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P:C* HIV

HIV WESTERN BLOT
FORM # 21

INSTRUCTIONS

Complete this form for Group IIb patients (controls and those randomized off
study) at month 18, if the 18 month ELISA test is POSITIVE. If the 18 month
ELISA test is negative, this form is not required.

ITEM # INSTRUCTIONS /NOTES
la The "date of the specimen" is the date the serum sample is taken.

2a - 2i Complete if response to lc is "1" (positive) or "3" (equivocal).
Respond to each item listed.
Positive Western Blot = 1. positive p24, p3l and p4l, or
2. positive pl20, or
3. positive pl60

Rev. 02/03/96
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. PCPHIV
HIV WESTERN BLOT
GROUPS 1, 1I (0-23 MONTHS) AND Ila (24-52 MONTHS) PATIENTS
J bMO
Patient’'s ID #: - - Form #: 21
bT7- FORM
Completed by: Date Completed: __ _ /__ _/__ __
(print name) (mm/dd/yy)
Visit: Month _lé;;ﬂjTH
1. Western Blot:
bT-WB
a. Date of specimen (mm/dd/yy) .......cceoceiannns S S
/;
b. Specimen mumber ...........eeeciniiinnaiaeeie &{_ 8_‘_;,{1’_0_ _
C. ReSULL ... tiiiiineseenononnssssescanessastannens w8
0 = negative
1 = positive
3 = equivocal
If result is positive or equivocal, complete item 2a - 2i.
2. Western Blot banding patterns (respond to each):
0 = negative
1 = positive
3 = equivocal
B 17 e We /7
B Db e e WB3Y
P 3 W R R U%ﬁ‘g/
Qe BL e WBHI
e - R T I I édﬁfﬁ
55 e WB5S
B 66 e WBLG
By 120 ottt WBIAO
£ 160 e e
_ B TNENT
Entered by: __QEZ&LTKZQ Date entered: _____/_:{ZZ/_____
(cexrt. #) (mm/dd/yy)

Form # 21.02 Rev. 08/01/91
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P’C* HIV
HIV ELISA
FORM # 22

INSTRUCTIONS

Complete this form for Group IIb patients (controls and those randomized off
study) at month 18.

ITEM # INSTRUCTIONS /NOTES

la The "date of the specimen" is the date the serum sample is taken.

Rev. 06/01/93
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P2C? HIV
HIV ELISA

GROUPS II, (0-23 MONTHS) AND IIb (24-52 MONTHS) PATIENTS

/
Patient’'s ID #: - ;I bAD - Form #: 2 2 -
DT- FORH
Completed by: Date Completed: __ _ /__ /__ __
(print name) (mm/dd/yy)
Visit: Month _j@T§j17¥f
1. ELISA _
MNT- ELISA
a. Date of specimen (mm/dd/yy) ........c.ceciiiann I A S
b. Specimen number ..........ceieeeniiainiieeee ﬁg%;;f%ﬁﬁ;fﬂg
C. ReSULL ..ttt iiteaeenscaaoaaneassnessnns ’_—C_/\_‘_I‘fﬁ
0 = negative
1 = positive
3 = equivocal
_ D7 FHENT
Entered by: ___Qf;@ L;Z%b Date entered: __ _ /__ __;2; —_
(cert. #) (mm/dd/yy)

Form # 22.02 Rev. 08/01/91



Routine Schedule:
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PC* HIV

HIV CULTURE
FORM # 23

INSTRUCTIONS

Complete this form at baseline (not cord blood) and at months
3 and 6. (NOTE: If the baseline and month 3 HIV culture test
are both positive, it is not necessary to repeat the test at
month 6).

INSTRUCTIONS /NOTES

The "date of the specimen" is the date the culture sample is taken.

Group II -
ITEM #
1
Rev. 07/01/93
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P:C* HIV
HIV CULTURE
GROUP II PATIENTS
T s
Patient’s ID #: - - Form #: 23
MT-FoRM
Completed by: Date Completed: _ _ / _ /
(print name) (mm/dd/yy)
Visit: Month _léléiﬂ_rﬁ
DT- HIVS
1. Date of specimen (mm/dd/yy) ....cccceiiiiiirinienns R 2 SR
2. Date placed in culture (mm/dd/yy) ....ccecovvenen... ___ %if“ ﬁEEV!3
3. Specimen mumber .............eceiiieeneeeiiinttes fﬁly%§4[Q__
4, ACTG consensus protocol method ...............evnnnn /chél PRO
1 = quantitative
2 = qualitative
HIV

5. Final Reading . ........cciiitiinrrnnnnnienaanncnnnns findd
0 = negative A
1 = positive
2 = unsatisfactory
3 = indeterminate (only one well positive in quantitative culture)

, ST THENT
Entered by: __é?gizsﬁﬁg_ Date entered: __.__/__?__/__,__
(cert. #) (mm/dd/yy)

Form # 23.03 Rev. 07/01/93
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P:C* HIV
CMV SEROLOGY (PATIENT)
FORM # 24
TION
Schedule:

Group I - When clinically warranted.

Group II - Complete this form at month 6, 12, 18, 24, 30, 36, 42
and 48, 54, 60, 66, 72, 78. Testing will be
discontinued once test is positive.

ITEM # INSTRUCTIONS /NOTES
1 Indicate the reason for testing. Testing may be routine or due to
illness (unscheduled inpatient or outpatient). Choose the
appropriate response.
2a The "date of the specimen" is the date the serology sample is taken.
2¢c Two methods can be used for serology testing, antibody titer and

ELISA. In the first column, under "Test Done", indicate if the
specific test was performed by entering a "0"(no) or "1" (yes). If
the response in the first column is "1", enter the test result in
the second and third column under IgG and IgM.

Rev. 06/01/93
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P:C* HIV
CMYV SEROLOGY (PATIENT)
GROUPS I AND IT PATIENTS
TN A
Patient’s ID #: - ks - Form #: 2 4 .
DT- FoRM
Completed by: Date Completed: __ _ / _ /
(print name) (mm/dd/yy)

Visit: Month _VSMTH

1. Indication for CMV testing ...........ciieeinnncnnns NNSERD
1 = routine
2 = unscheduled outpatient
3 = unscheduled inpatient
2. Cytomegalovirus:
YT-SCHV
a. Date of specimen (mm/dd/yy) .......c.coieeuiinenn Y A A
ENVSAO
b. Specimen number .............eiieciiiiiianieee \_S_ _,_\1_ o
c. Test Done - Indicate the type of test performed
by entering "0"(no) or "1"(yes) in the first column.
If the response is yes, document the test results.
Test Done IgG IgM
CNYTLT ITIT;
Antibody titer SCHVAT 0 _'S_ﬁ - 1 ;Sti_/iflj{_/_,z,
(titer) (titer)
ELISA SCHVELL SeHVOb JEHVOb L
“(optical density “(optical demsity
or index) or index)
d. Final result . ......ceieeneetiseansenansconsees \SGNI/
0 = negative 3 = positive, active
1 = positive, NOS 4 = unsatisfactory
2 = positive, past 5 = equivocal
If an ELISA was done, complete 2e:
IME T
e. Method of testing ........ ..o CMVME TH
1 = Sigma Diagnostics 4 = Wittaker Labs
2 = Becton Dickinson 9 = Other
3 = Diamedix Corp. (Specify: 0HV3 PE&’ )
! : NT. FMEMT
Entered by: __QEET‘_/:O Date entered: __ _/ﬁl_ /’:{/E_A' /
(cert. #) (mm/dd/yy)

Form # 24.04 Rev. 10/01/92
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P:C* HIV
CMV CULTURE (PATIENT)
FORM # 25
INSTRUCTION
Schedule:
Group I - When clinically warranted.
Group II - Complete this form at birth and at months 6, 12, 18, 24,
30, 36, 42, 48, 54, 60, 66, 72 and 78.
IT # INSTRUCTIONS /NOTES
1 Indicate the reason for testing. Testing may be routine or due to
jllness (unscheduled inpatient or outpatient). Choose the
appropriate response.
2 The "date of the specimen" is the date the urine sample is taken.
3 Indicate if specimen is for culture or storge. (NOTE: Once the
child is CMV positive [See protocol section 5.1.4], specimens will
be stored rather than cultured.)
4e Tubes will be read every two - three days and will be discarded

after four weeks. The date of the final reading will be entered.

Rev. 06/01/93
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PC? HIV
CMV CULTURE (PATIENT)
‘ GROUPS I AND II PATIENTS
IDN0
Patient'’s ID #: - - Form #: 25 _
b7 FORN
Completed by: Date Completed: __ _ / _ /
(print name) (mm/dd/yy)
Visit: Month _Zv_’[s_ﬁ TH
1. Indication for collection of urine specimen ........ —IK/AC’L/‘/
1 = routine
2 = unscheduled outpatient
3 = unscheduled inpatient
’ BT CHVS
2. Date of specimen (mm/dd/yy) ....c..ciiiiiiiaiineenee S S
3. Urine specimen taken ...........c.ceeinrnnnncncennns Llﬂ;ZAQZ,Y/D
1 = for culture
2 = for storage
If response is "1", coﬁplete item 4,
If response is "2", STOP HERE.
4, Urine Culture
CHYSHO
a. Specimen mumber ...........cieeiieiiiiiiiiiieeee L Lo
DT LN/P
b. Date placed in culture (mm/dd/yy) .............. _ — o
c. Date of final reading (mm/dd/yy) ..........cc... _ __/j{l‘é__y;_

d. Final reading ........ .ttt
0 = negative
1 = positive
2 = unsatisfactory

Entered by:

(cert. #)

Form # 25.03 Rev. 10/01/92

cm T- % Date entered:

MNT-FmMENT
Pl

(mm/dd/yy)
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P:C* HIV
EBV CULTURE (PATIENT)
FORM # 26
INSTRUCTIONS
Schedule:
Group I - When clinically warranted.
Group II - Complete this form at birth and at months 6, 12, 18, 24,
30, 36, 42, 48, 54, 60, 66, 72 and 78.

(NOTE: The data collection form will be completed at the University of

Texas Health Science Center in San Antonio, Texas and returned to the
Clinical Center for data entry.)

ITEM #

6b

INSTRUCTIONS /NOTES

Indicate the reason for testing. Testing may be routine or due to
illness (unscheduled inpatient or outpatient). Choose the
appropriate response.

The "date of the specimen" is the date the saliva specimen is taken.

Enter the specimen number as identified by the laboratory department.

Cultures are held for eight weeks; cells are checked weekly. Enter
the date of the final reading.

Enter the titer if the final reading is positive.

Rev. 06/01/93
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P:C? HIV
EBV CULTURE (PATIENT)
GROUPS I AND II PATIENTS
Patient’s ID #: -;Ile/O - Form #: 26 _
bT- FORI
Completed by: Date Completed: __ _/ _ /
(print name) (mm/dd/yy)
Visit: Month VFSHTH
Throat washing (saliva culture)
1. Indication for EBV saliva culture .................. Iwb EgV
1 = routine
2 = unscheduled outpatient
3 = unscheduled inpatient _
DT-EB/S
2. Date of specimen (mm/dd/yy).....ccvoveurnrnrinnnaecen Y 2 A
YT-E8LP
3. Date placed in culture (mm/dd/yy) .........c.coeooeeee /o /_
/
4., Specimen nmumber ..........iiiiiieeiiiieiie i E_ K_L/:fi‘v 67 _
_EBY/
5. Date of final reading (mm/dd/yy) ..........c.cceeiens _ _;?-7 _
6. a. Final reading .........ccceiciuitiniienirinnanens /E.[)’ 4
0 = negative
1 = positive
2 = unsatisfactory
If positive, complete 6b:
FRITITER
b. Titer of positive specimen (TDso/ml) (Logjo) e
T BT FHENT
Entered by: __O_ﬁ:/\)_/ :_/{_/ﬂ Date entered: __ _/_i_ _/:/_ _/
(cert. #) (mm/dd/yy)

Form # 26.03 Rev. 08/01/91
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P’C’ HIV
LABORATORY
FORM # 27

INSTRUCTIONS

Routine Schedule:

Group I - Complete this form at the initial visit and at

months 12, 24, 36 48, 60 and 72.

Group II - Complete this form at birth and at months 6, 12,

18, 24, 30, 36, 42, 48, 54, 60, 66, 72 and 78.

Schedule during Intercurrent Illness:

Groups I and II — Complete this form when the respiratory symptom

ITEM #

7a — 7g

10

11

12 - 14

evaluation is indicated.

INSTRUCTIONS /NOTES

Testing may be routine or due to illness (unscheduled inpatient or
outpatient). Choose the appropriate response.

The "date" refers to the date the blood sample was taken.

Enter the white blood count as 10° per millimeters cubed. If the
total count is given, move the decimal three spaces to the left.

Example: WBC 10,000 is entered as 1 0 . 0 .

Counts are recorded in percent. Round to whole numbers.
Example: 20.5% is entered as 2 1.

Enter the platelet count as 10° per millimeter cubed. If the total
count is given, move the decimal three spaces to the left.

Example: Platelet count of 350,000 is entered as
3 5 _0.

Erythrocyte sedimentation rate will not be performed at birth;
enter "F6" as not applicable.

The "date" refers to the date the chemistry sample was taken.

Enter the lactate dehydrogenase level in international units per
liter.

mEq/L — milli-equivalents per liter

Rev. 06/01/93
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P2Ct HIV
LABORATORY
GROUPS 1 AND II PATIENTS

F DO

Patient’'s ID #: - - Form #: 27
»7- FORM

Completed by: Date Completed: __ _ /_ _ /___

(print name) (mm/dd/yy)

Visit: Month _‘_/ZE_L(‘/T/‘)‘

1. Indications for lab testing ............ .. iiiinnnn IA_/A_LHB
1 = routine
2 = unscheduled outpatient
3 = unscheduled inpatient
Hematology b7- HEHR
2. Date (Mm/AQ/YY) .vviriitiiai it - S
3. Hemoglobin (g/dl) ..........ciuiiniiiinninrnannnaenans . é&é.___
4., Hematocrit (%) ...t iitrttenannnetrnne i canns __f%éiz;__
5. MOV (U3) ittt i i i i i i e _/ié_/__
6. WBC (103/mmd) ... ... WM'LH.B
7. Differential
a. Neutrophils (%) ........cceiiiiiiniiiinniannenns A_/EC@O
b. Bands (%) ....uitittineantontiitiieaearaneaeentan lﬁﬂAéQ§
c. Lymphocytes (8) ......cieinriiinirnriensnrneans l_\_W_fEH_LHB
d. Monocytes (%) .....vetiintiiiiiiiiiiiiiaaiaen MA_/O_@ ‘/TE
€. EOSINOPRILS (B) ««rvrvnrnnnnessaennnennennnnnnnnn kosz Mo
£. Basophils (8) ......ooevevee. [P _BASO
g. Atypical Lymphocytes () «ee.vvneeeeeevunnnnnoennnn ATYPLYH
8. Platelets (LOP/MIP) ....uneurnseeennnnneeeeinneeenonns PLATELRT
9. Erythrocyte sedimentation rate (mm/hr) .....coiiiionn. ___éii@___

(This test is not performed at birth; enter F6.)

Form # 27.03 Rev. 08/01/91
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Patient #: - -
P:C* HIV
LABORATORY
Chemistry
DT-tHEM
10. Date (MmM/AA/YY) «cvtrrintmnennrnecnannenneananasonesas Y A A
11, LDH (HU/L) e eean e LDH
12, SOQIUM (HMEQ/L)  +onnnnnnnneeeeeeeaanneeeeeeeeaans _SobTul
13.  Chloride (MEQ/L)  «rennnennnneeeeeeeeeennnaaeeeeeeen _CHLORIpE
14. Potassium (MEQ/L) ... ctiiimeerererinnreeannnanneeesns fELZZiSS
15, BUN (DE/AL)  «eenneennseneeennee e eieeainae e _ Buwv
16. Creatinine (mg/dl) ........ .ottt __J:fi]l__
17. Total protein (g/dl) ............ R _ToT PROT
18. Albumin (g/dl) ...t &%ﬂl"/
- DT FMEMT
Entered by: _C’gﬁ_/ :é_/o Date entered: _ _/b__/ __/;._/li _
(cert. #) (mm/dd/yy)

Form # 27.03 Rev. 08/01/91
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P’C* HIV

IMMUNOLOGIC STUDIES (PATIENT)
FORM # 28

INSTRUCTIONS

Routine Schedule:

Group I - Complete this form at the initial visit, and at months

12, 24, 36, 48, 60 and 72.

Group II - Complete this form at the time of birth, and at months

3, 9, 15, 21, 30, 36, 42, 48, 54, 60, 66, 72 and 78.

Schedule during Intercurrent Illness:

Group I and II - Complete this form when the respiratory symptom

ITEM #
1
2
4
5
6 - 10

evaluation is indicated (unless tests were performed
within the previous two months).

INSTRUCTIONS /NOTES

Indicate the reason for testing. Testing may be routine or due to
illness (unscheduled inpatient or outpatient). Choose the
appropriate response,

The "date of the test" is the date the blood sample is taken.

Enter the white blood count as 10° per millimeters cubed. If the
total count is given, move the decimal three spaces to the left and
enter the number.

Example: WBC count of 10,000 is entered as

1 0.0
Lymphocyte % = Total lymphocyte count

Total white blood count

Lymphocyte subset % = Total subset count
Total lymphocyte count

Rev. 06/01/93
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P:C* HIV
IMMUNOLOGIC STUDIES (PATIENT)
GROUPS I AND II PATIENTS
Patient’s ID #: -;:I>A[D - Form #: 28
DT- FORHM
Completed by: Date Completed: __ __ /  /
(print name) (mm/dd/yy)
Visit: Month __V:E_S_HTH
1. Indication for immunologic studies ................. Jﬁjﬂ/f
1 = routine
2 = unscheduled outpatient
3 = unscheduled inpatient
»T-THH
2. Date of test (mm/dd/Y¥) ...cceriiiiiiiiiiiiiiin, Y A A
3. Specimen number ...........cccieiiiiiiiiieiineeeee ] :Ef{fﬁ§fﬂg _
4. WBC (x 103/mm3) .. ....c0iiuniniiiii i WBC’.
5. Lymphocytes (%) ....cutintinriiiiraiiai i f&j@iﬁf’
6. CD3 (T-CeLLS) (B)  «vvvvvvernennenneaesaaneeneeeeans b3
7. CD4 (T-Helper cells) (%) .......ccieveiieennnnnnenns _Elé:?
8. CD8 (T-Suppressor cells) (B) «eeveveveveenoeneneunnnn ﬁb_?_
9. CD19 (B-cells) (%) .....outenernenceninncnnnnnnnnnnens jg}&gz
10. CD20 (B-cells) (8) ..ovevneeeeenn. P (830
— FMEN
Entered by: ___CE_RZ_:A/D Date entered: _ _ _/_E D_H_ 7
(cert. #) (mm/dd/yy)

Form # 28.02 Rev. 08/01/91
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P:C? HIV
QUANTITATIVE IMMUNOGLOBULIN LEVELS
FORM # 29

INSTRUCTION

Routine Schedule:

Group I - Complete this form at the initial visit and at months

12, 24, 36, 48, 60, 72.

Group II - Complete this form at the time of birth and at months 6,

12, 18, 24, 30, 36, 42, 48, 54, 60, 66, 72 and 78.

Schedule during Intercurrent Illness:

Groups I and II - Complete this form when the respiratory symptom

1T #

1

2

La - 4¢
5a - 5b

evaluation is indicated (unless test had been performed
with the previous two months).

INSTRUCTIONS /NOTES

Indicate the reason for testing. Testing may be routine or due to
illness (unscheduled inpatient or outpatient). Choose the

appropriate response.

The "date of the specimen" is the date the blood sample is taken.

Results are recorded in milligrams per deciliter.

Indicate if the patient is receiving IVIG injections and enter the
date of the last injection.

Rev. 06/01/93
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P’C* HIV
QUANTITATIVE IMMUNOGLOBULIN LEVELS
GROUPS I AND II PATIENTS
/0 '
Patient’s ID #: - LM Form #: 29
DT- FORN
Completed by: Date Completed: Y A
(print name) (mm/dd/yy)
Visit: Month _ZIS_N TH
Indication for immunoglobulin testing .............. IvbaL
1 = routine
2 = unscheduled outpatient
3 = unscheduled inpatient
b7T-QT
Date of specimen (mm/dd/yy) ........c.cciiiiiiiiiinnn I A A
Specimen number ............ciciiiiiiini i 6&2545442_ _
Results:
a. IgG (ME/AL) . .vivieeneiniii e T I _Czé__ _
b. TEM (ME/AL)  +eveneeenee et S I6H.
€. TEA (MB/AL)  +eeneeee e I6h
a. 1Is the patient receiving IVIG injections? ...... :TVJTG7;IA/J~
0 = no
1 = yes
If yes, complete item 5b:
M- IVIGI
b. Indicate the date of the last injection .......... S S

Entered by:

ﬁ_E_FET-_Ii/O

-_(zert. #)

Form # 29.03 Rev. 10/01/92

Date entered: _ _ __/EE/_':/{ZEA//-
(mm/dd/yy)
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P!C? HIV
DELAYED HYPERSENSITIVITY SKIN TEST
FORM # 30

INSTRUCTIONS

Results of this test are to be read by medical personnel. If a medical reading
cannot be obtained, the test is to be entered as missing. (NOTE: The computer
will now require a date of antigen placement to be entered for all "missing" DHST
records. If the antigens were placed, enter the appropriate date in the field
provided. If the antigens were NOT PLACED, enter "Fg" [01/01/00} in the date

field.)

The DHST "sub-study" will require additional reporting. At the time of antigen
placement, the parent/guardian will be instructed in performing DHST readings.
An instruction sheet will be provided to the participant. The parent/guardian
will be asked to perform two readings the day of the return visit. One reading
will be performed in the HOME; and one in the presence of the Nurse Coordinator,

while in the CLINIC. NOTE: The participant who performs the reading at home and

at the clinic, must be the individual who received the verbal instructions from
the Nurse Coordinator at the time of the antigen placement. The yellow "Parent
Instruction” sheet will be used by the parent/guardian to record the results read
at home. The results from the sheet will be transcribed onto Form 30 (see item
5). At the return visit, the parent/guardian will perform a second reading. The
results will be recorded directly onto Form 30 by the nurse (see item 6).

Once verbal and written instructions are given, the DHST Reader Questionnaire
(See Form 35) must also be completed.

Routine Schedule:

Groups I - Complete this form at enrollment (only if the child is
1 year of age or older) and at months 12, 24, 36, 48, 60
and 72.

Group II - Complete this form at months 12, 24, 36, 48, 60 and 72.

Schedule during Intercurrent Illness:

Groups I and II - Testing is performed at the time of Respiratory Symptom
Evaluation (unless test had been performed within the
previous two months).

ITEM # INSTRUCTIONS /NOTES
1 Testing may be routine or unscheduled. Choose the appropriate
response.
4b - 4d If no reaction is seen, record observations as o .

Rev. 07/11/94



IT #
Sa
5b - 5d
6a
6b - 6d
Rev. 07/11/94

Page 2 of 2

P’C* HIV
DELAYED HYPERSENSITIVITY SKIN TEST
FORM # 30

INSTRUCTIONS /NOTES

Enter "0" if the parent/guardian is instructed, but does not
perform the reading.

Enter "1" if the parent/guardian performs the reading at HOME

on the same day as the medical reading.

If the parent/guardian was not instructed to perform the
reading, record "F7" (note done) for this item.

Enter the results of the parent/guardian readings.

Enter "0" if the parent/guardian is instructed, but does not
return to the Clinical Center to perform the reading.

Enter "1" if the parent/guardian performs the reading at the
CLINIC _on the same day as the medical reading.

If the parent/guardian was not instructed to perform the
reading, record "F7" (note done) for this item.

Enter the results of the parent/guardian readings.
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P2C? STUDY
DELAYED HYPERSENSITIVITY SKIN TEST

GROUPS I AND II PATIENTS

Patient’s ID #: ‘]LBA/O - Form #: 30
DT- FORM
Completed by: Date Completed: ___ I A
(print name) (mm/dd/yy)
visit: Month _ VESMTH
Code missing data items as follows:
F5 = Unknown F7 = Not Done
1. Indication FOT DHST . ...vvvvnnneeeeeennnunnneeeemnnnns TIND BHST
1 = routine
2 = unscheduled outpatient
3 = unscheduled inpatient DT_- ﬁ /VTI
2. Date antigens placed (mm/dd/yy) .......c...ceieieiionn S S
TXANT L
3. Time antigens placed (00:00 — 23:59) ................. :
4, a. Results read by ........c.veeiiriniie s BEADDHST
1 = study personnel
3 = medical non-study personnel
Antigen Time of Final Reading (mm)
Placed Reading
0 = no 1 = 48 hours Redness Swelling
1 = yes 2 = 72 hours
b. Candida CANPLAEE CANTIME LANBED CANSWEL
c. PPD PoAPLACE  PPOTIHE  PPARED  _PPOSWEL
d. Tetanus TETPLALE TETTIHE IEZﬁEO TETSWEL
5. a. Results read by participant at home: (same day as medical reading) RRPAR TH
0 = no
1 = yes Redness Swelling
b.  Candida  CANREDR  (ANSWELA
c.  PPD PPDREDL  PPOSWEL L
Tetanus TETB_I::DQ\ _T_El._SWELl,
6. a. Results read by participant at Clinical Center: (same day as above) RR PARTC
0 = no
1 = yes Redness Swelling
b. Candida  (ANRED3 _CANSwEL 3
PPD PPORED3  PPOSWELS
d. Tetanus TETRED3 TETSWELS
Entered by: _ Date entered: __ _ /___/_ __
(cert. #) (mm/dd/yy)

Form # 30.05 Rev. 02/07/9%4
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P:C* HIV

SERUM STORAGE
FORM # 31

INSTRUCTIONS

Routine Schedule:

Group I - Complete this form at the initial visit and at months
12, 24, 36, 48, 60 and 72.

Group II - Complete this form at birth and at months 6, 12, 18, 24,
30, 36, 42, 48, 54, 60, 66, 72 and 78.

ITEM # INSTRUCTIONS /NOTES

(No special instructions for this form.)

Rev. 07/06/95
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PC? STUDY
SERUM STORAGE
GROUPS I AND II PATIENTS
Pati ID :]rb/vo
atient’'s #: - - Form #: 31
! DT- FORM
Completed by: Date Completed: __ _ / _ /
(print name) (mm/dd/yy)
Visit: Month _J{Ji%jv_rﬁ
DT-55
1. Date serum taken for storage (mm/dd/yy) ............ R Z A
2. Specimen number ............cc.ieiiiiiiiiin e ‘_S_S_A/_ﬁ_R_ _
: g
3. Amount of serum taken for storge (ml) ............... _ﬁﬂi
4. Number of storage tubes .......... ..ot ;§§12:/5K
— MNT-THEVT
Entered by: _fécﬁj; fé? Date entered: _ _ / _ /
(cert. #) (mm/dd/yy)

Form # 31.03 Rev. 10/25/93



SERUM STORAGE
FORM 31
VARIABLE NAME QUESTION # RE D RANGE
DT_FORM - Y > 5/22/90 AND
< DATEQ
DT_SS 1 Y > 2/22/90 AND
< DT_FORM
SSNBR 2 N
SSMLS 3 N >0
- SSNTBS | 4 N >0

Added on 1/2/97 to record amount shipped to McKesson (data as per Center):

DT_SHPD Date shipped

AMTSHPD Amount shipped (mls)

NUMSHPD Number of tubes shipped

NOTSHPD Reason not shipped.
Added 5/12/97 to record amount received by McKesson (data per McKesson):

NUMRCVD Number of tubes received by McKesson (mls received could not be determined

at this time since specimens were frozen)

Added 12/15/97 to record samples sent for Tripoain and RNA:

TRIPONIN Indicates if sample shipped for Triponin (0=not sent, 1=sent, -2=N4)

RNA Indicates if sample shipped for RNA (O=not sent, 1=sent, 2=NA
Added 04/98 to record inventory following shipping for Triponin and RNA:

DT_0498 Inventory date provided by McKesson

INV_0498 Indicates the inventory in mis following shipping of samples for Triponin and

RNA.

NOTE: Exact inventory from Central Lab is not available for specimans not yet pulled (unfrozen) for studies.

Form # 31 Rev. 07/05/00 1



Page 1 of 1
PC: HIV
EBV SEROLOGY (PATIENT)
FORM # 32

INSTRUCTIONS
Schedule:
Group I - When clinically warranted.

Group 1II - Complete this form at month 6, 12, 18, 24, 30, 36, 42,
48, 54, 60, 66, 72 and 78.

(NOTE: The data collection form will be completed at the University of
Texas Health Science Center in San Antonio, Texas and returned to the
Clinical Center for data entry.)

ITEM # INSTRUCTIONS/NOTES

1 Indicate the reason for testing. Testing may be routine or due to
jllness (unscheduled inpatient or outpatient). Choose the
appropriate response.

2 The "date of the specimen" is the date the sample is taken.

3 Enter the specimen number as identified by the laboratory department.

Rev. 06/01/93



Page 1 of 1

P:C* HIV
EBV SEROLOGY (PATIENT)
GROUPS 1 AND Il PATIENTS
T D0
Patient’s ID #: - - Form #: 32
dT-FoRH
Completed by: Date Completed: __ _ / _ /_
(print name) (mm/dd/yy)
Visit: Month _jZ¥L§j4771
1. Indication for EBV testing .........cceeronreeees }:ﬁi/.L /D
1 = routine
2 = unscheduled outpatient
3 = unscheduled inpatient DT ng'/
2. Date of specimen (mm/dd/yy) .....c.ceeaiianenen Y A S
3. Specimen NUmDEr ..........ceeneeerne s ‘{;132254{?__
G, VCA-IEG EALET «vonreensnnenneansonneneaneanens 1 . JEBVIGG
5. VOA-TEM CLEET . .vvennnnneeeenanneeeeaennnneeanes Jes ‘f;_[fll’{/
6. EBNA TLEET  «rrreeeennnnnnnneeeeeee s 1. JEBMA
7. @, EA-TE0 TLEEL  «oonnnrreenneeeannneaneeeannns 1 . kALGG
If response is "0", skip to item 8.
b. Directed tO .. ...ciiiiiriira e EB‘/AI R
1 = diffuse component
2 = restricted component
3 = both diffuse and restricted
SEBV

8. Final

result
0 = negative
11 = positive,
12 = positive,
13 = positive,
14 = positive,
15 = positive,

....................................

NOS, maternal transfer

past
acute, primary

recent or convalescent
reactivation or enhanced

16

unsatisfactory

Entered by:

Form # 32.04

CERT- MO

(cert. #)

Rev. 08/01/92

Date entered:

NT- FMENT
D FHENT
(mm/dd/yy)



AL

-

VARIABLE NAME
DT_FORM
EBVIND

DT_SEBV
SEBVSNO
SEBVIGG
SEBVIGM

SEBNA

EAIGG

EBVDIR

SEBV

EBV SEROLOGY FOR PATIENTS

FORM 32
QUESTION REQUIRED RANGE
- Y > 5/22/90 AND
< DATEQ
1 Y
2 Y > 2/22/90 AND < DT_FORM
3 N
4 N >0
5 N =0
6 N =0
7a N =0
7b N
8 Y

Added 12/2/96 per request of Mark/Scott:

NEG6MOS

This variable is used to code patients who were EBV negative at 6 months [0 =
negative]. Records coded per list from Scott.

Added 10/5/98. Data per McKesson:

MCKESSO

This variable indicates the number of specimens received by McKesson, matched on ID#
and date (NOTE: If one record listed, then "1" entered; if two records listed then "2"
entered. No amounts were provided. Also note that a large number of records could not

- be matched because no date was provided from McKesson.)

Added 10/5/98. Data per San Antonio:

INACTIV

NOTINAC

This variable indicates the estimated amount that San Antonio sent to McKesson that was
heat inactivated. '

This variable indicates the estimated amount that San Antonio sent to McKesson
that was not heat inactivated.

Form #32 Rev. 07/05/00 1



Page 1 of 2

P’C* HIV
IVIG AND ANTI-RETROVIRAL MEDICATION FORM
FORM # 34

INSTRUCTION

The medication form will be completed and updated for all Group I and Ila
patients according to the routine schedule provided below. The form will be a
complete history of pertinent medication data. Data concerning blinded treatment
protocols should not be entered on this form. Once a treatment protocol is
unblinded, the specific treatment will be entered. Only one form will be
completed per patient. Updates to the database will be made on the original data
collection form and entered into the database in the EDIT mode.

If the patient is not on IVIG or an anti-retroviral drug, an update will still
be required. In these instances, the appropriate visit month and date of the
update should be entered. Item #1 should be completed with a "O" (no) and the
remainder of the form should be left blank.

Routine Schedule:

Groups I and Ila - Complete this form at month 06, 12, 18, 24, 30,
36, 42, 48, 54, 60, 66, 72 and 78.

Initial Completion of the Form:

Enter the date the form is first completed in the "Initial Date" field and
enter the Visit Month. Enter all data related to IVIG or anti-retroviral
medications from the time of birth to the present.

Updates:

The form will be updated according to the routine schedule shown above.
Enter the visit month and the date of the update. Enter all medication data
pertinent to the period between the last update and the present.

Rev. 07/06/95



Page 2 of 2

P’C? HIV

IVIG AND ANTI-RETROVIRAL MEDICATION FORM

Item

Medication Codes -

Start Date -

Stop Date -

Dosage/Frequency -

Comments -

FORM # 34

Instructions

Codes for 1IVIG, AZT, DDI, DDC, T3C, Interferon,
Nevirapine and D4T have been provided on the form.

Codes (91 - 94) - If the patient is receiving an
antiretroviral medication not listed, use codes 91-94 to
list the specific medication.

Enter the date the patient began receiving the
medication. For IVIG it is assumed that infusions are
given at regular intervals. Enter the day the patient
received his/her first infusion.

Enter the date the patient discontinued the medication.
If the patient is receiving the medication during the
period in which the form is being completed, enter "F8"
(01/01/00) in the date field. At the time of the
subsequent update, if the treatment is discontinued,
"F8" should be replaced with the appropriate date.

In the case of IVIG, enter the date of the last infusion

if the patient is no longer receiving the treatment. Do
not enter the date of the last infusion if the patient
is due to return for treatment. If the patient’s
treatment included only a single infusion of IVIG, the
start date and stop date will be the date of the

infusion.

Specify the dosage and frequency of medication. If
there are changes in dosage, this should be described in

the comments field.

The comments field should be used when there are
pertinent data in addition to what was already described
and documented in items 2 through 15.

Example
Medication Start Date Stop Date Dosage
02 11/15/93 01/01/00 60-180 Eg[mzlgid (see comments)
L [ A
Comment.s: Ttem #2: 11/15/93 180mg/m® gid: 01/05/94 90me/m?/qid: 03/15/84

60mg /m id; 09/06/94 90mg/m! id;

(NOTE: At the time of data entry - Once all necessary lines of data are
completed, "F6" should be entered in the first field immediately following
the last entry in order to bypass the remaining unused fields.

Rev. 07/06/95



Page 1 of 2

P’C? STUDY
IVIG AND ANTI-RETROVIRAL MEDICATION FORM
GROUPS I and 1Ia
iy
Patient’s ID #: - - Form #: 34
DT- FORM
Completed by: Initial Date: __ _ / -
(print name) (mm/dd/yy)
Visit: Month Egﬂﬂ (When first completed)
Updates: (Month and Date of Update)
Month Date Month Date
ﬂ.ﬂzﬁl ___JQ?Z???@?‘ b>J7ZH5 ___J;nglfiﬂfs
o HTHR,  _ _ DTATHL o HIHe DT HTHG
o HTH3 ____LQYE[fniS o 1717 ___J_!%22L417}i7
o 1Y _ BT HTH w HTHg DT HTHE
Code missing data items as follows:
F6 = not applicable F8 = date unknown
1. Has the patient received treatment with IVIG or an anti-
retroviral; or is the patient enrolled on a blinded study o
involving IVIG or anti-retroviral treatment ........... //'E BTREA |
0 = no
1 = yes
If no, STOP here.
CODES AND INSTRUCTIONS
Medication Codes
1 - IVIG * 5 = 3TC 91 = MEDG!
2 = AZT 6 = Interferon 92 = MED 9.
3 = DDI 7 = Nevirapine 93 = MED 93
4 = DDC 8 = DA4T 9% = NeEpFY

Codes 91 through 94 should be used if the patient is on a medication other
than 1 - 8 listed above.

(It is assumed IVIG will be administered at regular intervals with START date as first infusion
and STOP date as last infusion. If IVIG was a single infusion, START and STOP dates should be
the same.)

Form # 34.01 (11/28/94)



Patient's ID #: - Page 2 of 2

P’C? STUDY
IVIG AND ANTI-RETROVIRAL MEDICATION FORM

IVIG AND ANTI-RETROVIRAL MEDICATION DATA

Medication Start Date Stop Date Dosage
(Code) (Amount including units
o Heveorr  _ YSTRE TP ey
s MesewEg _ _BESTA o TSI HebbsEZ
o Mepepes PSS BTRPS HEbDSE 3
5. Neoesry _ _PTSIRO PN MEDDS £
6. Mepenes  PT-SJRS dT-37P5 MEBDSES
r Mesevet _ _gTiTRe PSR MEODSEG
s. Menensy  STSTRT o MTLSTRT MED DS E 7
o Hepenegy _ DVSTRE o PP lessed
. gepeprqg ST JESIAT NEbBSE 9
11. MEpCDEID DI'S_T/QO_ ___9:{_7}05_ MEs DS E /O
12. NEBOMEN Al‘ fj/R_” L _{3/1}151_/ B MENDS E U
13. MEOLAEIL _9_7_’J_T/’ﬂ"z’_ _ _;b/ijief_ MED 0S5 E 12
4. MEDDE 13 _ i S_iﬁ_lg, _ __9_7: e MEDDS E 13
15. MEDCAEW _DL' S_T/R_/L{_ . __9}5”_"/__ MED DS £ 1Y
Comments:
Entered by: CERT-WO Date entered: __ L)i/’; @iMz
(cert.#) (mm/dd/yy)
Form # 34.01 (11/28/94)



Page 3 (Addendum)
P:C? STUDY
IVIG AND ANTI-RETROVIRAL MEDICATION FORM

Medication Start Date Stop Date Dosage

(Code) (hrvoumt, $meluding units
_ wd trsquencs)

16. NEMCDEIS _%_7_'5_7/25_ _ __L/T_:j_/ff . MEBDISE IS
1. Mg, ST MSTR HEBBSE/
18. NEMLDEIT ___91' S&W__ _ s NEBDSE )T
19. MESEBE /S /L Y 11/ HEMDSE /3
20. MEbCDENT _5/25_7/"_’9_ _ s Mevds = [9
21. MEscbERD DI-STpge - by-SThde MNEMNMNSE 20
2. Nesesear _ _pEAAA dJSTRAL HELBIE Q!
0. Mewpar _ _PFIRAt DEITHAA MEADSERR
Comments continued : MEro HH

Form # 34.01 ADDENDUM (08/22/96)



Page 1 of 1

P’C* HIV
DHST READER QUESTIONNAIRE
FORM # 35

INSTR TONS

This form is to be completed for the DHST comparison reading sub-study. The form
provides demographics on the individual who was instructed by the Nurse

Coordinator to perform the additional readings. The Nurse Coordinator should
complete this form immediately following giving the verbal and written

instructions to the parent/guardian.

ITEM # INSTRUCTTIONS /NOTES

(No item specific instructions provided at this time)

Rev. 07/11/9



Page 1 of 1

P:C? STUDY
DHST READER QUESTIONNAIRE
GROUPS I AND 1I PATIENTS
N7/
Patient’'s ID #: —‘l v - Form #: 35
DT FoRM
Completed by: Date Completed: __ I A
(print name) (mm/d4d/yy)
Code missing data items as follows:
F5 = Unknown
T_bHSTR
1. Date antigens placed (mm/dd/yy) .........ccceennienn . S 2

THE FOLLOWING QUESTIONS PERTAIN TO THE INDIVIDUAL INSTRUCTED TO PERFORM
THE DHST READING (Item 5a & 6a on Form 30).

_@R_Tﬁé;E
PARTSEX

3. Participant’s SeX  .........ieiienananiianannen
1 = male
2 = female

2. Participant’s age (in years) ...........c.ocoennn

PART RAC

4, Participant’s race ...........ciieiiiiiiiiiinens
1 = White Non-Hispanic
Black Non-Hispanic
Hispanic
Asian/Pacific Islander
= American Indian/Alaskan Native
other (Specify: PﬂRTR/MS )

ouEwN
(I |

5. Participant’'s education level ....................
1 = < 12 years high school

high school graduate

some college

college graduate

2
3
4

PARTLAV

6. Participant’s primary language ...................
1 = English
2 = Spanish -
9 = other (Specify: RHR/L,AJAS )

7. Relationship to patient .......... . .covrnennnnne PﬁR 7 ?EL
1 = child’s biologic mother

2 = child’s biologic father _
9 = other (Specify: fy}R TRELS )

Comments : BHST Com

Entered by: ___Cf;ﬁfjgyb Date entered: __,__}iZT_CZiFiE{/
(cert. #) (mm/dd/yy)

Form # 35.01 Rev. 07/11/94



	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.


