

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 31



calerie Phase 2 Baseline Submission 1

Visit 1

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
Physical Examination
Date of ination: ____/__ /. _ -
OR Not done — Specify reason (use codelist below):
Assessments
Body System If Abnormal or Not Done: Explain

Normal | Abnormal | Not Done
1 General appearance: L Ly _—
2 Head, Ears, Eyes, Nose, Throat: D] Do_' _—
3 Neck: D, Do - o7
4 Heart: DI Do_' 07—
5 Lungs: L], Ly 0y
6 Abdomen: L Ly _—
7 Lymph nodes: L], Ly 0=
8 Extremities/Skin: L], L y— 0y
9 Neurological: L, Ly _—
10 Musculoskeletal: L], Ly _—

Normal | Abnormal Not .

Done
11 Genitourinary: L], Ly _—
12 Breast: L, Ly _—
Physician’s Signature
Investigator: Date: — _ /_ _ /__ —
signature day month year

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

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

Visit 2

Center Number: _____ Participant Number: _________ Participant’s Initials:
first middle last
Weight date and time: ____/__ /. Staff initials:
day month year 00:00 to 23:59 " et middle et

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

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

Weight 1: .k
Weight 2: . kg
Weight 3: . kg
Weight of gown: - . kg

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?
Do No

||, Yes = If Yes: Date urine pregnancy testperformed: ____/___ _ /

day month year

Results: | |, Negative
Dz Positive

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

Center Number: Participant Number: Participant’s Initials:

first middle last

Doubly Labeled Water (DLW)

1 Date andtimeof DWW dosing: ___ /__ _ /. Staff initials: _
day month year 00:00 fo 23:59 first_ middle Tast
OR Not done — Specify reason (use codelist below): ___
2 DLW dose mixture ID and bottle number: ___ -~ =~ -~ -CA
3 Exact weight of DIW mixture: ___ . grams
4 Urine samples:
Collection Sample Date and Time Collected
Pre dosing (PD) PDa s i i
-/ /)
PDb day month year 00:00 to 23:59
Day O (Visit 2) DOa s i
N
DOb day month year 00:00 to 23:59
Day 7 (Visit 3) D7a Tday /_@h_ — T oamon3e
-/ /)
D7b day month year 00:00 to 23:59
Day 14 (Visit 4) D14a o —miE—
day month year 00:00 to 23:59
-/ /)
D14b day month year 00:00 to 23:59
5 Affix CRF page label(s) corresponding to this urine sample set: [~=~~---===--- H
E Affix !
. Label !
i Here E
R :
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
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 34



Baseline Submission 1
Visit 2

Participant’s Initials:

calerie -

Center Number: Participant Number:

first middle last

1 Has the participant taken a calcium supplement today?

Do No

Do No D1 Yes

||, 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?

DXA Scan

DXA Rescan OR | |, NA

[/

day month

Date of scan:

year

[/

day month

Date of rescan:

year

Area Scanned if ’;::'sn::e' Area Scanned
Check all that apply (Use codelist below) Check all that apply
|| Whole body __| Whole body
D Forearm D Forearm
[] Spine [] Spine
D Hip D Hip

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 >

Center Number: ___ Participant Number:

Baseline Submission 1
Visit 2

Participant’s Initials:

first middle last

Datecompleted: ____ /_ _ _ / _ _ _ OR Not done — Specify reason (use codelist below):

day month year

RAND SF-36

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

In general, would you say
your health is:

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

||, Much better now than 1 year ago
Compared to one year ago, ||, Somewhat better now than 1 year ago

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

general now? ||, Somewhat worse now than 1 year ago
||, Much worse now than 1 year ago

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

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

3

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

N
w

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

N
w

Lifting or carrying groceries

N
w

Climbing several flights of stairs

N
w

Climbing one flight of stairs

Bending, kneeling or stooping

N
w

Walking more than a mile

N
w

10 Walking several blocks

N
w

11 Walking one block

I A I e S R

w

L DL e L L

N

12 Bathing or dressing yourself

I I o A I i O I R

N

[, s

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

Participant’s Initials: ___ ___
first_ middle ast
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials: ___

first middle last

Center Number: Participant Number:

Rand SF-36 (continued)

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

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

|, Extremely

Participant’s Initials: __

first middle last
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calerie Phase 2 Baseline Submission 1

Center Number: ___ Participant Number:

Visit 2

Participant’s Initials: __

first middle last

RAND SF-36 (continued)

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

been feeling.

All of the Most of A Good Some of A Little of None of

How much of the time during the past 4 weeks... Bit of the

Time the Time Time the Time the Time the Time
23 Did you feel full of pep? [ ], [ ], [ ], L, [ s [,
24 Have you been a very nervous person? [, ], ], L], L], [,
e e P )
26 Have you felt calm and peaceful? [, [, ], L], L], [,
27 Did you have a lot of energy? [ ], [ ], [ ], L, [ s [,
28 Have you felt downhearted and blue? [, ], ], L], L] [,
29 Did you feel worn out? L, [ ], [ ], [, [ ], [,
30 Have you been a happy person? [, [, ], [, L], [,
31.Did you feel tired? [ ], [, [, [ ], L [

32 During the past 4 weeks, how much of the time has il ofthe Mostof Some of
your physical health or emotional problems Time the Time the Time
interfered with your social activities (like visiting friends,

I I

relatives, etc)?

A Little of None of
the Time the Time

L

s

oo Y 4
How true or false is each of the following statements for you? Definitely Mostly  Don’t

Mostly Definitely

True True Know False False
33 | seem to get sick a little easier than other people. [ ], [ ], [ ], L1, [ s
34 | am healthy as anybody | know. L], L], ], [, [
35 | expect my health to get worse. 3 [, [ ], L1, [ ],
36 My health is excellent. L], ], ], L], L],

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

Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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

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

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

||, 1 do not feel sad

[, 1 feel sad much of the time

|, am sad all of the time

||, 1 am so sad or unhappy that | can’t stand it

], 1 am not discouraged about my future

|, I feel more discouraged about my future than | used to be
[ 1,1 do not expect things to work out for me

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

], I do not feel like a failure

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

|, 1 feel | am a total failure as a person

||, 1 get as much pleasure as | ever did from the things | enjoy
|, I don’t enjoy things as much as | used to

|, 1 get very little pleasure from the things | used to enjoy

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

], 1 don't feel particularly guilty

L1, I feel guilty over many things | have done or should have done
|1, I feel quite guilty most of the time

[ ], 1 feel guilty all of the time

[ ], 1 don't feel | am being punished
||, 1 feel I may be punished

||, 1 expect to be punished

], 1 feel | am being punished

||, 1 feel the same about myself as ever
], I have lost confidence in myself
|, 1 am disappointed in myself

||, 1 dislike myself

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

Participant’s Initials: ___ ___
first_ middle Jast
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calerie Phase 2 Baseline Submission 1

Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

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

[, I blame myself for everything bad that happens

], 1 don't have any thoughts of killing myself

|1, I'have thoughts of killing myself but | would not carry them out
1,1 would like to kill myself

1,1 would kill myself if I had the chance

||, 1 don't cry any more than | used to
|, I cry more than | used to

[, I cry over every little thing

||, 1 feel like crying, but | can't

], 1 am no more wound up or restless than usual

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

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

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

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

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

|, | make decisions about as well as ever

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

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

[ ], 1 do not feel | am worthless

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

||, 1 feel utterly worthless

|, I have as much energy as ever

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

|, 1 don’t have enough energy to do very much
|, 1 dont have enough energy to do anything

Participant’s Initials:

first middle last
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calerie Phase 2 Baseline Submission 1

Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

BDI-Il (continued)

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

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

||, | sleep somewhat more than usual

||, I sleep somewhat less than usual

", sleep a lot more than usual

__,l sleep a lot less than usual

|5 | sleep most of the day

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

|, 1 am no more irritable than usual
__|, I am more irritable than usual

|, I am much more irritable than usual
|, 1 am irritable all of the time

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

||, My appetite is somewhat greater than usual

||, My appetite is much less than before

||, My appetite is much greater than usual

__|; 1 have no appetite at all

], I crave food all of the time

||, I can concentrate as well as ever

__|, I can’t concentrate as well as usual

[ 1, It's hard to keep my mind on anything for very long
||, 1 find | can’t concentrate on anything

|, 1 am no more tired or fatigued than usual

(1, I get more tired or fatigued more easily than usual

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

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

||, I am much less interested in sex now

||, 1 have lost interest in sex completely

Participant’s Initials: -
first_ middle Tast
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calerie -

Center Number:

Participant Number:

Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Datecompleted: ____ /_ _ _ / _ _ _ OR Not done — Specify reason (use codelist below):

day month

Profile of Mood States

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

Feeling Not At All A Little Moderately Quite A Bit Exiremely
1 Friendly s L, L], x L,
2 Tense 0 : i s .
3 Angry . : ! s .
4 Worn out . : R s .
5 Unhappy

(=)

N

w
IS

6 Clear-headed

(=]

N

w
IS

7 Lively s . 3 3 4
8 Confused o . , 3 4
9 Sorry for things done a : . s A
10 Shaky . » 3 s
11 Listless . . 2 3 4
12 Peeved

o

N

w
IS

13 Considerate

(=)

N

w
IS

LI D I D P DI P DD DT P D L L LT L

14 Sad . : , , .
15 Active 5 : i s .
16 On edge . : X , .
17 Grouchy I : ; , .
18 Blue

o

N

w
IS

19 Energetic

L P D P ey P T P L L L L L

P L P P L P L L L L

N

P L P L P P T P L L L L

w

L L D D e P L p ) L L L L L

IS

20 Panicky

L L],

,

L L,

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Douglas M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. All rights reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé.

| Not Done Codelist: 1 Participant refused

2 Clinician unable to obtain

3 Insufficient time

4 Instrument failure 5 Not required |

Participant’s Initials: __

first middle last
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calerie -

Center Number:

Profile of Mood States (continued)

Participant Number:

Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Not At All A Little

Moderately

Quite A Bit

Extremely

21 Hopeless

-

L]

-

L

L

22 Relaxed

o

N

w

»

23 Unworthy

o

N

w

»

24 Spiteful

o

N

w

»

25 Sympathetic

o

N

w

»

26 Uneasy

o

N

w

»

27 Restless

o

N

w

»

28 Unable to concentrate

o

N

w

»

29 Fatigued

o

N

w

»

30 Helpful

o

N

w

»

31 Annoyed

o

N

w

»

32 Discouraged

33 Resentful

o

N

w

»

34 Nervous

o

N

w

»

35 Lonely

o

N

w

»

36 Miserable

o

N

w

»

37 Muddled

o

N

w

»

38 Cheerful

o

N

w

»

39 Bitter

o

N

w

»

40 Exhausted

o

N

w

»

41 Anxious

o

N

w

»

42 Ready to fight

LD DL D D D D DL D D LD D PL I DT P LT L [

o

LIV L D P P P e L I P L P

IV P T P P T P L L L T P L P L P

N

LV L P DT I P T P L D L P L L [

w

LD DO D D D P D D D L P L L

»

43 Good-natured

s

L,

L,

s

Ll

Copyrighf © 2003, 2005 Maurice Lorr, Ph.D., Doug/us M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. All righfs reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé.
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

Profile of Mood States (continued)

Feeling Not At All A Little Moderately Quite A Bit Extremely

44 Gloomy

[
O
O
[
0

45 Desperate

o
N
w
»

46 Sluggish

o
N
w
»

47 Rebellious

o
N
w
»

48 Helpless

o
N
w
»

49 Weary

o
N
w
»

50 Bewildered

o
N
w
»

51 Alert

o
N
w
»

52 Deceived

o
N
w
»

53 Furious

o
N
w
»

54 Efficient

o
N
w
»

55 Trusting

56 Full of pep

(=)
N
w
»

57 Bad-tempered

o
N
w
»

58 Worthless

(=]
N
w
»

59 Forgetful

o
N
w
»

60 Carefree

o
N
w
»

61 Terrified

o
N
w
»

62 Guilty

o
N
w
»

63 Vigorous

o
N
w
»

64 Uncertain about things

65 Bushed [ ], L] [ ], s [ ],

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Doug/us M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. All righfs reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé.

LI LI PL I D D L P D D Dy D D D D D LT L L L
L P P | ey ) p ey O P Ly ) P I L pL
P P P L P T P L P | L L
P L P L L T ) L P L T P L T
LD Do D D D o D P L O pn e DI P L

o
N
w
»

Participant’s Initials: T o
irst middle last
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calerie Phase 2 Baseline Submission 1

Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Perceived Stress Scale (pss)

Instructions: The questions in this scale ask you about your feelings and thoughts during the last month. In each case, please
indicate how often you felt or thought a certain way. Please check only one answer for each question.

Almost Some- Fairly Very

Never
Never times Often Often

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

L L Bl

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

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

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

I T A T A B A I A

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

Center Number: Participant Number: Participant’s Initials:

first middle last

Datecompleted: ____/__ _ / ____ OR Notdone — Specify reason (use codelist below):

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...

1 When have you usually gonetobed? ____:____
00:00 to 23:59

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

3 When have you usually gotten up in the morning? T

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

5 During the past month, how often have you had trouble ~ Not during Less than  Once or 3 or more
the past once fwice fimes

sleeping because You... (check only one answer per question) month a week a week a week

a Cannot get to sleep within 30 minutes

[
[
[
[

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

o
N
w

¢ Have to get up to use the bathroom

o
N
w

d Cannot breathe comfortably

o
N
w

e Cough or snore loudly

o
N
w

f Feel too cold

g Feel too hot

o
N
w

h Have bad dreams

o
N
w

Have pain

o
N
w

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

oL DR LI [T AL [
oL Pl DLl DI rn e L
oL DR L LRl
oL IR L [T AL [

o
N
w

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

Do D1 DZ Dii

© 1989, with permission from Elsevier Science.

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

first middle last

Pittsburgh Sleep Quality Index (psal) (continued)

Once or 3 or more
Never O'I:;:I‘ twice each times each
week week

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

Only a very Somewhat

No problem ™" . 4 ofa Avery big
at all prol?lem problem problem
8 During the past month, how much of a problem has it n B B n
been for you to keep up enthusiasm to get things done? 0 1 2 3
Very Fairly Fairly Very
good good bad bad
9 During the past month, how would you rate your slee
9 P b4 b4 P Do D] Dz Da

quality overall?

Participant’s Initials:
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Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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

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 sexuval 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.

Section 1=Sexual Cognition/Fantasy

During the past 30 days or since the last time Notat| lLess | 1or2 | 1per|2or3)4tob|1per 20r3) 4or

all |than1| per | week | per per day per | more
you filled out this inventory, how often have per | month week | week day | per
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person HNEES RS E RN E RS S N

13 Bromcparsofamansbodyles. e 1 0, |0V | D | O |G| O | O | O | G

shoulders, legs)

1.3 Erotic or romantic situations Ll P OE O O PO D O L L

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
to orgasm

L P L (L PO POl L [ 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 |

Participant’s Initials: __

first middle last
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Center Number: Participant Number: Participant’s Initials:

first middle last

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

Section 2—Sexual Arousal

During the past 30 days or since the last Notat | Less | Tor2 | 1per |20r3 | 4106 | 1 per [20or3| 4or
. . .o all than 1 per | week | per per day per | more

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

did you have the following experiences? month day

2.1 Feel sexually aroused while alone [ | L L L POl L D | L L

2.2 Actively seek sexual satisfaction 1, | L S S P P O A

2.3 Feel sexually aroused with a
partner

Do D1 Dz D3 DA Ds Do D7 Ds

Never | Rarely |Sometimes | Usually | Always

2.4 Have normal lubrication with
masturbation

L P L Le [ LE | L

2.5 Have normal lubrication
S e " A o

throughout sexual relations

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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

Section 3—Sexual Behavior/Experiences

During the past 30 days or since the last Notat | Less | Tor2 | 1per [20or3 |4to6| 1Tper | 20r3 | 4or
time you filled out the inventory, how often all | than1 perth week Perk Perk day Ser more
did you engage in the following sexval mF::\rth men weeke | wee i 32;

activities?

3.1 Reading or viewing romantic or
erotic books or stories

3.2 Masturbation S S P P S Y M I
3.3 Casual kissing and petting HSEERREE L f O [ L | Ll | LS [ &
3.4 Sexual foreplay S S S P I O M A I

3.5 Sexual intercourse, oral sex, etc. IS S T O S I O S S B

Section 4—Orgasm

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

4.1 Your ability to have an orgasm EY RS R R RN
4.2 The intensity of your orgasm OO O O ]
4.3 The ability to have multiple

orgasmes (if typical for you) D° D‘ Dz D:" s
4.4 Feelings of closeness and together- | N u 0

ness with your partner 0 1 2 3 4
4.5 Your sense of control (timing) of your

orgasm L [ L DL | L | L
4.6 Feeling a sense of relaxation and

D0 Dl Dz D;; D4

well-being after orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
Participant’s Initials:
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Participant’s Initials:

first middle last

Center Number: _____ Participant Number: ___

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

Section 5—Drive and Relationship

Not at | Less 1or2 lper |[20r3 |4to6 | 1per | 20or3 4 or

all than 1 per week per per day per more
per | month week | week day per
month day

5.1 With the partner of your choice,

what would be your ideal SRR RS N S NS RS S

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Exiremely
all

5.2 During this period, how [, | L [ ], L L L

interested have you been in sex?

5.3 During this period, how satisfied
have you been with your
personal relationship with your o | LA LG | L
sexual partner?

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 description of the quality | [ | | [ | [ ], HS R SR

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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

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 sexuval fantasies or daydreams,
while another inquires about the kinds of sexual experiences that you have. You are also asked about the nature of your
sexual 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 “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.

Section 1=Sexual Cognition/Fantasy

During the past 30 days or since the last time Notat| Lless | 1or2 | 1per (20r3| 4to6 | 1per |20r3| 4or

you filled out this inventory, how often have all th::r] mti:h week vf:;k Vf:;k day 5:; n;:';_e
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person (o | Oy Ll O O f O | Ok | O | O

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

face, genitals, legs)

1.3 Erotic or romantic situations O Oy O O O | O | O | L

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
to orgasm

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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Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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

Section 2—Sexual Arousal

During the past 30 days or since the last fime | Notat| Less | Tor2 | 1per |20r3| 4to6 | 1per 20r3 | 4or

. . . . all |than1| 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 L DL O, PO O O O L L

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 | [ | | [ | | [ | [ [ L | CL | Ol [ L | L]

picture

2.4 A full erection during masturbation OO O O O O O

2.5 A full erection throughout the phases
of a normal sexual response cycle,
that is from undressing and foreplay
through intercourse and orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Center Number: Participant Number: Participant’s Initials:

first middle last

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

Section 3—Sexual Behavior/Experiences

During the past 30 days or since the last time |Notat| Lless | Tor2 | 1per |20or3 |4to6| 1per | 20r3 | 4dor

. . . all |than1| per week | per per | day |perday| more
you filled out the inventory, how often did per | month week | week per

you engage in the following sexval activities? month day

3.1 Reading or viewing romantic or
erotic books or stories

3.2 Masturbation S S S P o e A e R A
3.3 Casual kissing and petting HY RS RS RS NS N ES S N
3.4 Sexual foreplay 7S S P P P O W A

3.5 Sexual intercourse, oral sex, etc. N RS AN R RS AR "

Section 4—Orgasm

During the past 30 days or since the last time | Not at [Slightly Moderately| Highly |Extremely
you filled out this inventory, how satisfied all
have you been with the following?

4.1 Your ability to have an orgasm SRS RS

4.2 The intensity of your orgasm S A S s

4.3 The length or duration of your
orgasm

4.4 The amount of seminal liquid that
you ejaculate

4.5 Your sense of control (timing) of your
orgasm

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

Copyright © 1987 by Leonard R. Derogatis, PhD.
Participant’s Initials:
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Center Number: Participant Number: Participant’s Initials:
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Derogatis Interview for Sexual Function (DISF-SR) (M) Male Version (continued)

Section 5—Drive and Relationship

Not at | Less lor2 | Tper [20r3 |4to6 | 1per | 20r3 4 or

all than 1 per week per per day per more
per | month week | week day per
month day

5.1 With the partner of your choice,
what would be your ideal s | [, [ ], [T, 1| Ok | O, ], [T,

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Exiremely
all

5.2 During this period, how interested
have you been in sex?

D0 D'| DZ D:; D4

5.3 During this period, how satisfied
have you been with your
personal relationship with your Lo | L - L p
sexual partner?

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 description of the quality | [, | [, [ ], A R A S O e

of your sexual functioning?

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

Visit 2

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

Date completed: _d_/___/____ OR Not done — Specify reason (use codelist below):

ay month year
Food Cravings Questionnaire—Trait

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

N S -
OI:‘;:; Rarely ii‘::::s Often | Usually | Always

1 Being with someone who is eating often makes

me hungry. L) Lk L L | Ls [ s
2 When | crave something, | know | won’t be able to

stop eating once | start. D, Dz Ds D4 Ds Dé
3 If | eat what | am craving, | often lose control and

eat too much. J L L, s " L s L g
4 | hate it when | give in to cravings. [, [, [, ], [, [,
5 Food cravings invariably make me think of ways to

get what | want to eat. L, L & L& L L L
6 | feel like | have food on my mind all the time. [, [, [, [, [, [,
7 | often feel guilty for craving certain foods. [, [ ], L] L, ek L)
8 | find myself preoccupied with food. [, ], T, 1, 1, 1,
9 | eat to feel better. ], [, [, [, [, [,
10 Sometimes, eating makes things seem just perfect. L], ], [, L], [ [,
11 Thinking about my favorite foods makes m

mouth \?vater. Y Y u L L Ly s L g
12 | crave foods when my stomach is empty. [, [, ], 1, [, [,
13 | feel as if my body asks for certain foods. ] [, [, [, [, [,
14 | get so hungry that my stomach seems like a

bottomless pit. L, L, L L, s L,
15 Eating what | crave makes me feel better. [ ], [, L L | s [,
16 When | satisfy a craving, | feel less depressed. ], [, O O | O [,
17 When | eat what | am craving, | feel guil

about myself. g 9utty L} L} Lk L L [,
18 Whenever | have cravings, | find myself makin

plans to eat. N Y g L, L, L, L, L, L],
19 Eating calms me down. ] [, L L L | L [,

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

Participant’s Initials: __

first middle last

Food Cravings Questionnaire—Trait (continued)

Never
ORNA

Rarely

Some-
times

Often

Usually | Always

20 | crave foods when | am bored, angry, or sad.

L,

-

s

-

-
-

21 | feel less anxious after | eat.

N

w

»

1%
o

22 If | get what | am craving, | cannot stop myself from
eating it.

N

w

S~

(&
o

23 When | crave certain foods, | usually try to eat them as
soon as | can.

N

w

»

(&)
o

24 When | eat what | crave, | feel great.

N

w

~

wn
o

25 | have no will power to resist my food crave.

N

w

»

(%]
o

26 Once | start eating, | have trouble stopping.

N

w

S~

1%
o

27 | can’t stop thinking about eating, no matter how
hard | try.

N

w

»

(&
o

28| srend a lot of time thinking about whatever it is |
will eat next.

N

w

S~

(5
o

29 If | give in to a food craving, all control is lost.

N

w

»

wn
o

30 When I’'m stressed out, | crave food.

N~

wn
o

31 | daydream about food.

N

w

»

(%]
o

32 Whenever | have a food craving, | keep on thinking
about eating until | actually eat the food.

N

w

S~

(&
o

33 If | am craving something, thoughts of eating it
consume me.

N

w

»

wn
o

34 My emotions often make me want to eat.

N

w

N~

L%
o

35 Whenever | go to a buffet, | end up eating more
than what | needed.

N

w

»

1%
o

36 It is hard for me to resist the temptation to eat
appetizing foods that are in my reach.

N

w

S~

(%]
o

37 When | am with someone who is overeating, |
usually overeat too.

N

w

»

(5
o

38 When | eat food, | feel comforted.

N

w

HRREN NN RN N N R AN EE RN N AER

&~

HRS N ERE NN RN N EE R AN EE R FEE S NER

wn

HpSEN NN RN N NSRS N EE R RN N ER

o

39 | crave foods when I'm upset.

L Dy L p e e Dy L P I e e L P L L

HERER NSNS AEREE NN EE R RN E A EREEE NN S

N

HEpER N NN NERCE NN EE RS NS AR NN S

w

i

s

-
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Visit 2

Center Number: Participant Number: Participant’s Initials:
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Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

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.

St I
Sfrongly Disagree| Neutral | Agree rongly
Disagree Agree
1 | have an intense desire to eat [one or more
L], ], L] L, [ &

specific foods].

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

N
w
S
1%

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

N
w
»
(%]

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

N
w
»
(%]

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

N
w
»
(%]

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

N
w
S
(%]

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

N
w
»
(%]

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

N
w
S
(&)

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

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

N
w
S
(5]

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

N
w
»
wn

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

N
w
S
«n

13 | am hungry.

N
w
»
wn

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

N
w
S
wn

NN T I I O RO S
[N N e O I IO S
NN N A I R o IO 6 I
I I I O I
I O O I I O I I S

w

15 | feel weak because of not eating.

N
»
«n

Participant’s Initials: ___
first_ middls Tast
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Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Participant Number:

Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Food Craving Inventory (Fci-i)

For each of the foods listed below, please check the appropriate box.

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
have you experienced a craving for...

Never

Rarely

(once or twice)

Often

Always/Almost
Every Day

Cake

N

w

IS

wn

Pizza

N

w

IS

(&)

Fried chicken

N

w

IS

wn

Gravy

N

w

IS

wn

Sandwich bread

N

w

IS

wn

Sausage

N

w

IS

wn

French fries

N

w

IS

wn

Cinnamon rolls

N

w

IS

wn

O 0 N & u | b QN -

Rice

N

w

IS

n

10 Hot dog

N

w

IS

n

11 Hamburger

N

w

IS

()

12 Biscuits

N

w

IS

wn

13 Ice cream

N

w

ISy

(&)

14 Pasta

N

w

IS

wn

15 Fried fish

16 Cookies

N

w

I

wn

17 Chocolate

N

w

IS

(&)

18 Pancakes or waffles

N

w

I

wn

19 Corn bread

N

w

ISy

wn

20 Chips

N

w

I

wn

21 Rolls

N

w

I

wn

22 Ceredl

N

w

IS

wn

23 Donuts

N

w

IS

wn

24 Candy

N

w

IS

(&)

25 Brownies

N

w

IS

W

26 Bacon

N

w

IS

[

27 Steak

N

w

IS

wn

28 Baked potato

I

I A O

N

N O O o

w

Y T

IS

I I

v

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

3 Insufficient time

4 Instrument failure

5 Not required |
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Date completed: ___

Center Number: Participant Number:

YA

day month year

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

Participant’s Initials:

Baseline Submission 1

Visit 2

first middle last

Eating Inventory

1 When | smell a sizzling steak or see a juicy piece of meat, | find it very mk; " Fal
difficult to keep from eating, even if | have just finished a meal. 1 1rue o FAlise
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
. | ], True [ ], False
not eating anymore.
5 Dieting is so hard for me because | just get too hungry. | |, True [ |, False
6 | deliberately take small helpings as a means of controlling my weight. | ], True [ ], False
7 Sometimes things just taste so good that | keep on eating even when
I am no longer hungry. i Tree [, False
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
], True [, 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. | |, True [ |, False
14 | have a pretty good idea of the number of calories in common food. | |, True [, False
15 Sometimes when | start eating, | just can’t seem to stop. ||, True [ ], False
16 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
. [ ], True [ ], False
to eating then.
18 While on a diet, if | eat food that is not allowed, | consciously eat less
. ! Y | ], True | |, False

for a period of time to make up for it.

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

5 Not required |

Participant’s Initials:

first middle last
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calerie Phase 2 Baseline Submission 1

Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

Eating Inventory (continued)

19 Being with someone who is eating often makes me hungry to eat also. [ ], True [ ], False
20 When | feel blue, | often overeat. | ], True [, False
| enjoy eating too much to spoil it by counting calories or watchin
21 | Y. X g P Y 9 9 DI True Do False
my weight.
When | see a real delicacy, | often get so hungry that | have to eat
22 Y Y 9 ary ||, True [, False
right away.
| often stop eating when | am not really full as a conscious means of
23 . P 9 Y D, True Do False
limiting the amount | eat.
24 | get so hungry that my stomach often seems like a bottomless pit. | |, True [ |, False
25 My weight has hardly changed at all in the last ten years. ], True [, False
| am always hungry so it is hard for me to stop eating before | finish
26 Y gry P g | ], True [ ], False
the food on my plate.
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 Do False
32 | count calories as a conscious means of controlling my weight. | ], True [ ], False
33 | do not eat some foods because they make me fat. | |, True [ |, 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
plurg | |, True [, False

eat other high calorie foods.

Participant’s Initials:
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Center Number:

Baseline Submission 1

Participant Number:

Visit 2

Participant’s Initials: ___

first middle last

Eating Inventory (continued)

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

37 How often are you dieting in a conscious |, Rarely [ ], Sometimes | |, Usually [ |, Always
effort to control your weight?
38 Would a weight fluctuation of 5 pounds [ ], Rarely [], Sometimes [ ], Usually [, Always
affect the way you live your life?
39 How often do you feel hungry? ||, Rarely [ ], Sometimes [ |;Usually [ ], Always
40 Do your feelings of guilt about overeating ], Rarely [ ], Sometimes [ ], Usually [, Always
help you to control your food intake?
a1 How difficult would it be for you to stop [, Easy [, Slightly difficult
eating halfway through dinner and not eat e e
for the next four hours? ||, Moderately difficult |, Very difficult
42 How conscious are you of what you are [, Not at all |1, Slightly
eating? |, Moderately ||, Extremely
a3 How frequently do you avoid “stocking up” [ |, Almost never | |, Seldom
on tempting foods? | |, Usually ||, Almost always
44 How likely are you to shop for low |1, Unlikely [ 1, Slightly likely
calorie foods? [ ], Moderately likely [ ], Very likely
Do you eat sensibly in front of others and
45 splu):'ge alone? Y | |, Never [ ], Rarely | |, Often [ ], Always
46 How likely are you to consciously eat slowly [ |, Unlikely 1, Slightly likely
in order to cut down on how much you eat? [ |, Moderately likely [, Very likely
a7 How frequently do you skip dessert because [ |, Almost never [_], Seldom
you are no longer hungry? ||, At least once a week |, Almost every day
48 How likely are you to consciously eat less "], Unlikely |1, Slightly likely
than you want? |, Moderately likely |1, Very likely
49 Do you go on eating binges though you are | | Never ||, Rarely
not hungry? ||, Sometimes ||, At least once a week
50 To what extent does this statement describe | |, Not like me

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

|1, Little like me

||, Prefty good description of me

||, Describes me perfectly

On a scale of 0 to 5, where O means no
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?

||, Eat whatever you want, whenever you want it

||, Usually eat whatever you want, whenever you want it
Dz Often eat whatever you want, whenever you want it
||, Often limit food intake, but often “give in”

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

[_J; Constantly limiting food intake, never “giving in”

Calerie Phase 2_CRF_V7.0_26 SEP 2008

Participant’s Initials: ___
first_ middle Tast
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calerie Phase 2 Baseline Submission 1

Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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

day month year

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.

Not confident ot all that Very confident that

. you can resist the desire to eat you can resist the desire to eat
I am confident that:

] 1 2 3 4 5 6 7 8 9

| can resist eating when | am anxious
0

2

w

| O
1| O

IS

IS

5

o

/

©

n el =
n el =

0

0

(nervous).

0

3 | can resist eating even when | have to

[ ]
2 | can control my eating on the weekends. | ]
say “no” to others. ]

| OO

[ ] [ ]
[, s
[ ] [ ]

n el =

o

[ ]
L
[ ]

0 2

w

5 7

oo

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

-
[
[
-
[
-
-
-
H
.

5 | can resist eating when | am watchingTV. [ | [ [ [, [, [ L [l [, [ [

6 | can resist eating when | am depressed O L L L OO

(or down).

7 | can resist eating when there are many
different kinds of food available. Lo Lh e L UL Ll Lo Lh L

8 | can resist eating even when | feel it is

impolite to refuse a second helping. e O L O O O O L O L
9 | can resist eating even when | have a

headache. Lo Lh Le UL U L Lk Lo Lk L

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

Participant’s Initials:
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

Weight Efficacy Lifestyle Questionnaire (WEL) (continued)

Not confident ot all that Very confident that

. you can resist the desire to eat you can resist the desire to eat
| am confident that:

o 1 2 3 4 5 6 7 8 9

10 | can resist eating when | am reading. O, O, O, O, O O, O, O O, O
n (chiiir:az:ist eating when | am angry T Lk h Lk Lk kL[ k)
12 Lc:gr:;sist eating even when | am at o0 0L, L L L oL O, O O
13 :):::s :ﬁlsr:sgt Ic;c::itr:)gec::\:an when others are T Lk Lk Lk Lk kL [h [k
14 | can resist eating when | am in pain. -, O, O, O, O, O O, O, O [,
15 L::n resist eating just before going to s s e EnE ===
' experionced faore, e S R P A A A o R
17 L::r;;zs;li:tb(iz:ﬁng when high-calorie foods b Lk [ Lk [k [k k(b [
"% eibers wil be ot 11 dom's ot S A P A A A o
" umcomfonte, b TR L L L)
20 | can resist eating when | am happy. O, O, O, O O, O, O, O, O, O,

Participant’s Initials: __

irst middle last
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

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

day month year

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
1 Fasting is a good way to lose weight. EN RSN ES NEE
2 My sleep isn’t as good as it used to be. I D L
3 | avoid eating for as long as | can. ER ARSI
4 Certain foods are “forbidden” for me to eat. P o P P I S P P R
5 Lic:gnetcl,(:iﬁecz:tam foods in my house because | will e nin =
6 | can easily make myself vomit. S o P P e O P P R
7 | can feel that being fat is terrible. EN RSN NES ES NEE
8 | avoid greasy foods. I D
9 It's okay to binge and purge once in a while. HENEESEES NN RSN
10 | don’t eat certain foods. P o P P O O P P R
11 | think | am a good person. ER RSN N
12 My eating is normal. O, ) O O ] L
13 | can’t seem to concentrate lately. HENEESEES NN RSN
14 | try to diet by fasting. S S I I I I P e
15 | vomit to control my weight. ER RSN S N
16 Lately nothing seems enjoyable anymore. o D L
17 Laxatives help keep you slim. HENEESEES NN RN
18 | don’t eat red meat. T P A I P I P P
19 | eat so rapidly | can’t even taste my food. EN RSN N

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

Participant’s Initials:
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Center Number: ___ Participant Number:

Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

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

Never

Very
Rarely

Rarely

Some-
fimes

Often

Very | Always
Often

20 | do everything | can to avoid being overweight.

w

4

w

N

21 When | feel bloated, | must do something to rid myself
of that feeling.

N

(2]

IS

w

o
~N

22 | overeat too frequently.

N

w

IS

w

o
N

23 It's okay to be overweight.

N

©w

IN

1%

o
~N

24 Recently | have felt that | am a worthless person.

N

w

IS

(&

o
N

25 | would be very upset if | gained 2 pounds.

N

w

IS

w

o
~N

26 | crave sweets and carbohydrates.

N

w

IS

1%

o
~N

27 | lose control when | eat.

N

(2]

IS

(&

o
~N

28 Being fat would be terrible.

N

©w

IS

wn

o
N

29 | have thought seriously about suicide lately.

N

IS

(&

~N

30 | don’t have any energy anymore.

N

w

IS

wn

o
N

31 | eat small portions to control my weight.

N

©w

IN

1%

o
~N

32| eat 3 meals a day.

N

w

IS

(&

o
N

33 Lately | have been easily irritated.

N

w

IS

wn

o
~N

34 Some foods should be totally avoided.

N

w

IS

(%]

o
~N

35 | use laxatives to control my weight.

N

w

IS

(&)

o
~N

36 | am terrified by the thought of being overweight.

N

w

IS

wn

o
N

37 Purging is a good way to lose weight.

N

(2]

IS

NI I o I A I I I Y Y T I e S

(&

HpFEREER NN E NN NN S EEE NS AN

~N

HER NN RSN RSN RS RS RS

o

38 | avoid fatty foods.

Lo P e e L L o L p e L L

ENpEREESAEREEN NN E NN RN RS R N

N

NN e Y Y Y A O O e O B

w

ENpEREES NN EEREE NN N RN RS EEE N RN

IS

s

L | L
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
39 Recently | have felt pretty blue. L, L D L L f L
40 | am obsessed with becoming overweight. OO O, Oy ) O O D | L
41 | don’t eat fried foods. HR RSN ES NN S S NS
42 | skip meals. S S I 1 O A A P I O R I
43 Fat people are unhappy. L PR L L O L | L
44 People are too concerned with the way | eat. OO O, Oy ) O O O L
45 | feel good when I skip meals. HR RSN RS NN S S NS
46 | avoid foods with sugar. N 1 S P P I I O I
47 | hate it when | feel fat. LR L L L | L | L | L
48 | am too fat. S P S P O A A A
49 | eat until | am completely stuffed. HR RSN RS NN S S NS
50 | hate to eat. S P S P O A R
51 | feel guilty about a lot of things these days. L L L D L L f L,
52 I'm very careful of what | eat. O O O ) O | O | O | L,
53 | can “hold off” and not eat even if | am hungry. BN RN RN AR A e
54 | eat even when | am not hungry. OO | O | O | O | O | L
55 Fat people are disgusting. BN RS RN AN RS NS "
56 | wouldn’t mind gaining a few pounds. S P S P A A IR A

Participant’s Initials: __

first middle last
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calerie Phase 2 Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Body Shape Questionnaire (Bsq)

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

Over the Past Four Weeks... Never | Rarely i;:::: Often C‘),:I:yn Always
1 Has feeling bored made you brood about your shape? [ ], [ ], L | L, s | O,
2 Bove Do Toching et yos oot 1o digpoPe Matyey L0, | L | | | L
3 tllzvgzgo:fﬁ\ro:;‘%h:;zqot ;:J?thighs, hips, or bottom are e
4 :;I:e\r/; you been afraid that you might become fat (or a) Dz alo oo
5 ::ong);,;u worried about your flesh not being firm n n alolo o
6 :::; feeling full (e.g., after eating a large meal) made you feel =l Ao lol oo
7 :?::?you felt so bad about your shape that you have n n a = 'm=
8 ::\l;il);u avoided running because your flesh might N S lo ol oo
7 e cansovs abaut yoor shapas o You fed BN RS CEN A
10 :ilt?i\r/;);lo:wv;grried about your thighs spreading out when M, alo oo o
n :::; eating even a small amount of food made you feel n = 'm e
e Tt your e shame tommared unfovereiy? o1 L | L | L L | | L
13 Has thinking about your shape interfered with your

ability to concentrate (e.g., while watching TV, reading, listening ] L | O | O | O | O

to conversations)?
14 ::1:7 fl::::‘l?ng naked, such as when taking a bath, made you =l -, | oL Qo
1S Bantesionly aware of the Shae of yoor badys” 7" BN RS ES A A
16 E:;;?you imagined cutting off fleshy areas of your al al alo oo

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

Participant’s Initials: ___

irst middle last
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Center Number: ___ Participant Number:

Body Shape Questionnaire (Bsq) (continued)

Baseline Submission 1

Visit 2

Participant’s Initials: __

first middle last

Over the Past Four Weeks... Never | Rarely i;:‘:s- Often :;:y“ Always
17 5:5 feeqetlir;:gt::;weets, cakes or other high calorie food made ] am e e
1 Devaore you e tel bod ahost yoor shapes ™| DL L L [ L] L |
19 Have you felt excessively large and rounded? o O L O O f O | L
20 Have you felt ashamed of your body? O O, | O O O, | O
21 Has worry about your shape made you diet? EN RSN EY )
22 :gvmqu§l;|Li"bl:azzpei::):;l??om your shape when your Olo ool oo
B ey o e et mtes the shape you are S Smi e e e
B e e v o o orreole seeing rolls of |y T, O | O | O |
25 m?::er:ﬁ::l;::ﬁ; it is not fair that other women/men are ] ), s s n
26 Have you vomited in order to feel thinner? ], ], O O O | O
T ith room e ngon o b e eRtsS T T T T R L
28 Have you worried about your flesh being dimply? Ol O, O O, O | O
B o fonl had about yeur sheap” morertopvindevimade | 1\ 1\ O, | L | O |
30 iI:-:Jc:\i/;aJl"c;:e;‘)?inched areas of your body to see how much o lo ool oo
A st asiivaad R R R N
32 Have you taken laxatives in order to feel thinner? [, ], Ol L O | O | O
33 rare won inthe scmpeny of oher pecpier . T IO |G| DO O |
34 tI-(I;;:(_.:x\:;/:.:'Cri;Z?cl|oout your shape made you feel you ought o lo o lolo | o

Send to DCRI Forms Management * 2400 Pratt St. ©* Room 0311 Terrace Level
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calerie Phase 2 Baseline Submission 1

Visit 3

Center Number: _____ ParticipantNumber: __________ Participant’s Initials:
first middle last
Weight date and time: ____/_ /. Staff initials:
day month year 00:00 to 23:59 Tt middle Tast

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

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

Weight 1: - . kg
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
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calerie Phase 2 Baseline Submission 1

Visit 3

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

D, More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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calerie Phase 2 Baseline Submission 1

Visit 3

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
6-Day Food Record
Complete below OR Not done — Specify reason (use Codelist below): Staff initials: — — —
Replacement Values
Day Day
Record Quali Record Quali
of Date of Record (check onl f)y of Date of Record (check onl :y
DLW check only one DLW check only one
D, Reliable D] Reliable
1 _duy_/_nmh_/__year__ Dz Unreliable 8 —day—/—mh—/——yer— D2 Unreliable
D3 Missing Da Missing
D, Reliable D] Reliable
2 —day—/_nmh_/__yw__ Dz Unreliable 9 _day_/_,mh_/__ym__ D2 Unreliable
Ds Missing Da Missing
D, Reliable D, Reliable
3 v /_nmh_ /__yw__ Dz Unreliable 10 oy /_"mh_ /__yeur__ Dz Unreliable
D3 Missing Da Missing
D, Reliable D, Reliable
4 oy /_nmh— /__yw—_ |, Unreliable n oy /—"mh_ /—_yw—_ "], Unreliable
Ds Missing Ds Missing
D, Reliable D, Reliable
5 v /_Mh_ /——yw—_ D2 Unreliable 12 oy /—"mh_ /—_yea,—— D2 Unreliable
Da Missing Ds Missing
D, Reliable D, Reliable
6 v /_nmh— /_—year—— ||, Unreliable 13 oy /—,mh— /——yw—_ "], Unreliable
], Missing |5 Missing
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 2

Visit 4

Center Number: _____ ParticipantNumber: __________ Participant’s Initials:
first middle last
Weight date and time: ____ /. / = . Staff initials:
day month year 00:00 fo 23:59 " Tt middle Tast

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

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

Weight 1: - . kg
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
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calerie Phase 2 Baseline Submission 2

Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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m Phase 2 Baseline Submission 2
calerie sion 2

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
Handgrip Strength
Date and time of assessment: ____ /_ /. : PN I
v — - —iar T Staff initials: ——
OR Not done — Specify reason (use codelist below): ___
1 Dynometer handle position:
2 Dominant hand (check only one): | |, Left [ |, Right [ |, Ambidextrous
3 Handgrip strength:
Handgrip Strength | Zero Meter Check Right Hand Zero Meter Check Left Hand
Test 1—peak force 1, kg o kg
Test 2—peak force o kg o — kg
Test 3—peak force (o kg (o kg
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 2

Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

Isometric/lsokinetic Knee Extension and Flexion

Date and time of assessment: — /_monm_ /__ - G Staff initials: ——
OR Not done — Specify reason (use codelist below): ___
1 Recent injury or pain—right knee? [ | No [ |, Yes
2 Recent injury or pain—left knee? [ || No [ ], Yes
3 Specify machine used (PBRC only): [ |, Cybex | |, Biolex
If Not Done,
All values corrected for gravity effect torque Right Leg Left Leg Specify Reason
(Use codelist below)
3 60°/sec knee extension peak torque N.m N.m
total work N.m N.m
average power watts watts
4 60°/sec knee flexion peak torque N.m N.m
total work N.m N.m
average power watts watts
5 180°/sec knee extension peak torque N.m N.m
total work N.m N.m
average power watts watts
work fatigue index % %
6 180°/sec knee flexion peak torque N.m N.m
total work N.m N.m
average power watts watts
work fatigue index % %
7 Isometric knee extension: trial 1 peak torque N.m N.m
trial 2 peak torque N.m N.m
trial 3 peak torque N.m N.m
8 Isometric knee flexion:  trial 1 peak torque N.m N.m
trial 2 peak torque N.m N.m
trial 3 peak torque N.m N.m
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required
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calerie Phase 2 Baseline Submission 2

Visit 4

Center Number: Participant Number: Participant’s Initials:

Doubly Labeled Water (piw)

1 Dateandtimeof DWWdosing: _ _ /_ _ _ / i Staff initials:

day month year 00:00 to 23:59 first middle last

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

2 DLW dose mixture ID and bottle number: ____ -~ -~~~ -CA
3 Exact weight of DLW mixture: ___ ___ .____ grams
4 Urine samples:
Collection Sample Date and Time Collected
Day O (Visit 4) DOa Tday /_n.oTh_ /— Tyear T 00:00 M
-
DOb day month year 00:00 to 23:59
Day 7 (Visit 5) D7a s e i
-
D7b day month year 00:00 to 23:59
Day 14 (Visit 7) D14 e
ay IsI a day month year 00:00 to 23:59
- ) :
D14b day month year T 00:00 t0 23:59
5 Affix CRF page label(s) corresponding to this urine sample set: =~~~ """"""""~ H
E Affix !
' Label E
i Here E
O !

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 2

Visit 5

Center Number: Participant Number: Participant’s Initials: -
first middle last
Weight date and time: -/ - initials:
day month year 00:00 to 23:59 SI'GFF |n|h0|$. i

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

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

Weight 1: . kg
Weight 2: .k
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
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calerie Phase 2 Baseline Submission 2

Visit 5

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
V02 Max
1 Date andti ftest: ___ / _ _ / -
are an ime ot tes day / month / year 00:00 to 23:59 SfOff initials: Tfirst middle last
OR Not done — Specify reason (use codelist below): ___
2 At what time was the participant’s last meal/snack eaten? ____:___
00:00 to 23:59
3 Rest ECG: Rhythm (check only one): D, Sinus Dz Atrial fibrillation D98 Other
Ventricular conduction (check only one): [_], Normal [ |, LBBB |, RBBB
4 Heart rate (HR) data: Resting heart rate: bpm
Age-predicted heart rate: bpm
Heart rate (max): bpm
5 Reason(s) for termination of testing (check all that apply):
__| Symptom limited (dyspnea, fatigue)
|| Angina/ischemia = Complete all that apply: HR when true cardiac angina occurred: bpm or ||, NA
HR when ischemic ECG changes occurred: bpm or [,y NA

|| Serious arrhythmias (VT or SVT)

|| Changes in blood pressure

|| Ventricular ischemia (schedule stress image study, complete ventricular episode report)
|| Orthopedic/extremity complaints (pains/cramps)

|| Other (specify):

6 Did frequent ventricular ectopy occur (e.g., > 7 PVCs/min, bi/tri-geminy, NSVT [> 3 beats])?
Do No

||, Yes = If Yes: When did it occur (check all that apply)? || During exercise || During recovery

7 Peak VO, mL/kg/min L/min
8 Did the participant meet at least 2 of the 3 VO, max criteria (see box,right)? a Achieve a plateau in VO, (change < 150 ml)
[, No between the final two stages
||, Yes = If Yes: VO : L/kg/mi L/mi b RER = 1.
1 Yes es:VO,max: ____ ml/kg/min — L/min ¢ HR max £ 5 bpm of age-predicted maximum

9 Exercise time:

minutes seconds

10 Blood pressure at VO, peak/VO, max: — Hg
systolic fastolic

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

12 Peak RER:

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

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

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 2

Visit 5

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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Baseline Submission 2
Visit 5

Participant’s Initials:

calerie -

Center Number: Participant Number:

first middle last
6-Day Food Record
Complete below OR Not done — Specify reason (use Codelist below): Staff initials: — — —
Replacement Values
Day Day
Record Quali Record Quali
of Date of Record (check onl f)y of Date of Record (check onl l)y
DLW check only one DLW check only one

D, Reliable D] Reliable

1 _duy_/_nmh_/__year__ Dz Unreliable 8 —day—/—mh—/——yer— D2 Unreliable
D3 Missing Da Missing
D, Reliable D] Reliable

2 —day—/_nmh_/__yw__ Dz Unreliable 9 _day_/_,mh_/__ym__ D2 Unreliable
Ds Missing Da Missing
D, Reliable D, Reliable

3 v /_nmh_ /__yw__ ", Unreliable 10 oy /_"mh_ /__yeur__ "], Unreliable
D3 Missing Da Missing
D, Reliable D, Reliable

4 oy /_nmh— /__yw—_ |, Unreliable n oy /—"mh_ /—_yw—_ "], Unreliable
Ds Missing Ds Missing
D, Reliable D, Reliable

5 v /_Mh_ /——yw—_ ||, Unreliable 12 oy /—"mh_ /—_yea,—— "], Unreliable
], Missing |5 Missing
D, Reliable D, Reliable

6 v /_nmh— /_—year—— D2 Unreliable 13 oy /—,mh— /——yw—_ Dz Unreliable
], Missing |5 Missing

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 -

Center Number:

Participant Number:

Baseline Submission 2

Participant’s Initials:

Visit 6

first middle last

Delayed-type Hypersensitivity (ptH)

1 Was the DTH worksheet completed?

Do No

day month

first middle last

Dz Left

3 Injection by (initials):
4 Arm injected: | ], Right

5 DTH results:

average diameter is equal to or greater than 5 mm.
A = Largest diameter

B = Second diameter perpendicular to A

||, Yes = If Yes: Were any Exclusion criteria met? | |, No = Proceed with test
||, Yes = STOP. Do not administer test.

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

24 Hour (@Visit 7) 48 Hour (@Visit 8)
Antigen
A (diameter) B (diameter) Read By: A (diameter) B (diameter) Read By:
1 Normal saline _  _  __mm|___ _ mm . mm|___ _  mm
2 Tetanus toxoid (T7) . mm|___  _ mm . mm|___ _ _ mm
Tfirst middle last first middle last
3 Candida . wml . mm (initials) wml . mm (initials)
4 Trichophyton - mm|__ _  mm MMl mm

Not Done Codelist: 1 Participant refused

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

Calerie Phase 2_CRF_V7.0_26 SEP 2008
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calerie Phase 2 Baseline Submission 2

Visit 7

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: ____/__ __ _ / i initials:
day month year 00:00 to 23:59 Sfdff InlflGIS. Tirst middle last

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

Clinic weight (if the first two measurements are more than 0.1 I(g apart, measure weighfL a third time):

Weight 1: . kg

Weight 2: . kg

Weight 3: _ _ _ .__kg

Weight of gown: _ _ _ .__kg

Vital Signs

Assessment date and time: ____ /. / .
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials:
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time): first _middle last
Natural waist measurement 1: . cm
Natural waist measurement 2: . cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: ) cm
Umbilical point waist measurement 2: } cm
Umbilical point waist measurement 3: . cm

3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: T

4 Temperature: . °C OR Not done — Specify reason (use codelist below): Staff initials: T

5 Respirations: per minute OR Not done — Specify reason (use codelist below): Staff initials: yraon

6 Blood pressure (check only one): | |, Leftarm [, Right arm Staff initials: T
6a Bloodpressure1: _ _ _ / ~~ ~ mmHg Tme: ____ :____ ORNotdone —

systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

mm Hg  Time: S

6b Blood pressure 2:

systolic diastolic 00:00 to 23:59

______ mm Hg  Time:

6¢ Blood pressure 3:
systolic diastolic 00:00 to 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
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 86




calerie Phase 2 Baseline Submission 2

Visit 7

Center Number: Participant Number: Participant’s Initials:

first middle last

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?
| JgNo

||, Yes = If Yes: Date urine pregnancy test performed:

)/

day month year

Results: D1 Negative
Dz Positive

Core Temperature

Staff Provide Date of Time of Sample if Ill!::?::e,
Initials Sample Collection/Procedure Collection/Procedure (Use codelist below)

Start Date: Start Time

-/ ] i
day month year 00:00 to 23:59

first middle last

Stop Date: Stop Time

- ) i
day month year 00:00 to 23:59

day month year 00:00 to 23:59

2 Inpdtient discharge date and time: ___ /. /.
day month year 00:00 to 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
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 87



paiinbaijoN ¢ ain|iDj juswnysu|

awy juspynsu| ¢

uIp}qo O} B|qPUN UPPIUID T

pasnjai jundidiing | :sijapo) auoq 1oN

65°EZ 0 00:00 65762 4 0000 (oBo
_SFECOI0000 | 6SECOH0000 I o B yoom |
65i€Z O 00:00 651EZ © 0000 / / L
65°€2 9 00:00 65°E2 ° 0000
65762 4 00:00 657E2 4 00:00 : : ok yiuow 4op z
: : 65362 01 0000 652 91 0000 / /
65°€Z °400:00 65°€Z °4 00:00
65762 %4 0000 65°EZ 04 00:00 : : 100k ypuow fop ¢
: : 6562 ° 00:00 572 910000 / /
6562 04 00:00 65762 4 0000
65762 ° 00:00 65°EZ O 00:00 100k yiow 4op
65°€Z °400:00 65°€Z °4 00:00 \ \ v
65°EZ 9 00:00 65762 4 0000
65762 ° 00:00 65°EZ O 00:00 100k yiow 4op <
651€Z 4 00:00 651EZ ° 0000 / /
651€Z 0 0000 651EZ 4 0000
65762 4 00:00 65°€2 04 00:00 100k -~ fop °
57E2 4 00:00 657EZ 4 0000 / /
6562 O 0000 651E2 4 0000 (kop
__SSECOI0000 | 6s5€Lei0000 . . B e R -10594)
6562 O 0000 65762 ° 00:00 / / Y’
PiPH . pPiPH . pPiPH .
y PIOH | "Pow | PIOH | "Pow | pioH | ‘POW doyg LITS dn pag u| SNooM | #
SEYN SEYN ISA 2iPg o Abq | Ao
(sepnuiw ui) m:_c0>m_ (seynuiw ur) uoousayy (sepnuiw ui) m:_:._0<< awi] yIoM awi] n_mw_m t qa a

ung D
ung D

Jlely D
03 D

g D siny| D
g D siny| D
SO _D

PaM D son| D
PaM D san| D

450 ojppIw sy

IS|PUIUL JOMBIAIBU]

#s0]_ajpp_isiy

JdquinN J3jua)

:s|puiu| s jundidiang :aquinp jundidying

L #SIA T uoissiuqng auljasog

uow D
uow _H_

€ uoysanb o} dpjg « oN QD

ésApp Slaom-uou o ‘pusdjeam anoKk Japisuod nok op sAbp YPIYM ¢

..Tso\wn Isijopod mmi uosbnal xu—_uwmm — 0:0_0 ION JO uns D Lol D 1 D siny| D PO D son| D uow D Kw:o bco v\um:uv %UQ

&(4jddp yoyy jjo>payo) SABP YIIYM SOA §I T

¢SApp uaAas yso| ay} ut pakojdws nok asspy |

Aop

— /T T 7/~ :aop sAppo]

(avd) P29y AHAIPY [PISAYyd Apg-usaAag

zosnua D1ID]ED

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

Calerie Phase 2_CRF_V7.0_26 SEP 2008

CRF, page 88

2008 DCRI — Confidential



calerie Phase 2 Baseline Submission 2

Visit 7

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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m Phase 2 Baseline Submission 2
calerie sion 2

Center Number: _____ Participant Number: _________ Participant’s Initials: —
first middle last
Outcomes Labs
Date and time of lastmeal: /. /.
day month year 00:00 to 23:59
Date and time sample collection started: ____/__ /.
day month year 00:00 to 23:59
If Not Done,
Sample Sample Complete? Reason Staff Initials
(Use codelist below)
. No
Catecholamines Do - Tt middle Tast
D1 Yes
L], No
Blood ° _ Tt middle Tast
D1 Yes
Do No
Oral glucose tolerance test (OGTT) O _ Trst middle ot
Yes
1

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

Biopsy Labs

If Not Done,
Sample Date of Collection Reason Staff Initials
(Use codelist below)

Muscle biopsy Tday /_Mh_ /— Tyear - first_ middle last
Fat biopsy ey /—nmh— /——year—— - Tist middle Tast
24-hour Urine Collection
Total Volume Date of Time of If Not Done, -
. . Reason Staff Initials
Collected Sample Collection Sample Collection (Use codelist below)
Start Date: Start Time:
Tday | month  year " 00:00 f:oF:so_
-—_ml - T middle Tast
Stop Date: Stop Time:
Ay i
day month year 00:00 to 23:59

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 -

Center Number: Participant Number:

Participant’s Initials:

Baseline Submission 2

Visit 7

first middle last

Sex Hormone

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

Contraception method (females only): || None OR Check all that apply:
|| Oral contraceptive = Specify:
Record on Concomitant Medications page
|| Other = Specify (e.g., barrier, IUD):
If Not Done Staff
Day 1 Date Time Reason ..
(use codelist) Initials
Baysbrrersesifemalesonlby
Date and time of last meal (males only) 3 /_Mh_ /——yem—— SoTomTIET
Hormone level blood draw 1 (males only) G /—mh— /— e T Frs middle Tast
Hormonetevel bloed-draw2-{femalesonly)
Lregesteremetore
If Not Done Staff
Day 2 Date Time Reason .
(use codelist) Initials
Dateanddirmeotasi-meal
Hormonetevel bloed-draw2-{femalesonly)
Progesterometevel

1 Has the participant taken a calcium supplement today?

__JoNo [ ], 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 No Dl Yes
DXA Scan DXA Rescan OR | |, NA
Date of scan: /] _ Date of rescan: /) —
day month year day month year
Area Scanned i ’Il!::mp::e' Area Scanned
Check all that apply (Use codelist below) Check all that apply
[ ] Whole body [ ] Whole body

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 -

Center Number: ___ Participant Number:

Baseline Submission 2

Participant’s Initials:

Visit 7

first middle last

Metabolic Rate

If Not Done, Reason
(Use codelist below)

Resting Metabolic Rate (RMR)—Visit 7

first middle last

Cart ID

[ ] Tufts—003 (623-002) [ ] WASH U-001

|| Tufts-006 (623-006) | | WASH U-002 (623-004)

(623-003) [ PBRC-016 (623-005)
] PBRC-017 (623-001)

Date of Collection

If Not Done, Reason
(Use codelist below)

Resting Metabolic Rate (RMR)—Visit 8

first middle last

Cart ID

|| Tufts-003 (623-002) [ ] WASH U-001

| | Tufts-006 (623-006) | | WASH U-002 (623-004)

(623-003) [ | PBRC-016 (623-005)
|| PBRC-017 (623-001)

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 2

Randomization
Center Number: ____ Participant Number: ________ Participant’s Initials: —
Date of randomization: ] _
day month year

Treatment Group

To which treatment group was the participant assigned (check only one):
||, CR—calorie restricted
Dz Al—ab libitum (control)

Intervention

Did participant start intervention?

|_J, No = Complete the Study completion/Early Discontinuation of Study Evaluation

ay month year

Signature: Date: _ _ /___ _ /
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CcCa I erj@ rPhos=2 Month 1 Submission

Center Number: Participant Number: Participant’s Initials:

first middle last

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

day month year 00:00 to 23:59 first middle last

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

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

Weight 1: kg

Weight 2: . kg

Weight 3: . kg

Weight of gown: _ _ _ .__ kg

Vital Signs

Assessment date and time: ____ /. / .
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials:
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time): first _middle last
Natural waist measurement 1: . cm
Natural waist measurement 2: . cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: ) cm
Umbilical point waist measurement 2: } cm
Umbilical point waist measurement 3: . cm

3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: T

4 Temperature: . °C OR Not done — Specify reason (use codelist below): Staff initials: T

5 Respirations: per minute OR Not done — Specify reason (use codelist below): Staff initials: yraon

6 Blood pressure (check only one): | |, Leftarm [, Right arm Staff initials: T
6a Bloodpressure1: _ _ _ / ~~ ~ mmHg Tme: ____ :____ ORNotdone —

systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

6b Blood pressure2: _ mm Hg  Time: i

systolic diastolic 00:00 to 23:59

6¢ Blood pressure3: _ /. mm Hg  Time:

systolic diastolic 00:00 to 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
Calerie Phase 2_CRF_VZO_26 SEP 2008 2008 DCRI — Confidential Note: Poge 93 was infenﬁonq”y omitted. CRF, page 94



CcCa I erj@ rPhos=2 Month 1 Submission

Center Number: Participant Number:

Participant’s Initials:

first middle last

Date and Time Findings Staff Initials

/ y ) Is ECG (check only one):
Tday  month  year 0000102359 D] Normal

Ab |, not clinically significant ify):
OR Not done = Specify reason - Abnormal, nof clinically significant (specify) st middle st

(see codelist below):

D3 Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal:

day month year " 00:00t0 2359
Date and time of sample collecton: ____/__ /.
day month year 00:00 to 23:59
If Not Done, Reason
Sample Sample Complete? o Staff Initials
(Use codelist below)
[ Jo No
Blood ° - Tt middls Tast
D] Yes
] No
H 0 -
Urine - first middle last
Dl Yes

Contraception

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

Contraception method (females only): __| None OR Check all that apply:

|| Oral contraceptive = Specify:
Record on Concomitant Medications page

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

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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CcCa I erj@ rPhos=2 Month 1 Submission

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

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

day month year

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

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

||, 1 do not feel sad

||, I feel sad much of the time

1,1 am sad all of the time

|, 1 am so sad or unhappy that | can’t stand it

||, I am not discouraged about my future

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

|1, I feel my future is hopeless and will only get worse

|, 1 do not feel like a failure

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

|, 1 feel | am a total failure as a person

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

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

||, 1 can't get any pleasure from the things | used to enjoy

||, | don't feel particularly guilty

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

||, 1 feel guilty all of the time

[ ], 1 don't feel | am being punished
||, 1 feel I may be punished

| |, 1 expect to be punished

], 1 feel | am being punished

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

], 1 am disappointed in myself
||, 1 dislike myself

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

Participant’s Initials: -
first_ middle Tast
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CcCa I erj@ rPhos=2 Month 1 Submission

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

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

||, 1 blame myself for everything bad that happens

||, 1 don't have any thoughts of killing myself

|1, I'have thoughts of killing myself but | would not carry them out
], 1 would like to kill myself

[, ' would kill myself if | had the chance

||, 1 don't cry any more than | used to
|, I cry more than | used to

[, I cry over every little thing

||, 1 feel like crying, but | can't

|, 1 am no more wound up or restless than usual

||, 1 feel more restless or wound up than usual

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

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

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

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

||, | make decisions about as well as ever

[ ], 1 find it more difficult to make decisions than usual

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

||, 1 do not feel | am worthless

(], 1 don't consider myself as worthwhile and useful as | used to
||, | feel more worthless as compared to other people

||, 1 feel utterly worthless

|, I have as much energy as ever

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

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

Participant’s Initials: __ ___
first middle Tast
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CcCa I erj@ rPhos=2 Month 1 Submission

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

BDI-Il (continued)

16 Changes in sleeping pattern: [ | | have not experienced any change in my sleeping pattern
||, | sleep somewhat more than usual
||, I sleep somewhat less than usual
", sleep a lot more than usual
__,l sleep a lot less than usual
|5 | sleep most of the day
"], 1 wake up 1-2 hours early and can’t get back to sleep

17 Irritability: | |, I am no more irritable than usual
__|, I am more irritable than usual
|, I am much more irritable than usual
|, 1 am irritable all of the time

18 Changes in appetite: |, I have not experienced any change in my appetite
||, My appetite is somewhat less than usual
||, My appetite is somewhat greater than usual
||, My appetite is much less than before
||, My appetite is much greater than usual
__|; 1 have no appetite at all
], I crave food all of the time

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

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

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

Participant’s Initials: ___ ___
first middle last

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential NOTE: Pages 99- 100 are intentionally omitted.  CRF, page 98



CcCa I erj@ rPhos=2 Month 3 Submission

Center Number: Participant Number:

Participant’s Initials:

first middle last

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

day month year 00:00 to 23:59 first middle last

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

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

Weight 1: . kg
Weight 2: .k
Weight 3: kg
Weight of gown: . kg

Vital Signs

Assessment date and time: /] :
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials:
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time):

first middle last

Natural waist measurement 1: . cm
Natural waist measurement 2: . cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: . cm
Umbilical point waist measurement 2: . cm
Umbilical point waist measurement 3: . cm
3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: e e

4 Temperature: .___°C OR Not done — Specify reason (use codelist below): Staff initials: e R

5 Respirations: ___ per minute OR Not done — Specify reason (use codelist below): Staff initials: yralec e e
6 Blood pressure (check only one): D1 Left arm Dz Right arm Staff initials: e
6a Bloodpressure1: ___ _ / _~ ~ mmHg Time: ___ :__ ORNotdone—
systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

systolic diastolic 00:00 to 23:59

6b Blood pressure 2: mm Hg  Time: :

6¢ Blood pressure3: _ _ _ / mm Hg  Time:

systolic diastolic 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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CcCa I eyje rhos=2 Month 3 Submission

Center Number: Participant Number:

Participant’s Initials: -
first_ middle last

Date and Time Findings Staff Initials

/ y ) Is ECG (check only one):
Tday  month  year 0000102359 D] Normal

Ab |, not clinically significant ify):
OR Not done = Specify reason - Abnormal, nof clinically significant (specify) st middle st

(see codelist below):

D3 Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal: -
day month year 00:00 to 23:59
Date and time of sample collecton: ____/__ /.
day month year 00:00 to 23:59
If Not Done, Reason
Sample Sample Complete? ’ Staff Initials

(Use codelist below)

Do No

—_— first middle last
D] Yes

Do No

—_— first middle last
D] Yes

Date and time of last meal: - )
day month year 00:00 to 23:59

Blood

Urine

Date and time sample collection started: ____/ /.
day month year 00:00 to 23:59

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

Do No

Blood Oy - Tt middie Tast
es
1

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

Contraception

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

Contraception method (females only): __| None OR Check all that apply:

|| Oral contraceptive = Specify:
Record on Concomitant Medications page

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

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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CcCa I erj@ rPhos=2 Month 3 Submission

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

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

day month year

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

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

||, 1 do not feel sad

||, I feel sad much of the time

1,1 am sad all of the time

|, 1 am so sad or unhappy that | can’t stand it

||, 1 am not discouraged about my future

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

|1 I feel my future is hopeless and will only get worse

], I do not feel like a failure

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

|, 1 feel | am a total failure as a person

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

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

||, 1 can't get any pleasure from the things | used to enjoy

||, 1 don't feel particularly guilty

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

||, 1 feel guilty all of the time

[ ],1 don't feel | am being punished
||, 1 feel I may be punished

| |, 1 expect to be punished

[ ], 1 feel | am being punished

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

], 1 am disappointed in myself
||, 1 dislike myself

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

Participant’s Initials: -
first_ middle last
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CcCa I erj@ rPhos=2 Month 3 Submission

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

||, 1 don't criticize or blame myself more than usual
"], 1 am more critical of myself than | used to be
[, | criticize myself for all of my faults

||, 1 blame myself for everything bad that happens

||, 1 don’t have any thoughts of killing myself

|1, I'have thoughts of killing myself but | would not carry them out
], 1 would like to kill myself

|, 1 would kill myself if | had the chance

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

[, I cry over every little thing

||, 1 feel like crying, but | can't

], 1 am no more wound up or restless than usual

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

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

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

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

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

||, | make decisions about as well as ever

[ ], 1 find it more difficult to make decisions than usual

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

[ ], 1 do not feel | am worthless

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

[, 1 feel utterly worthless

||, I have as much energy as ever

|, I have less energy than | used to have

|, 1 don’t have enough energy to do very much
|, 1 dont have enough energy to do anything

Participant’s Initials: __

first middle last

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

Calerie Phase 2_CRF_V7.0_26 SEP 2008

2008 DCRI — Confidential CRF, page 104



CcCa I erj@ rPhos=2 Month 3 Submission

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

BDI-Il (continued)

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

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

||, | sleep somewhat more than usual

||, I sleep somewhat less than usual

", sleep a lot more than usual

__,l sleep a lot less than usual

|5 | sleep most of the day

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

|, 1 am no more irritable than usual
__|, I am more irritable than usual

|, I am much more irritable than usual
|, 1 am irritable all of the time

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

||, My appetite is somewhat greater than usual

||, My appetite is much less than before

||, My appetite is much greater than usual

__|; 1 have no appetite at all

], I crave food all of the time

||, I can concentrate as well as ever

__|, I can’t concentrate as well as usual

[ 1, It's hard to keep my mind on anything for very long
||, 1 find | can’t concentrate on anything

|, 1 am no more tired or fatigued than usual

(1, I get more tired or fatigued more easily than usual

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

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

||, I am much less interested in sex now

||, 1 have lost interest in sex completely

Participant’s Initials: -
first_ middle Tast
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CcCa I erj@ rPhos=2 Month 3 Submission

Center Number: ___ Participant Number:

Participant’s Initials: __

first middle last

Datecompleted: ____ /_ _ _ /  _ _ _ OR Not done — Specify reason (use codelist below): ___

day month year

Multiaxial Assessment of Eating Disorder Symptoms (Ma€eDs)

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
1 Fasting is a good way to lose weight. ENEESEES NN RN
2 My sleep isn’t as good as it used to be. P o P A P I P P R
3 | avoid eating for as long as | can. EN RSN RS S e
4 Certain foods are “forbidden” for me to eat. I D L
5 Lic::etl(:(:ﬁec::tam foods in my house because | will Sl Ol o
6 | can easily make myself vomit. U O O O, O | L,
7 | can feel that being fat is terrible. HENEESEES NN RN
8 | avoid greasy foods. T o P A I P I P P
9 It's okay to binge and purge once in a while. ER RSN N
10 | don’t eat certain foods. I D
11 | think | am a good person. ENEES RN NS NS N
12 My eating is normal. 1 o P P P O P P R
13 | can’t seem to concentrate lately. ENEESEES NN RN
14 | try to diet by fasting. OO, PO D O T | L
15 | vomit to control my weight. ER RSN AES EES NEE
16 Lately nothing seems enjoyable anymore. I D L
17 Laxatives help keep you slim. ENEES RN RS N
18 | don’t eat red meat. o D L
19 | eat so rapidly | can’t even taste my food. HENEESEES NN RN

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

Participant’s Initials: __

first middle last
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calerie -

Center Number: ___ Participant Number:

Month 3 Submission

Participant’s Initials: __

first middle last

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
20 | do everything | can to avoid being overweight. HR RSN ES NN S S NS
21 \:f/l::; Ifizcleilnljfmted, | must do something to rid myself Slololololol o
22 | overeat too frequently. HR RSN ES NN NS S NS
23 It's okay to be overweight. S e e P O P O A A
24 Recently | have felt that | am a worthless person. HN RS EES RN NS NN
25 | would be very upset if | gained 2 pounds. S S S o P 0 P O
26 | crave sweets and carbohydrates. RO L, L O | L | L
27 | lose control when | eat. A O I A O P I A P
28 Being fat would be terrible. ER RS RN e
29 | have thought seriously about suicide lately. I A A
30 | don't have any energy anymore. L L L D L L f L,
31 | eat small portions to control my weight. A A A
32| eat 3 meals a day. LR DL L L | L | L | L
33 Lately | have been easily irritated. I O, Oy ) O O L | L
34 Some foods should be totally avoided. HR RSN ES NN NS S NS
35 | use laxatives to control my weight. IS A A A A A
36 | am terrified by the thought of being overweight. HR RS RN EEN RS NN
37 Purging is a good way to lose weight. S P S P A A I A
38 | avoid fatty foods. BN RS REN RN RS RS N

Send to DCRI Forms Management * 2400 Pratt St. ©* Room 0311 Terrace Level
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CcCa I erj@ rPhos=2 Month 3 Submission

Center Number: ___ Participant Number:

Participant’s Initials: __

first middle last

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
39 Recently | have felt pretty blue. LD O L F L [ L | L
40 | am obsessed with becoming overweight. I O, Oy ) O O | O | L
41 | don’t eat fried food:s. LR DL L L | L | L | L
42 | skip meals. S S I 1 O A P I O I
43 Fat people are unhappy. BN EES RN RS AEN N
44 People are too concerned with the way | eat. O S O P O R O I
45 | feel good when I skip meals. LD L Ll L | L | L
46 | avoid foods with sugar. S P S P O A A A
47 | hate it when | feel fat. LR L L L | L | L | L
48 | am too fat. S P S P P A A A
49 | eat until | am completely stuffed. ER RS RS RESEE AN
50 | hate to eat. S P P I P A S
51 | feel guilty about a lot of things these days. BN RN RN R A "
52 I'm very careful of what | eat. S I S S I A A T R I T
53 | can “hold off” and not eat even if | am hungry. HR RS RS N NS S NS
54 | eat even when | am not hungry. OO O, Oy ) O ) O L L
55 Fat people are disgusting. L L D L L f L,
56 | wouldn’t mind gaining a few pounds. S A o R A I e R A A

Participant’s Initials: __

first middle last
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 1/Control Visit 2

Center Number: Participant Number:

Participant’s Initials:

first middle last

Weight date and time: ____/__ __ _ / i initials:
day month year 00:00 to 23:59 Sfdff InlflGIS. Tirst middle last

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

Clinic weight (if the first two measurements are more than 0.1 I(g apart, measure weighfL a third time):

Weight 1: . kg

Weight 2: . kg

Weight 3: _ _ _ .__kg

Weight of gown: _ _ _ .__kg

Vital Signs

Assessment date and time: ____ /. / .
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials:
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time): first _middle last
Natural waist measurement 1: . cm
Natural waist measurement 2: . cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: ) cm
Umbilical point waist measurement 2: } cm
Umbilical point waist measurement 3: . cm

3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: T

4 Temperature: . °C OR Not done — Specify reason (use codelist below): Staff initials: T

5 Respirations: per minute OR Not done — Specify reason (use codelist below): Staff initials: yraon

6 Blood pressure (check only one): | |, Leftarm [, Right arm Staff initials: T
6a Bloodpressure1: _ _ _ / ~~ ~ mmHg Tme: ____ :____ ORNotdone —

systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

mm Hg  Time: S

6b Blood pressure 2:

systolic diastolic 00:00 to 23:59

______ mm Hg  Time:

6¢ Blood pressure 3:
systolic diastolic 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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= ° [
CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 1/Control Visit 2

Center Number: Participant Number:

Participant’s Initials:

first middle last

Date and Time Findings Staff Initials

/ / ) Is ECG (check only one):
Tday  month  year 0000102359 D] Normal

Ab l, not clinically significant ify):
OR Not done = Specify reason - Abnormal, nof clinically significant (specify) first middle Tost

(see codelist below):

D3 Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal:

day month year 00:00 to 23:59

Date and time of sample collection:

day month year 00:00 to 23:59

If Not Done, Reason

(Use codelist below) Staff Initials

Sample Sample Complete?

Do No

- first middle last
D1 Yes

Do No

S —— first middle last
Dl Yes

Blood

Urine

Contraception

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

Contraception method (females only): || None OR Check all that apply:

|| Oral contraceptive = Specify:
Record on Concomitant Medications page

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

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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3 Phase 2 Month 6 Submission
calerle CR Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: _____/_ _ _ / : Staff initials: __

day month year T 00:00 [;) 2359 first middle last
OR Not done — Specify reason (use codelist below):

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

Weight 1: kg
Weight 2: . kg
Weight 3: . kg
Weight of gown: - kg

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?
Do No

||, Yes = If Yes: Date urine pregnancy testperformed: ___ /_ _ _ /.

day month year
Results: [ ], Negative
Dz Positive

1 Has the participant taken a calcium supplement today?
| 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?

L JgNo [ ], Yes

DXA Scan DXA Rescan OR [ |, NA
Dateof scan: __ _ / _ _ / Date ofrescan: ___ / _ _ /
day month year day month year
Area Scanned i :::l:::e' Area Scanned
Check all that apply (Use codelist below) Check all that apply
|| Whole body - || Whole body
D Forearm - D Forearm

D Spine - D Spine

D Hip - D Hip

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

Doubly Labeled Water (DLW)

1 Dateandtimeof DWWdosingg _ _ /_ _ _ / . Staff initials:
day month year 00:00 fo 23:59 * Tt middie Tast

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

2 DLW dose mixture ID and bottle number: - - - CA

3 Exact weight of DIW mixture: ___ . grams
4 Urine samples:
Collection Sample Date and Time Collected
Pre dosing (PD) PD e =
re dosing ( a day month year 00:00 fo 23:59
-
PDb day month year 00:00 to 23:59
Day O (Visit 2) DO == =i
ay Isi a day month year 00:00 to 23:59
-
DOb day month year 00:00 to 23:59
Day 7 (Visit 3) D7a Tday /_Mh_ /— Tyear T 00:00 BT
-
D7b day month year 00:00 to 23:59
Day 14 (Visit 5) D14 = =i
ay isit a day month year 00:00 to 23:59
-
D14b day month year 00:00 to 23:59

Affix

5 Affix CRF page label(s) corresponding to this urine sample set: 1 H
i Test Sample E
! i

L Affix
i Retest Sample E
' :

Label Here Label Here

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

Datecompleted: ____ /_ _ _ / _ _ _ OR Not done — Specify reason (use codelist below):

day month year

RAND SF-36

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

1 In general, would you say

your health is: || Excellent [ |,Very good [ J;Good [ | Fair [ | Poor

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

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

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

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

N
w

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

N
w

5 Lifting or carrying groceries

N
w

6 Climbing several flights of stairs

N
w

7 Climbing one flight of stairs

8 Bending, kneeling or stooping

N
w

9 Walking more than a mile

N
w

10 Walking several blocks

N
w

11 Walking one block

N
w

I A I I I I S A
[N 1 A I A o o
I A I R I A I A

N

12 Bathing or dressing yourself [,

s

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

Participant’s Initials:
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: Participant Number:

Participant’s Initials: ___

first middle last

Rand SF-36 (continued)

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

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

|, Extremely

Participant’s Initials: __

first middle last
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2 ° [
CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ___ Participant Number:

Participant’s Initials: __

first middle last

RAND SF-36 (continued)

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

All of the Most of A Good Some of A Little of None of

How much of the time during the past 4 weeks... Time the Time Bi!r ::‘f‘ ;he the Time the Time the Time
23 Did you feel full of pep? [ ], [, [ ], [ ], L L)
24 Have you been a very nervous person? ], ], ], L], [, L,
A Fothing could chesryou ups P oL T I
26 Have you felt calm and peaceful? L], [ ], ], [, [, L,
27 Did you have a lot of energy? [ ], [ ], [ ], L, [ s [,
28 Have you felt downhearted and blue? [, [ ], ], L], ], [,
29 Did you feel worn out? S [ ], [ ], [, [ ], [,
30 Have you been a happy person? [, ], ], L], L], [,
31.Did you feel tired? i [ ], [ ], L, [ ], [ ],

32 During the past 4 weeks, how much of the time has All of the Mostof Some of A Litle of None of
your physical health or emotional problems Time the Time the Time the Time the Time
interfered with your social activities (like visiting friends,

L], [, R [, [,

relatives, etc)?

v? Definitely Mostly Don’t Mostly Definitely

How true or false is each of the following statements for yo Trve Troe Know False False

33 | seem to get sick a little easier than other people. [, [, [ ] [ ], [

34 | am healthy as anybody | know.

1 2 3 4 5

] ] ] ] ]
35 | expect my health to get worse. [ ], [ ], [ ], [ ], [ &
] ] ] ] ]

36 My health is excellent.

1 2 3 4 5

Participant’s Initials: __

first middle last
Send to DCRI Forms Management ¢ 2400 Pratt St. ©+ Room 0311 Terrace Level © Durham NC 27705
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 117



= ° [
CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

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

day month year

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

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

|, 1 do not feel sad

||, I feel sad much of the time

1,1 am sad all of the time

|, 1 am so sad or unhappy that | can’t stand it

[ ], 1 am not discouraged about my future

||, I feel more discouraged about my future than | used to be
|1, I do not expect things to work out for me

||, 1 feel my future is hopeless and will only get worse

], 1 do not feel like a failure

"], I have failed more than | should have
||, As | look back, | see a lot of failures

||, 1 feel | am a total failure as a person

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

|, I get very litle pleasure from the things | used to enjoy

[ 1,1 can’t get any pleasure from the things | used to enjoy

|, 1 don't feel particularly guilty

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

|, I feel guilty all of the time

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

||, 1 expect to be punished

[ ], 1 feel | am being punished

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

[ 1,1 am disappointed in myself

||, 1 dislike myself

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

Participant’s Initials: __

first middle last
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= ° [
CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

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

(], 1 blame myself for everything bad that happens

||, 1 don’t have any thoughts of killing myself

|1, I'have thoughts of killing myself but | would not carry them out
1,1 would like to kill myself

|, 1 would kill myself if | had the chance

||, 1 don't cry any more than | used to
|, I cry more than | used to

||, 1 cry over every little thing

||, 1 feel like crying, but | can't

|, 1 am no more wound up or restless than usual

||, 1 feel more restless or wound up than usual

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

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

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

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

||, | make decisions about as well as ever

[ ], 1 find it more difficult to make decisions than usual

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

|, 1 do not feel | am worthless

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

||, 1 feel utterly worthless

|, I have as much energy as ever

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

||, 1 don’t have enough energy to do very much
|, 1 dont have enough energy to do anything

Participant’s Initials: __ ___ ___
first middle last
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 2/Control Visit 2

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

BDI-Il (continued)

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

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

||, | sleep somewhat more than usual

||, I sleep somewhat less than usual

", sleep a lot more than usual

__,l sleep a lot less than usual

|5 | sleep most of the day

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

|, 1 am no more irritable than usual
__|, I am more irritable than usual

|, I am much more irritable than usual
|, 1 am irritable all of the time

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

||, My appetite is somewhat greater than usual

||, My appetite is much less than before

||, My appetite is much greater than usual

__|; 1 have no appetite at all

], I crave food all of the time

||, I can concentrate as well as ever

__|, I can’t concentrate as well as usual

[ 1, It's hard to keep my mind on anything for very long
||, 1 find | can’t concentrate on anything

|, 1 am no more tired or fatigued than usual

(1, I get more tired or fatigued more easily than usual

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

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

||, I am much less interested in sex now

||, 1 have lost interest in sex completely

Participant’s Initials:

first middle last
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calerie -

Center Number:

Participant Number:

Month 6 Submission
CR Visit 2/Control Visit 2

Participant’s Initials: __

first middle last

Datecompleted: ____ /_ _ _ / _ _ _ OR Not done — Specify reason (use codelist below):

day month

Profile of Mood States

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

Feeling Not At All A Little Moderately Quite A Bit Exiremely
1 Friendly s L, L, X L,
2 Tense . : X s .
3 Angry s : ! s .
4 Worn out . : X s .
5 Unhappy I

N

w
IS

6 Clear-headed

o

N

w
IS

7 Lively

o

N

w
I

8 Confused

(=]

N

w
IS

9 Sorry for things done

(=)

N

w
IS

10 Shaky

11 Listless

(=}

N

w
IS

12 Peeved

(=]

N

w
IS

13 Considerate

o

N

w
IS

14 Sad

o

N

w
IS

15 Active

(=)

N

w
IS

16 On edge

o

N

w
IS

17 Grouchy

o

N

w
IS

18 Blue

(=]

N

w
IS

19 Energetic

LIV DI LD L L D 0 p o 0 P L L LT L
Ly Ly 0 ey Py L P L L T P

RN RN RN RN RN N N NN

N

P D P D L D D P L D L P [
DD DI P o Do D L DI P D P L |

w
IS

20 Panicky

L L

-

L L,
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Profile of Mood States (continued)

Feeling Not At All A Little Moderately  Quite ABit  Extremely
21 Hopeless [, [, [ ], [, L
22 Relaxed 1, ], ], L], L],
23 Unworthy ], ] [ ], [ ], [ L
24 Spiteful ], ], [, [, L,
25 Sympathetic ], ], [ ], [ L [,
26 Uneasy 1, ], L], L], L,
27 Restless [, ] [ ], L) [ L
28 Unable to concentrate ], ], ], [, L],
29 Fatigued [, [, [ ], [ [,
30 Helpful 1, ], L], L], L,
31 Annoyed [, [, [ ], [, L
32 Discouraged ], ], ], [, L1,
33 Resentful [ ] [ ], L) [ L
34 Nervous ], ], ], L], L],
35 Lonely T, [, [ ], [, L s
36 Miserable ], ], [, [, L],
37 Muddled [, [, [ ], [ [,
38 Cheerful ], } [, [, L],
39 Bitter T, [, [, [, L,
40 Exhausted 1, ], ], L], L],
41 Anxious ], ], [, [ ] L,
42 Ready to fight [, ], [, ], L,
43 Good-natured ], [ ], [ ], [, [,
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Center Number: ___ Participant Number:

Participant’s Initials: __

first middle last

Profile of Mood States (continued)

Feeling Not At All A Little Moderately Quite A Bit Exiremely

44 Gloomy

[
n
m
[
[

45 Desperate

(=]
N
w
»

46 Sluggish

o
N
w
»

47 Rebellious

o
N
w
»

48 Helpless

o
N
w
»

49 Weary

o
N
w
»

50 Bewildered

o
N
w
»

51 Alert

o
N
w
»

52 Deceived

o
N
w
»

53 Furious

o
N
w
»

54 Efficient

o
N
w
»

55 Trusting

56 Full of pep

o
N
w
»

57 Bad-tempered

o
N
w
»

58 Worthless

o
N
w
»

59 Forgetful

o
N
w
»

60 Carefree

o
N
w
»

61 Terrified

o
N
w
»

62 Guilty

o
N
w
»

63 Vigorous

o
N
w
»

LI LI D DI P D D DD D D D D DL D L L L
P L P O P ) ey ey ) ey e ) Py ey L
P P P P ) P ] P L L
P L P LT P T ) L e L P L L
LD D D D D e L e D D r D L DL

64 Uncertain about things

65 Bushed [, L], [ ], [ L [ ],
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Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Perceived Stress Scale (pss)

Instructions: The questions in this scale ask you about your feelings and thoughts during the last month. In each case, please
indicate how often you felt or thought a certain way. Please check only one answer for each question.

Almost Some- Fairly Very

Never
Never times Often Often

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

L L Bl

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

I T A T A B A I A

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

L Ly L, Lk L

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

I T A T A B A I A

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

Participant’s Initials:

first middle last

Datecompleted: ____/__ _ / ____ OR Notdone — Specify reason (use codelist below):

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...

1 When have you usually gone to bed?

0000107557
2 How long (in minutes) has it taken you to fall asleep each night? minutes

3 When have you usudlly gotten up in the morning? ____:____

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

5 During the past month, how often have you had trouble ~ Notduring Lessthan  Once or 3 or more
the past once twice times

sleeping because YOU... (check only one answer per question) month a week aweek aweek

a Cannot get to sleep within 30 minutes

[
[
[
[

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

o
N
w

¢ Have to get up to use the bathroom

o
N
w

d Cannot breathe comfortably

(=]
N
w

e Cough or snore loudly

(=]
N
w

f Feel too cold

g Feel too hot

(=]
N
w

h Have bad dreams

o
N
w

Have pain

-
(=]

N
w

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

oL IR VL [ L [
oL DRl DLl LI L [
oL R L L [
oL IR VL L L [

o
N
w

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

[ ] L L, s

© 1989, with permission from Elsevier Science.

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

first middle last

Pittsburgh Sleep Quality Index (psal) (continued)

Once or 3 or more
Never O'I:;:I‘ twice each times each
week week

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

Only a very Somewhat

No problem ™" . 4 ofa Avery big
at all prol?lem problem problem
8 During the past month, how much of a problem has it n B B n
been for you to keep up enthusiasm to get things done? 0 1 2 3
Very Fairly Fairly Very
good good bad bad
9 During the past month, how would you rate your slee
9 P b4 b4 P Do D] Dz Da

quality overall?

Participant’s Initials: ___
first_ middle Tast
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Center Number: Participant Number: Participant’s Initials:

first middle last

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

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 sexuval 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.

Section 1-Sexual Cognition/Fantasy

During the past 30 days or since the last time Notat| less | 1or2 | 1per|2or3 ) 4to6|1per 20r3) 4or

all [than1| per | week | per per day | per | more
you filled out this inventory, how often have per | month week | week day | per
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person Lo L Dy L L L | e L L

1.2 Erotic parts of a man’s body (e.g, face,
shoulders, legs)

1.3 Erotic or romantic situations Lo L Dy L L L e L L

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
to orgasm

IS I SIS NS S S S S

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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first middle last
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Participant’s Initials:

Center Number: ___ Participant Number:

first middle last

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

Section 2—Sexual Arousal

During the past 30 days or since the last Notat | Less | Tor2 | 1per |20r3 | 4106 | 1 per [20or3| 4or
. . .o all than 1 per | week | per per day per | more

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

did you have the following experiences? month day

2.1 Feel sexually aroused while alone [ | L L L POl L D | L L

2.2 Actively seek sexual satisfaction 1, | L S S P P O A

2.3 Feel sexually aroused with a Slololalal ol ol G

partner

Never | Rarely |Sometimes | Usually | Always

2.4 Have normal lubrication with
masturbation

L P L Le [ LE | L

2.5 Have normal lubrication
S e " A o

throughout sexual relations

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

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

Section 3—Sexual Behavior/Experiences

During the past 30 days or since the last Notat| Less | Tor2 | Tper |[20or3 |4to6| 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
activities?

month day

3.1 Reading or viewing romantic or
erotic books or stories

3.2 Masturbation S S S P I IO I
3.3 Casual kissing and petting IS S A O S I O S B B
3.4 Sexual foreplay S S S s P S N M I

3.5 Sexual intercourse, oral sex, etc. EY RS RS RS RN R RN R

Section 4—Orgasm

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

4.1 Your ability to have an orgasm EY RN RN
4.2 The intensity of your orgasm OO O O ]
4.3 The ability to have multiple

orgasmes (if typical for you) D° D‘ Dz D:" s
4.4 Feelings of closeness and together- | 0 = u -

ness with your partner 0 1 2 3 4
4.5 Your sense of control (timing) of your

orgasm Lo LA Le | L | L
4.6 Feeling a sense of relaxation and

D0 Dl D2 D;; D4

well-being after orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Month 6 Submission

|
Phase 2
ca I e rl e CR Visit 2/Control Visit 2

Participant’s Initials:

first middle last

Center Number: _____ Participant Number: ___

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

Section 5—Drive and Relationship

Not at | Less 1or2 lper |[20r3 |4to6 | 1per | 20or3 4 or

all than 1 per week per per day per more
per | month week | week day per
month day

5.1 With the partner of your choice,

what would be your ideal SRR RS N S NS RS S

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Exiremely
all

5.2 During this period, how [, | L [ ], L L L

interested have you been in sex?

5.3 During this period, how satisfied
have you been with your
personal relationship with your o | LA LG | L
sexual partner?

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 description of the quality | [ | | [ | [ ], HS R SR

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

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

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 sexuval fantasies or daydreams,
while another inquires about the kinds of sexual experiences that you have. You are also asked about the nature of your
sexual 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 “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.

Section 1=Sexual Cognition/Fantasy

During the past 30 days or since the last time Notat| Lless | 1or2 | 1per (20r3| 4to6 | 1per |20r3| 4or

you filled out this inventory, how often have all th::r] mti:h week vf:;k Vf:;k day 5:; n;:';_e
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person (o | Oy Ll O O f O | Ok | O | O

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

face, genitals, legs)

1.3 Erotic or romantic situations O Oy O O O | O | O | L

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
to orgasm

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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Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

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

Section 2—Sexual Arousal

During the past 30 days or since the last fime | Notat| Less | Tor2 | 1per |20r3| 4to6 | 1per 20r3 | 4or

. . . . all |than1| 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 L DL O, PO O O O L L

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 | [ | | [ | | [ | [ [ L | CL | Ol [ L | L]

picture

2.4 A full erection during masturbation OO O O O O O

2.5 A full erection throughout the phases
of a normal sexual response cycle,
that is from undressing and foreplay
through intercourse and orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

Derogatis Interview for Sexual Function (DISF-SR) (M) Male Version (continued)
Section 3—Sexual Behavior/Experiences

During the past 30 days or since the last time |Notat| Lless | Tor2 | Tper |20or3 |4to6| 1per | 20r3 | 4or

o . . all |than1 per week per per day per more
you filled out the inventory, how often did per | month week | week day per

you engage in the following sexval activities? month day

3.1 Reading or viewing romantic or
erotic books or stories

3.2 Masturbation NS 1 S O I W B I
3.3 Casual kissing and petting HS RN RS NS A S R
3.4 Sexual foreplay S P P P A W A

3.5 Sexual intercourse, oral sex, etc. EN SRR RS AN RS RS RS "

Section 4—Orgasm

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

4.1 Your ability to have an orgasm HS RS RS R

4.2 The intensity of your orgasm S S S

4.3 The length or duration of your
orgasm

4.4 The amount of seminal liquid that
you ejaculate

4.5 Your sense of control (timing) of your
orgasm

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

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

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

Section 5—Drive and Relationship

Not at | Less lor2 | Tper [20r3 |4to6 | 1per | 20r3 4 or

all than 1 per week per per day per more
per | month week | week day per
month day

5.1 With the partner of your choice,
what would be your ideal s | [, [ ], [T, 1| Ok | O, ], [T,

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Exiremely
all

5.2 During this period, how interested
have you been in sex?

D0 D'| DZ D:; D4

5.3 During this period, how satisfied
have you been with your
personal relationship with your Lo | L
sexual partner?

L, | O | [,

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 description of the quality | [, | [, [ ], A R A S O e

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

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.

::::;?:l Disagree| Nevtral | Agree S:';:lz:y
1 l::;;;cafr; :’r:;:fse desire to eat [one or more n n n n n
2 I'm craving [one or more specific foods]. ], ], ], ], [,
3 | have an urge for [one or more specific foods] ], [, [, [ ], [,
a E:;i:‘gilfgn:e:;:'elg?re specific foods] would make things M, M, M, M, M,
5 Ltcln\:lljri(rant:rgs;what | am craving, | am sure my mood n ], , ], .
6 E:;an?eE?uri.e or more specific foods] would feel M, M, M, M, -,
7 gr:dalt:f;zgei:hing, I wouldn’t feel so sluggish ml ], n -, n
8 Zggsifz'ii:c?blrgl craving would make me feel less grouchy M, M, M, M, M,
9 | would feel more alert if | could satisfy my craving. [ ], [ [, [, [,
10 Iefalﬁl:‘c;d“!one or more specific foods], | could not stop M, M, M, -, -,
1 2:2 "c::soirvcj,3 :g oe\:; l!lc:;e or more specific foods] nl , N -, n
12 ore spedii foods] verl Lactoally tove e o0 <" E A A A
13 | am hungry. n [, [ ], [, [,
14 If | ate right now, my stomach wouldn’t feel as empty. ], [, ], 1, ],
15 | feel weak because of not eating. ] ], [, (], [,

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

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Participant Number:

Month 6 Submission
CR Visit 2/Control Visit 2

Participant’s Initials: __

first middle last

Food Craving Inventory (Fci-1)

For each of the foods listed below, please check the appropriate box.

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
have you experienced a craving for...

Never

Rarely

(once or twice)

Often

Always/Almost
Every Day

Cake

N

w

IS

wn

Pizza

N

w

IS

wn

Fried chicken

N

w

I

wn

Gravy

N

w

IS

[

Sandwich bread

N

w

IS

wn

Sausage

N

w

IS

(&)

French fries

N

w

I

wn

Cinnamon rolls

N

w

IS

(&)

O O I N &t b O -

Rice

N

w

IS

wn

10 Hot dog

N

w

IS

(&)

11 Hamburger

N

w

Iy

wn

12 Biscuits

N

w

IS

(&)

13 Ice cream

N

w

IS

wn

14 Pasta

N

w

IS

wn

15 Fried fish

16 Cookies

N

w

IS

(&)

17 Chocolate

N

w

IS

wn

18 Pancakes or waffles

N

w

IS

wn

19 Corn bread

N

w

IS

wn

20 Chips

N

w

IS

[

21 Rolls

N

w

IS

wn

22 Ceredl

N

w

IS

n

23 Donuts

N

w

5

wn

24 Candy

N

w

IS

wn

25 Brownies

N

w

IS

wn

26 Bacon

N

w

IS

wn

27 Steak

N

w

IS

(&)

28 Baked potato

Y O

[ N A A O

N

N O O O

w

Y O O O

IS

[N O A O

wn

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

3 Insufficient time

4 Instrument failure

5 Not required |
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Date completed: ___

Center Number: Participant Number:

YA —

day month year

__ OR Not done = Specify reason (use codelist below):

Participant’s Initials:

Month 6 Submission
CR Visit 2/Control Visit 2

first middle last

Eating Inventory

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

1 difficult to keep from eating, even if | have just finished a meal. i Troe [, False
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
. | ], True [ ], False
not eating anymore.
5 Dieting is so hard for me because | just get too hungry. ], True [, False
6 | deliberately take small helpings as a means of controlling my weight. ||, True [, False
7 Sometimes things just taste so good that | keep on eating even when
I am no longer hungry. i Tree [, False
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
], True [, 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. | ], True [ ], False
14 | have a pretty good idea of the number of calories in common food. ||, True [, False
15  Sometimes when | start eating, | just can’t seem to stop. | |, True [ |, False
16 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
. [ ], True [ ], False
to eating then.
18 While on a diet, if | eat food that is not allowed, | consciously eat less
. ! y | ], True [, False

for a period of time to make up for it.

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

5 Not required |

Participant’s Initials:

first middle last
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Center Number: Participant Number:

Participant’s Initials: ___

first middle last

Eating Inventory (continued)

19 Being with someone who is eating often makes me hungry to eat also. [ ], True [ ], False
20 When | feel blue, | often overeat. | ], True [, False
21 ::ynitzi;::.ing too much to spoil it by counting calories or watching ] Troe [, False
- :.,i\g;:';\l,::; a real delicacy, | often get so hungry that | have to eat ], Trve [, False
23 :i:‘fi:?nngs:ﬁs ::t(i)r:’gmvsl/:zr:.l am not really full as a conscious means of CJToe [, False
24 | get so hungry that my stomach often seems like a bottomless pit. | |, True [ |, False
25 My weight has hardly changed at all in the last ten years. | |, True [ |, False
o :hc;n;oa;\évzﬁsr:l\;npgi;{efo it is hard for me to stop eating before | finish [, 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. ], 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
o While on a diet, if | eat a food that is not allowed, | often splurge and [, True [, False

eat other high calorie foods.

Participant’s Initials: __

first middle last
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Center Number:

Month 6 Submission
CR Visit 2/Control Visit 2

Participant Number:

Participant’s Initials: ___

first middle last

Eating Inventory (continued)

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

How often are you dieting in a conscious

37 ffort to control your weight? | |, Rarely [ |, Sometimes [ |;Usually [ ], Always
Would a weight fluctuation of 5 pounds :
38 affect the way you live your life? L Rarely [, Sometimes  []; Usually [, Always
39 How often do you feel hungry? [ |, Rarely [ ], Sometimes [ |, Usually [ ], Always
Do your feelings of guilt about overeating .
40 help you to control your food intake? L Rarely [}, Somefimes [ ], Usually  [], Always
How difficult would it be for you to stop . .
41 eating halfway through dinner and not eat ", Easy » L, S|Ighf|¥ c?hfhcult
for the next four hours? |, Moderately difficult [ ], Very difficult
a2 How conscious are you of what you are [, Not at all |1, Slightly
eating? |, Moderately ||, Extremely
a3 How frequently do you avoid “stocking up” [ |, Almost never | 1, Seldom
g 2
on tempting foods? |, Usually [ 1, Almost always
aa How likely are you to shop for low [ 1, Unlikely (1, Slightly likely
calorie foods? [, Moderately likely |1, Very likely
Do you eat sensibly in front of others and
45 splu):'ge alone? Y |, Never [ |,Rarely [ |;Often [ |, Always
a¢ How likely are you to consciously eat slowly [, Unlikely [, Slightly likely
in order to cut down on how much you eat? [ |, Moderately likely |1, Very likely
a7y How frequently do you skip dessert because [ |, Almost never [ ], Seldom
?
you are no longer hungry? ||, At least once a week [ |, Almost every day
ag How likely are you to consciously eat less [ 1, Unlikely |, Slightly likely
than you want? |, Moderately likely |1, 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
morning, but because of any number of
things that happen during the day, by
evening | have given up and eat what |
want, promising myself to start dieting
again tomorrow.”

||, Not like me
|1, Little like me
||, Pretty good description
||, Describes me perfectly

of me

On a scale of 0 to 5, where 0 means no
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?

||, Eat whatever you want, whenever you want it

||, Usually eat whatever you want, whenever you want it
||, Often eat whatever you want, whenever you want it
Ds Often limit food intake, but often “give in”

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

[_J; Constantly limiting food intake, never “giving in”

Calerie Phase 2_CRF_V7.0_26 SEP 2008
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Datecompleted: _____ /_ _ _ / _ _ _ ORNotdone — Specify reason (use codelist below):

day month year

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.

Not confident ot all that Very confident that

. you can resist the desire to eat you can resist the desire to eat
I am confident that:

] 1 2 3 4 5 6 7 8 9

1 | can resist eating when | am anxious
0

2

w

| O
1| O

IS

IS

5

o

/

©

n el =
n el =

0

0

(nervous).

0

[ ]
2 | can control my eating on the weekends. | ]
[ ]

| OO

[ ] [ ]
L], L,
[ ] [ ]

n el =

o

[ ]
L,
3 | can resist eating even when | have to ]

say “no” to others. 0

2

w

5 7

oo

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

-
[
[
-
[
-
-
-
H
.

5 | can resist eating when | am watchingTV. [ | [ [ [, [, [ L [l [, [ [

6 | can resist eating when | am depressed O L L L OO

(or down).

7 | can resist eating when there are many
different kinds of food available. Lo Lh e L UL Ll Lo Lh L

8 | can resist eating even when | feel it is

impolite to refuse a second helping. e O L O O O O L O L
9 | can resist eating even when | have a

headache. Lo Lh Le UL U L Lk Lo Lk L

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

Participant’s Initials:
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Weight Efficacy Lifestyle Questionnaire (WEL) (continued)

Not confident ot all that Very confident that

. you can resist the desire to eat you can resist the desire to eat
| am confident that:

o 1 2 3 4 5 6 7 8 9

10 | can resist eating when | am reading. O, O, O, O, O O, O, O O, O
n (chiiir:az:ist eating when | am angry T Lk h Lk Lk kL[ k)
12 Lc:gr:;sist eating even when | am at o0 0L, L L L oL O, O O
13 :):::s :ﬁlsr:sgt Ic;c::itr:)gec::\:an when others are T Lk Lk Lk Lk kL [h [k
14 | can resist eating when | am in pain. -, O, O, O, O, O O, O, O [,
15 L::n resist eating just before going to s s e EnE ===
' experionced faore, e S R P A A A o R
17 L::r;;zs;li:tb(iz:ﬁng when high-calorie foods b Lk [ Lk [k [k k(b [
"% eibers wil be ot 11 dom's ot S A P A A A o
" umcomfonte, b TR L L L)
20 | can resist eating when | am happy. O, O, O, O O, O, O, O, O, O,

Participant’s Initials: __

first middle last
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Center Number: ___ Participant Number:

Participant’s Initials: __

first middle last

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

day month year

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
1 Fasting is a good way to lose weight. ENEESEES NN RSN
2 My sleep isn’t as good as it used to be. S S I I A I P P
3 | avoid eating for as long as | can. EN RSN N
4 Certain foods are “forbidden” for me to eat. I O O O, O O | L,
5 L:::;;tl(:?ﬁec:{tam foods in my house because | will alaloaloliololio
6 | can easily make myself vomit. I D L
7 | can feel that being fat is terrible. HENEESEES NN RN
8 | avoid greasy foods. T o S I I P I P P
9 It's okay to binge and purge once in a while. EN RSN RS N
10 | don't eat certain foods. U O O O, O ] L,
11 | think | am a good person. HENEESEES NN RN
12 My eating is normal. O ) O O L ] L
13 | can’t seem to concentrate lately. HENEESEES NN RN
14 | try to diet by fasting. CL L VO O D ]
15 | vomit to control my weight. ENEES RN RS N
16 Lately nothing seems enjoyable anymore. P o P P e O P P R
17 Laxatives help keep you slim. EN RSN N
18 | don’t eat red meat. I D L
19 | eat so rapidly | can’t even taste my food. HENEESEES RN RN

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

Participant’s Initials: ___

irst middle last
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Center Number: ___ Participant Number:

Month 6 Submission
CR Visit 2/Control Visit 2

Participant’s Initials: __

first middle last

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
20 | do everything | can to avoid being overweight. HR RS RN NEN RS NN
21 rf”t‘::t If::ﬁ:ql:?ated' | must do something to rid myself Slololololol o
22 | overeat too frequently. L L D L L f L
23 It's okay to be overweight. CLL L O OO D
24 Recently | have felt that | am a worthless person. HR RSN ES NN NS S NS
25 | would be very upset if | gained 2 pounds. CLr L O O O D
26 | crave sweets and carbohydrates. HR RS EES NN S S NS
27 | lose control when | eat. A N I A N A I A A
28 Being fat would be terrible. EN RN ES RS N
29 | have thought seriously about suicide lately. PO O O O | O L
30 | don't have any energy anymore. PR L L D L | L
31 | eat small portions to control my weight. CL L, LD DL O L ] L
32 | eat 3 meals a day. L PR L L O L | L
33 Lately | have been easily irritated. CL O, LD DL O ] L
34 Some foods should be totally avoided. ER SRR EE A e
35 | use laxatives to control my weight. O O O O | O L
36 | am terrified by the thought of being overweight. HR RSN RS NN S S NS
37 Purging is a good way to lose weight. PO O O O | O L
38 | avoid fatty foods. L L D | L | Oy | L | L

Send to DCRI Forms Management * 2400 Pratt St. ©* Room 0311 Terrace Level
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Center Number: ___ Participant Number:

Participant’s Initials: __

first middle last

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
39 Recently | have felt pretty blue. L, L D L L | L
40 | am obsessed with becoming overweight. OO O, Oy ) O, L | O | L
41 | don’t eat fried food:s. LR DL L L | L | L | L
42 | skip meals. S S 1 O A P I O R T
43 Fat people are unhappy. LR DL L L | L | L | L,
44 People are too concerned with the way | eat. A A A A A
a5 | feel good when | skip meails. EN RN RSN RS RSl
46 | avoid foods with sugar. I A A I A A A
47 | hate it when | feel fat. HER RS EEN NN RS S "
48 | am too fat. S O S I P O A R I R
49 | eat until | am completely stuffed. L P L L L | L | L
50 | hate to eat. S S S o P I P O
51 | feel guilty about a lot of things these days. EN RN ES RN N
52 I'm very careful of what | eat. I O, Oy ) O O | L | L
53 | can “hold off” and not eat even if | am hungry. HE RS RS NN NS S NS
54 | eat even when | am not hungry. OO O | O O | O | L
55 Fat people are disgusting. EN RS RS RS AR NSl
56 | wouldn’t mind gaining a few pounds. S P S P A A I A R

Participant’s Initials: ___

irst middle last
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Center Number: ___ Participant Number:

Participant’s Initials: __
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day month year

Body Shape Questionnaire (8sq)

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

Over the Past Four Weeks... Never | Rarely i;::: Ofton ::i::n Always
1 Has feeling bored made you brood about your shape? ] [, | O 1 O | L
2 Bove Do Toching theryoo cught 1o diersme Yoy L | L | L | | |
3 :-clgvleq Z;:F?rotllzgeh: ;:lta;fy;:: ?thighs, hips, or bottom are e e e
4 fl;l:e\r/); you been afraid that you might become fat (or al ) alo oo
5 ::ong):';u worried about your flesh not being firm n n alolo o
6 :’c:; feeling full (e.g., after eating a large meal) made you feel =l Ao ol oo
7 :?::?you felt so bad about your shape that you have n n a e ==
8 :Iv::\l;il);?u avoided running because your flesh might =l 0, aniE Ol o
7 i cansovs abaut yoor shapas o You fee e f O f L O O | L
10 ::i\r/:-;);loouwvr\:grried about your thighs spreading out when M, M, o, | O, amin
1 :::I::; eating even a small amount of food made you feel n n a = e
e Tt your oo shame tommcrad unfovereiyr oL L | O | O | |
13 Has thinking about your shape interfered with your

ability to concentrate (e.g., while watching TV, reading, listening ] [, | O | O | L,

to conversations)?
14 ;-IeZT fl:::'l?ng naked, such as when taking a bath, made you N -, | oL oo
1S Bartcsionly aware of the Shape of yoor badys. 7" BN RS RS EE A
16 E:;;?you imagined cutting off fleshy areas of your a) al | O 0o

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

Body Shape Questionnaire (Bsq) (continued)

Month 6 Submission
CR Visit 2/Control Visit 2

Participant’s Initials: __

first middle last

Over the Past Four Weeks...

Never

Rarely

Some-
times

Very
Often

Always

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

N

-

»

-

o

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

N

w

Iy

(%)

o

19 Have you felt excessively large and rounded?

N

©w

»

wn

o

20 Have you felt ashamed of your body?

N

w

&~

[

o

21 Has worry about your shape made you diet?

N

w

»

v

o

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

N

w

S~

[

o

23 Have you thought that you are the shape you are
because you lack self-control?

N

©w

»

wn

o

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

N

w

S~

()

o

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

N

w

wn

26 Have you vomited in order to feel thinner?

S~

(5]

o

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

N

(2]

»

(&)

o

28 Have you worried about your flesh being dimply?

N

w

N~

[

o

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

N

©w

»

w

o

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

N

w

S~

(&)

o

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

N

w

»

wn

o

32 Have you taken laxatives in order to feel thinner?

N

w

S~

(9]

o

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

N

w

I I A O A O T I A I B

»

N I A NI I e I

(&)

NN T s A O

o

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

N I o I A S B S T S S S e

NI 1 T I

N

N I o I O o A A I A I I N

w

L

s

-
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 3

Center Number: _____ ParticipantNumber: __________ Participant’s Initials:
first middle last
Weight date and time: ____/__ _ / S S Staff initials:
day month year 00:00 fo 23:59 et middie et

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

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

Weight 1: - . kg
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
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 3

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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Month 6 Submission
CR Visit 3

Participant’s Initials:

calerie -

Center Number: Participant Number:

first middle last
6-Day Food Record
Complete below OR Not done — Specify reason (use Codelist below): Staff initials: — —
Replacement Values
Day Day
Record Quali Record Quali
of Date of Record (check onl f)y of Date of Record (check onl :y
DLW check only one DLW check only one

D, Reliable D] Reliable

1 —day—/—@h—/——yw—— ", Unreliable 8 —day—/—@h—/——ym—— "], Unreliable
D3 Missing Ds Missing
D, Reliable D] Reliable

2 —duy—/_nmh_/__yw__ Dz Unreliable 9 _day_/_,mh_/__yea,—_ D2 Unreliable
D3 Missing Da Missing
D, Reliable D] Reliable

3 —day—/—nmh_/__yw__ Dz Unreliable 10 _day_/_,mh_/__yer_ D2 Unreliable
Ds Missing Da Missing
D, Reliable D, Reliable

4 oy /_nmh_ /__yw__ Dz Unreliable 1 oy /_"mh_ /__yeur__ Dz Unreliable
D3 Missing D3 Missing
D, Reliable D, Reliable

5 v /—nmh— /__yw—_ D2 Unreliable 12 oy /—"mh_ /—_yw—_ Dz Unreliable
Ds Missing D3 Missing
D, Reliable D, Reliable

6 v /—nmh— /_—yecr—_ D2 Unreliable 13 oy /—"mh_ /—_yw—— D2 Unreliable
], Missing __l; Missing

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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= ° [
CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 5/Control Visit 2

Center Number: _____ Participant Number: _________ Participant’s Initials: —
first middle last
Outcomes Labs
Date and time of last meal: -
day month year 00:00 to 23:59
Date and time sample collection started: ____/__ /.
day month year 00:00 to 23:59
If Not Done,
Sample Sample Complete? Reason Staff Initials
(Use codelist below)
D No
Blood ° - Tt middle Tast
D1 Yes

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

Core Temperature

Staff Provide Date of Time of Sample If :::Ig::el
Initials Sample Collection/Procedure Collection/Procedure (Use codelist below)
Start Date: Start Time
Ay A i
day month year 00:00 to 23:59
Stop Date: Stop Time
“day  month  year T00:00 10 2359

day month year 00:00 to 23:59

2 Inpatient discharge date and time: ____ /. /.
day month year 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 5

Center Number: Participant Number: Participant’s Initials: -
first_ middle last
Weight date and time: ___ /_ /| Staff initials:
day month year 00:00 to 23:59 first middle last

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

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

Weight 1: kg
Weight 2: . kg
Weight 3: . kg
Weight of gown: - kg

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?
Do No

||, Yes = If Yes: Date urine pregnancy testperformed: ___ /_ /.

day month year
Results: [ ], Negative
Dz Positive
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Month 6 Submission

||
Phase 2
calerle CR Visit 5

Center Number: Participant Number: Participant’s Initials: -
first_ middle last

1 Has the participant taken a calcium supplement today?
_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 No D1 Yes
DXA Scan DXA Rescan OR | |, NA
Dateof scan: ____/___ __ / _ Date of rescan: YA _
day month year day month year
Area Scanned i :::I:::e' Area Scanned
Check all that apply (Use codelist below) Check all that apply
[ ] Whole body

[ ] Whole body -

Metabolic Rate

Sample Date of Collection if {TJ:: c':)‘:,:hi; bk;:;)"“ Staff Initials

Ay A T mdde ot

Resting Metabolic Rate (RMR)—Visit 5 o — -

[ | Tufts-003 (623-002) | | WASH U-001 (623-003) [ | PBRC-016 (623-005)

Cart ID
|| Tufts-006 (623-006) | ] 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
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CcCa I erj@ rPhos=2 Month 6 Submission

CR Visit 5

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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CcCa I erj@ rPhos=2 Month 9 Submission

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: ____/__ _ / Staff initials:

day month year 00:00 to 23:59 first  middle

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

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

Weight 1: . kg

Weight 2: - kg

Weight 3: . kg

Weight of gown: _ _ _ .__ kg

Vital Signs

Assessment date and time: _____ /_ /. .
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials:
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time): first _middle last
Natural waist measurement 1: . cm
Natural waist measurement 2: . cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: ) cm
Umbilical point waist measurement 2: } cm
Umbilical point waist measurement 3: . cm

3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: T

4 Temperature: . °C OR Not done — Specify reason (use codelist below): Staff initials: T

5 Respirations: per minute OR Not done — Specify reason (use codelist below): Staff initials: yraon

6 Blood pressure (check only one): | |, Leftarm [, Right arm Staff initials: T
6a Bloodpressure1: _ _ _ / ~~ ~ mmHg Tme: ____ :____ ORNotdone —

systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

6b Blood pressure2: _ mm Hg  Time: i

systolic diastolic 00:00 to 23:59

6¢ Blood pressure3: _ /. mm Hg  Time:

systolic diastolic 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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CcCa I erj@ rPhos=2 Month 9 Submission

Center Number: Participant Number: Participant’s Initials:

first middle last

Date and Time Findings Staff Initials

/ y ) Is ECG (check only one):
Tday  month  year | 00:001023359 "], Normal

Ab |, not clinically significant ify):
OR Not done — Specify reason Dz normal, nof clinically signfiican (specify) Tirst_ middle Tast

(see codelist below):

D3 Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal: S S S
day month year 00:00 to 23:59
Date and time of sample collecton: ____/__ /.
day month year 00:00 to 23:59
If Not Done, Reason
Sample Sample Complete? .’ Staff Initials
(Use codelist below)
[ Jo No
0 -
Blood - first middle last
D] Yes
[ Jo No
H (V] -
Urine - first middle last
D] Yes

Contraception

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

Contraception method (females only): || None OR Check all that apply:

| Oral contraceptive = Specify:
Record on Concomitant Medications page

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

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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CcCa I erj@ rPhos=2 Month 9 Submission

Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

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

day month year

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

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

||, 1 do not feel sad

||, I feel sad much of the time

1,1 am sad all of the time

|, 1 am so sad or unhappy that | can’t stand it

||, 1 am not discouraged about my future

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

|1 I feel my future is hopeless and will only get worse

], I do not feel like a failure

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

|, 1 feel | am a total failure as a person

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

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

||, 1 can't get any pleasure from the things | used to enjoy

||, 1 don't feel particularly guilty

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

||, 1 feel guilty all of the time

[ ],1 don't feel | am being punished
||, 1 feel I may be punished

| |, 1 expect to be punished

[ ], 1 feel | am being punished

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

], 1 am disappointed in myself
||, 1 dislike myself

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

Participant’s Initials:

first middle last
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CcCa I erj@ rPhos=2 Month 9 Submission

Center Number: Participant Number: Participant’s Initials:

first middle last

BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

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

[, I blame myself for everything bad that happens

||, 1 don’t have any thoughts of killing myself

|1, I'have thoughts of killing myself but | would not carry them out
1,1 would like to kill myself

|, 1 would kill myself if | had the chance

||, 1 don't cry any more than | used to
|1, 'ery more than | used to

||, 1 cry over every little thing

||, 1 feel like crying, but | can't

"], 1 am no more wound up or restless than usual

||, 1 feel more restless or wound up than usual

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

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

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

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

||, | make decisions about as well as ever

[ ], 1 find it more difficult to make decisions than usual

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

|, 1 do not feel | am worthless

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

|, | feel utterly worthless

|, I have as much energy as ever

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

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

Participant’s Initials: -
first middle Tast
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Center Number: ___ Participant Number:

Participant’s Initials:

first middle last

BDI-Il (continued)

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

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

||, | sleep somewhat more than usual

||, I sleep somewhat less than usual

", sleep a lot more than usual

__,l sleep a lot less than usual

|5 | sleep most of the day

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

|, 1 am no more irritable than usual
__|, I am more irritable than usual

|, I am much more irritable than usual
|, 1 am irritable all of the time

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

||, My appetite is somewhat greater than usual

||, My appetite is much less than before

||, My appetite is much greater than usual

__|; 1 have no appetite at all

], I crave food all of the time

||, I can concentrate as well as ever

__|, I can’t concentrate as well as usual

[ 1, It's hard to keep my mind on anything for very long
||, 1 find | can’t concentrate on anything

|, 1 am no more tired or fatigued than usual

(1, I get more tired or fatigued more easily than usual

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

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

||, I am much less interested in sex now

||, 1 have lost interest in sex completely

Participant’s Initials: __

first middle last
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Ca I erj@ rPhos=2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: ___/____ _ / i initials:
day month year 00:00 fo 23:59 Staff initials: Tirst middle last.

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

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

Weight 1: . kg

Weight 2: . kg

Weight 3: . kg

Weight of gown: . kg

Vital Signs

Assessment date and time: ____ /. / .
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials:
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time): first _middle last
Natural waist measurement 1: . cm
Natural waist measurement 2: . cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: ) cm
Umbilical point waist measurement 2: } cm
Umbilical point waist measurement 3: . cm

3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: T

4 Temperature: . °C OR Not done — Specify reason (use codelist below): Staff initials: T

5 Respirations: per minute OR Not done — Specify reason (use codelist below): Staff initials: yraon

6 Blood pressure (check only one): | |, Leftarm [, Right arm Staff initials: T
6a Bloodpressure1: _ _ _ / ~~ ~ mmHg Tme: ____ :____ ORNotdone —

systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

6b Blood pressure2: _ mm Hg  Time: i

systolic diastolic 00:00 to 23:59

6¢ Blood pressure3: _ /. mm Hg  Time:

systolic diastolic 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Participant’s Initials:

Center Number: Participant Number: -
first middle last

Date and Time Findings Staff Initials

) Is ECG (check only one):
Tdoy | mewh | yew 000002355 | [ ] Normal

Ab |, not clinically significant ify):
OR Not done — Specify reason Dz normal, not clinically significant (specify) L —

(see codelist below):

D3 Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal: - )
day month year 00:00 to 23:59
Date and time of sample collection: [/ B
day month year 00:00 to 23:59
If Not Done, Reason
Sample Sample Complete? T Staff Initials
(Use codelist below)
[y No
o _
Blood - first middle last
D1 Yes
[y No
; o _
Urine - first middle last
Dl Yes

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?
Do No

||, Yes = If Yes: Date urine pregnancy testperformed: ___ /_ _ _ /.

day month year
Results: [ ], Negative
Dz Positive

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I erj@ rPhos=2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Doubly Labeled Water (DLW)

1 Date and time of DLW dosing: I S S : Staff initials:

day month year 00:00 fo 23:59 first middle last_

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

2 DLW dose mixture ID and bottle number: ___ - _CA
3 Exact weight of DLW mixture: ___ _ . _ grams
4 Urine samples:
Collection Sample Date and Time Collected
Pre dosing (PD) PDa Tday /_mm_ /— Tyear T
PDb T e i
Day 0 (Visit 1) DOa e T e e
DOb e — T
Day 7 (Visit 2) D7a i i — e Toow0n 3550
D7b —a e s
Day 14 (Visit 4) Dl4a s i
D14b i I

5 Affix CRF page label(s) corresponding to this urine sample set: =-====-===--= HE Siaiaiaiietei it 1
E Affix Voo Affix !
i Test Sample E i Retest Sample E
i Label Here E i Label Here E
. i R H

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Month 12 Submission
Visit 1

Participant’s Initials:

calerie -

Center Number: Participant Number:

first middle last
Physical Examination
Date of examination: _____/___ __ / _ Staff initials: ___
day month year first middle last

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

Investigator:

signature

Assessments
Body System If Abnormal or Not Done: Explain

Normal | Abnormal | Not Done
1 General appearance: L], Ly 0=
2 Head, Ears, Eyes, Nose, Throat: Dl Do_' _——
3 Neck: D1 Do - =
4 Heart: DI Do - =
5 Lungs: ] o =
6 Abdomen: D1 o =
7 Lymph nodes: L o oy
8 Extremities/Skin: DI o =
9 Neurological: D1 o =
10 Musculoskeletal: D] o oy —

Normal | Abnormal Not .

Done

11 Genitourinary: Dl Do N =
12 Breast: D1 Do_’ _——

Physician’s Signature

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

Not Done Codelist: 1 Participant refused

2 Clinician unable to obtain

3 Insufficient time

4 Instrument failure

5 Not required
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3 Phase 2 Month 12 Submission
calerie issor

Participant Number: Participant’s Initials:

Center Number:

first middle last

1 Has the participant taken a calcium supplement today?
__JoNo [ ], 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 No D1 Yes
DXA Scan DXA Rescan OR [ |, NA
Dateof scan: __ _ / _ _ / Date ofrescan: ___ /_ _ _ /
day month year day month year
Area Scanned i l;::l:::e, Area Scanned
Check all that apply (Use codelist below) Check all that apply
[ ] Whole body - [ ] Whole body
D Forearm - D Forearm
D Spine - D Spine
D Hip - D Hip
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Datecompleted: ____ /_ _ _ / _ _ _ OR Not done — Specify reason (use codelist below):

day month year

RAND SF-36

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

1 In general, would you say

your health is: ||, Excellent [ _],Very good [ |,Good [ |,Fair [ |, Poor

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

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

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

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

N
w

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

N
w

5 Lifting or carrying groceries

N
w

6 Climbing several flights of stairs

N
w

7 Climbing one flight of stairs

8 Bending, kneeling or stooping

N
w

9 Walking more than a mile

N
w

10 Walking several blocks

N
w

I R A I A I I

w

I R A O B I I I R

11 Walking one block

N

I I A I R I I S

N

12 Bathing or dressing yourself ],

s

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

Participant’s Initials: __

first middle last
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Ca I erj@ rPhos=2 Month 12 Submission

Visit 1

Participant’s Initials: ___

first middle last

Center Number: Participant Number:

Rand SF-36 (continued)

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

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

Ds Extremely

Participant’s Initials: __

first middle last
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Participant’s Initials: __

first middle last

RAND SF-36 (continued)

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

Center Number: ___ Participant Number:

All of the Most of A Good Some of A Little of None of

Time the Time Bit of the the Time the Time the Time

How much of the time during the past 4 weeks...
Time

23 Did you feel full of pep? [ ], [, [ ], [ ], L L)
24 Have you been a very nervous person? [, ], [ L1, L], L],
A g could cheeryouups TPo et L (L L L [
26 Have you felt calm and peaceful? L], [ ], ], [, [, L,
27 Did you have a lot of energy? [ ], [ ], [ ], L, [ s [,
28 Have you felt downhearted and blue? [, [ ], ], L], ], [,
29 Did you feel worn out? S [ ], [ ], [, [ ], [,
30 Have you been a happy person? [, ], ], L], L], [,
31.Did you feel tired? i [ ], [ ], L, [ ], [ ],

32 During the past 4 weeks, how much of the time has All of the Mostof Some of A Litle of None of
your physical health or emotional problems Time the Time the Time the Time the Time
interfered with your social activities (like visiting friends,

L], [, R [, [,

relatives, etc)?

e o I oo
How true or false is each of the following statements for you? Definitely Mostly  Don’t Mostly  Definitely

Trve Trve Know False False
33 | seem to get sick a little easier than other people. [ ], [ ], [ ], L1, [ ],
34 | am healthy as anybody | know. ], ], ], L, ]
35 | expect my health to get worse. [ ], [ ], [ ], L1, [ ],
36 My health is excellent. ], [, [, L], L]

Participant’s Initials: __

first middle last
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

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

day month year

Instructions: This questionnaire consists of 21 groups of statements. Please read each group of statements carefully and then

pick out the one statement in each group that best describes the way you have been feeling during the past two

weeks, including today. Check the box beside the statement you have picked. Be sure that you check only one

statement for each group, including item 16 and item 18.

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

||, 1 do not feel sad

||, I feel sad much of the time

1,1 am sad all of the time

|, 1 am so sad or unhappy that | can’t stand it

], 1 am not discouraged about my future

||, I feel more discouraged about my future than | used to be
[ 1,1 do not expect things to work out for me

||, 1 feel my future is hopeless and will only get worse

|, 1 do not feel like a failure

"], I have failed more than | should have
|, As | look back, | see a lot of failures

||, 1 feel | am a total failure as a person

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

[ 1,1 get very little pleasure from the things | used to enjoy

||, 1 can't get any pleasure from the things | used to enjoy

||, I don't feel particularly guilty

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

||, 1 feel guilty all of the time

| |, 1 don't feel I am being punished
[ ], 1 feel I may be punished

||, 1 expect to be punished

||, 1 feel I am being punished

||, | feel the same about myself as ever
], I have lost confidence in myself
|, 1 am disappointed in myself

||, 1 dislike myself

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

Participant’s Initials: -
first middle last
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

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

[, I blame myself for everything bad that happens

[ |, I don’t have any thoughts of killing myself

(1, I have thoughts of killing myself but | would not carry them out
|, 1 would like to kill myself

|, ' would kill myself if | had the chance

|, I don’t cry any more than | used to
|, I 'ery more than | used to

||, 1 cry over every little thing

||, 1 feel like crying, but | can't

|, 1 am no more wound up or restless than usual

||, 1 feel more restless or wound up than usual

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

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

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

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

|, I make decisions about as well as ever

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

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

|, 1 do not feel | am worthless

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

||, 1 feel utterly worthless

|, I have as much energy as ever

|, I have less energy than | used to have

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

Participant’s Initials: __

first middle last

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

Calerie Phase 2_CRF_V7.0_26 SEP 2008

2008 DCRI — Confidential CRF, page 170



Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

BDI-Il (continued)

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

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

||, | sleep somewhat more than usual

||, I sleep somewhat less than usual

", sleep a lot more than usual

__,l sleep a lot less than usual

|5 | sleep most of the day

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

|, 1 am no more irritable than usual
__|, I am more irritable than usual

|, I am much more irritable than usual
|, 1 am irritable all of the time

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

||, My appetite is somewhat greater than usual

||, My appetite is much less than before

||, My appetite is much greater than usual

__|; 1 have no appetite at all

], I crave food all of the time

||, I can concentrate as well as ever

__|, I can’t concentrate as well as usual

[ 1, It's hard to keep my mind on anything for very long
||, 1 find | can’t concentrate on anything

|, 1 am no more tired or fatigued than usual

(1, I get more tired or fatigued more easily than usual

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

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

||, I am much less interested in sex now

||, 1 have lost interest in sex completely

Participant’s Initials:

first middle last

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

Calerie Phase 2_CRF_V7.0_26 SEP 2008

2008 DCRI — Confidential CRF, page 171



calerie -

Center Number:

Participant Number:

Month 12 Submission

Datecompleted: ____ /_ _ _ / _ _ _ OR Not done — Specify reason (use codelist below):

day month

Profile of Mood States

Visit 1

Participant’s Initials: __

first middle last

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

Feeling Not At All A Little Moderately Quite A Bit Exiremely
1 Friendly Lo L [ ], [ ], L,
2 Tense . : X s .
3 Angry s . 2 3 4
4 Worn out 0 : X s .
5 Unhappy I

N

w

IS

6 Clear-headed

o

N

w

IS

7 Lively

(=)

N

w

IS

8 Confused

(=]

N

w

IN

9 Sorry for things done

o

N

w

IS

10 Shaky

o

N

w

IS

11 Listless

(=}

N

w

IS

12 Peeved

(=}

N

w

IS

13 Considerate

o

N

w

IS

14 Sad

o

N

w

IS

15 Active

o

N

w

IS

16 On edge

(=]

N

w

IS

17 Grouchy

(=}

N

w

IS

18 Blue

o

N

w

IS

19 Energetic

L L P L D P L D P L P L L L L

(=)

P Ly P P P P T ) L

P P P P P L P L L

N

P P P L P L P L P L P T

w

L L PO D D P L D P L L L | L

IS

20 Panicky

"

L L],

s

A

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Douglas M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. Al rights reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé.

Not Done Codelist: 1 Participant refused

2 Clinician unable to obtain

3 Insufficient time

4 Instrument failure

5 Not required

Calerie Phase 2_CRF_V7.0_26 SEP 2008

Participant’s Initials: __
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calerie -

Center Number:

Profile of Mood States (continued)

Participant Number:

Month 12 Submission

Visit 1

Participant’s Initials: __

first middle last

Not At

All A Little

Moderately

Quite A Bit

Extremely

21 Hopeless

-

L]

-

L

L

22 Relaxed

o

N

w

»

23 Unworthy

o

N

w

»

24 Spiteful

o

N

w

»

25 Sympathetic

o

N

w

»

26 Uneasy

o

N

w

»

27 Restless

o

N

w

»

28 Unable to concentrate

o

N

w

»

29 Fatigued

o

N

w

»

30 Helpful

o

N

w

»

31 Annoyed

o

N

w

»

32 Discouraged

33 Resentful

o

N

w

»

34 Nervous

o

N

w

»

35 Lonely

o

N

w

»

36 Miserable

o

N

w

»

37 Muddled

o

N

w

»

38 Cheerful

o

N

w

»

39 Bitter

o

N

w

»

40 Exhausted

o

N

w

»

41 Anxious

o

N

w

»

42 Ready to fight

LD DL D D D D D L D D LD D P DT P LT L [

o

LIV L D P P P e L I P L P

IV L T P L P T P L L L T P L P L P

N

LI P DT P e P T P L D L P L L [

w

LD DO D D D P D P D D L P L L

»

43 Good-natured

s

L,

L,

s

Ll

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Douglas M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. All rights reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé6.
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calerie -

Center Number:

Profile of Mood States (continued)

Participant Number:

Month 12 Submission

Visit 1

Participant’s Initials: __

first middle last

Not At All A Little

Moderately

Quite A Bit

Extremely

44 Gloomy

-

.

-

H

-

45 Desperate

o

N

w

»

46 Sluggish

o

N

w

»

47 Rebellious

o

N

w

»

48 Helpless

o

N

w

»

49 Weary

o

N

w

»

50 Bewildered

o

N

w

»

51 Alert

o

N

w

»

52 Deceived

o

N

w

»

53 Furious

o

N

w

»

54 Efficient

55 Trusting

o

N

w

»

56 Full of pep

(=]

N

w

»

57 Bad-tempered

o

N

w

»

58 Worthless

o

N

w

»

59 Forgetful

o

N

w

»

60 Carefree

o

N

w

»

61 Terrified

o

N

w

»

62 Guilty

o

N

w

»

63 Vigorous

o

N

w

»

64 Uncertain about things

LI LD DI D D P D P L P L PO L L L L L L

o

P D P D Py 0 p e OO e 0y ey L ) P L

P L P T P P T P L P P P P L

N

LV DL D P P D P e L e P L L L L

w

LD DD D L D P L D rn L L L DL

»

65 Bushed

-

L,

L,

s

Ly

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Douglas M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. All rights reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé.
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Perceived Stress Scale (pss)

Instructions: The questions in this scale ask you about your feelings and thoughts during the last month. In each case, please
indicate how often you felt or thought a certain way. Please check only one answer for each question.

Almost Some- Fairly Very

Never
Never times Often Often

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

L L Bl

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

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

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

I T A T A B A I A

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

Participant’s Initials:
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Ca I erj@ rPhos=2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Datecompleted: ____/__ _ / ____ ORNotdone — Specify reason (use codelist below):

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...

1 When have you usually gone to bed? __

00:00 t0 2359 _
2 How long (in minutes) has it taken you to fall asleep each night? minutes

3 When have you usually gotten up in the morning?

00:00 to 23:59

4 How many hours of actual sleep did you get at night?
(This may be different than the number of hours you spend inbed.) ___ . ___ hours

5 During the past month, how often have you had trouble ~ Notduring Lessthan  Once or 3 or more
the past once twice times

sleeping because YOU... (check only one answer per question) month a week aweek aweek

a Cannot get to sleep within 30 minutes

[
[
[
[

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

o
N
w

¢ Have to get up to use the bathroom

o
N
w

d Cannot breathe comfortably

o
N
w

e Cough or snore loudly

o
N
w

f Feel too cold

g Feel too hot

(=]
N
w

h Have bad dreams

(=]
N
w

Have pain

(=]
N
w

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

oL IR VL [l [
oL DRl DLl LI L [
oL R L L [
oL R L L [

o
N
w

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

Do D1 DZ Dii

© 1989, with permission from Elsevier Science.

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

Participant’s Initials:
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3 Phase 2 Month 12 Submission
calerie issor

Center Number: Participant Number: Participant’s Initials:

first middle last

Pittsburgh Sleep Quality Index (psal) (continued)

Once or 3 or more
Never O'I:;:I‘ twice each times each
week week

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

Only a very Somewhat

No problem ™" . 4 ofa Avery big
at all prol?lem problem problem
8 During the past month, how much of a problem has it n B B n
been for you to keep up enthusiasm to get things done? 0 1 2 3
Very Fairly Fairly Very
good good bad bad
9 During the past month, how would you rate your slee
9 P b4 b4 P Do D] Dz Da

quality overall?

Participant’s Initials:
first middle last
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

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

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 sexuval 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.

Section 1—Sexual Cognition/Fantasy

During the past 30 days or since the last time Notat)| Less | Tor2 | 1per |2o0r3) 4to6 | 1per|20r3) 4or

. .. all [than1| per | week | per per day per | more
you filled out this inventory, how often have per | month week | week day | per
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person HNrES RS E RN E RS S N

12 Bromcparts ot aman'sbody fes. e 1 0, | O | O | O | O | OO | OO | O | OO

shoulders, legs)

1.3 Erotic or romantic situations He AR SRR RS N

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
to orgasm

L PO (L PO POl L [ L L

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (F) Female Version (continued)

Section 2—Sexual Arousal

During the past 30 days or since the last Notat | Less | Tor2 | 1per |20r3 | 4106 | 1 per [20or3| 4or
. . .o all than 1 per | week | per per day per | more

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

did you have the following experiences? month day

2.1 Feel sexually aroused while alone [ | L L L POl L D | L L

2.2 Actively seek sexual satisfaction 1, | L S S P P O A

2.3 Feel sexually aroused with a
partner

Do D1 Dz D3 DA Ds Do D7 Ds

Never | Rarely |Sometimes | Usually | Always

2.4 Have normal lubrication with
masturbation

L P L Le [ LE | L

2.5 Have normal lubrication
S e " A o

throughout sexual relations

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (F) Female Version (continued)
Section 3—Sexual Behavior/Experiences

During the past 30 days or since the last Notat | Less | Tor2 | 1per [20or3 |4to6| 1Tper | 20r3 | 4or
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
activities?

month day

3.1 Reading or viewing romantic or
erotic books or stories

3.2 Masturbation S S S e P A M A I
3.3 Casual kissing and petting L L L L L0 f O | L | Ll | LS [ &
3.4 Sexual foreplay S S P I M A I

3.5 Sexual intercourse, oral sex, etc. L PO L Ch F O Ol O | O | O | O

Section 4—Orgasm

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

4.1 Your ability to have an orgasm EY RS RS RN
4.2 The intensity of your orgasm S e L, | O,
4.3 The ability to have multiple

orgasmes (if typical for you) D° D‘ Dz D3 -y
4.4 Feelings of closeness and together- | 0 = = 0

ness with your partner 0 1 2 3 4
4.5 Your sense of control (timing) of your

orgasm IS NS S N N
4.6 Feeling a sense of relaxation and

D0 D] Dg D;; D4

well-being after orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Center Number: _____ Participant Number: ___

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

Section 5—Drive and Relationship

Not at | Less 1or2 lper |[20r3 |4to6 | 1per | 20or3 4 or

all than 1 per week per per day per more
per | month week | week day per
month day

5.1 With the partner of your choice,

what would be your ideal SRR RS N S NS RS S

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Exiremely
all

5.2 During this period, how [, | L [ ], L L L

interested have you been in sex?

5.3 During this period, how satisfied
have you been with your
personal relationship with your o | LA LG | L
sexual partner?

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 description of the quality | [ | | [ | [ ], HS R SR

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (pIsF-sR) (M) Male Version

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

Section 1-Sexual Cognition/Fantasy

During the past 30 days or since the last time Notat | Less | Tor2 | Tper |20r3| 4t06 | 1per |20r3| 4or

you filled out this inventory, how often have all th::rl m':;:h week “'?:;k “E’:;k day 5:; n;:';e
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person (| O Ll O | O | O | O | O | Che

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

face, genitals, legs)

1.3 Erotic or romantic situations O f O O O | O | O | O | L,

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
to orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (M) Male Version (continued)

Section 2—Sexual Arousal

During the past 30 days or since the last fime | Notat| Less | Tor2 | 1per |20r3| 4to6 | 1per 20r3 | 4or

. . . . all |than1| 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 L DL O, PO O O O L L

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 | [ | | [ | | [ | [ [ L | CL | Ol [ L | L]

picture

2.4 A full erection during masturbation OO O O O O O

2.5 A full erection throughout the phases
of a normal sexual response cycle,
that is from undressing and foreplay
through intercourse and orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (M) Male Version (continued)

Section 3—Sexual Behavior/Experiences

During the past 30 days or since the last time |Notat| Lless | Tor2 | Tper |20r3 |4to6| 1per | 20r3 | 4or

you filled out the inventory, how often did ol th::r] m':?:;h week vf ee erk vf ee erk day 5:; n:;rre
you engage in the following sexval activities? month day

3.1 Reading or viewing romantic or
erotic books or stories

3.2 Masturbation N S 1 S O I W B O
3.3 Casual kissing and petting HY RS EES RS NN RS S
3.4 Sexual foreplay NS S S P P P I e A

3.5 Sexual intercourse, oral sex, etc. ENRES RSN AR SRR N

Section 4—Orgasm

During the past 30 days or since the last time | Not at [Slightly Moderately| Highly |Extremely
you filled out this inventory, how satisfied all
have you been with the following?

4.1 Your ability to have an orgasm Ll P D L L,

4.2 The intensity of your orgasm S o o e e

4.3 The length or duration of your
orgasm

4.4 The amount of seminal liquid that
you ejaculate

4.5 Your sense of control (timing) of your
orgasm

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

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (M) Male Version (continued)

Section 5—Drive and Relationship

Not at | Less lor2 | Tper [20r3 |4to6 | 1per | 20r3 4 or

all than 1 per week per per day per more
per | month week | week day per
month day

5.1 With the partner of your choice,
what would be your ideal s | [, [ ], [T, 1| Ok | O, ], [T,

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Exiremely
all

5.2 During this period, how interested
have you been in sex?

D0 D'| DZ D:; D4

5.3 During this period, how satisfied
have you been with your
personal relationship with your Lo | L - L p
sexual partner?

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 description of the quality | [, | [, [ ], A R A S O e

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

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.

::::;?:l Disagree| Nevtral | Agree S:';:::y
1 l::;;;cafr; :’r:;:fse desire to eat [one or more n n n n n
2 I'm craving [one or more specific foods]. ], ], ], ], [,
3 | have an urge for [one or more specific foods] ], [, [, [ ], [,
a E:;i:‘gilfgn:e:;:'elg?re specific foods] would make things M, M, M, M, M,
5 Ltcln\:lljri(rant:rgs;what | am craving, | am sure my mood n ], , ], .
6 E:;an?eE?uri.e or more specific foods] would feel M, M, M, M, -,
7 gr:dalt:f;zgei:hing, I wouldn’t feel so sluggish ml ], n -, n
8 Zggsifz'ii:c?blrgl craving would make me feel less grouchy M, M, M, M, M,
9 | would feel more alert if | could satisfy my craving. [ ], [ [, [, [,
10 Iefalﬁl:‘c;d“!one or more specific foods], | could not stop M, M, M, -, -,
1 2:2 "c::soirvcj,3 :g oe\:; l!lc:;e or more specific foods] nl , N -, n
12 ore spedii foods] verl Lactoally tove e o0 <" E A A A
13 | am hungry. n [, [ ], [, [,
14 If | ate right now, my stomach wouldn’t feel as empty. ], [, ], 1, ],
15 | feel weak because of not eating. ] ], [, (], [,

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

Month 12 Submission

Visit 1

Participant’s Initials: __
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Food Craving Inventory (Fci-)

For each of the foods listed below, please check the appropriate box.

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
have you experienced a craving for...

Never

Rarely

(once or twice)

Often

Always/Almost
Every Day

Cake

N

w

I

wn

Pizza

N

w

IS

(%)

Fried chicken

N

w

IS

wn

Gravy

N

w

IS

wn

Sandwich bread

N

w

IS

v

Sausage

N

w

IS

[

French fries

N

w

I

wn

Cinnamon rolls

N

w

I

(&)

O W N (&t b~ WO -

Rice

N

w

IS

()

10 Hot dog

N

w

IS

wn

11 Hamburger

N

w

IS

wn

12 Biscuits

N

w

IS

[

13 Ice cream

N

w

IS

wn

14 Pasta

15 Fried fish

N

w

IS

wn

16 Cookies

N

w

IS

wn

17 Chocolate

N

w

IS

wn

18 Pancakes or waffles

N

w

IS

(&)

19 Corn bread

N

w

IS

v

20 Chips

N

w

I

(&)

21 Rolls

N

w

IS

(&)

22 Ceredl

N

w

IS

n

23 Donuts

N

w

IS

wn

24 Candy

N

w

IS

wn

25 Brownies

N

w

IS

wn

26 Bacon

N

w

I

W

27 Steak

N

w

IS

(&)

28 Baked potato

N O

A (O

N

NN O I

w

N O

IS

N

wn

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

3 Insufficient time
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Date completed:

[/

day month year

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

Eating Inventory

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

! difficult to keep from eating, even if | have just finished a meal. L True L False

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
When | have eaten my quota of calories, | am usually good about

4 . | ], True [ ], False
not eating anymore.

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

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

7 I am no longer hungry. i Tree [, False
Since | am often hungry, | sometimes wish that while | am eating, an

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

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

10 Life is too short to worry about dieting. | ], True [, False
Since my weight goes up and down, | have gone on reducing diets

1 | ], True [ ], 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. | |, True [ |, False

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

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

16 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 T 1 Fdl
to eating then. e o FISE
While on a diet, if | eat food that is not allowed, | consciously eat less

18 ! el : W 1ously | ], True [, False

for a period of time to make up for it.

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

5 Not required
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Eating Inventory (continued)
19 Being with someone who is eating often makes me hungry to eat also. ], True [, False
20 When | feel blue, | often overeat. | ], True [ ], False
| enjoy eating too much to spoil it by counting calories or watchin
21 1°7. 9 P y 9 9 | ], True [ ], False
my weight.
When | see a real delicacy, | often get so hungry that | have to eat
22 Y 9 ary | ], True [, False
right away.
| often stop eating when | am not really full as a conscious means of
23 . ..
limiting the amount | eat. i Troe [ False
24 | get so hungry that my stomach often seems like a bottomless pit. | |, True [ |, False
25 My weight has hardly changed at all in the last ten years. |, True [ ], False
| am always hungry so it is hard for me to stop eating before I finish
26 Y ary P 9 | ], True [, False
the food on my plate.
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. ], 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
While on a diet, if | eat a food that is not allowed, | often splurge and
36 plurg | ], True [, False

eat other high calorie foods.

Participant’s Initials:
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Eating Inventory (continued)

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

How often are you dieting in a conscious

37 ffort to control e | |, Rarely [ |, Sometimes [ |;Usually [ ], Always
Would a weight fluctuation of 5 pounds :
38 affect the way you live your life? L Rarely [, Sometimes [ ], Usually [, Always
39 How often do you feel hungry? | |, Rarely [ |, Sometimes [ |, Usually [ |, Always
Do your feelings of guilt about overeating ,
40 help you to control your food intake? L Rarely [}, Somefimes [, Usually  [], Always
How difficult would it be for you to stop . e
41 eating halfway through dinner and not eat _ Easy r 4 S||ght|¥ O,IIHICU“
for the next four hours? __|; Moderately difficult [, Very difficult
a2 How conscious are you of what you are [, Not at all |, Slightly
ing?
eating? |, Moderately ||, Extremely
a3 How frequently do you avoid “stocking up” L1, Almost never [ 1, Seldom
; 2
on tempting foods? ||, Usually ||, Almost always
aa How likely are you to shop for low (1, Unlikely [ 1, Slightly likely
calorie foods? [, Moderately likely [ 1, Very likely
Do you eat sensibly in front of others and
45 splu):'ge alone? Y |, Never [ |,Rarely [ |;Often [ |, Always
a6 How likely are you to consciously eat slowly |, Unlikely [, Slightly likely
in order to cut down on how much you eat? [ |, Moderately likely [, Very likely
a7 How frequently do you skip dessert because [ ], Almost never [_], Seldom
?
you are no longer hungry? ||, At least once a week | |, Almost every day
ag How likely are you to consciously eat less |, Unlikely |1, Slightly likely
than you want? |, Moderately likely |1, Very likely
a9 Do you go on eating binges though you are ||, Never ||, Rarely

not hungry?

||, Sometimes

||, At least once a week

50

To what extent does this statement describe
your eating behavior? “I start dieting in the
morning, but because of any number of
things that happen during the day, by
evening | have given up and eat what | want,
promising myself to start dieting again
tomorrow.”

||, Not like me
||, Little like me
|1, Pretty good description
||, Describes me perfectly

of me

On a scale of 0 to 5, where 0 means no
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?

||, Eat whatever you want, whenever you want it

||, Usually eat whatever you want, whenever you want it
||, Often eat whatever you want, whenever you want it
Ds Often limit food intake, but often “give in”

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

__J; Constantly limiting food intake, never “giving in”
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day month year

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.

Not confident at all that

you can resist the desire to eat

1 2

3

Very confident that
you can resist the desire to eat

4 5 6 7 8 9

1 | can resist eating when | am anxious
(neryous).

(]

2

w

IS

5

o

/

©
0

2 | can control my eating on the weekend:s.

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

[ ]
s
[ ]

(]

| OO

[ ]
L,
[ ]

2

n el =

w

| O

IS

[ ]
s
[ ]

n el =

o

[ ]
D,
[ ]

n el =
n el =

0

5 7

oo

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

-

U
-
-

[
-
-
-
H
.

5 | can resist eating when | am watching TV.

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

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

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

9 | can resist eating even when | have a

headache.

| Not Done Codelist: 1 Participant refused

2 Clinician unable to obtain

3 Insufficient time

4 Instrument failure 5 Not required

Participant’s Initials:

first middle last
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

Weight Efficacy Lifestyle Questionnaire (WEL) (continued)

Not confident ot all that Very confident that

. you can resist the desire to eat you can resist the desire to eat
| am confident that:

o 1 2 3 4 5 6 7 8 9

10 | can resist eating when | am reading. O, O, O, O, O O, O, O O, O
n (chi:;GZEiist eating when | am angry T Lk h Lk Lk kL[ k)
12 Lc:gr:;sist eating even when | am at o0 0L, L L L oL O, O O
13 :):::s :ﬁlsr:sgt Ic::etitr:)g(::\:an when others are T Lk Lk Lk Lk kL [h [k
14 | can resist eating when | am in pain. -, O, O, O, O, O O, O, O [,
15 L::n resist eating just before going to s s e EnE ===
' experionced faore, e S R P A A A o R
17 L::r;;zs;li:tb(iz:ﬁng when high-calorie foods b Lk [ Lk [k [k k(b [
"% eibers wil be ot 11 dom's ot S A P A A A o
" umcomfonte, b TR L L L)
20 | can resist eating when | am happy. O, O, O, O O, O, O, O, O, O,

Participant’s Initials: ___
first_ middle Tast
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

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

day month year

Multiaxial Assessment of Eating Disorder Symptoms (Ma€Ds)

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
1 Fasting is a good way to lose weight. EN RSN N
2 My sleep isn’t as good as it used to be. T o P A O P I P P
3 | avoid eating for as long as | can. ENEES RN S N
4 Certain foods are “forbidden” for me to eat. T o P A O P I A P
5 L:::;etl(:?ﬁecr:l:tam foods in my house because | will alaloaloliololio
6 | can easily make myself vomit. IO O O O O | L,
7 | can feel that being fat is terrible. HEREESEES NN RN
8 | avoid greasy foods. I D
9 It's okay to binge and purge once in a while. HENEESEES NN RN
10 | don’t eat certain foods. I D L
11 | think | am a good person. ER SRS RN RS e
12 My eating is normal. O, ) O O ] L
13 | can’t seem to concentrate lately. HENEESEES NN RN
14 | try to diet by fasting. A A N A A R
15 | vomit to control my weight. ER RSN S N
16 Lately nothing seems enjoyable anymore. I O O O, O | L
17 Laxatives help keep you slim. EN RS ESEEN ENENE
18 | don’t eat red meat. P o P P P O I P P R
19 | eat so rapidly | can’t even taste my food. EN RSN N

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

Participant’s Initials: __

first middle last
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calerie -

Center Number: ___ Participant Number:

Month 12 Submission
Visit 1

Participant’s Initials: __

first middle last

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

Never

Very
Rarely

Rarely

Some-
tfimes

Often

Very
Often

Always

20 | do everything | can to avoid being overweight.

-

w

L

«

N

21 When | feel bloated, | must do something to rid myself
of that feeling.

N

w

IS

(&

o

~N

22 | overeat too frequently.

N

w

IS

(&

o

N

23 It’s okay to be overweight.

N

w

IS

(&

o

~N

24 Recently | have felt that | am a worthless person.

N

w

IS

n

o

~N

25 | would be very upset if | gained 2 pounds.

N

w

IS

1%

o

~N

26 | crave sweets and carbohydrates.

N

©w

IS

1%

o

~N

27 | lose control when | eat.

N

w

IS

L%

o

~N

28 Being fat would be terrible.

N

©w

IS

wn

o

~N

29 | have thought seriously about suicide lately.

N

IS

(5

~N

30 | don’t have any energy anymore.

N

w

IS

«

o

N

31 | eat small portions to control my weight.

N

w

IS

(&

o

~N

32| eat 3 meals a day.

N

w

IS

(&

o

N

33 Lately | have been easily irritated.

N

w

IS

(&

o

~N

34 Some foods should be totally avoided.

N

w

IS

1%

o

~N

35 | use laxatives to control my weight.

N

w

IS

1%

o

~N

36 | am terrified by the thought of being overweight.

N

w

IS

wn

o

N

37 Purging is a good way to lose weight.

N

w

IS

L L P P L L L L L

L%

N N N S S S S RS

o

HprENEEREEEEERI NS RN A E S EREEE NN EE NN

~N

38 | avoid fatty foods.

L D L L P L Py e o O p i L L

ENEEREEC RN R RN N EE RN EE AER NS R

N

NN Y I e

w

ENEREEC RN RN RN RN RN NS AER NS R

IS

s

L,

)
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

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

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

39 Recently | have felt pretty blue.

-
L
u

N

40 | am obsessed with becoming overweight.

EpEENEREEN AR NS RN R EE AR R R R

N

N
©w
IS
wn
o
N

41 | don’t eat fried foods.

N
w
»
wn
o
N

42 | skip meals.

N
(2]
IS
wn
o
~N

43 Fat people are unhappy.

N
(2]
IS
(&
o
~N

44 People are too concerned with the way | eat.

N
w
IS
(%]
o
~N

45 | feel good when I skip meals.

N
w
IS
(&
o
N

46 | avoid foods with sugar.

N
w
IS
(5
o
~N

47 | hate it when | feel fat.

N
w
o
N

48 | am too fat.

wn
o
N

49 | eat until | am completely stuffed.

N
w
S
wn
o
N

50 | hate to eat.

N
w
IN
wn
o
~N

51 | feel guilty about a lot of things these days.

N
w
»
1%
o
~N

52 I’'m very careful of what | eat.

N
w
IS
(&)
o
~N

53 | can “hold off” and not eat even if | am hungry.

N
w
IS
(%]
o
~N

54 | eat even when | am not hungry.

N
w
IS
(&
o
~N

L L Ly Ly L e P L L

(&

ENpEREESEER RN R ES RS ES RN RS RS R

o

55 Fat people are disgusting.

N
w
IS
N

P o D p Ly D L p e L Ly D P L p oy Ly L

HEpEEEpERSEN RSN R AR RS EE R RS

w

I L Ly Ly Ly oL Lo

N A A o B I O I R I

56 | wouldn’t mind gaining a few pounds.

.
-

Participant’s Initials: ___

first middle last
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 1

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Body Shape Questionnaire (8sq)

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

Over the Past Four Weeks... Never | Rarely i;:::' Often C‘),:I:yn Always
1 Has feeling bored made you brood about your shape? CL O O O O | O
2 Bove Do Toching theryoo cught 1o digrpre MetYey L | | L | | | L
3 tl:l)zv;z;:fﬁ\::;‘geh:;;q; ;:J?thighs, hips, or bottom are e
4 fl;l:e\r/); you been afraid that you might become fat (or a) O, alo oo
5 ::;/:g)ll];u worried about your flesh not being firm SOl ool oo
6 :,T; feeling full (e.g, after eating a large meal) made you feel Ao oo oo
7 :?::?you felt so bad about your shape that you have n n alol oo
8 :’-IVZ\I;TDI)::?U avoided running because your flesh might Aol ool oo
7 e cansovs abaut yoor shapas o You fee BN RS CE A
10 ztctxi\:‘tag):io:wv;grried about your thighs spreading out when Ol oo o] oo
11 ;—(I;; eating even a small amount of food made you feel Sl olo o
e Tt your own shaps tampared unfavorebly? | b | Lk DL | DL L | L
13 Has thinking about your shape interfered with your

ability to concentrate (e.g., while watching TV, reading, listening ] [, | O 1 O | L

to conversations)?
14 ;-IeZT |:l::::,ng naked, such as when taking a bath, made you =l O, 0ol oo
1 Dareslarty awars of e hope afyeur bodys 70 |0 | O |G || O | O
16 ::;;?you imagined cutting off fleshy areas of your al ) alo oo

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

Participant’s Initials: ___
first_ middle Tast
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calerie -

Center Number: ___ Participant Number:

Body Shape Questionnaire (Bsq) (continued)

Over the Past Four Weeks...

Never

Month 12 Submission

Rarely

Visit 1

Participant’s Initials: __

first middle last

Very

Often Always

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

]

-

-

L

s

-

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

N

W

S~

(9]
o

19 Have you felt excessively large and rounded?

N

©w

»

wn
o

20 Have you felt ashamed of your body?

N

w

S~

(5]
o

21 Has worry about your shape made you diet?

N

©w

»

wn
o

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

N

w

N~

[
o

23 Have you thought that you are the shape you are
because you lack self-control?

N

(2]

»

wn
o

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

N

w

S~

(&)
o

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

N

(2]

o

26 Have you vomited in order to feel thinner?

N~

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

N

(2]

»

wn
o

28 Have you worried about your flesh being dimply?

N

w

N~

[
o

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

N

w

»

wn
o

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

N

w

N

[
o

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

N

w

»

[
o

32 Have you taken laxatives in order to feel thinner?

N

w

IS

(9]
o

33 Have you been ﬁarticularly self-conscious about your
shape when in the company of other people?

N

©w

ENpEREESEEREES NSNS RN NSRS RN N

»

ENpERFEN NN EN SRR ES NSNS SEE S YRS NS

[
o

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

P D P Dy D p e L p ey L p o e | L

[ T e T Y

N

P P e L L P L L

w

U

NI e A

H

o
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3 Phase 2 Month 12 Submission
calerie issor

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
Handgrip Strength
Date and time of assessment: ____ /. / . Staff initials: ___
day month year 00:00 to 23:50 first_ middle last
OR Not done — Specify reason (use codelist below): ___
1 Dynometer handle position:
2 Dominant hand (check only one): | |, Left [ |, Right [ |, Ambidextrous
3 Handgrip strength:
Handgrip Strength | Zero Meter Check Right Hand Zero Meter Check Left Hand
Test 1—peak force o kg o kg
Test 2—peak force o kg o — kg
Test 3—peak force (o kg (o kg
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I erj@ rPhos=2 Month 12 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Isometric/lsokinetic Knee Extension and Flexion

Date and time of assessment: — /_monm_ /__ - G Staff initials: ——
OR Not done — Specify reason (use codelist below): ___
1 Recent injury or pain—right knee? [ | No [ |, Yes
2 Recent injury or pain—left knee? [ || No [ ], Yes
3 Specify machine used (PBRC only): [ |, Cybex | |, Biolex
If Not Done,
All values corrected for gravity effect torque Right Leg Left Leg Specify Reason
(Use codelist below)
3 60°/sec knee extension peak torque N.m N.m
total work N.m N.m
average power watts watts
4 60°/sec knee flexion peak torque N.m N.m
total work N.m N.m
average power watts watts
5 180°/sec knee extension peak torque N.m N.m
total work N.m N.m
average power watts watts
work fatigue index % %
6 180°/sec knee flexion peak torque N.m N.m
total work N.m N.m
average power watts watts
work fatigue index % %
7 Isometric knee extension: trial 1 peak torque N.m N.m
trial 2 peak torque N.m N.m
trial 3 peak torque N.m N.m
8 Isometric knee flexion:  trial 1 peak torque N.m N.m
trial 2 peak torque N.m N.m
trial 3 peak torque N.m N.m
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 2

Center Number: Participant Number: Participant’s Initials: -
first_ middle last
Weight date and time: ____/_ _ _ / I S Staff initials:
day month year 00:00 to 23:59 first middle last

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

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

Weight 1: _ _ _ .__ kg
Weight 2: . kg
Weight 3: .k
Weight of gown: . kg

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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Ca I erj@ rPhos=2 Month 12 Submission

Visit 2

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
6-Day Food Record
Complete below OR Not done — Specify reason (use Codelist below): Staff initials: — — —
Replacement Values
Day Day
Record Quali Record Quali
of Date of Record (check onl f)y of Date of Record (check onl :y
DLW check only one DLW check only one
D, Reliable D] Reliable
1 —duy—/—nmh—/——yw—— Dz Unreliable 8 —day—/—mh—/——yw—— D2 Unreliable
Ds Missing Da Missing
D, Reliable D] Reliable
2 —day—/—nmh_/__yw__ Dz Unreliable 9 _day_/_,mh_/__ym__ D2 Unreliable
Ds Missing Da Missing
D, Reliable D, Reliable
3 oy /_nmh_ /__yw__ Dz Unreliable 10 oy /_"mh_ /__yeur__ Dz Unreliable
D3 Missing D3 Missing
D, Reliable D, Reliable
4 oy /—nmh— /__yw—_ |, Unreliable n oy /—"mh_ /—_yw—_ "], Unreliable
Ds Missing D3 Missing
D, Reliable D, Reliable
5 v /—nmh— /_—yecr—_ D2 Unreliable 12 oy /—"mh_ /—_yea,—— D2 Unreliable
Da Missing D3 Missing
D, Reliable D, Reliable
6 v /_nmh— /_—yem—— ||, Unreliable 13 oy /—,mh— /——yer_ "], Unreliable
], Missing |5 Missing
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 2

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
V02 Max
1 Dateandtimeoftest: ___ /_ _ _ / Staff initials: __ ___
day month year 00:00 to 23:59 first middle last
OR Not done — Specify reason (use codelist below): ___
2 At what time was the participant’s last meal/snack eaten? ____:___
00:00 to 23:59
3 Rest ECG: Rhythm (check only one): D, Sinus Dz Atrial fibrillation D98 Other
Ventricular conduction (check only one): [_], Normal [ |, LBBB |, RBBB
4 Heart rate (HR) data: Resting heart rate: bpm
Age-predicted heart rate: bpm
Heart rate (max): bpm
5 Reason(s) for termination of testing (check all that apply):
__| Symptom limited (dyspnea, fatigue)
|| Angina/ischemia = Complete all that apply: HR when true cardiac angina occurred: bpm or ||, NA
HR when ischemic ECG changes occurred: bpm or [,y NA

|| Serious arrhythmias (VT or SVT)

|| Changes in blood pressure

|| Ventricular ischemia (schedule stress image study, complete ventricular episode report)
|| Orthopedic/extremity complaints (pains/cramps)

|| Other (specify):

6 Did frequent ventricular ectopy occur (e.g., > 7 PVCs/min, bi/tri-geminy, NSVT [> 3 beats])?
Do No

||, Yes = If Yes: When did it occur (check all that apply)? || During exercise || During recovery

7 Peak VO, mL/kg/min L/min
8 Did the participant meet at least 2 of the 3 VO, max criteria (see box,right)? a Achieve a plateau in VO, (change < 150 ml)
[, No between the final two stages
||, Yes = If Yes: VO : L/kg/mi L/mi b RER = 1.
1 Yes es:VO,max: ____ ml/kg/min — L/min ¢ HR max £ 5 bpm of age-predicted maximum

9 Exercise time:

minutes seconds

10 Blood pressure at VO, peak/VO, max: — Hg
systolic fastolic

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

12 Peak RER:

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

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

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 3

Center Number: _____ Participant Number: _________ Participant’s Initials: —
irst middle last
Core Temperature
Staff Provide Date of Time of Sample if :::?::er
Initials Sample Collection/Procedure Collection/Procedure (Use codelist below)
Start Date: Start Time
- ) i
day month year 00:00 to 23:59
Tfirst middle last
Stop Date: Stop Time
Ay A i
day month year 00:00 to 23:59
Inpatient Admission and Discharge
1 Inpdtient admission date and time: ____/_ /.
day month year 00:00 to 23:59
2 Inpdtient discharge date and time: ___ /. /.
day month year 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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3 Phase 2 Month 12 Submission
calerie ission

Center Number: Participant Number: Participant’s Initials:

first middle last

Delayed-type Hypersensitivity (ptH)

1 Was the DTH worksheet completed?
Do No
||, Yes = If Yes: Were any Exclusion criteria met? | |, No = Proceed with test
||, Yes = STOP. Do not administer test.

day month year

3 Injection by (initials): __

first middle last

4 Arminjected: | |, Right [ |, Left

5 DTH results:

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

A = Largest diameter

B = Second diameter perpendicular to A

24 Hour (@ Visit 4) 48 Hour (@ Visit 5)
Antigen
A (diameter) B (diameter) Read By: A (diameter) B (diameter) Read By:
1 Normal saline _  _  __mm|___ _ mm . mm|___ _  mm
2 Tetanus toxoid (T7) . mm|___  _ mm . mm|___ _ _ mm
Tfirst middle last first middle last
3 Candida . wml . mm (initials) wml . mm (initials)
4 Trichophyton - mm|__ _  mm MMl mm

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: ___/___ _ / S S Staff initials: __ ___
day month year 00:00 to 23:59 first middle last
OR Not done — Specify reason (use codelist below):
Clinic weight (if the two measurements are more than 0.1 kg apart, measure weight a third time):
Weight 1: kg
Weight 2: kg
Weight 3: N
Weight of gown: kg
Outcomes Labs
Date and time of lastmeal: ____ /_ /| S
day month year 00:00 to 23:59
Date and time sample collection started: ____/__ /.
day month year 00:00 to 23:59
If Not Done,
Sample Sample Complete? Reason Staff Initials
(Use codelist below)
Catecholamines D° No - st middle Tast.
D1 Yes
Blood o No - st middle Tast
D1 Yes
Oral glucose tolerance test (OGTT) Do No - Tirst middle Tast
D1 Yes

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

24-hour Urine Collection

Total Volume Date of Time of If Not Done, e
. . Reason Staff Initials
Collected Sample Collection Sample Collection (Use codelist below)

Start Date: Start Time:

- ) —
day month year 00:00 to 23:59

- ml - st middle Tost

Stop Date: Stop Time:

Ay A i
day month year 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

Sex Hormone

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

Contraception method (females only): || None OR Check all that apply:

|| Oral contraceptive = Specify:
Record on Concomitant Medications page

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

If Not Done Staff
Day 1 Date Time Reason | ..
(use codelist) Initials

Baysbrrersesifemalesonlby

Date and time of last meal (males only) v /_Mh_ /— e | “oomonzms

Hormone level blood draw 1 (males only) G /_Mh_ /——yem—— oo aise | ——————— | Tt e Tt

If Not Done Staff
Day 2 Date Time Reason .?
(use codelist) Initials

Metabolic Rate

If Not Done, Reason Staff Initials

Sample Date of Collection (Use codelist below)

Resting Metabolic Rate (RMR)—Visit 4 _ T T

[ ] Tufts—003 (623-002) | ] WASH U-001 (623-003) [ ] PBRC-016 (623-005)

Cart ID
|| Tufts-006 (623-006) | | 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
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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Ca I = ri @ PFPhase 2 Month 12 Submission

Visit 5

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: -
first middle last
.
Biopsy Labs
If Not Done,
Sample Date of Collection Reason Staff Initials
(Use codelist below)
Muscle biopsy e /_Mh_ /— e - Trat radle Tt
Fat biopsy —a [ —— e - T i T

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 18 Submission

Month 17 Visit

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: ____ /_ _ _ / S S Staff initials: _
day month year 00:00 to 23:59 first middle last

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

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

Weight 1: . kg
Weight 2: - .__kg
Weight 3: .k
Weight of gown: . kg

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?
g No

||, Yes = If Yes: Date urine pregnancy test performed: ____ /_ _ _ /

day month year

Results: D] Negative
Dz Positive

Outcomes Labs

Date and time sample collection started: ____/_ /.
day month year 00:00 to 23:59

Sample If Not Done, Reason

(Use codelist below) Staff Initials

Sample Complete?
If a sample is not obtained, indicate with a Not Done. P P

Do No

Blood - first middle last.
Dl Yes

Vaccine Administration If Not Done, Reason

NOTE: Before any vaccine is administered, review the vaccine questionnaire ] Staff Initials
- - (Use codelist below)
and protocol for participant eligibility.
[] Hepatitis A
Vaccine(s) given (check all that apply): [] Tetanus/diphtheria - R T
|| Pneumococcal vaccine

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

CR Visit 1/Control Visit

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: ___/_____ / i initials:
day month year 00:00 to 23:59 Staff Inlhals- Tirst middle

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

last

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

Weight 1: . kg

Weight 2: - kg

Weight 3: . kg

Weight of gown: . kg

Vital Signs

Assessment date and time: ____ /. / .
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials:
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time): first _middle last
Natural waist measurement 1: . cm
Natural waist measurement 2: . cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: ) cm
Umbilical point waist measurement 2: } cm
Umbilical point waist measurement 3: . cm

3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: T

4 Temperature: . °C OR Not done — Specify reason (use codelist below): Staff initials: T

5 Respirations: per minute OR Not done — Specify reason (use codelist below): Staff initials: yraon

6 Blood pressure (check only one): | |, Leftarm [, Right arm Staff initials: T
6a Bloodpressure1: _ _ _ / ~~ ~ mmHg Tme: ____ :____ ORNotdone —

systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

mm Hg  Time: S

6b Blood pressure 2:

systolic diastolic 00:00 to 23:59

______ mm Hg  Time:

6¢ Blood pressure 3:
systolic diastolic 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 1/Control Visit

Participant’s Initials:

Center Number: Participant Number: -
first middle last

Date and Time Findings Staff Initials

) Is ECG (check only one):
S A
day month year 00:00 to 23:59 D] Normal

Ab I, not clinically significant ify):
OR Not done = Specify reason D; normal, not clinically signfficant (specify) first middle Tast

(see codelist below):

||, Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal:

day month year " 00:00t0 2359
Date and time of sample collecton: ____/__ /.
day month year 00:00 to 23:59
If Not Done, Reason
Sample Sample Complete? o Staff Initials
(Use codelist below)
[ Jo No
Blood ° - Tt middle Tast
D] Yes
. [ Jo No
Urine ° - Tt middle Tast
D] Yes
Outcomes Labs
Date and time of last meal: -
day month year 00:00 to 23:59
Date and time sample collection started: ____/_ /.
day month year 00:00 to 23:59

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

Do No

Blood Oy - Tt middie Tast
es
1

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

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

CR Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Doubly Labeled Water (DLW)

1 Dateandtimeof DWWdosingg _ _ /_ _ _ / : Staff initials:

— e first middle last

day month year 00:00 to 23:59
OR Not done — Specify reason (use codelist below):

2 DLW dose mixture ID and bottle number: ____ - - - CA

3 Exact weight of DLW mixture: ___ . _ grams
4 Urine samples:
Collection Sample Date and Time Collected
Pre dosing (PD) PDa Tday /_mm_ /— Tyear T
PDb T e i
Day 0 (Visit 1) DOa e T e e
DOb e — T
Day 7 (Visit 2) D7a i i — e Toow0n 3550
D7b —a e s
Day 14 (Visit 4) Dl4a s i
D14b i I

Affix

1
i Test Sample E

Affix

5 Affix CRF page label(s) corresponding to this urine sample set: i ':
i Retest Sample E

Label Here

Label Here

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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3 Phase 2 Month 18 Submission
calerle CR Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?

Do No

||, Yes = If Yes: Date urine pregnancy test performed:

)/

day month year

Results: D] Negative
Dz Positive

1 Has the participant taken a calcium supplement today?
__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 No Dl Yes
DXA Scan DXA Rescan OR [ |, NA
Dateof scan: __ _ / _ _ / Date ofrescan: ___ / _ _ /
day month year ay month year
Area Scanned i I;::sb::e, Area Scanned
Check all that apply (Use codelist below) Check all that apply
|| Whole body - __| Whole body
D Forearm - D Forearm
D Spine - D Spine
D Hip - D Hip

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 2

Center Number: Participant Number: Participant’s Initials: -
first_ middle last
Weight date and time: ___ /_ _ _ / : Staff initials:
day month year 00:00 to 23:59 first middle last

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

Clinic weight (if the first two measurements are more than 0.1 I(g apart, measure weighfL a third time):

Weight 1: . kg
Weight 2: . kg
Weight 3: . kg
Weight of gown: . kg

Contraception

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

Contraception method (females only): || None OR Check all that apply:
|| Oral contraceptive = Specify:

Record on Concomitant Medications page
|| Other = Specify (e.g., barrier, IUD):

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes
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Month 18 Submission
CR Visit 2

Participant’s Initials:

calerie -

Center Number: Participant Number:

first middle last
6-Day Food Record
Complete below OR Not done — Specify reason (use Codelist below): Staff initials: — — —
Replacement Values
Day Day
Record Quali Record Quali
of Date of Record (check onl f)y of Date of Record (check onl :y
DLW check only one DLW check only one

D, Reliable D] Reliable

1 —duy—/—nmh—/——yw—— ||, Unreliable 8 —day—/—mh—/——yw—— |, Unreliable
Ds Missing Da Missing
D, Reliable D] Reliable

2 —day—/—nmh_/__yw__ ", Unreliable 9 _day_/_,mh_/__ym__ "], Unreliable
Ds Missing Da Missing
D, Reliable D, Reliable

3 oy /_nmh_ /__yw__ Dz Unreliable 10 oy /_"mh_ /__yeur__ Dz Unreliable
D3 Missing D3 Missing
D, Reliable D, Reliable

4 oy /—nmh— /__yw—_ |, Unreliable 1 oy /—"mh_ /—_yw—_ "], Unreliable
Ds Missing D3 Missing
D, Reliable D, Reliable

5 v /—nmh— /_—yecr—_ D2 Unreliable 12 oy /—"mh_ /—_yea,—— D2 Unreliable
], Missing |5 Missing
D, Reliable D, Reliable

6 v /_nmh— /_—yem—— ||, Unreliable 13 oy /—,mh— /——yer_ "], Unreliable
], Missing |5 Missing

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 2/Control Visit

Center Number: Participant Number: Participant’s Initials:

first middle last

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

day month year

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

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

||, 1 do not feel sad

||, I feel sad much of the time

1,1 am sad all of the time

|, 1 am so sad or unhappy that | can’t stand it

||, 1 am not discouraged about my future

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

|1 I feel my future is hopeless and will only get worse

], I do not feel like a failure

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

|, 1 feel | am a total failure as a person

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

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

||, 1 can't get any pleasure from the things | used to enjoy

||, 1 don't feel particularly guilty

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

||, 1 feel guilty all of the time

[ ],1 don't feel | am being punished
||, 1 feel I may be punished

| |, 1 expect to be punished

[ ], 1 feel | am being punished

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

], 1 am disappointed in myself
||, 1 dislike myself

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

Participant’s Initials:

first middle last
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 2/Control Visit

Center Number: Participant Number: Participant’s Initials:

first middle last

BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

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

(1,1 blame myself for everything bad that happens

], 1 don't have any thoughts of killing myself

||, I have thoughts of killing myself but | would not carry them out
|, 1 would like to kill myself

[, I would kill myself if | had the chance

| |, I don’t cry any more than | used to
|, I cry more than | used to

[, I cry over every little thing

||, 1 feel like crying, but | can't

], 1 am no more wound up or restless than usual

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

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

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

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

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

||, | make decisions about as well as ever

[ ], 1 find it more difficult to make decisions than usual

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

], 1 do not feel | am worthless

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

||, 1 feel utterly worthless

||, I have as much energy as ever

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

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

Participant’s Initials: __

first middle last
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 2/Control Visit

Center Number: Participant Number: Participant’s Initials:

first middle last

BDI-Il (continued)

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

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

||, | sleep somewhat more than usual

||, I sleep somewhat less than usual

", sleep a lot more than usual

__,l sleep a lot less than usual

|5 | sleep most of the day

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

|, 1 am no more irritable than usual
__|, I am more irritable than usual

|, I am much more irritable than usual
|, 1 am irritable all of the time

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

||, My appetite is somewhat greater than usual

||, My appetite is much less than before

||, My appetite is much greater than usual

__|; 1 have no appetite at all

], I crave food all of the time

||, I can concentrate as well as ever

__|, I can’t concentrate as well as usual

[ 1, It's hard to keep my mind on anything for very long
||, 1 find | can’t concentrate on anything

|, 1 am no more tired or fatigued than usual

(1, I get more tired or fatigued more easily than usual

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

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

||, I am much less interested in sex now

||, 1 have lost interest in sex completely

Participant’s Initials: ___ ___
first middle last
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 2/Control Visit

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

Datecompleted: ___ /_ _ _ / _ _ _ ORNotdone = Specify reason (use codelist below): ___

day month year

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.

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
1 Fasting is a good way to lose weight. EN RSN N
2 My sleep isn’t as good as it used to be. I D L
3 | avoid eating for as long as | can. EN RSN RN RN
4 Certain foods are “forbidden” for me to eat. I D L
5 L:::;:l(:?ﬁec::tam foods in my house because | will aOlaloaloliololio
6 | can easily make myself vomit. T S I I P I P P
7 | can feel that being fat is terrible. HEREESEES NN RN
8 | avoid greasy food:s. P o P P e S P P R
9 It's okay to binge and purge once in a while. HENEESEES NN RN
10 | don’t eat certain foods. P o P P e S P P R
11 | think | am a good person. ER RS EESEEN EREEe
12 My eating is normal. o o P P e O P P R
13 | can’t seem to concentrate lately. HENEESEES NN RN
14 | try to diet by fasting. P o P P e S P P R
15 | vomit to control my weight. HENEESEES NN RN
16 Lately nothing seems enjoyable anymore. o o P P e O P P R
17 Laxatives help keep you slim. HENEESEES NN RN
18 | don’t eat red meat. P o P P e P P R
19 | eat so rapidly | can’t even taste my food. HENEESEES NN RN

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

Participant’s Initials: __

first middle last
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calerie -

Center Number: ___ Participant Number:

Month 18 Submission
CR Visit 2/Control Visit

Participant’s Initials: __

first middle last

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
20 | do everything | can to avoid being overweight. HR RSN ES NN S S NS
21 \:f/?::t Ifizcleilnljfmted, | must do something to rid myself Slololololol o
22 | overeat too frequently. HR RSN ES NN NS S NS
23 It's okay to be overweight. S e e P O P O A A
24 Recently | have felt that | am a worthless person. HN RS EES RN NS NN
25 | would be very upset if | gained 2 pounds. S S S o P 0 P O
26 | crave sweets and carbohydrates. RO L, L O | L | L
27 | lose control when | eat. A O I A O P I A P
28 Being fat would be terrible. ER RS RN e
29 | have thought seriously about suicide lately. I A A
30 | don't have any energy anymore. L L L D L L f L,
31 | eat small portions to control my weight. A A A
32| eat 3 meals a day. LR DL L L | L | L | L
33 Lately | have been easily irritated. I O, Oy ) O O L | L
34 Some foods should be totally avoided. HR RSN ES NN NS S NS
35 | use laxatives to control my weight. IS A A A A A
36 | am terrified by the thought of being overweight. HR RS RN EEN RS NN
37 Purging is a good way to lose weight. S P S P A A I A
38 | avoid fatty foods. RO L, L O | L | L

Send to DCRI Forms Management * 2400 Pratt St. ©* Room 0311 Terrace Level
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 2/Control Visit

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
39 Recently | have felt pretty blue. LD O L F L [ L | L
40 | am obsessed with becoming overweight. I O, Oy ) O O | O | L
41 | don’t eat fried food:s. LR DL L L | L | L | L
42 | skip meals. S S I 1 O A P I O I
43 Fat people are unhappy. BN EES RN RS AEN N
44 People are too concerned with the way | eat. O S O P O R O I
45 | feel good when I skip meals. LD L Ll L | L | L
46 | avoid foods with sugar. S P S P O A A A
47 | hate it when | feel fat. LR L L L | L | L | L
48 | am too fat. S P S P P A A A
49 | eat until | am completely stuffed. ER RS RS RESEE AN
50 | hate to eat. S P P I P A S
51 | feel guilty about a lot of things these days. BN RN RN R A "
52 I'm very careful of what | eat. S I S S I A A T R I T
53 | can “hold off” and not eat even if | am hungry. HR RS RS N NS S NS
54 | eat even when | am not hungry. OO O, Oy ) O ) O L L
55 Fat people are disgusting. L L D L L f L,
56 | wouldn’t mind gaining a few pounds. S A o R A I e R A A

Participant’s Initials: __

first middle last
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

Inpatient Admission and Discharge

1 Inpatient admission date and time:

day month year T00:00 0 23:59
2 Inpatient discharge date and time: /. / .
day month year 00:00 to 23:59

Weight date and time: ___/____ _ /_ - Staff initials:
day month year 00:00 to 23:59 " el middle Tast

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

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

Weight 1: ___ .__kg
Weight 2: . kg
Weight 3: . kg
Weight of gown: . kg

Metabolic Rate

If Not Done, Reason

(Use codelist below) Staff Initials

Resting Metabolic Rate (RMR)—Visit 5 e - - T T

[ | Tufts-003 (623-002) [ | WASH U-001 (623-003) [ | PBRC-016 (623-005)

Cart ID
|| Tufts-006 (623-006) | | 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
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Ca I = ri @ PFPhase 2 Month 18 Submission

CR Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
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Ca I = ri @ PFPhase 2 Month 24 Submission

Month 23 Visit

Center Number: Participant Number: Participant’s Initials:

first middle last

i

Staff initials:

first middle last

month year 00:00 to 23:59

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

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

Weight 1: kg
Weight 2: . kg
Weight 3: . kg
Weight of gown: - kg

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?
Do No

||, Yes = If Yes: Date urine pregnancy testperformed: ___ /_ /.

day month year
Results: [ ], Negative
Dz Positive

Outcomes Labs

Date and time sample collection started: _____ /. /.
day month year 00:00 to 23:59

Sample If Not Done, Reason

(Use codelist below) Staff Initials

Sample Complete?
If a sample is not obtained, indicate with a Not Done. P P

Do No

Blood - Tost middle Tast
Dl Yes

Vaccine Administration If Not Done, Reason

NOTE: Before any vaccine is administered, review the vaccine questionnaire . Staff Initials
- g (Use codelist below)
and protocol for participant eligibility.
Vaccine(s) given: || Hepatitis A - first_ middle Tast

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I erj@ rPhos=2 Month 24 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: ___/_____ / i initials:
day month year 00:00 to 23:59 Staff |n||'|a|s. Tirst middle

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

last

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

Weight 1: . kg

Weight 2: . kg

Weight 3: . kg

Weight of gown: . kg

Vital Signs

Assessment date and time: ____ / /.
day month year 00:00 to 23:59

If waist measurement not done — Specify reason (use codelist below):

1 Natural waist measurement Staff initials:
(if the first two measurements are more than 1.0 cm apart, measure natural waist circumference a third time): first _middle last
Natural waist measurement 1: . cm
Natural waist measurement 2: . cm
Natural waist measurement 3: . cm

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

Umbilical point waist measurement 1: ) cm
Umbilical point waist measurement 2: } cm
Umbilical point waist measurement 3: . cm

3 Pulse: bpm OR Not done — Specify reason (use codelist below): Staff initials: T

4 Temperature: . °C OR Not done — Specify reason (use codelist below): Staff initials: T

5 Respirations: per minute OR Not done — Specify reason (use codelist below): Staff initials: yraon

6 Blood pressure (check only one): | |, Leftarm [, Right arm Staff initials: T
6a Bloodpressure1: _ _ _ / ~~ ~ mmHg Tme: ____ :____ ORNotdone —

systolic diastolic 00:00 to 23:59

Specify reason (use codelist below):

6b Blood pressure2: _ mm Hg  Time: i

systolic diastolic 00:00 to 23:59

6¢ Blood pressure3: _ /. mm Hg  Time:

systolic diastolic 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 1

Participant’s Initials:

Center Number: Participant Number: -
first middle last

Date and Time Findings Staff Initials

) Is ECG (check only one):
S A
day month year 00:00 to 23:59 D] Normal

Ab I, not clinically significant ify):
OR Not done = Specify reason D; normal, not clinically signfficant (specify) first middle Tast

(see codelist below):

||, Abnormal, clinically significant (specify):

Safety Labs

Date and time of last meal: -
day month year 00:00 to 23:59
Date and time of sample collecton: ____/__ /.
day month year 00:00 to 23:59
If Not Done, Reason
Sample Sample Complete? ' Staff Initials

(Use codelist below)

Do No

Blood

J first middle last
Dl Yes
]y No
. o
Urine - first middle last
Dl Yes

Pregnancy Test

Complete only for females.

Does participant have reproductive potential?
Do No

||, Yes = If Yes: Date urine pregnancy test performed: ___ /_ _ _ /

day month year

Results: [ ], Negative
D2 Positive

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
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 231



Ca I erj@ rPhos=2 Month 24 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Doubly Labeled Water (DLW)

1 Dateandtimeof DWWdosingg _ _ /_ _ _ / : Staff initials:

day month year 00:00 fo 23:59 st middle Tast

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

2 DLW dose mixture ID and bottle number: ____ - - - CA

3 Exact weight of DLW mixture: ___ . _ grams
4 Urine samples:
Collection Sample Date and Time Collected
Pre dosing (PD) PDa Tday /_mm_ /— Tyear T
PDb T e i
Day 0 (Visit 1) DOa e T e e
DOb e — T
Day 7 (Visit 2) D7a i i — e Toow0n 3550
D7b —a e s
Day 14 (Visit 4) Dl4a s i
D14b i I

Affix

1
Test Sample E

Affix

5 Affix CRF page label(s) corresponding to this urine sample set: i i
i Retest Sample E

Label Here

Label Here

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I erj@ rPhos=2 Month 24 Submission

Visit 1

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
Physical Examination
Date of examination: ____/___ _ /_ Staff initials: _
day month year first middle last
OR Not done — Specify reason (use codelist below):
Assessments
Body System If Abnormal or Not Done: Explain
Normal | Abnormal | Not Done
1 General appearance: L], Ly 0=
2 Head, Ears, Eyes, Nose, Throat: Dl Do_' _—
3 Neck: D1 [] o _—
4 Heart: DI Do_' _—
5 Lungs: [ 0o o7
6 Abdomen: D1 o= _—
7 Lymph nodes: L], o _—
8 Extremities/Skin: DI o =
9 Neurological: L o= _—
10 Musculoskeletal: L], 0 _—
Normal | Abnormal Not .
Done
11 Genitourinary: L], L _—
12 Breast: D1 Do—> _—
Physician’s Signature
Investigator: Date: —_ / _ _ /__ _
signafure day month year

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

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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3 Phase 2 Month 24 Submission
calerie issor

Center Number: Participant Number: Participant’s Initials:

first middle last

1 Has the participant taken a calcium supplement today?
__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 No D, Yes
DXA Scan DXA Rescan OR | |, NA
Dateof scan: _____/____ _ / Date ofrescan: ____ /_ _ _ /
day month year day month year
Area Scanned i :::l:::e’ Area Scanned
Check all that apply (Use codelist below) Check all that apply
|| Whole body - || Whole body
D Forearm - D Forearm
D Spine - D Spine
D Hip - D Hip

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 -

Center Number: ___ Participant Number:

Month 24 Submission
Visit 1

Participant’s Initials:

first middle last

Datecompleted: ____ /_ _ _ / _ _ _ OR Not done — Specify reason (use codelist below):

day month year

RAND SF-36

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

In general, would you say
your health is:

| |, Excellent | ],Verygood [ |,Good [ |,Fair [ J,Poor

||, Much better now than 1 year ago
Compared to one year ago, ||, Somewhat better now than 1 year ago

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

general now? ||, Somewhat worse now than 1 year ago
||, Much worse now than 1 year ago

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

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

3

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

N
w

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

N
w

Lifting or carrying groceries

N
w

Climbing several flights of stairs

N
w

Climbing one flight of stairs

Bending, kneeling or stooping

w

Walking more than a mile

N
w

10 Walking several blocks

N
w

11 Walking one block

I I e O T S R

w

LD ) o pLey

N

12 Bathing or dressing yourself

NI s s A e

N

, s

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

Participant’s Initials:

first middle last
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calerie -

Center Number:

Rand SF-36 (continued)

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

Participant Number: ___

Month 24 Submission

Visit 1

Participant’s Initials: ___

first middle last

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

Ds Extremely

Participant’s Initials: ___

first middle last
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RAND SF-36 (continued)

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

Center Number: ___ Participant Number:

All of the Most of A Good Some of A Little of None of

Time the Time Bit of the the Time the Time the Time

How much of the time during the past 4 weeks...
Time

23 Did you feel full of pep? [ ], [, [ ], [ ], L L)
24 Have you been a very nervous person? [, ], [ L1, L], L],
A g could cheeryouups TPo et L (L L L [
26 Have you felt calm and peaceful? L], [ ], ], [, [, L,
27 Did you have a lot of energy? [ ], [ ], [ ], L, [ s [,
28 Have you felt downhearted and blue? [, [ ], ], L], ], [,
29 Did you feel worn out? S [ ], [ ], [, [ ], [,
30 Have you been a happy person? [, ], ], L], L], [,
31.Did you feel tired? i [ ], [ ], L, [ ], [ ],

32 During the past 4 weeks, how much of the time has All of the Mostof Some of A Litle of None of
your physical health or emotional problems Time the Time the Time the Time the Time
interfered with your social activities (like visiting friends,

L], [, R [, [,

relatives, etc)?

e o I oo
How true or false is each of the following statements for you? Definitely Mostly  Don’t Mostly  Definitely

Trve Trve Know False False
33 | seem to get sick a little easier than other people. [ ], [ ], [ ], L1, [ ],
34 | am healthy as anybody | know. ], ], ], L, ]
35 | expect my health to get worse. [ ], [ ], [ ], L1, [ ],
36 My health is excellent. ], [, [, L], L]

Participant’s Initials: __

first middle last
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Center Number: Participant Number: Participant’s Initials:

first middle last

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

day month year

Instructions: This questionnaire consists of 21 groups of statements. Please read each group of statements carefully and then

pick out the one statement in each group that best describes the way you have been feeling during the past two

weeks, including today. Check the box beside the statement you have picked. Be sure that you check only one

statement for each group, including item 16 and item 18.

1 Sadness:

2 Pessimism:

3 Past failure:

4 Loss of pleasure:

5 Guilty feelings:

6 Punishment feelings:

7 Self-dislike:

||, 1 do not feel sad

[, 1 feel sad much of the time

|, am sad all of the time

||, 1 am so sad or unhappy that | can’t stand it

|, 1 am not discouraged about my future

|, I feel more discouraged about my future than | used to be
[ 1,1 do not expect things to work out for me

||, | feel my future is hopeless and will only get worse

|, 1 do not feel like a failure

"], 'have failed more than | should have
], As | look back, | see a lot of failures

||, 1 feel | am a total failure as a person

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

|1, I get very litle pleasure from the things | used to enjoy

[ 1,1 can’t get any pleasure from the things | used to enjoy

|, I don't feel particularly guilty

|1, I feel guilty over many things | have done or should have done
|, | feel quite guilty most of the time

||, 1 feel guilty all of the time

| |, 1 don't feel | am being punished
[ ], 1 feel I may be punished

], | expect to be punished

||, 1 feel | am being punished

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

], 1 am disappointed in myself
||, 1 dislike myself

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

Participant’s Initials: __ ___
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BDI-Il (continued)

8 Self-criticalness:

9 Suicidal thoughts or wishes:

10 Crying:

11 Agitation:

12 Loss of interest:

13 Indecisiveness:

14 Worthlessness:

15 Loss of energy:

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

(1,1 blame myself for everything bad that happens

], 1 don't have any thoughts of killing myself

L1, I'have thoughts of killing myself but | would not carry them out
|, 1 would like to kill myself

[, I would kill myself if | had the chance

||, 1 don't cry any more than | used to
|, I cry more than | used to

||, 1 cry over every little thing

||, 1 feel like crying, but | can't

], 1 am no more wound up or restless than usual

L1, I feel more restless or wound up than usual

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

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

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

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

||, | make decisions about as well as ever

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

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

[ ], 1 do not feel | am worthless

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

||, 1 feel utterly worthless

|, I have as much energy as ever

|, I have less energy than | used to have

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

Participant’s Initials: __

first middle last
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BDI-Il (continued)

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

17 Irritability:

18 Changes in appetite:

19 Concentration difficulty:

20 Tiredness or fatigue:

21 Loss of interest in sex:

||, | sleep somewhat more than usual

||, I sleep somewhat less than usual

", sleep a lot more than usual

__,l sleep a lot less than usual

|5 | sleep most of the day

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

|, 1 am no more irritable than usual
__|, I am more irritable than usual

|, I am much more irritable than usual
|, 1 am irritable all of the time

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

||, My appetite is somewhat greater than usual

||, My appetite is much less than before

||, My appetite is much greater than usual

__|; 1 have no appetite at all

], I crave food all of the time

||, I can concentrate as well as ever

__|, I can’t concentrate as well as usual

[ 1, It's hard to keep my mind on anything for very long
||, 1 find | can’t concentrate on anything

|, 1 am no more tired or fatigued than usual

(1, I get more tired or fatigued more easily than usual

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

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

||, I am much less interested in sex now

||, 1 have lost interest in sex completely

Participant’s Initials:

first middle last
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Center Number: ___ Participant Number:

Datecompleted: ____ /_ _ _ / _ _ _ OR Not done — Specify reason (use codelist below):

day month year

Profile of Mood States

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

Feeling Not At All A Litle Moderately Quite A Bit Extremely
1 Friendly [ ], [, [, [ ], [ ],
2 Tense . : X s .
3 Angry . : ! s .
4 Worn out . : X s .
5 Unhappy

(=)
N
w
IS

6 Clear-headed

o
N
w
IS

o
N
w
IS

[] [] [] [] []
[ ] [ ] [ ] [ ] [ ]
[] [] [] [] []
[ ] [ ] [ ] [ ] [ ]
[] [] [] [] []
7 Lively [, [ ], [ ], [, [,
8 Confused ], ], ], L], L],
9 Sorry for things done [, ], [ ], L ] L,
10 Shaky , ], L], L L,
11 Listless [, [, [ ], [ |, [,
12 Peeved ], ], ], L], L,
13 Considerate [ o [ ], [ ], L, L s
14 Sad [, ], [, [ [,
15 Active [, [ ], [ ], [, [,
16 On edge [, ], [, [, L1,
17 Grouchy [ o } L Lk [,
18 Blue ] ] ] [] []
[ ] [ ] [ ] [ ] [ ]

19 Energetic

(=]
N
w
IS

20 Panicky L, L], [, R L],

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Douglas M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. All rights reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé.

| Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required |
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Participant’s Initials: __
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Center Number: ___ Participant Number:

Profile of Mood States (continued)

Feeling Not At All A Little Moderately  Quite ABit  Extremely
21 Hopeless [, [, [ ], [, L
22 Relaxed ], ], ], L], L],
23 Unworthy [, ], [ ], [ L, [,
24 Spiteful [, ], ], L], L,
25 Sympathetic [T, n [ ], [ ], [,
26 Uneasy [, ], ], [, L],
27 Restless ], [ ], [ ], [ ], [,
28 Unable to concentrate [, ], [, [, [,
29 Fatigued ], [ ], [ ], [ ], [,
30 Helpful [, ], ], L], L],
31 Annoyed [, [, [, [ & [ s
32 Discouraged [, ], [, L], L,
33 Resentful ], [ ], [ ], [, [,
34 Nervous ], ], [, [, L],
35 Lonely [, ], [ ], [ ], L s
36 Miserable ], ], ], L], L],
37 Muddled T, [ ], [ ], [, [,
38 Cheerful " ], L], L], L,
39 Bitter ], [, [, [, )
40 Exhausted ], ], ], L], L],
41 Anxious [, ] [ [ ] L,
42 Ready to fight [, ], ], [, L],

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

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Douglas M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. All rights reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé.
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Center Number: ___ Participant Number:

Profile of Mood States (continued)

Feeling Not At All A Little Moderately Quite A Bit Exiremely

44 Gloomy

[
[
[
[
0

45 Desperate

o
N
w
»

46 Sluggish

o
N
w
»

47 Rebellious

o
N
w
»

48 Helpless

o
N
w
»

49 Weary

o
N
w
»

50 Bewildered

o
N
w
»

51 Alert

o
N
w
»

52 Deceived

o
N
w
»

53 Furious

(=]
N
w
»

54 Efficient

o
N
w
»

55 Trusting

56 Full of pep

o
N
w
»

57 Bad-tempered

o
N
w
»

58 Worthless

o
N
w
»

59 Forgetful

o
N
w
»

60 Carefree

o
N
w
»

61 Terrified

o
N
w
»

62 Guilty

o
N
w
»

63 Vigorous

o
N
w
»

LI DL DI P D D D P L L D L DL LI L L)L
P P P 0 P e ey P ) DI P L
P L P L P i L P L P ) L L
P L P T P LT P L L L L P L LT L
VD DD D P D P D p o L D L D rn D pL | L L

64 Uncertain about things

65 Bushed [, L, [ ], [ [ ],

Copyright © 2003, 2005 Maurice Lorr, Ph.D., Douglas M. McNair Ph.D., and JW P. Heuchert, Ph.D. under exclusive license to Multi-Health Systems Inc. All rights reserved. In the U.S.A., P.O. Box
950, North Tonawanda, NY 14120-0950. In Canada, 3770 Victoria Park Ave., Toronto, ON M2H 3Mé.

o
N
w
»
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Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Perceived Stress Scale (pss)

Instructions: The questions in this scale ask you about your feelings and thoughts during the last month. In each case, please
indicate how often you felt or thought a certain way. Please check only one answer for each question.

Almost Some- Fairly Very

Never
Never times Often Often

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

L L Bl

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

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

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

I T A T A B A I A

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

Participant’s Initials: ___
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Datecompleted: ____/__ _ / ____ ORNotdone — Specify reason (use codelist below):

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...

1 When have you usually gonetobed? .
00:00 to 23:59

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

3 When have you usually gotten up in the morning?

00:00 to 23:59

4 How many hours of actual sleep did you get at night?
(This may be different than the number of hours you spend inbed.) ___ . ___ hours

5 During the past month, how often have you had trouble =~ Notduring Less than  Once or 3 or more
the past once fwice fimes

sleeping because You... (check only one answer per question) month a week a week a week

a Cannot get to sleep within 30 minutes

o
L

L,

-

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

(=]

2

w

¢ Have to get up to use the bathroom

o

2

w

d Cannot breathe comfortably

o
N
w

e Cough or snore loudly

(=]
N
w

f Feel too cold

g Feel too hot

o
N
w

h Have bad dreams

o
N
w

Have pain

o
N
w

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

oL e IR [T [
oL e Ll DLl O

o

]
[ ]
]
[ ]
]
[ ]
]
[ ]
]

oL R e T [

w

2

6 During the past month, how often have you taken ] B B ]
medicine (prescribed or “over the counter”) to help you sleep? 0 1 2 3

© 1989, with permission from Elsevier Science.

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

Participant’s Initials: -
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Pittsburgh Sleep Quality Index (psal) (continued)

Once or 3 or more
Never O'I:;:I‘ twice each times each
week week

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

Only a very Somewhat

No problem ™" . 4 ofa Avery big
at all prol?lem problem problem
8 During the past month, how much of a problem has it n B B n
been for you to keep up enthusiasm to get things done? 0 1 2 3
Very Fairly Fairly Very
good good bad bad
9 During the past month, how would you rate your slee
9 P b4 b4 P Do D] Dz Da

quality overall?

Participant’s Initials:

first middle last
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Date completed: ——/———/———— OR Not done — Specify reason (use codelist below):

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 sexuval 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.

Section 1-Sexual Cognition/Fantasy

During the past 30 days or since the last time Notat) Less | 1or2 | 1per 2or3) 4to6 | 1per|20r3) 4or

all [than1| per | week | per per day | per | more
you filled out this inventory, how often have per | month week | week day | per
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person Lo L Dy L L L e L L

1.2 Erotic parts of a man’s body (e g, face,
shoulders, legs)

1.3 Erotic or romantic situations HerEREES RS RS AR

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
to orgasm

L PO L PO p Ll L [ 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

Participant’s Initials:
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Derogatis Interview for Sexual Function (DISF-SR) (F) Female Version (continued)

Section 2—Sexual Arousal

During the past 30 days or since the last Notat | Less | Tor2 | 1per |20r3 | 4106 | 1 per [20or3| 4or
. . .o all than 1 per | week | per per day per | more

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

did you have the following experiences? month day

2.1 Feel sexually aroused while alone [ | L L L POl L D | L L

2.2 Actively seek sexual satisfaction 1, | L S S P P O A

2.3 Feel sexually aroused with a
partner

Do D1 Dz D3 DA Ds Do D7 Ds

Never | Rarely |Sometimes | Usually | Always

2.4 Have normal lubrication with
masturbation

L P L Le [ LE | L

2.5 Have normal lubrication
S e " A o

throughout sexual relations

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (F) Female Version (continued)

Section 3—Sexual Behavior/Experiences

During the past 30 days or since the last Notat| Less | Tor2 | Tper |[20or3 |4to6| 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
activities?

month day

3.1 Reading or viewing romantic or
erotic books or stories

3.2 Masturbation S S S P I IO I
3.3 Casual kissing and petting IS S A O S I O S B B
3.4 Sexual foreplay S S S s P S N M I

3.5 Sexual intercourse, oral sex, etc. EY RS RS RS RN R RN R

Section 4—Orgasm

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

4.1 Your ability to have an orgasm EY RN RN
4.2 The intensity of your orgasm OO O O ]
4.3 The ability to have multiple

orgasmes (if typical for you) D° D‘ Dz D:" s
4.4 Feelings of closeness and together- | 0 = u -

ness with your partner 0 1 2 3 4
4.5 Your sense of control (timing) of your

orgasm Lo LA Le | L | L
4.6 Feeling a sense of relaxation and

D0 Dl D2 D;; D4

well-being after orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (F) Female Version (continued)

Section 5—Drive and Relationship

Not at | Less 1or2 lper |[20r3 |4to6 | 1per | 20or3 4 or
all than 1 per week per per day per more
per | month week | week day per

month day

5.1 With the partner of your choice,

what would be your ideal SRR RS NS S S RS

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Exiremely
all

5.2 During this period, how L | L [ ], L L L

interested have you been in sex?

5.3 During this period, how satisfied
have you been with your
personal relationship with your SUSE I E S
sexual partner?

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 description of the quality | [ | | [ [ [, | U, | CL | Ll | L | L | [

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Date completed: —_—/—_——/——_— OR Not done = Specify reason (use codelist below):

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 sexuval fantasies or daydreams,
while another inquires about the kinds of sexual experiences that you have. You are also asked about the nature of your
sexual 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 “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.

Section 1=Sexual Cognition/Fantasy

During the past 30 days or since the last time Notat| Lless | 1or2 | 1per (20r3| 4to6 | 1per |20r3| 4or

you filled out this inventory, how often have all th::r] mti:h week vf:;k Vf:;k day 5:; n;:';_e
you had thoughts, dreams, or fantasies about: month day

1.1 A sexually attractive person (o | Oy Ll O O f O | Ok | O | O

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

face, genitals, legs)

1.3 Erotic or romantic situations O Oy O O O | O | O | L

1.4 Caressing, touching, undressing, or
foreplay

1.5 Sexual intercourse, oral sex, touching
to orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (M) Male Version (continued)

Section 2—Sexual Arousal

During the past 30 days or since the last fime | Notat| Less | Tor2 | 1per |20r3| 4to6 | 1per 20r3 | 4or

. . . . all |than1| 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 L DL O, PO O O O L L

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 | [ | | [ | | [ | [ [ L | CL | Ol [ L | L]

picture

2.4 A full erection during masturbation OO O O O O O

2.5 A full erection throughout the phases
of a normal sexual response cycle,
that is from undressing and foreplay
through intercourse and orgasm

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (M) Male Version (continued)

Section 3—Sexual Behavior/Experiences

During the past 30 days or since the last ime |Notat| less | Tor2 | 1per |20r3 |4to6| 1per | 20r3 | 4or

. . . all |than1| per week | per per day per more
you filled out the inventory, how often did per | month week | week day per

you engage in the following sexval activities? month day

3.1 Reading or viewing romantic or
erotic books or stories

3.2 Masturbation S S S P S P O e R A
3.3 Casual kissing and petting HES RS RS NS A S R
3.4 Sexual foreplay S S P P P A

3.5 Sexual intercourse, oral sex, etc. EN SRR RS AR RS RS RS "

Section 4—Orgasm

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

4.1 Your ability to have an orgasm EN RN R RN

4.2 The intensity of your orgasm S S e S B e

4.3 The length or duration of your
orgasm

4.4 The amount of seminal liquid that
you ejaculate

4.5 Your sense of control (timing) of your
orgasm

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

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Derogatis Interview for Sexual Function (DISF-SR) (M) Male Version (continued)

Section 5—Drive and Relationship

Not at | Less lor2 | Tper [20r3 |4to6 | 1per | 20r3 4 or

all than 1 per week per per day per more
per | month week | week day per
month day

5.1 With the partner of your choice,
what would be your ideal s | [, [ ], [T, 1| Ok | O, ], [T,

frequency of sexual intercourse?

Not at | Slightly | Moderately | Highly | Exiremely
all

5.2 During this period, how interested
have you been in sex?

D0 D'| DZ D:; D4

5.3 During this period, how satisfied
have you been with your
personal relationship with your Lo | L - L p
sexual partner?

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 description of the quality | [, | [, [ ], A R A S O e

of your sexual functioning?

Copyright © 1987 by Leonard R. Derogatis, PhD.
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Center Number: ___ Participant Number:

Month 24 Submission

Participant’s Initials:

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Visit 1

first middle last

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.

::::;?z Disagree| Nevtral | Agree S:::::y
1 l::;;;cafr; :’r:;:fse desire to eat [one or more n n n n n
2 I'm craving [one or more specific foods]. ], ], ], ], [,
3 | have an urge for [one or more specific foods] ], [, [, [, [,
a E:;i:‘gilfgn:e:;:'elg?re specific foods] would make things M, M, M, M, M,
5 Ltcln\:lljri(rant:rgs;what | am craving, | am sure my mood n ], , ], .
6 E:;an?eE?uri.e or more specific foods] would feel n M, M, M, -,
7 gr:dalt:f;zgei:hing, I wouldn’t feel so sluggish nl ], n -, n
8 Zggsifz'ii:c?blrgl craving would make me feel less grouchy M, M, M, M, M,
9 | would feel more alert if | could satisfy my craving. [, [, [, [, [,
10 Iefalﬁl:‘c;d“!one or more specific foods], | could not stop n M, M, o, -,
1 2:2 "c::soirvcj,3 :g oe\:; l!lc:;e or more specific foods] nl ], n -, n
12 ore spedii foods] verl Lactoally tove e o0 <" I I A A A
13 | am hungry. n [, [ ], [, [,
14 If | ate right now, my stomach wouldn’t feel as empty. L], [, ], 1, ],
15 | feel weak because of not eating. ] [, [, (], [,

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

4 Instrument failure

5 Not required |
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Center Number:

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Participant Number:

Month 24 Submission

Visit 1

Participant’s Initials: __

first middle last

Food Craving Inventory (Fci-1)

For each of the foods listed below, please check the appropriate box.

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
have you experienced a craving for...

Never

Rarely

(once or twice)

Often

Always/Almost
Every Day

Cake

N

w

IS

(&)

Pizza

N

w

IS

v

Fried chicken

N

w

IS

wn

Gravy

N

w

IS

wn

Sandwich bread

N

w

IS

n

Sausage

N

w

IS

[

French fries

N

w

IS

(%)

Cinnamon rolls

N

w

IS

wn

O 0 N | h|O N -

Rice

N

w

IS

wn

10 Hot dog

N

w

I

wn

11 Hamburger

N

w

IS

wn

12 Biscuits

N

w

I

wn

13 Ice cream

N

w

IS

wn

14 Pasta

15 Fried fish

N

w

IS

wn

16 Cookies

N

w

IS

(&)

17 Chocolate

N

w

IS

v

18 Pancakes or waffles

N

w

IS

(&)

19 Corn bread

N

w

IS

wn

20 Chips

N

w

IS

()

21 Rolls

N

w

IS

wn

22 Ceredl

N

w

IS

n

23 Donuts

N

w

IS

wn

24 Candy

N

w

IS

wn

25 Brownies

N

w

IS

v

26 Bacon

N

w

IS

wn

27 Steak

N

w

5

wn

28 Baked potato

N O Y

Y O O

N

N T O O

w

Y O O O

IS

[ O

wn

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

3 Insufficient time

4 Instrument failure

5 Not required |
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Date completed:

‘

Center Number: Participant Number:

A —

ay month year

Eating Inventory

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

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

Participant’s Initials:

Month 24 Submission

Visit 1

first middle last

! difficult to keep from eating, even if | have just finished a meal. i Troe [, False

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
When | have eaten my quota of calories, | am usually good about

4 . | ], True [, False
not eating anymore.

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

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

7 I am no longer hungry. i Tree [, False
Since | am often hungry, | sometimes wish that while | am eating, an

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

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

10 Life is too short to worry about dieting. |, True [ |, False
Since my weight goes up and down, | have gone on reducing diets

" more than once. i Troe [ False

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

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

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

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

17 eating then. i Tree [y False
Whil diet, if | eat food that is not allowed, | iously eat |

18 ile on a diet, if | eat food that is not allowed, | consciously eat less L Trve [ ), False

for a period of time to make up for it.

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

5 Not required |
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Send to DCRI Forms Management ¢ 2400 Pratt St. ©+ Room 0311 Terrace Level © Durham NC 27705
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential

CRF, page 257



Ca I erj@ rPhos=2 Month 24 Submission

Visit 1

Center Number: _____ Participant Number: _________ Participant’s Initials: —
Eating Inventory (continued)
19 Being with someone who is eating often makes me hungry to eat also. ], True [, False
20 When | feel blue, | often overeat. | ], True [, False
| enjoy eating too much to spoil it by counting calories or watchin
21 1oy, ° P y ° 9 [ ], True [ ], False
my weight.
When | see a real delicacy, | often get so hungry that | have to eat
22 Y 9 ary | ], True [ |, False
right away.
| often stop eating when | am not really full as a conscious means of
23 . ..
limiting the amount | eat. L True [, False
24 | get so hungry that my stomach often seems like a bottomless pit. |, True [ |, False
25 My weight has hardly changed at all in the last ten years. | |, True [ |, False
| am always hungry so it is hard for me to stop eating before | finish
26 Y ary P 9 | ], True [ |, False
the food on my plate.
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. | ], 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
While on a diet, if | eat a food that is not allowed, | often splurge and
36 plurg ||, True [, False

eat other high calorie foods.

Participant’s Initials:

Send to DCRI Forms Management ¢ 2400 Pratt St. ©+ Room 0311 Terrace Level © Durham NC 27705
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRE, page 258

first middle last



calerie -

Center Number:
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Visit 1

Participant’s Initials: ___

first middle last

Eating Inventory (continued)

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

How often are you dieting in a conscious

37 ffort to control your weight? | |, Rarely [ |, Sometimes [ |;Usually [ ], Always
Would a weight fluctuation of 5 pounds ,
38 affect the way you live your life? L Rarely [ ], Sometimes ], Usually [ ], Always
39 How often do you feel hungry? | |, Rarely [ ], Sometimes [ |, Usually [ |, Always
a0 Do your feelings of guilt about overeating "1 Rarely [ | Somefi . Usvally [, Al
help you to control your food intake? 1 Rarely L, somelimes s Usually L, Always
How difficult would it be for you to stop . .
41 eating halfway through dinner and not eat _, Easy » L], Sllghtlx 9||Ff|cult
for the next four hours? ||, Moderately difficult [ ], Very difficult
a2 How conscious are you of what you are [, Not at all |, Slightly
eating? |l Moderately ||, Extremely
a3 How frequently do you avoid “stocking up” [ ]; Almost never ], Seldom
on tempting foods? |, Usually |1, Almost always
ag How likely are you to shop for low [ 1, Unlikely (1, Slightly likely
calorie foods? |, Moderately likely ||, Very likely
Do you eat sensibly in front of others and
45 sp|u)|,'ge alone? Y |, Never [ |,Rarely [ |;Often [ |, Always
a6 How likely are you to consciously eat slowly [ ], Unlikely ", Slightly likely
in order to cut down on how much you eat? [ ], Moderately likely (1, Very likely
a7 How frequently do you skLp dessert because [ |, Almost never [_], Seldom
you are no longer hungry? |, At least once a week [ |, Almost every day
ag How likely are you to consciously eat less [, Unlikely |1, Slightly likely
than you want? |, Moderately likely ||, Very likely
a9 Do you go on eating binges though you are ||, Never ||, Rarely

not hungry?

||, Sometimes

||, At least once a week

To what extent does this statement describe
your eating behavior? “| start dieting in the
morning, but because of any number of
things that happen during the day, by
evening | have given up and eat what | want,
promising myself to start dieting again
tomorrow.”

D, Not like me
|1, Little like me
||, Pretty good description
||, Describes me perfectly

of me

On a scale of 0 to 5, where 0 means no
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?

||, Eat whatever you want, whenever you want it

||, 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”

|_|; Constantly limiting food intake, never “giving in”

Send to DCRI Forms Management * 2400 Pratt St.
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Datecompleted: _____ /_ _ _ / _ _ _ ORNotdone — Specify reason (use codelist below):

day month year

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.

Not confident ot all that Very confident that

. you can resist the desire to eat you can resist the desire to eat
I am confident that:

] 1 2 3 4 5 6 7 8 9

1 | can resist eating when | am anxious
0

2

w

| O
1| O

IS

IS

5

o

/

©

n el =
n el =

0

0

(nervous).

0

[ ]
2 | can control my eating on the weekends. | ]
[ ]

| OO

[ ] [ ]
[, s
[ ] [ ]

n el =

o

[ ]
L,
3 | can resist eating even when | have to ]

say “no” to others. 0

2

w

5 7

oo

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

-
[
[
-
[
-
-
-
H
.

5 | can resist eating when | am watchingTV. [ | [ [ [, [, [ L [l [, [ [

6 | can resist eating when | am depressed O L L L OO

(or down).

7 | can resist eating when there are many
different kinds of food available. Lo Lh e L UL Ll Lo Lh L

8 | can resist eating even when | feel it is

impolite to refuse a second helping. e O L O O O O L O L
9 | can resist eating even when | have a

headache. Lo Lh Le UL U L Lk Lo Lk L

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

first middle last

Center Number: ___ Participant Number:

Weight Efficacy Lifestyle Questionnaire (WEL) (continued)

Not confident ot all that Very confident that

. you can resist the desire to eat you can resist the desire to eat
| am confident that:

o 1 2 3 4 5 6 7 8 9

10 | can resist eating when | am reading. O, O, O, O, O O, O, O O, O
n (chi:;GZEiist eating when | am angry T Lk h Lk Lk kL[ k)
12 Lc:gr:;sist eating even when | am at o0 0L, L L L oL O, O O
13 :):::s :ﬁlsr:sgt Ic::etitr:)g(::\:an when others are T Lk Lk Lk Lk kL [h [k
14 | can resist eating when | am in pain. -, O, O, O, O, O O, O, O [,
15 L::n resist eating just before going to s s e EnE ===
' experionced faore, e S R P A A A o R
17 L::r;;zs;li:tb(iz:ﬁng when high-calorie foods b Lk [ Lk [k [k k(b [
"% eibers wil be ot 11 dom's ot S A P A A A o
" umcomfonte, b TR L L L)
20 | can resist eating when | am happy. O, O, O, O O, O, O, O, O, O,

Participant’s Initials: __

first middle last
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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.

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

1 Fasting is a good way to lose weight. EN RSN ES NEE
2 My sleep isn’t as good as it used to be. 1 o P A P I P P R
3 | avoid eating for as long as | can. ER RS RSN RS e
4 Certain foods are “forbidden” for me to eat. I D L
5 L::::etl(:fﬁecs:tam foods in my house because | will a e e nlE
6 | can easily make myself vomit. T S I I A I P P
7 | can feel that being fat is terrible. HENEESEES NN RN
8 | avoid greasy foods. I D L
9 It's okay to binge and purge once in a while. EN RSN EN RN
10 | don’t eat certain foods. [ S I I P I P P
11 | think | am a good person. ER ARSI e
12 My eating is normal. O, ) O O L L
13 | can’t seem to concentrate lately. EN RS EN R EN ENENE
14 | try to diet by fasting. OO, PO D O T L
15 | vomit to control my weight. ENEESEES NN RN
16 Lately nothing seems enjoyable anymore. o D L
17 Laxatives help keep you slim. EN RSN N
18 | don't eat red meat. T o P A O P I P P
19 | eat so rapidly | can’t even taste my food. ENEET RN RN R N

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

Participant’s Inifials: _______
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Multiaxial Assessment of Eating Disorder Symptoms (MAEDS) (continued)

Never

Very
Rarely

Rarely

Some-
times

Often

Very
Often

Always

20 | do everything | can to avoid being overweight.

-

©w

L

wn

&

~N

21 When | feel bloated, | must do something to rid myself
of that feeling.

N

(2]

IS

1%

o

~N

22 | overeat too frequently.

N

(2]

IS

1%

o

~N

23 It’s okay to be overweight.

N

w

IS

(&

o

~N

24 Recently | have felt that | am a worthless person.

N

w

IS

(5

o

N

25 | would be very upset if | gained 2 pounds.

N

w

IS

wn

o

~N

26 | crave sweets and carbohydrates.

N

©w

IS

wn

o

N

27 | lose control when | eat.

N

(2]

IS

w

o

~N

28 Being fat would be terrible.

N

(2]

IS

(&

o

~N

29 | have thought seriously about suicide lately.

N

IS

30 | don’t have any energy anymore.

w

wn

o

N

31 | eat small portions to control my weight.

N

(2]

IS

L%

o

~N

32| eat 3 meals a day.

N

(2]

IS

1%

o

~N

33 Lately | have been easily irritated.

N

w

IS

(&

o

~N

34 Some foods should be totally avoided.

N

w

IS

(&

o

N

35 | use laxatives to control my weight.

N

w

IS

(5

o

~N

36 | am terrified by the thought of being overweight.

N

w

I

wn

o

~N

37 Purging is a good way to lose weight.

N

w

IS

NI N e A Y O I I I I e B

wn

NI A T A A I Y I I

o

Pl L Ly L L oy o

~N

38 | avoid fatty foods.

L P L P L P L P L L L L L P L p i )L

P P P P P P L L

N

NN e Y T A I O 5 O B I

w

ENpERTES RN NN N R R AR R

IS

s

Ly

-

Send to DCRI Forms Management * 2400 Pratt St. ©* Room 0311 Terrace Level

Calerie Phase 2_CRF_V7.0_26 SEP 2008

2008 DCRI — Confidential

Participant’s Initials: ___

* Durham NC 27705

first middle last

CRF, page 263



Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 1

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

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

Never | Very | Rarely | Some- | Often | Very |Always
Rarely times Often
39 Recently | have felt pretty blue. HR RSN RS NN S S NS
40 | am obsessed with becoming overweight. I O, Oy ) O O | O | L
41 | don't eat fried foods. L L L D L | L f L,
42 | skip meals. S I P P O B
43 Fat people are unhappy. HR RSN RS NN RS NS
44 People are too concerned with the way | eat. CL O, D DL O ]
a5 | feel good when | skip meails. EN RN RSN RS RSl
46 | avoid foods with sugar. S P S P P A A R
47 | hate it when | feel fat. L L f L | L s f L | L
48 | am too fat. S O S P I A R I R
49 | eat until | am completely stuffed. L P L L L | L | L
50 | hate to eat. S P W I P A S
51 | feel guilty about a lot of things these days. ER SRR EE N e
52 I'm very careful of what | eat. OO O, Oy ) O O O | L
53 | can “hold off” and not eat even if | am hungry. HR RSN RS NN S S NS
54 | eat even when | am not hungry. A A
55 Fat people are disgusting. L, L | O L | L | L
56 | wouldn’t mind gaining a few pounds. CL O, LD DL O ] L

Participant’s Initials: __

first middle last
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 1

Participant’s Initials: __

first middle last

Center Number: ___ Participant Number:

Datecompleted: ___ /_ _ _ / _ _ _ OR Notdone — Specify reason (use codelist below):

day month year

Body Shape Questionnaire (esq)

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

Over the Past Four Weeks... Never | Rarely i;::: Often ::i:yn Always
1 Has feeling bored made you brood about your shape? o O O [ CL | O O
2 Bove Boon Toching thet yoo cught 1o diersme Yoy L | DL | L | |
3 Ezvgz;:fﬁ\:tt;‘geh:;;a; ;:J;highs, hips, or bottom are ml n e e
4 fl;l:e\r/); you been afraid that you might become fat (or al ) alo oo
5 :I:ov:g):;u worried about your flesh not being firm n O OOl oo
6 2::; feeling full (e.g., after eating a large meal) made you feel Ol o o oL o
7 :?::?you felt so bad about your shape that you have n n mn s s
8 ::Lil);u avoided running because your flesh might N S lo ol oo
7 el conseions about your shapes oo you fed SRS e Ee A
10 :il::i\rrleg);lo:wv;grried about your thighs spreading out when M, Olo ol oo
1 fl:'c:; eating even a small amount of food made you feel n n O lalo o
e Tt your wn shame tommared unfovereiy? oo | L | Ll | L L | | L
13 Has thinking about your shape interfered with your

ability to concentrate (e.g., while watching TV, reading, listening ], [, | O | O | L,

to conversations)?
14 iI:-::;.«Is FI:::’ng naked, such as when taking a bath, made you = -, ool oo
12 parmcsiarly aware of e Shape styeorbosys L | L | Lk | L LL | O | L
16 E:C\]/;?you imagined cutting off fleshy areas of your a) 0 alo oo

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

Participant’s Initials: ___
first_ middle Tast
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calerie -

Center Number: ___ Participant Number:

Body Shape Questionnaire (Bsq) (continued)

Month 24 Submission

Visit 1

Participant’s Initials: __

first middle last

Over the Past Four Weeks... Never | Rarely i;’n':‘;' Often ;’;Z‘ Always
17 ::: ;aec::r;gt;weets, cakes or other high calorie food made aeieie e
1 pevaore you e tel bod ahost yoor shapes ™| L] L L [ L] |
19 Have you felt excessively large and rounded? BN EY )
20 Have you felt ashamed of your body? O O, | O O, O | O
21 Has worry about your shape made you diet? o O O O | O | O
22 ::g:;eazﬁt;\iiltblézzpei?ns:o;l;out your shape when your Olo ool oo
B et you ek sal ooty e Shape you are LW Ll L Ll L L
B e ot yor s on st sceing rolls of | b | | L
25 :‘?::ezt:ﬁ:sl;‘t:;t it is not fair that other women/men are alolo ool o
26 Have you vomited in order to feel thinner? ], ], O O O | O
st AR il B R (e e e e e e
28 Have you worried about your flesh being dimply? [, ], Ol O | O | O
B o o e, e mirorerhopvindemimade | | L [, | O | O |
30 iI:-(I;:\irset{:::e[o?inched areas of your body to see how much N S lo ol oo
I or Doty e e e s 0| G| DO | G| D
32 Have you taken laxatives in order to feel thinner? [, ], Ol O | O |
3 rararwion inthe aampeny of oher pecpier . TV IO |G| DO O |
34 :,a:xv:zg?dbout your shape made you feel you ought S lo o lolol o

Send to DCRI Forms Management * 2400 Pratt St. ©* Room 0311 Terrace Level
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3 Phase 2 Month 24 Submission
calerie issor

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
Handgrip Strength
Date and time of assessment: ____ /_ /. Staff initials: __ __
day month year 00:00 to 23:59 first middle last
OR Not done — Specify reason (use codelist below): ___
1 Dynometer handle position:
2 Dominant hand (check only one): | |, Left [ |, Right [ |, Ambidextrous
3 Handgrip strength:
Handgrip Strength | Zero Meter Check Right Hand Zero Meter Check Left Hand
Test 1—peak force o kg o kg
Test 2—peak force o kg o — kg
Test 3—peak force [, ke [, ke
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I erj@ rPhos=2 Month 24 Submission

Visit 1

Center Number: Participant Number: Participant’s Initials:

first middle last

Isometric/lsokinetic Knee Extension and Flexion

Date and time of assessment: — /_monm_ /__ - G Staff initials: ——
OR Not done — Specify reason (use codelist below): ___
1 Recent injury or pain—right knee? [ | No [ |, Yes
2 Recent injury or pain—left knee? [ || No [ ], Yes
3 Specify machine used (PBRC only): [ |, Cybex | |, Biolex
If Not Done,
All values corrected for gravity effect torque Right Leg Left Leg Specify Reason
(Use codelist below)
3 60°/sec knee extension peak torque N.m N.m
total work N.m N.m
average power watts watts
4 60°/sec knee flexion peak torque N.m N.m
total work N.m N.m
average power watts watts
5 180°/sec knee extension peak torque N.m N.m
total work N.m N.m
average power watts watts
work fatigue index % %
6 180°/sec knee flexion peak torque N.m N.m
total work N.m N.m
average power watts watts
work fatigue index % %
7 Isometric knee extension: trial 1 peak torque N.m N.m
trial 2 peak torque N.m N.m
trial 3 peak torque N.m N.m
8 Isometric knee flexion:  trial 1 peak torque N.m N.m
trial 2 peak torque N.m N.m
trial 3 peak torque N.m N.m
Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient ime 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 2

Center Number: Participant Number: Participant’s Initials: -
first_ middle last
Weight date and time: _____ /_ /. Staff initials:
day month year 00:00 to 23:59 first middle last

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

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

Weight 1: _ _ _ .__ kg
Weight 2: . kg
Weight 3: .k
Weight of gown: . kg

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 2

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
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Month 24 Submission
Visit 2

Participant’s Initials:

calerie -

Center Number: Participant Number:

first middle last
6-Day Food Record
Complete below OR Not done — Specify reason (use Codelist below): Staff initials: — — —
Replacement Values
Day Day
Record Quali Record Quali
of Date of Record (check onl f)y of Date of Record (check onl :y
DLW check only one DLW check only one

D, Reliable D] Reliable

1 _duy_/_nmh_/__year__ ||, Unreliable 8 —day—/—mh—/——yer— ", Unreliable
D3 Missing Da Missing
D, Reliable D] Reliable

2 —day—/_nmh_/__yw__ ", Unreliable 9 _day_/_,mh_/__ym__ "], Unreliable
Ds Missing Da Missing
D, Reliable D, Reliable

3 v /_nmh_ /__yw__ Dz Unreliable 10 oy /_"mh_ /__yeur__ Dz Unreliable
D3 Missing Da Missing
D, Reliable D, Reliable

4 oy /_nmh— /__yw—_ |, Unreliable 1 oy /—"mh_ /—_yw—_ "], Unreliable
Ds Missing Ds Missing
D, Reliable D, Reliable

5 v /_Mh_ /——yw—_ D2 Unreliable 12 oy /—"mh_ /—_yea,—— D2 Unreliable
], Missing |5 Missing
D, Reliable D, Reliable

6 v /_nmh— /_—year—— ||, Unreliable 13 oy /—,mh— /——yw—_ "], Unreliable
], Missing |5 Missing

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 2

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: —
irst middle last
V02 Max
1 Date andti ftest: ___ / _ _ / -
are an ime ot tes day / month / year 00:00 to 23:59 SfOff initials: Tfirst middle last
OR Not done — Specify reason (use codelist below): ___
2 At what time was the participant’s last meal/snack eaten? ____:___
00:00 to 23:59
3 Rest ECG: Rhythm (check only one): D, Sinus Dz Atrial fibrillation D98 Other
Ventricular conduction (check only one): [_], Normal [ |, LBBB |, RBBB
4 Heart rate (HR) data: Resting heart rate: bpm
Age-predicted heart rate: bpm
Heart rate (max): bpm
5 Reason(s) for termination of testing (check all that apply):
__| Symptom limited (dyspnea, fatigue)
|| Angina/ischemia = Complete all that apply: HR when true cardiac angina occurred: bpm or ||, NA
HR when ischemic ECG changes occurred: bpm or [,y NA

|| Serious arrhythmias (VT or SVT)

|| Changes in blood pressure

|| Ventricular ischemia (schedule stress image study, complete ventricular episode report)
|| Orthopedic/extremity complaints (pains/cramps)

|| Other (specify):

6 Did frequent ventricular ectopy occur (e.g., > 7 PVCs/min, bi/tri-geminy, NSVT [> 3 beats])?
Do No

||, Yes = If Yes: When did it occur (check all that apply)? || During exercise || During recovery

7 Peak VO, mL/kg/min L/min
8 Did the participant meet at least 2 of the 3 VO, max criteria (see box,right)? a Achieve a plateau in VO, (change < 150 ml)
[, No between the final two stages
||, Yes = If Yes: VO : L/kg/mi L/mi b RER = 1.
1 Yes es:VO,max: ____ ml/kg/min — L/min ¢ HR max £ 5 bpm of age-predicted maximum

9 Exercise time:

minutes seconds

10 Blood pressure at VO, peak/VO, max: — Hg
systolic fastolic

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

12 Peak RER:

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

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

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 3

Center Number: _____ Participant Number: _________ Participant’s Initials: —
first middle last
Outcomes Labs
Date and time sample collection started: /. _ / .
day month year 00:00 to 23:59
Sample If Not Done, Reason
Sample Complete? r Staff Initials
If a sample is not obtained, indicate with a Not Done. P P (Use codelist below)
D No
Blood ° - oot e et
D] Yes
Core Temperature
Staff Provide Date of Time of Sample If Not Done,
Initials le Collecti d Necti d Reason
Sample Collection/Procedure Collection/Procedure (Use codelist below)
Start Date: Start Time
- -
day month year 00:00 to 23:59
Tfirst middle last
Stop Date: Stop Time
Ay A i
day month year 00:00 to 23:59
1 Inpdtient admission date and time: ____ /__ /.
day month year 00:00 to 23:59
2 Inpdtient discharge date and time: ___ /. / =~ .
day month year 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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3 Phase 2 Month 24 Submission
calerie ission

Center Number: Participant Number: Participant’s Initials:

first middle last

Delayed-type Hypersensitivity (ptH)

1 Was the DTH worksheet completed?
Do No
||, Yes = If Yes: Were any Exclusion criteria met? | |, No = Proceed with test
||, Yes = STOP. Do not administer test.

day month year

3 Injection by (initials): __

first middle last

4 Arminjected: | |, Right [ |, Left

5 DTH results:

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

A = Largest diameter

B = Second diameter perpendicular to A

24 Hour (@ Visit 4) 48 Hour (@ Visit 5)
Antigen
A (diameter) B (diameter) Read By: A (diameter) B (diameter) Read By:
1 Normal saline _  _  __mm|___ _ mm . mm|___ _  mm
2 Tetanus toxoid (T7) . mm|___  _ mm . mm|___ _ _ mm
Tfirst middle last first middle last
3 Candida . wml . mm (initials) wml . mm (initials)
4 Trichophyton - mm|__ _  mm MMl mm

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

Weight date and time: ____ /_ /| Staff initials: .
day month year 00:00 to 23:59 first middle last

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

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

Weight 1: - .___kg
Weight 2: e . kg
Weight 3: . kg
Weight of gown: R
Outcomes Labs
Date and time of last meal: -
day month year 00:00 to 23:59
Date and time sample collection started: _____ /_ _ _ /
day month year 00:00 to 23:59
If Not Done,
Sample Sample Complete? Reason Staff Initials
(Use codelist below)
Catecholamines Do No - Tost middle Tast
D1 Yes
N
Blood %° y ° - Tt middle Tast
1 Yes
Oral glucose tolerance test (OGTT) D° No - Trst middle ot
D1 Yes

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

24-hour Urine Collection

Total Volume Date of Time of If Not Done, -
. . Reason Staff Initials
Collected Sample Collection Sample Collection (Use codelist below)

Start Date: Start Time:

Ay A i
day month year 00:00 to 23:59

- ml - Tt middle Tast

Stop Date: Stop Time:

- i
day month year 00:00 to 23:59

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Month 24 Submission
Visit 4

Participant’s Initials:

calerie -

Center Number: Participant Number:

first middle last

Sex Hormone

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

Contraception method (females only): || None OR Check all that apply:
|| Oral contraceptive = Specify:
Record on Concomitant Medications page
|| Other = Specify (e.g., barrier, IUD):
If Not Done Staff
Day 1 Date Time Reason ..
(use codelist) Initials
Bey—tefmenses{lemelesonly)
Date and time of last meal (males only) 3 /_Mh_ /——yem—— oo s
Hormone level blood draw 1 (males only) % /—mh— /——yem—— oo el e
Hormonetevelbloed-draw2-{lemalesonly)
Lregestereetore
If Not Done Staff
Day 2 Date Time Reason .
(use codelist) Initials
Dateanddirreotasi-mesl
Hormonetevelblood-draw—2-{lemalesonly)
Progesieronetevel

Metabolic Rate

If Not Done, Reason

(Use codelist below) Staff Initials

Sample Date of Collection

Resting Metabolic Rate (RMR)—Visit 4

first middle last

] PBRC-016 (623-005)
|| PBRC-017 (623-001)

] WASH U-001 (623-003)
| | WASH U-002 (623-004)

[ | Tufts-003 (623-002)

Cart ID
[ | Tufts-006 (623-006)

Not Done Codelist: 1 Participant refused 2 Clinician unable to obtain 3 Insufficient time 4 Instrument failure 5 Not required
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 4

Center Number: Participant Number: Participant’s Initials:

first middle last

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)?

"], More
D2 Less
Da About the same

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

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

6 Do you think this was a valid Seven-Day PAR interview?
Do No
D1 Yes

7 Were there any activities reported by the participant that you don’t know how to classify?
Do No
D1 Yes

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
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Ca I = ri @ PFPhase 2 Month 24 Submission

Visit 5

Center Number: _____ ParticipantNumber: __________ Participant’s Initials: -
first middle last
.
Biopsy Labs
If Not Done,
Sample Date of Collection Reason Staff Initials
(Use codelist below)
Muscle biopsy e /_Mh_ /— e - Trat radle Tt
Fat biopsy —a [ —— e - T i T

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
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 279



juaas |oolpaw yupdyubis JBYO @

uoypzi|pyidsoy paiinbai to pabuojold

Buiusipaiyy oy z

12949p yiliq o Ajpwoup pyusbuo) § Ayondooul/Ayjiqpsip jupoyiubis o jusisisied @ yoeq | :mudgu) Bulroday 3vs ‘w04 3yS —um.___uwvaO jlwqns ‘sa) sl snoLag 1
Bunuyuod '] ¥O i(Aoads) syl %]
et dweew S yioeQg nD panUIuOSsp A1 A1op mD
/ / v Apusubuiiad uonuaAlay| wD v
apjenbas yjim paajosay D bos Ad ¢ Ajqpqoid _H_
24pQg puj c paiinbai Adoiay} |poipayy D . . .
ook uow <o paAjosay D panuyuodsIp |qissod _H_ EIEVETN D
-/ mc_>o_QE_ ND \A__:BOQEE UOHUBAIBYY| ND |ngignoQ «D ajpispowy ND «SOA _D o
12y OIS paBupyoun puo ussaid |jug _D auopN| _D auoN __H_ PI'W _D oN oD

Buinuyuod '] YO

0ok Yiuow 4op

108k yiuow op

:9ypq H0IS

yoaq ]

apjanbas yjim paajosay vD
paAjosay mD

Buiroiduw) ND

paBupyoun puo jussaid |ug _D

“(Ayoads) soyi0 B¢ ]
panuyuodsIp

Apusubuiad uoyusAlaiy| vD

paiinbai Adoiay; [poipayy mD
panuyuodsip

Ajupiodway uoyuaaiaiul ND

auoN| _D

Aoop Asop <]
A|goqoid «D
Alqissod ]
Inpignoq |
auoN| _D

210A8G mD
ajplapoy ND
PIW ]

«SPA ]
oN oD

Buinuyuod '] YO

10k Yiuow 4op

108k yiuow op

:9ypq HDIS

oaq ]

apjanbas yjim paajosay vD
paAjosay mD

Buiroiduw) ND

paBupyoun puo ussaid |ug _D

“(Ayods) soyi0 B9[]
panuyuodsIp

Apusubuiad uoyusAlaiy| vD

paiinbai Adoiayj [poipayy mD
panuyuodsip

Ajupiodway uoyuaaiaiul ND

auoN| _D

Aot Asop <]
A|goqoid «D
Alqissod ]
[ngignoq N_H_
auoN| _D

210A8G nD
ajplapoy ND
PIW ]

A
oN oD

Buinuyuod '] YO

108k Yiuow op

108k yiuow 4op

:3jpQq HDIS

yivaQ nD

apjanbas ym panjosay wD
[SINN nD

Buiroidu) ND

pebupyoun pup jussaid |ug _D

:(Agads) Joyi0 B9[]
panuyuoosip

Ajusubuiiad uoyusAlai| wD

paJinbai Adoiayy [poipayy mD
panuyuodsip

Ajupiodway uoyuaAiaiul ND

SN _D

NETTRSE mD
Algpqoid 7]
Ajqissod ¥
|npignoq ND
auoN| F_H_

919A8G nD
SIIET VY «D
PIW '[]

LSOA _D
oN oD

Buinuyuo) J1P3YD YO
ajpQqg v:m_\t_uhm

awodinQ

(Ajddo yoyy o 308Y2)
3V o4 ang uajp] uolPy

(auo Ajuo yoayd)
Appsnp)

Ayisuayu|

sNoLIag

JUSA] 9SI9ApY #13V

#so]_ojppu_jsuy
— :s|pyiu| s jundpying

yZ WUOW [ ] 81 WUOW [ ZL WUOW [ ] 6 WUOW [ | 9 WUOW [ | € Yuow [ ]

| yiuow [ ] g eujesg [ |

| aulespg D

:auIdsRq yim Buipinys uoissiwgns Yope YIm wioy siy} o saidod puag xoq [puonippp Buipuodssiiod supw pup §iSIA Yopa 104 waoy ajppdn

:aquinN jupndpiang

EO&E:Z 19jua)

607 sjuaag assaapy pun swojdwig ‘subig

SJUdA] 3SJ9ApPY pup swojdwAg ‘subig

ceridalIo)ed

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

CRF, page 280.

2008 DCRI — Confidential

Calerie Phase 2_CRF_V7.0_26 SEP 2008



calerie -

Center Number:

Concomitant Medications Log

Participant Number:

Participant’s Initials:

first middle last

Concomitant Medications Log

[ | Baseline 1

Record any medications taken after start of baseline visit, including over-the-counter and prescription drugs, vitamins,
supplements, and herbal medications. Update form for each visit and mark corresponding additional box.
Send copies of this form with each submission starting with baseline:

[ JBaseline2 [ [ Month1 [ JMonth3 [ IMonthé [ IMonth9 [ [Month12 [ ] Month 18 [ | Month 24

Medication

Start Date
or [V] if Pre-study

Stop Date
or |/| if Continuing

Indication

1 Study vitamin-mineral

Iy A Ay

da: month ear da month ear

supplement i ' ’ 4 ' ”

. e A A

2 Study calcium supplement dor | momh yoar T T e
- Ay A

3 day month year day month year
OR D] Pre-study OR D, Continuing
- )| Ay

4 day month year day month year
OR D, Pre-study OR D, Continuing
-/ Ay

5 day month year day month year
OR D] Pre-study OR D, Continuing
- )| Yy

6 day month year day month year
OR D, Pre-study OR D, Continuing
A [ Ay A

7 day month year day month year
OR D] Pre-study OR D, Continuing
-/ Ay

8 day month year day month year
OR D] Pre-study OR D, Continuing
- Yy

9 day month year day month year
OR D, Pre-study OR D, Continuing
-/ e

l o day month year day month year
OR D, Pre-study OR D, Continuing
- )| Yy

1 day month year day month year
OR D, Pre-study OR D, Continuing
- )| Ay

12 day month year day month year

or [_J; Presstudy

OR D, Continuing

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
2008 DCRI — Confidential

Calerie Phase 2_CRF_V7.0_26 SEP 2008

CRF, page 281



calerie -

Center Number:

Concomitant Medications Log

Participant Number:

Participant’s Initials:

first middle last

Concomitant Medications Log

Record any medications taken after start of baseline visit, including over-+the-counter and prescription drugs, vitamins,
supplements, and herbal medications. Update form for each visit and mark corresponding additional box.
Send copies of this form with each submission starting with baseline:
[ ]Baseline1 | |Baseline2 [ [Month1 [ JMonth3 [ JMonthé [ [Month® [ | Month 12 [ ] Month 18 [ ] Month 24
Start Date Stop Date
Medication . . . o Indication
or [V] if Pre-study or [/] if Continving
-/ /| f—
1 day month year day month year
OR D, Pre-study OR D, Continuing
- /| oo
2 day month year day month year
OR D, Pre-study OR D, Continuing
- /| oo
3 day month year day month year
OR D, Pre-study OR D, Continuing
-/ /| f—
4 day month year day month year
OR D, Pre-study OR D, Continuing
- | — o
5 day month year day month year
or ||, Prestudy or ||, Continuing
-/ /| Ay
6 day month year day month year
OR D, Pre-study OR D, Continuing
-/ | oo
7 day month year day month year
OR D, Pre-study OR D, Continuing
- | — A
8 day month year day month year
or ||, Prestudy or ||, Continuing
- /| A
9 day month year day month year
or ||, Prestudy or ||, Continuing
- /| A
l o day month year day month year
or [ |, Pre-study or ||, Confinuing
-/ /| S
‘ l day month year day month year
OR D, Pre-study OR D, Continuing
-/ /| o
12 day month year day month year
OR D, Pre-study OR D, Continuing

Page Numbering: Sequentially number each page in the right hand corner, i.e. 281+.1, 281+.2, 281+.3. Insert additional pages as needed.
Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
2008 DCRI — Confidential
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calerie >

Date received at DCRI Safety Surveillance

Serious Adverse Event Form

Report type: | | Initial

D Fo||ow-up #: Center Number: ____ Participant Number: ________ Participant’s Initials: —
irst middle last
SAE Details: Participant’s Details:
SAE Term (Medical Diagnosis):
Date ofbirth: /. _ _ /
ay month year
SAE Onset Date: _drr/__,,,oﬁ/___yer Gender: | | Male [ |Female
SAE Stop Date: __/__T/____
ay mont year
Serious Reporting Criteria: Causdlity & Intensity: Outcome (at time of report):
(check all that apply) (check only one) (check only one)
|| Death Causality: ||, still present and unchanged
ty 1 P g
D Life-threatenin D None D Improvin
9 1 2 IMp 9
[ ] Persistent or significant disability or incapacit [ ], Doubtful [ . Resolved
9 Y paciry 2 3
|| Prolonged or required hospitalization |, Possibly ", Resolved with sequelae
|| Congenital anomaly or birth defect __1, Probabl || Death = If Death: Date of death:
g Y 4 Y 5
[ ] Other significant event requiring medical and/or [ . Very likel
9 q g 5 very Y / /
surgical infervention Tdey ek year
Intensity:
], Mild
"], Moderate
Ds Severe
Action Taken with Study Intervention: (check all that apply)
D None
"] Infervention temporarily discontinued = Complete and fax the Temporary Discontinuation from CR Intervention form
|| Medical therapy required
|| Intervention permanently discontinued = Complete and fax the Permanent Discontinuation from CR Intervention form
|| Other (specify):

Notify DCRI Safety Surveillance of the SAE within 24 hours after your knowledge

Fax SAE form to DCRI Safety Surveillance at 1-919-668-7138 or 1-866-668-7138

within 24 hours of initial notification
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 282.



calerie >

Date received at DCRI Safety Surveillance

Serious Adverse Event Form

Report type: | | Initial

D Fo||ow-up #: Center Number: ____ Participant Number: o Participant’s Initials: —
first middle last
Medical History (relevant to event):
Concomitant Medication (do not list medication administered to treat this event):
Medication 8? ‘L)J;eit Frequency | Route Start Date Continued Stop Date
oy eNe e
day month year D day month year
, Yes
N
day month year day month year
D] Yes
o eNe
day month year day month year
D] Yes
oy eNe
day month year day month year
D, Yes
g Ne
day month year D day month year
, Yes
| e Ne
da; month ear da; month ear
y L ¥y D] Yes y H ¥
N
day month year day month year
D] Yes
Relevant Lab Tests:
Test Date Value/Results Normal Range
Ay S
day month year
-/
day month year
S Ay A
day month year
-/
day month year

Notify DCRI Safety Surveillance of the SAE within 24 hours after your knowledge

Fax SAE form to DCRI Safety Surveillance at (919) 668-7138 or 1-866-668-7138
within 24 hours of initial notification

Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 283.



calerie >

Report type: | | Initial
[] Follow-up #:

Center Number:

Date received at DCRI Safety Surveillance

Participant Number:

Serious Adverse Event Form

Participant’s Initials: __

first middle last

Please provide a brief summary of the event:

Please describe the sequence of events including action taken, treatment given, hospital dates, etc.:

Information Source:

Date Investigator notified of Event: ____/_____ / Date of thisreport: ____/__ _ /_ —
day month year day month year
Person completing form: Phone number: (__ ) - -
Pl name: Fax number: | I R o
Pl signature: Date of signature: — /_"m_/_?m__

Notify DCRI Safety Surveillance of the SAE within 24 hours after your knowledge

Fax SAE form to DCRI Safety Surveillance at (919) 668-7138 or 1-866-668-7138
within 24 hours of initial notification

Calerie Phase 2_CRF_V7.0_26 SEP 2008

2008 DCRI — Confidential
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calerie -

Center Number: ___ Participant Number:

Excessive Weight Loss Episode Report

Participant’s Initials:

first middle last

Excessive Weight Loss Episode

Excessive weight loss is defined as a BMI < 18.5 kg/m?. This report is completed for each episode of excessive weight loss. Reporting starts
when the BMI level is first observed to be < 18.5 kg/m?, and ends when the episode either resolves or the participant is permanently

discontinued from the CR intervention as a direct result of this episode.

A Identifying information

1 Date of initial report: —__/______/__ —
day month year
2 Name of person making this report:
B BMI below 18.5 kg/m?

3 Date of thresholdvalve: —__/__ _ / _

day month year
4 Height: ___ . ___cm (from original measurement at Screening)
5 Weight: ____ . kg
6 Calculated BMI: kg/m?

€ Temporary Discontinuvation
If BMI < 18.5 kg/m? the participant is advised about the risks of excessive weight loss and is prescribed a diet plan with increased

number of calories up fo the baseline level for up to one month.

7 Was CR temporarily discontinued and a diet plan prescribed?

]y No = If No: Indicate the reason why it was not temporarily discontinued:

||, Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately. Continue to section D below.

D Follow-up BMI Value

The CR intervention is only restarted if the BMI increases to 18.5 kg/m? or higher after one month of treatment.

8 Date of follow-up value: _d_/__h—/____
lay mont year

9 Weight: ___ . kg

10 Calculated BMI: kg/m?

E Permanent Discontinuation

If BM is still < 18.5 kg/m2 after one month of increased calorie intake, CR intervention is permanently discontinued.

11 Was the participant permanently discontinued from the CR intervention?
], No = If No: Indicate the reason CR was not permanently discontinued (check only one):
||, BMI returned to 18.5 kg/m? or higher
D% Other (specify):
||, Yes = If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.
Note that a participant is permanently discontinued from the CR intervention if a BMI < 18.5 kg/m? occurs at
any point after the CR was restarted. If this happens, complete the Permanent Discontinuation from CR
Intervention form.

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 285.
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Center Number: ___ Participant Number:

Excessive Weight Loss Episode Report

Participant’s Initials: __

first middle last

Excessive Weight Loss Episode (continued)

F Please provide a description of this episode including actions taken:

Study Manager’s Signature

Signature: Date: _ _ / _ _ /__

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 286.



|
calerie - i
epression Episode Report

Center Number: ___ Participant Number:

Participant’s Initials: -
first_ middle last

Depression Episode

Depression is defined as a BDI score > 20. This report is completed for each episode of depression. Reporting starts when the initial
BDIis > 20, and ends when the episode either resolves or the participant is permcmenf/y discontinued from the CR intervention.

A Identifying information

1 Date of initial report: —__/______/__

day month year

2 Name of person making this report:

B Initial Elevation in BDI Score > 20

3 Date of initial elevation: ____/___ _ /__

day month year

4 BDI score:

€ Repeat BDI Score

The questionnaire is repeated in one week.

5 Date of follow-up questionnaire: —__/_____ /

day month year

6 BDI score:

D Temporary Discontinvation
If the repeat score is > 20, the CR intervention is temporarily discontinued and a participant is advised to seek medical help outside of the
study.
7 Was the participant temporarily discontinued from the CR intervention?
], No = If No: Indicate the reason CR was not temporarily discontinued (check only one):
D] BDI score returned to < 20 — If the BDI score returned to < 20, then stop here; the episode has
resolved.
Sign the form on the last page and store in participant’s binder.
| Jog Other (specify):
||, Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

E Follow-up BDI Score

The questionnaire is repeated in one month.

8 Date of follow-up questionnaire: —__/______ /__

day month year

9 BDI score:

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 287.
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Center Number: ___ Participant Number:

Depression Episode Report

Participant’s Initials:

first middle last

Depression Episode (continued)

F Permanent Discontinuation
If BDI score is > 20 after one month of treatment, or a qualified mental health professional indicates that it is unsafe to restart the CR,
intervention will be permanently discontinued.
10 Was the participant permanently discontinued from the CR intervention?
]y No = If No: Indicate why CR was not permanently discontinued (check only one):
D] BDI score returned below 20
D2 Mental health professional indicated it is safe to resume
D% Other (specify):
|_], Yes = If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

Note that a participant is permanently discontinued from the CR intervention if a BDI score > 20 occurs at any
point after the CR was restarted. If this happens, please complete the Permanent Discontinvation from CR
Intervention form.

G Please provide a description of this episode, including actions taken:

Study Manager’s Signature

Signature: Date: _ _ /__ _ /__ _

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 288.
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Center Number: ___ Participant Number:

Eating Disorder Episode Report

Participant’s Initials:

first middle last

Eating Disorder Episode

Eating disorders are defined in terms of scores on the Multi-axial Assessment of Eating Disorder Symptoms (MAEDS) and the Body
Acceptability Morph (BAM) and Interview for the Diagnosis of Eating Disorders—Fourth Version (IDED-IV). Reporting starts when MAEDS
and/or BAM indicate that there is an eating disorder, and ends when the episode either resolves or the participant is permanently

discontinued from the CR intervention.

A Identifying information

day month year

2 Name of person making this report:

Please complete Section B and/or € according to whether the episode was defined in terms of the MAEDS or the
BAM, or bhoth.

B Disorder Detected by the MAEDS A participant who has a t-score of 70 or higher on any subscale of the MAEDS is administered

the IDED-IV.
MAEDS Domain f-score MAEDS Domain f-score
3 Binge eating 6 Purgative behavior
4 Restrictive eating 7 Avoidance of forbidden foods
5 Fear of fatness 8 Depression

C Disorder Detected by the BAM
A participant who (a) scores a tscore of 70 or higher on the current body size, (b) scores a t-score lower than 30 on the ideal body size,

or (c) shows confirming acceptability of the extreme body size shown in the acceptability phase of the measure is administered the IDED-IV.

9 Was an dlert issued for the current body size scale? ... L JgNo [ ], Yes = If Yes: t-score:
10 Was an alert issued for the ideal body size scale? .............c.ccoocooiveiviriciricenn, _JyNo [ ], Yes = If Yes: t-score:
11 Was there confirming acceptability of the extreme body size shown? .............. L JgNo [, Yes

D Follow-up with IDED-IV

The diagnostic criteria for anorexia nervosa, bulimia nervosa, or binge eating disorder require an IDED-IV rating of “3” or more for each
of its diagnostic criteria. A sub threshold eating disorder is defined as an IDED-IV rating of “3” or more on at least 5 of the 8 combined

symptoms for bulimia nervosa and anorexia nervosa (only).

12 Did the participant meet the following diagnostic criteria (check all that apply)?

Anorexia nervosa .................... L JgNo [, Yes
Bulimia nervosa ... L JgNo [ Yes
Binge eating ..o Do No D1 Yes
Sub threshold eating disorder .......... L JgNo [ Yes

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 289.
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Center Number: ___ Participant Number:

Eating Disorder Episode Report

Participant’s Initials:

first middle last

Eating Disorder Episocle (continued)

E Permanent Discontinuation
If a participant meets one or more of these diagnostic criteria, the CR intervention is permanently discontinued and a participant is
advised to seek medical help outside of the study.
13 Was the participant permanently discontinued from the CR intervention?
]y No = If No: Indicate why CR was not permanently discontinued (check only one):
|, Did not meet diagnostic criteria for these eating disorders
| Jog Other (specify):
D] Yes — If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

F Please provide a description of this episode including actions taken:

Study Manager’s Signature

Signature: Date: _ _ /__ _ /

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 290.
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Center Number: ___ Participant Number:

Elevated Potassium Episode Report

Participant’s Initials: -
first_ middle last

Elevated Potassium Episode

Hyperkalemia is defined as an initial potassium level greater than 5.5 mEq/L followed by a confirmatory value greater than 5.5 mEq/L. This
report is completed for each episode of hyperkalemia. Reporting starts when the initial potassium level is greater than 5.5 mEq/L., and ends

when the episode either resolves or the participant is permanently discontinued from the CR intervention as a direct result of this episode.

A Identifying information

1 Date of initial report: —__/______/__

day month year

2 Name of person making this report:

B Initial Elevation in Potassium Level

3 Date of initial elevation: ____/___ _ /__

day month year

4 Potassium level: mEq/L

€ Follow-up Repeat Potassium Level
If the initial potassium level is between 5.5 mEq/L and 6.0 mEq/L (inclusive), the test is repeated in one week; if it is greater than 6.0
mEq/L, it is repeated within 48 hours.

ay month year

6 Potassium level: mEq/L

D Temporary Discontinuation
If the follow-up test is > 5.5 mEq/L, the CR intervention is temporarily discontinued from the CR intervention and the participant is advised
to seek medical help outside of the study.
7 Was the participant temporarily discontinued from the CR intervention?
__Jo No = If No: Indicate the reason CR was not temporarily discontinued (check only one):
D1 Potassium returned to 5.5 mEq/L or lower = If potassium returned to 5.5 mEq/L or lower, then the
episode has resolved. Stop here, sign the form on the last

page, and store in the participant’s binder.

__Jog Other (specify):
__], Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately. Continue to Section E below.

E Follow-up Potassium Level

The CR intervention will only be restarted if the potassium level decreases to < 5.0 mEq/L within one month of treatment.

8 Date of follow-vptest: —__ /__ _ /

day month year

9 Potassium level: mEq/L

Fax to Safety Surveillance at 1-866-668-7138
Calerie Phase 2_CRF_V7.0_26 SEP 2008 2008 DCRI — Confidential CRF, page 291.
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Center Number: ___ Participant Number:

Elevated Potassium Episode Report

Participant’s Initials:

first middle last

Elevated Potassium Episode (continued)

F Permanent Discontinuation
If potassium level is still elevated above 5.0 mEq/L after one month of treatment, the CR intervention is permanently discontinued.
10 Was the participant permanently discontinued from the CR intervention?
], No = If No: Indicate why CR was not permanently discontinued (check only one):
|, Potassium returned to 5.0 mEq/L or lower
| Jog Other (specify):

||, Yes = If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

Note that a participant is permanently discontinued from the CR intervention if a potassium level of 5.5 mEq/L or
higher occurs at any point affer the CR was restarted. If this happens, complete the Permanent Discontinuation
from CR Intervention form.

G Please provide a description of this episode including actions taken:

Study Manager’s Signature:

Signature: Date: _ _ / _ _ /__

Fax to Safety Surveillance at 1-866-668-7138
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Center Number: ___ Participant Number:

Anemia Episode Report

Participant’s Initials:

first middle last

Anemia Episode

Anemia is defined as a decrease in hemoglobin and/or hematocrit level below the lower limit of normal (LLN) for the laboratory, followed by
a confirmatory value satisfying the same criteria. Reporting starts when the initial value is observed, and ends when the episode either

resolves or the participant is permanently discontinued from the CR intervention.

A Identifying Information

1 Date of initial report: —__/______/__

day month year

2 Name of person making this report:

Please complete Section B according to whether the hemoglobin and/or hematocrit was below the lower limit of
normal.

B Value(s) Below the Lower Limit of Normal:

3 Dateoflabtest: — __ / /=
day month year
Valve Lower Limit of Normal (LIN) Below LLN?
4 Hemoglobin: L JgNo [} Yes
5 Hematocrit: Do No D] Yes
6 RBC: L JgNo [ ] Yes
7 Iron level: Do No D1 Yes

D Repeat Test:

The hematology panel is repeated in two weeks. The iron level is also repeated.

11 Date of repeat lab test: — /_monm_/_ o

Valve Lower Limit of Normal (LLN) Below LLN?
12 Hemoglobin: L gNo [ Yes
13 Hematocrit: L JgNo [ ], Yes
14 RBC: Do No D] Yes
15 Iron level: L JgNo [ ], Yes

If the repeated test confirms the previous findings, a participant is advised to seek medical help outside of the study.

Nevertheless, s/he continues the CR intervention.

Fax to Safety Surveillance at 1-866-668-7138
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Center Number: ___ Participant Number:

Anemia Episode Report

Participant’s Initials: -
first_ middle last

Anemia Episode (continued)

E Medical Help Outside the Study:
16 Was the participant advised to seek medical help outside the study?
]y No = If No: Indicate the reason why not:
||, Hematology panel and iron levels returned to acceptable values = If the hematology and iron levels
return to acceptable values, then the
episode has resolved. Stop here,
sign the form on the last page, and
store in the participant’s binder.
|_Jog Other (specify):
|, Yes = If Yes: Date on which patient was advised: ____/___ /

day month year

F One Month Follow-up Test
If the hematology and iron levels do not return to acceptable values, the hematology panel and iron levels are repeated one month after

the treatment was initiated.

17 Date of one month follow-up lab test: — /_mmh_/_ ———

Valve Lower Limit of Normal (LIN) Below LLN?
18 Hemoglobin: L JgNo [ ], Yes
19 Hematocrit: Do No D, Yes
20 RBC: L gNo [ Yes
21 Iron level: Do No D, Yes

G Temporary Discontinuation
If anemia is not improving or worsens, the CR intervention is temporarily discontinued.
22 Was the participant temporarily discontinued from the CR intervention?
__J, No = If No: Indicate the reason why CR was not temporarily discontinued (check only one):
||, Hemoglobin panel and iron levels returned to acceptable values = If the hemoglobin and iron levels
return to acceptable levels, the
episode has resolved. Stop here, sign
the form on the last page, and
forward to the coordinating center
with the next batch of data forms.
|_log Other (specify):

||, Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

Continue to Section H, next page.

Fax to Safety Surveillance at 1-866-668-7138
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Center Number: ___ Participant Number:

Anemia Episode Report

Participant’s Initials:

first middle last

Anemia Episode (continued)

H Two Month Follow-up Value

If anemia is not improving or is worsening after the CR intervention was temporarily discontinued for one month, the intervention

is permanently discontinued.

23 Date of two month follow-up lab test: _r/_nrmh_ /_77_

Value Lower Limit of Normal (LLN) Below LLN?
24 Hemoglobin: L JgNo [ ], Yes
25 Hematocrit: Do No D1 Yes
26 RBC: L oNo [ Yes
27 Iron level: L oNo [ Yes

1 Permanent Discontinuation
28 Was the participant permanently discontinued from the CR intervention?

], No = If No: Indicate the reason why CR was not permanently discontinued (check only one):
||, Hemoglobin panel and iron levels returned to acceptable values

D% Other (specify):

__], Yes = If Yes: Please complete the Permanent Discontinuation from CR Intervention form and fax to Safety

Surveillance immediately.

J Please provide a description of this episode including actions taken:

Study Manager’s Signature:

Signature: Date: _ __ / _ _ /__

Fax to Safety Surveillance at 1-866-668-7138
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Center Number: ___ Participant Number:

Ventricular Ischemia Episode Report

Participant’s Initials: -
first_ middle last

Ventricular Ischemia Episode

This report is completed if an episode of ventricular ischemia occurs during the VO, max measurement (12 or 24 months). Reporting starts
when it is first observed, and ends when the episode either resolves or the participant is permanently discontinued from the

CR intervention.

A Identifying information

1 Date of initial report: —__/______/__

day month year

2 Name of person making this report:

B Date when the ventricular ischemia was ohserved

3 Date: ____/______/__

day month year

€ Temporary Discontinuation
The CR intervention is temporarily discontinued and a stress imaging study is recommended within two weeks.
4 Was CR temporarily discontinued and a stress imaging study ordered?

], No = If No: Indicate the reason CR was not temporarily discontinued:

||, Yes = If Yes: Complete the Temporary Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately. Continue to Section D below.

D Stress Imaging Study
If a stress imaging study confirms presence of ventricular ischemia, the CR intervention will be permanently discontinued and a participant

will follow all other study procedures to the study end.

day month year

6 Did the study confirm the presence of ventricular ischemia?
Do No
Dl Yes

E Permanent Discontinuation

7 Was the participant permanently discontinued from the CR intervention?
__Jo No = If No: Indicate the reason CR was not permanently discontinued:
||, The study did not confirm the presence of ventricular ischemia.
|_Jog Other (specify):

||, Yes = If Yes: Complete the Permanent Discontinuation from CR Intervention form and fax to Safety Surveillance

immediately.

Fax to Safety Surveillance at 1-866-668-7138
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Center Number: ___ Participant Number:

Ventricular Ischemia Episode Report

Participant’s Initials:

first middle last

Ventricular Ischemia Episode (continued)

F Please provide details of ECG findings including actions taken:

Study Manager’s Signature:

Signature: Date: _ _ /__ _ /

Fax to Safety Surveillance at 1-866-668-7138
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|Check one: | |Initial [ | Follow-up |

Participant Number:

Center Number:

Participant’s Initials:

Temporary Discontinuation
from CR Intervention

first middle last

Temporary Discontinuation

Note: Complete one form per reason for discontinuation.
1 Date of temporary discontinuation: —__/___ _ /
day month year
2 Reason for discontinuation (check only one):
D1 Persistent potassium level > 5.5 mEq/L and < 6.0 mEq/L at any point during study, confirmed by repeat testing at 1 week
||, Persistent potassium level > 6.1 mEq/L at any point during study, confirmed by repeat testing at 48 hours
if second level is above 5.5 mEq/L
Ds Treatment resistant anemia (anemia has not improved after one month of treatment)
|, Ventricular ischemia observed with exercise (stress image performed in 2 weeks)
Ds Decrease in BMI to <18.5 at any time
Dé Moderate depression (BDI > 20)
D7 Personal reasons (specify):
Ds Other (includes any other disease or condition that requires temporary discontinuation from intervention such as recovery from trauma,
surgery, or severe infections) (specify):
Participant’s Details:
Dateofbirth: /. / Height: o .__cm
day month year
Gender: [ | Male [ | Female Weight: . kg
BMI (if applicable):
Relevant Medical History:
Relevant Concomitant Medication (do not list medication administered to treat this event):
— Dose .
Medication & Unit Frequency | Route Start Date Continued Stop Date
) | LhNo [/ _]
day month year DI Yes day month year
) | LhNo e/ _]
da; month ear da; month ear
y U ¥ D] Yes y f Y
) | LhNo [/ _]
day month year DI Yes day month year
Relevant Lab Tests:
Test Date Value/Results Normal Range
B
day month year
-
day month year
-/
day month year
-/
day month year

Fax to Safety Surveillance at 1-866-668-7138
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Ca I erije Phase 2 Temporary Discontinuation

from CR Intervention

Center Number: Participant Number:

Participant’s Initials:

first middle last

Temporary Discontinuation (continued)

Please describe any additional action taken (e.g., observation or seek medical attention outside study):

Intervention Resumption

Was intervention resumed? If No: Fill out Permanent Discontinuation from CR Intervention form

If Yes: Date intervention wasresumed: ____/___ /_ —
day month year
Investigator’s Signature
Investigator: Date: _ _ /__ _ /
signature day month year

Fax to Safety Surveillance at 1-866-668-7138
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Ca I = ri e Phase 2 Permanent Discontinuation

from CR Intervention

Participant’s Initials:

Center Number: Participant Number: -
first middle last

Permanent Discontinuation

1 Date of permanent discontinuation: — /_Nm_/_ —
2 Reason(s) for discontinuation (check only one):
||, Persistent potassium level > 5.0 mEq/L resistant to one month of treatment
||, Persistent potassium level > 5.5 mEq/L after CR was temporarily discontinued and restarted
D3 Persistent anemia (anemia still not improving or worsening one month after temporary discontinuation)
"1, Ventricular ischemia confirmed by stress image
D5 Decrease in BMD at the hip or spine of 5% or greater from baseline at any time during first 12 months of CR
Dé Decrease in BMD at the hip or spine of 10% or greater from baseline at any time during months 12—24 of CR
D7 BMD t-score at any site (hip, femoral neck, or total spine) of less than -2.5 at any time during study
Ds Eating disorder (including anorexia nervosa, bulimia nervosa or binge eating OR experiencing a sub-threshold eating disorder)
[, Further decrease in BMI after 1 month of increase calorie intake OR temporary discontinuation of CR intervention OR persistent
decrease in BMI (< 18.5) after CR intervention restarted
||, Psychiatric disorder (including severe depression)
__|,; Reoccurrence of moderate depression (BDI still > 20) after CR intervention restarted Or moderate depression that is not improving
or is worsening (BDI > 30) after temporary discontinuation of CR intervention
__|,, Major illness or disease (e.g., cancer)
Dw Trauma requiring prolonged hospitalization or bed rest for more than one month
DM Menstrual irregularities or acyclicity for more than one year (women only)
Dw Pregnancy (women only)
|, Participant withdrew consent
|_|,, Personal reasons (specify):
D% Other:

Participant’s Details:

Dateofbirth: /. _/ Height: ___ . cm

day month year

Gender: [ | Male [ | Female Weight: ___ . kg
BMI (if applicable):

Relevant Medical History:

Fax to Safety Surveillance at 1-866-668-7138
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Ca I = ri e Phase 2 Permanent Discontinuation

from CR Intervention

Center Number: Participant Number: Participant’s Initials:

first middle last

Permanent Discontinuation (continued)

Relevant Concomitant Medication (do not list medication administered to treat this event):

Medication 8? 8‘:9“ Frequency | Route Start Date Continued Stop Date
| [hNe foy
da month ear da month ear
Yy fl y D] Yes Yy fl y
| [Ne oy
da month ear da month ear
Yy fl y D] Yes Yy L Y
| [Ne oy
da month ear da month ear
Yy fl y D] Yes Yy L Y
Relevant Lab Tests:
Test Date Value/Results Normal Range
-
day month year
-—
day month year
Ay A
day month year
-
day month year

Please describe any additional action taken (e.g., observation or seek medical attention outside study):

Investigator’s Signature

Investigator: Date: _ _ /__ _ /__ _ __
signature

Fax to Safety Surveillance at 1-866-668-7138
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Early Discontinuation of Study Evaluation

Center Number: Participant Number: Participant’s Initials:

first middle last

Completion/Early Discontinuation

1 Date of study completion or early discontinuation of study: _____/__ _ / _
day month year
2 Did the participant complete the study through Month 24?
], No = If No: Date of last contact: /] —
day month year

Indicate the primary reason for discontinuation (check only one):

|, Consent withdrawn
Dz Lost to follow-up

||, Adverse event = Complete Signs, Symptoms and Adverse Events Log
* If serious adverse event, complete Serious Adverse Event (SAE) form

D4 Death = Date of death: YA A

day month year

e Complete Signs, Symptoms and Adverse Events Log

» Complete Serious Adverse Events form

* Report cause of death as a Serious Adverse Event

D% Other (specify):

D1 Yes

Send to DCRI Forms Management * 2400 Pratt St. * Room 0311 Terrace Level * Durham NC 27705
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Center Number: ___ Participant Number:

Protocol Deviation

Participant’s Initials:

first middle last

Protocol Deviation

Please indicate below any deviations from the Calerie Protocol taken for this participant.

Check all that apply (one participant per form):

[ IBaseline1 | |Baseline2 [ IMonth1 [ IMonth3 [ JMonthé [ IMonth9 [ JMonth 12 [ ] Month 18 [ ] Month 24

Date of deviation: /] —
day month year
|| Informed Consent || Study/laboratory procedures (specify):
[] Inclusion/Exclusion criteria [] Participant non-fasting
[] Randomization/treatment assignment [] Participant safety (specify):
|| Concomitant Medications || Other (specify):

Brief explanation of deviation:

D Baseline 1 D Baseline 2 D Month 1 D Month 3 D Month 6 D Month 9 D Month 12 D Month 18 D Month 24

Date of deviation: /] —
day month year
| Informed Consent || Study/laboratory procedures (specify):
[] Inclusion/Exclusion criteria [] Participant non-fasting
|| Randomization/treatment assignment || Participant safety (specify):
[ ] Concomitant Medications [ ] Other (specify):

Brief explanation of deviation:

[ ]Baseline1 | |Baseline2 [ IMonth1 [ [Month3 [ JMonthé [ IMonth9 [ ]Month 12 [ ] Month 18 [ ] Month 24

Date of deviation: A _
day month year
| Informed Consent || Study/laboratory procedures (specify):
[] Inclusion/Exclusion criteria [] Participant non-fasting
[] Randomization/treatment assignment [] Participant safety (specify):
|| Concomitant Medications || Other (specify):
Brief explanation of deviation:
Submissiondate: ____ /_ /. Y A A A A
day month year day month year day month year
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