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PatientNumber [ [ | [ [ [ [ ][ ] Dateofpatientvisi [ [ T ][ T ][ [T 1]
| mmm__ dd YYYyy

InstitutionCode| | | | | | |

FomWeek [ [ [ | *SeqNo.| |*“stepNo.[ |  KeyoOperatorcode| [ [ |

* Enter a “17 ifthis is the first of this form for this date. Designate subsequent forms on same date with a2, 3, etc.
**Enter the subject's curent study step number. Enter '1' if the study does not have multiple steps.

FOR OFFICE USE ONLY - TEAR OFF TOP SHEET

INSTRUCTIONS TO THE STUDY COORDINATOR:

+ [he following questonnaire should beﬁic_wen to the parent/guardian pnor to the clinical exam and preferably in a quiet
secluded area (i.e., exam room or other o oet)_ The parent/guardian must be able to read at the smth—ﬁrade_legvel ata
minimum to complete the form herselffhimself. If not, the Study Nurse should complete the form with the individual, using
the QUALITY OF LIFE SCALES provided in the CRF Notebook. This questionnaire should only be given to
parent/guardian whose children are between 6 months and 4 years of agﬁ_

+« Pages 1- 2 of this form must be completed bY the Study Nurse. DO NOT SHOW PAGES 1 -2 OF THIS
FORM TO THE PATIENT. Pages 3 - § are comdpleted by the parent/guardian. Before giving the questionnaire to the
parent/guardian, please fill out the header(s) and DETACH PAGES 1 and 2. S o

e ltisimportant to be familiar with the content and format of the c;uestlonnalre before giving it to study participants. At
the first visit, please begin by explaining to the parent/guardian the tormat of the questions and how to complete them.

+ FEach question is inthe same general format and contains several items. Note that the patient is always asked to
CIRCLE a number or make an "X" or "v"” next to the appropnate catet};ory_ ) ) ) ) o

+ Colled the completed questionnaire before the clinical exam. Before going on, review the questionnaire for omission:
If the partigpant missed any of the questions, point this out and have him/her complete the omission.

QUESTIONS 1 TO 6 ARE TO BE COMPLETED BY THE STUDY NURSE:
COMPLETE QUESTION 1. 2 AND 3 WITH THE HELFP OF THE PARENTIGUARDIAN, PRIOR TO
GIVING THE QUESTIONNAIRE.

1. Since the last visit, have any of the following occurred?
At Entry: Have any of the following occurred within the last 12 months? {(1-Yes, 2-No) ___

Parent oSt JOb. . e i
Family member left Rome: ...

Loss of housing o had to MoV ...
Loss of entitement: (food stamps, AFDC, etC.) oo
Loss of health INSUMANGCE: ... s
Family member hospitalized: ... e,
Family member Very SOk ... e e
Change of caretaker: ... ... e e,
Separation of parents. ...
Divorce Of parents: ...
Jail sentence Of parent ...
Marmiage Of Parent. ...
L BIT OF S Dl .
Mother starting IO WorK: ...
Beginning school or moving to new school: ...
Change in financial status of parents: ... ...
Loss of close friend{to child): ... ...

Deathin family: ... e

If Death in family, who died? ....................... 1-Mother
Z-Father ) )
3-Brother or sister (stepbrother, or stepsister)
4-Grandparent
07-11-95/09-19-00/07-05-01 9-Other family member

Protocol Number| | | | | |
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2. “When | have a difficult problem or something that is really bothering me,
| have friends or family members | can turn to for help.”
Would you say this statementis: ... 1-Definitely true? |:|
2-Probably true?
3-Probably false?
4-Definitely false?
{1-Yes, 2-No)

3. Isthe child HIV-infected? ...

If No, go to question 4.

b. Isthe patientin school?

If No, go to question 4.

¢. Does the school know the diagnosis? ..o,

............... |:|

a. Does the patient know hefshe isinfected? ...

L] LI

ANSWER THE FOLLOWING ITEMS AFTER FPARENTIGUARDIAN COMPLETES THE

QUESTIONNAIRE OR AFTER YOU ASCERTAIN THAT THIS IS NOT POSSIBLE:
4. How was the questionnaire completed? ................
- Phone interview

- Not completed
- Other, specify

oo I

If Other, specify: [30]

- Self Administered by the parent/guardian |:|
- Face-to-face intenview that you conducted

a. If"4" - Not completed, indicate the reason: ............... 1 - Parent/guardian refused |:|
2 - Patient missed clinic visit
3 - There was not enough time at this visit

9 - Other reason
If Other, specify: [30]

5. Whorespondedto the questions? ... 1 - Biological Mother
2 - Biological Father |:|
3 - Other Relative, specify
4 - Adoptive Parent
5 - Foster Parent
9 - Other, specify

If Other or Other Relative, specify: [30]

8. What language was the questionnaire givenin? ........cc..ccoce e

If Other, specify: [30]

1-English
2-Spanish |:|
3-French

4-Creole
9-Other

a. Whatis the primary language spokenathome? ..o,

If Other, specify: [30]

1-English
2-Spanish I:I
3-French

4-Creole
9-Other

07-11-95/09-19-00/07-05-01 Date Form Keyed: (DO NOT KEY)
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INSTRUCTIONS TO PARENT/GUARDIAN:

Please answer the following questions by circling the best response. There are no right or wrong answers.
If you don't know what a particular question means do not hesitate to ask the study nurse. Please do your
best to answer all questions.

I. General Health Ratings. These statements ask about the health and behavior of your child.
A. Onascale from 1 to 10: {1 being the very worst, and 10 being the very best)
HOW HAS YOUR CHILD BEEN FEELING, ON THE AVERAGE, DURING
THE PAST 3 MONTHS?
(Please circle one number for each question)
The Very Worst The Very Best
Her‘Shi Ever Felt He/She Ever Feli

1. Overall, ingeneral? _1 2 3 4 5 5] 7 8 9 10

2. Physically? 1 2 3 4 5 8 7 8 9 10

3. Emotionally? 1 2 3 4 5 5] 7 3 9 10

B. As youread the following statements, decide which phrase best describes your child's health
over the past 3 months, then circle the number that goes with the answer you choose.

DURING THE PAST 3 MONTHS ... (Please circle one number for each question)
Never Some
or of the Almost
Rarely Time Always
1. My child's healthisexcellent: ... 1 2 3
2. My child seems to resistillness very well: ...................... 1 2 3
3. My child seems less healthy than other children | know: 1 2 3
4. When there is something going around, my child usually
Catehes it L 1 2 3
5. My childis somewhat clumsy: ... 1 2 3
My child seems accident-prone: ..., 1 2 3
7. When my child is sick or injured, he/she usually
recovers QUICKIY: ... 1 2 3
07-11-95/09-19-00/07-05-01
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II. Functional Status

Here are some statements that parents/guardians have made to describe their children. As you read
these statements, decide which phrase best describes your child's behavior over the past 3 months,

then circle the number that goes with the answer you choose.

Thinking about your child, DURING THE PAST 3 MONTHS, did your child...

(Please circle one number for each question)

Never
or
Rarely
1 Batwell?. ... 1
2 Sleep Well 7. 1
3 Seem contented and cheerful 7. 1
4 At MO0V 7 1
5 Communicate what he/she wanted?. ............................... 1
8 Seem to feel sickandtired?............... 1
7 Occupy himiherself?. . 1
8 Seemlively and energelic?.............oo i 1
9 Seem unusually irritable or cross?. ... 1
10. Sleep through the night?.................. 1
1. Respondto your attention?. ... 1
12. Seemunusually difficult?. ... 1
13. Seem interested in what was going on around him/her?......... 1
14. React tolittle things by crying?................. ... 1
15. Depend on any special medical
equipment or appliance in daily living?............................... 1

07-11-95/09-19-00/07-05-(1
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III. Social and Role Functioning  (Place an "X" or "v" on the line next to your answer)
A. DURING THE PAST 4 WEEKS, HOW MANY DAYS...

1. Did your child stay in bed (most or all of the day) due to any illness or injury?

0 1-2 3-5 6-10 11-15 >16

n ) (3 {4) 5} )

2. Didillness orinjury keep your child from school? (If during a vacation period, refer to the
last month school was open.)

Not In
School 0 1-2 3-5 6-10 11-15 >16

S {1 2 3 ) ) ®)

B. Please check only one answer for each question:
{Check One)
1. DURING THE PAST 4 WEEKS, didillness or injury limit or prevent
your child from doing usual childhood activities such as playing

with other children or participating in games or sports? ........... Yes' |:| No ? |:|
2. Ingeneral, is your child able to take part at all in ordinary play
with other children? ..o Yes' |:| No * |:|
3. Ingeneral, is your child limited in the kind of play hefshe can ) )
dobecause of hisfther health? ..., Yes |:| No |:|
4. In general, is your child limited in the amount of play because
of histher health? ............ccco.ooooiiiioieeeecee e Yes'| | No2| |
5. Isyour child enrolled in an early intervention program because
A Yes'| |  No2|[ |
6. DURING THE PAST 4 WEEKS, who took care of your child for the most
daytime hours during a typical weekday? {Check One)
YOUrSEIT ..o 11 |:|
Other parent/stepparent ... 12 |:|
Child's grandparent ..., 13 |:|
Child's brother or sister ...l 14 |:|
Non-relative of hild ...........ccccoeeevorrrerne 15 [ ]
Adaycare center ... 16 |:|
A nursery school/preschool ... 17 |:|
AHead Startprogram ... 18 |:|
Early Intervention program ... 19 |:|
Special Education program ..o 20 |:|
Someone else ..., 21 |:|

07-11-858/09-19-00/07-05-01
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IV. Health Care Utilization (Place an "X" or "v™ on the line next to your answer)
A. DURING THE PAST 4 WEEKS...
1. HOW MANY NIGHTS did your child stay in a hospital?
0 1-2 3-5 6-10 11-20 »>20
(1) (2 (3) (@) {5) (6)

2. HOW MANY VISITS did your child make to a clinic, office or emergency room to see a
doctor, nurse or other specialist?

0___

{1

1-2
2)

3-5
3

6-10
@)

11-20
)

»20
(6)

3. HOW MANY TIMES was your child visited by a nurse or other health care provider at your

home?

0

{1

1-2
2

3-5
3)

6-10
@)

11-20
{6)

=20
{6)

4. HOW MANY TIMES did you call a clinic, physician, nurse, or other health care provider
for a medical consultation over the telephone about your child?

0___

{1

1-2
2

3-5
3

6-10
)

11-20
{5)

»>20
{6)

B. Please check only one box for each question:

DURING THE PAST 4 WEEKS, didillness or injury make it necessary

for your child to use any medicine, other than vitamins, that a doctor

PrasCribad? .o
If No, goto "C."

Yes'| ]

If Yes, which of the following prescription medications did your child use?

Was it necessary for your child to use...

1. Prescription pain medicine? ...
2. Prescription antibiotics? ...
3. Prescription cold medicine? ...
4. Prescription medicine for wheezing? ...
5. Prescription topical cream? ...

6. Prescription anti-diarrhea medicine? ................ocoi il

07-11-858/09-19-00/07-05-01

Yes'| ]
Yes'[ ]
Yes' |:|
Yes'| ]
Yes' |:|
Yes'| ]

{Check One)

No?[ ]

No?[ ]
No?[ ]
N02|:|
No?[ ]
N02|:|
No?[ ]
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C. Please check only one box for each question:
{Check One)

Since the last dinic visit, has your child engaged in any of the followi

1. Herbal therapy 7 ...
Vitamin therapy? ..o
ACUPUNCIUN e
D (e o =
Aromatherapy? ..o,
SpIrtualism? ...,
Chiropractic care? ...,

HOmeoRathy? ...

© @ N & a0 Bk w PN

MaASSATE 7 oo —— e —————
0. Other?
If Other, specify: [30]

ng:

Yes'| |
Yes'| ]
Yes' |:|
Yes'| ]
Yes' |:|
Yes'| ]
Yes'| |
Yes'| ]
Yes'| ]
Yes' |:|

No®[ ]
No?[ ]
N02|:|
No®[ ]
N02|:|
No?[ ]
No’[ ]
No?[ ]
No?[ ]
N02|:|

D. Please check only one box for each question:

Since the last dinic visit, has your child:

1. SignedaDNR order? .l
{In the case of young children, has a parent or
guardian signed a DNR order?)

2. Enrolledin hospice care? ...t

07-11-95/09-19-00/07-05-(1

Yes1|:|

Yes'| |

{Check Onel

o2

No?[ ]
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V. Symptoms

The following questions ask about SYMPTOMS OR FEELINGS your child might have had during the

past 4 weeks. Please answer HOW DISTRESSING the following symptoms have been for your child

DURING THE PAST 4 WEEKS.

HOW MUCH WAS YOUR CHILD DISTRESSED BY THIS SYMPTOM OR FEELING?

(Please circle one answer for each guestion)
Notat Very Very
all Mildly Mildly Moderately Much Extremely

1. Physical or bodily pain? 1 2 3 4 5 6
2. Coughing, wheezing? 1 2 3 4 5 6
3. Nausea, vomiting, 1 2 3 4 5 6

abdominal/stomach pain?
4. Diarrhea 1
5. Rash, itching, or other 1

skin problems?
6. Fatigue, weakness? 1 2 3 4 5 5]
7. Feeling dizzy or lightheaded? 1
8. Fever, night sweats, 1

shaking, chills?
9. Loss of appetite? 1 2 3 4 5 6
10. Trouble sleeping? 1 2 3 4 5 6
11. Eye trouble, problem 1

with vision?
12. Headache? 1 2 3 4 5 5
13. Dry or painful mouth, 1 2 3 4 5 8

trouble swallowing?
14. Chest pain or tightness? 1
15. Difficulty breathing or 1

catching breath?
16. Runny nose, sinus trouble? 1
17. Muscle aches, joint bone pan? 1
18. Pain, numbness, or tingling 1

in hands or feet?
19. Earaches? 1 2 3 4
20. Overall discomfort? 1 2 3 4

THANK YOU VERY MUCH FOR YOUR TIME.
Your efforts will be very valuable in evaluating new therapies.
Language:

07-11-95/09-19-00/07-05-01 English IEI
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