
Infant Birth

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

Visit
Code

/networks/hivnet/forms/PTN_046/forms/birth_infant.fm

31-OCT-07
Language Staff Initials / Date

Birth Date

1. Was infant delivered at the study site clinic or hospital?

2. Type of delivery:

2a. Vaginal birth: Mark all that apply.

spontaneous vertex delivery

breech

forceps

vacuum extraction

other, specify:

2b. Caesarian section:

Identification

3. Time of birth:

4. Sex:

4a. Date of enrollment:

yes no

vaginal caesarian

If caesarian, go to item 2b.

Go to item 3.

elective emergency

:

24-hour clock

hr min

male female

dd MMM yy

dd MMM yy

Infant Birth

(007)

 Infant Birth (IB-1)

Page 1 of 3IB-1

Comments:

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 007 IB-1: Infant Birth (page 1) visit

ptid
IB1qc

IBbdt

IBdeliv

IBdtype

IBvbspon

IBvbbrch

IBvbforc

IBvbvacu

IBvboth IBvbothx

IBcsect

IBbrthtm

IBsex

IB1comm

formlang sfdt_007

IBv3endt



Infant Birth

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

Visit
Code

/networks/hivnet/forms/PTN_046/forms/birth_infant.fm

31-OCT-07
Language Staff Initials / Date

Physical Exam

5. Birthweight:

6. Pre-existing conditions and illnesses: Mark all that apply.

none skin abnormality: Mark all that apply.

jaundice, specify: milia

oral thrush newborn peeling skin

congenital anomaly, specify: erythema toxicum

hepatomegaly (> 2 cm below costal margin) transient pustular melanosis

neonatal sepsis heat rash (miliaria)

transient tachypnea non-specific dermatitis

meconium aspiration birthmark

conjunctivitis skin infection, specify:

opthalmia neonatorum other skin condition, specify:

other, specify:

.
kilograms

If none, mark only this response.
Go to item 7 on page 3.

(008)

Comments:

 Infant Birth (IB-2)

Page 2 of 3IB-2

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 008 IB-2: Infant Birth (page 2) visit

ptid

IBweight

IBprenon

IBjaund IBjaundx

IBthrush

IBcngan IBcnganx

IBhptmgy

IBsepsis

IBtachyp

IBmeconm

IBconjun

IBopthal

IBpeoth IBpeothx

IBskinab

IBmilia

IBpeel

IBerthye

IBmelan

IBhrash

IBdermat

IBbmark

IBskinf IBskinfx

IBskino

IBskinox

IBpreqc

IB2comm

formlang sfdt_008



Infant Birth

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

Visit
Code

/networks/hivnet/forms/PTN_046/forms/birth_infant.fm

31-OCT-07
Language Staff Initials / Date

7. Has the infant been given any antibiotic, antifungal, or
antimicrobial medications since birth? .......................................................

8. Was infant dosed with standard-of-care nevirapine? .................................

8a. Reason not dosed:

mother refused

other, specify:

8b. First dose given:

9. Was the infant redosed due to vomiting or other causes? .........................

9a. Why was infant redosed?

vomiting

other, specify:

9b. Second dose given:

10. Was infant given any other antiretroviral medications?..............................

yes no

If yes, update the
Infant’s Concomitant
Medications Log.

If yes, go to item 8b.

Go to item 10.

dd MMM yy

:

hr min
.

ml

Time: 24-hour clock

Date:Dose:

study staff

self-report/estimate

If no, go to item 10.

yes no

dd MMM yy

:

hr min
.

ml

Date:Dose:

Time: 24-hour clock

study staff

self-report/estimate

yes no

If yes, complete
Infant’s Antiretroviral
Medication Log.

Comments:

(009)

 Infant Birth (IB-3)

Page 3 of 3IB-3

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 009 IB-3: Infant Birth (page 3) visit

ptid
IB3qc

IBmeds

IBnvp

IBnonvp

IBnonvpx

IB1ndose IB1ndt IB1ntm

IBredos

IBnreas

IBnreasx

IB2ndose IB2ndt IB2ntm

IBart

IB3comm

formlang sfdt_009

IB1nsrc

IB2nsrc



Infant’s Randomization

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

Visit
Code

/networks/hivnet/forms/PTN_046/forms/archived/

30-NOV-05
Language Staff Initials / Date

1. Was this infant born to an HIV-infected mother who is eligible and who has
consented to take part in this study?...................................................................

2. Was a blood sample obtained for HIV-1 DNA PCR, CBC with differential,
and ALT within 3 days of birth?...........................................................................

3. Did the infant weigh at least 2000 grams at birth? ..............................................

4. Is the infant able to breastfeed (i.e., mother and infant alive with no
condition apparent that would preclude breastfeeding)? ....................................

5. Does the infant have a skin rash of Grade 2b (urticaria), Grade 3, or above?....

6. Does the infant have confirmed or suspected hepatitis, defined as clinical
signs and symptoms of clinical hepatic dysfunction including enlarged liver
(> 4 cm below right costal margin), hepatic tenderness, and/or ascites? ...........

7. Does the infant have a serious illness or condition that would prohibit
compliance with study procedures, as judged by the site clinician? ...................

8. Does the infant have known ALT Grade 2 or above? .........................................

9. Does the infant have known hemoglobin, absolute neutrophil count,
or platelet count Grade 2 or above?....................................................................

10. Date randomized:

11. Infant randomized within:

Stratum A: mother on ART for treatment

Stratum B: mother took intrapartum regimen for prevention of
mother-to-child transmission of HIV (e.g., single dose nevirapine)

Stratum C: mother took no antiretroviral drugs

yes no

yes no

dd MMM yy

12. Study drug label:

PLACE LABEL HERE

Study

Bottle #

Form Completion Date

dd MMM yy

Infant’s Randomization

If no to any of
the above,
infant is
ineligible for
randomization.

(017)

If yes to any of
the above,
infant is
ineligible for
randomization.

 Infant’s Randomization (IR-1)

Page 1 of 1IR-1

Comments:

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 017 IR-1: Infant’s Randomization visit

ptid INfcdt

INmomelg

INblood

INbwt

INbfd

INrash

INhep

INill

INalt

INhgl

INranddt

INstrata
INsdlbl INnewkit

INsdbot

INcomm

formlang sfdt_017



Infant’s Randomization

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

Visit
Code

/networks/hivnet/forms/PTN_046/forms/randomization_infant.fm

31-OCT-07
Language Staff Initials / Date

1. Was infant randomized?

2. Date randomized:

3. Infant randomized within:

Stratum A: mother currently on ART for treatment

Stratum C: mother not currently on ART for treatment

yes no

If no, end of form.

dd MMM yy

Infant’s Randomization

(018)

 Infant’s Randomization (IR-1)

Page 1 of 1IR-1

Comments:

4. Was study drug dosing started?

4a. Date study drug started:

4b. Time study drug started:

yes no

If no, complete the Infant Permanent Study Drug
Discontinuation form. End of form.

dd MMM yy

:

hr min

24-hour clock
study staff

self-report/estimate

Immediately fax to SCHARP DataFax after completing items 1–3.

Refax to SCHARP DataFax at the next visit (scheduled or interim)—when item 4 is completed.

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 018 IR-1: Infant’s Randomization visit

ptid

IRrand

IRranddt

IRstrata

IRsdds

IRsddsdt

IRsddstm
IRsddsrc

formlang sfdt_018



Infant’s Laboratory Results

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/lab_results_infant.fm

06-JUN-06
Language Staff Initials / Date

Visit
Code .

Initial Specimen Collection Date

Specimen Collection for Storage

1. Plasma ...............................................

2. Dried blood spot .................................

3. Cell pellet ...........................................

stored N/A not stored reason not stored

dd MMM yy

Infant’s Laboratory Results

Comments:

(021)

 Infant’s Laboratory Results (ILR-1)

Page 1 of 2ILR-1

4. HEMOGRAM

4a. WBC ...................

4b. Hemoglobin................

4c. Hematocrit .................

4d. MCV.....................

4e. Platelets

dd MMM yy
Not done/

Not collected

Alternate Collection Date

Not reported

.
x103/mm3

AE Severity

If applicable
Grade AE Log

Page #

.
g/dL

.
%

.
fL

cells/mm3

5. T CELL SUBSETS

5a. Absolute CD4+ .......

dd MMM yy
Not done/

Not collected

Alternate Collection Date

cells/mm3to analyze
Unable

6. LIVER FUNCTION TESTS

6a. ALT (SGPT) ............

Not done/
Not collected dd MMM yy

Alternate Collection Date

U/L

AE Severity

If applicable
Grade AE Log

Page #

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 021 ILR-1: Infant’s Laboratory Results (page 1) visit

ptid IRcoldt

IRplstr IRplstrx

IRdbstr IRdbstrx

IRcpstr IRcpstrx

IRhemnIRhemdt

IRwbcn IRwbc IRwbcgrIRwbcpg IRwb

IRhgbn IRhgb IRhgbgrIRhgbpg IRhgb

IRhctn IRhct IRhc

IRmcvn IRmcv IRmc

IRpltn IRplt IRpltgrIRpltpg IRpl

IRtclnIRtcldt

IRcd4nIRcd4
IRcd4

IRaltnIRaltdt IRalt IRaltgrIRaltpg IRal

IR1comm

formlang sfdt_021



Infant’s Laboratory Results

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/lab_results_infant.fm

06-JUN-06
Language Staff Initials / Date

Visit
Code .

8. HIV TEST RESULTS

8a. HIV EIA .......................

8b. HIV Rapid ...................

8c. HIV Qualitative DNA ...

8d. HIV RNA PCR (plasma)

Not done/
Not collected dd MMM yy

Alternate Collection Date

negative positive
IHO-1

Log Page #

negative positive
IHO-1

Log Page #

invalidnegative positive
IHU-1

Log Page #

viral copies/mL
> = <

IHU-1
Log Page #

If ≥ 400 copies/mL:

7. DIFFERENTIAL

7a. Neutrophils .............

7b. Lymphocytes ..........

7c. Monocytes ..............

7d. Eosinophils .............

7e. Basophils ................

7f. Other, specify:

Not done/
Not collected dd MMM yy

Alternate Collection Date

percentage cells/mm3

AE Severity

If applicable
GradeNot

reported

.

Absolute Count

OR

AE Log
Page #

. OR

. OR

. OR

. OR

. OR

(022)ILR-2

 Infant’s Laboratory Results (ILR-2)

Comments:

Page 2 of 2

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 022 ILR-2: Infant’s Laboratory Results (page 2) visit

ptid

IRdifnIRdifdt

IRneunIRneup IRneu IRneugrIRneupg IRneu

IRlymnIRlymp IRlym IRlym

IRmonnIRmonp IRmon IRmon

IReosnIReosp IReos IReos

IRbasnIRbasp IRbas
IRba

IRodn IRodp IRod
IRodx

IRot

IReianIReiadt IReia IReialg
IReia

IRrapnIRrapdt IRrap IRraplg IRrap

IRhqdnIRhqddt IRhqd IRhqdlg IRhq

IRhrpnIRhrpdt IRhrpo IRhrp IRhrp

IRhrplg

IR2comm

formlang sfdt_022



Infant’s Confirmatory HIV
Results—15 Months and
Under

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/hiv_results_infant_under_15.fm

31-OCT-07
Language Staff Initials / Date

Page

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

Infant’s Confirmatory HIV

Comments:

(025)

 Infant’s Confirmatory HIV Results—15 Months and Under (IHU-1)

IHU-1

1. Confirmatory testing
(HIV Qualitative DNA or HIV RNA PCR)

1a. HIV Qualitative DNA...........

1b. HIV RNA PCR (plasma) .....

2. Confirmatory testing
(HIV Qualitative DNA or HIV RNA PCR)

2a. HIV Qualitative DNA...........

2b. HIV RNA PCR (plasma) .....

3. Confirmatory testing
(HIV Qualitative DNA or HIV RNA PCR)

3a. HIV Qualitative DNA...........

3b. HIV RNA PCR (plasma)

4. Final test results...............

dd MMM yy
Sample #2 Collection Date

Visit
Code .

Not Done negative positive
If both sample
#1 and #2 are
positive, go to
item 4.

invalid

viral copies/mL
> = <

If both sample #1 and #2 are
≥ 400 copies/mL, go to item 4.

dd MMM yy
Sample #3 Collection Date

Visit
Code .

Not Done negative positive

If both sample
#2 and #3 are
positive or both
are negative, go
to item 4.

invalid

viral copies/mL
> = <

If both sample #2 and #3 are ≥ 400
copies/mL or both are < 400
copies/mL, go to item 4.

dd MMM yy
Sample #4 Collection Date

Visit
Code .

Not Done negative positive invalid

viral copies/mL
> = <

negative positive

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 025 IHU-1: Infant’s Confirmatory HIV Results-15 Months and Undervisit

ptid

IUs2dt

IUs2vis

IUs2hqdn IUs2hqd

IUs2hrpn IUs2hrpo IUs2hrp

IUs3dt

IUs3vis

IUs3hqdn IUs3hqd

IUs3hrpn IUs3hrpo IUs3hrp

IUs4dt

IUs4vis

IUs4hqdn IUs4hqd

IUs4hrpn IUs4hrpo IUs4hrp

IUhiv
IUcomm

formlang sfdt_025



Infant’s Confirmatory HIV Results—
Over 15 Months

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/hiv_results_infant_over_15.fm

08-NOV-07
Language Staff Initials / Date

Page

Infant’s Confirmatory HIV

Comments:

(027)

Infant’s Confirmatory HIV Results—Over 15 Months (IHO-1)

IHO-1

1. Initial sample IFA or HIV Western Blot testing

IFA

Western Blot

non-reactive/
negative

1a. Result

reactive/
positive

non-specific/
indeterminate

2. Sample #2 confirmatory IFA
or HIV Western Blot testing

dd MMM yy
Collection Date

.

not
done

OR

Visit Code

non-reactive/
negative

2a. Result

reactive/
positive

non-specific/
indeterminateIFA

Western Blot
If non-specific/indeterminate,
contact HPTN Network Lab.
Collection of additional
specimens may be necessary.

If non-reactive/negative,
contact HPTN Network Lab.
Collection of additional
specimens may be necessary.

If reactive/positive,
go to item 4.

4. Final test results ................

negative positive

If non-reactive/negative, go to item 4.

Go to item 2.

3. Sample #3 confirmatory IFA
or HIV Western Blot testing

dd MMM yy
Collection Date

.

not
done

OR

Visit Code

non-reactive/
negative

3a. Result

reactive/
positive

non-specific/
indeterminateIFA

Western Blot

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 027 IHO-1: Infant’s Confirmatory HIV Results-Over 15 Monthsvisit

ptid

IOs1test
IOs1rslt

IOs2notdIOs2dt IOs2vis

IOs2test
IOs2rslt

IOs3notdIOs3dt IOs3vis

IOs3test
IOs3rslt

IOhiv

IOcomm

formlang sfdt_027



Infant’s Breastfeeding and
Open-label NVP Dosing
Initiation

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

Visit
Code

/networks/hivnet/forms/PTN_046/forms/initiation_infant.fm

31-OCT-07
Language Staff Initials / Date

Form Completion Date

1. Did infant start taking breastmilk/breastfeeding? ..........................................

1a. Date of first breastmilk:

2. Was extended dosing with open-label NVP started? ....................................

2a. Date and time of first dose of open-label NVP:

yes no

If no, go
to item 2.

dd MMM yy

clinic staff

mother self-report

yes no

If no, complete
Infant’s Open-label
NVP Permanent
Discontinuation
form.

:

24-hour clock

hr min

clinic staff

mother self-report/estimatedd MMM yy

dd MMM yy

Infant’s Breastfeeding and

(031)

Infant’s Breastfeeding and Open-label NVP Dosing Initiation (IDI-1)

Page 1 of 1IDI-1

Comments:

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 031 IDI-1: Infant’s Breastfeeding and Dosing Initiation visit

ptid IIfcdt

IIbdiqc

IIbfd

IIbfddt IIbfdsrc

IIsddos

IIsddt IIsdtm IIsdsrc

IIcomm

formlang sfdt_031



Infant’s Study Drug Dosing

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Visit
Code .

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/drug_dosing_infant.fm

31-OCT-07
Language Staff Initials / Date

Visit Date

dd MMM yy

Infant’s Study Drug Dosing

(033)

1. Since the last visit (scheduled or interim), has the infant been
given any open-label NVP/study drug?...............................................

2. Since the last visit (scheduled or interim), has a new clinical
hold been initiated?.............................................................................

2a. Reason for temporary clinical drug hold: Mark all that apply.

rifampin

oral ketoconazole

adverse experience (AE)

other, specify:

2b. Date hold started: ....................

3. Was dosing on hold at the last visit
(scheduled or interim)? .......................................................................

3a. If held, has dosing been resumed or
will it be resumed at this visit? ...................................................

3b. Date dosing resumed:..............

4. Has open-label NVP/study drug been permanently discontinued?.....

yes no

If no, go to item 3.

AE Log page #(s)

dd MMM yy

If no, go to item 4.

yes no

If no, go to item 4.

dd MMM yy

Go to item 5 on
page 2.

yes no

If pre-randomization, complete the Open-label NVP
Permanent Discontinuation form.

If post-randomization, complete the Permanent
Study Drug Discontinuation form.

 Infant’s Study Drug Dosing (IDD-1)

Page 1 of 2IDD-1

Comments:

(first day open-label NVP/
study drug not given)

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 033 IDD-1: Infant’s Study Drug Dosing (page 1) visit

ptid ISfcdt

ISaddqc
ISsddos

ISsdhold

ISrifamp

ISoketo

ISae ISae1p ISae2p ISae3p ISae4p

IShldot IShldotx

ISholddt

ISholdlv

ISresume

ISresdt

ISprmdis

IScomm

formlang sfdt_033



Infant’s Study Drug Dosing

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Visit
Code .

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/drug_dosing_infant.fm

31-OCT-07
Language Staff Initials / Date

PLACE STUDY DRUG

Study

Bottle #

PLACE STUDY DRUG

Study

Bottle #

PLACE STUDY DRUG

Study

Bottle #

PLACE STUDY DRUG

Study

Bottle #

PLACE STUDY DRUG

Study

Bottle #

5. According to mother/caregiver self-report, did the infant miss
any doses since the last visit? Do not include doses not taken
due to temporary hold or permanent discontinuation..........................

5a. Were doses missed for 2 or more days in a row?......................

5b. What was the largest number of days in a row missed?............

5c. For this period of time (item 5b) why were doses missed? Mark all that apply.

6. According to mother/caregiver’s self-report, last three doses (earliest to most recent) since last visit:

6a. Date:

6b. Date:

6c. Date:

7. Number of bottles dispensed at this visit: Place bottle labels below.

mother/caregiver forgot family away from home

mother/caregiver was ill infant was ill

family had visitors mother/caregiver thought there were side effects

lost bottle of study drug other, specify:

If no or don’t know,
go to item 6.

yes no know
don’t

If no or don’t know,
go to item 6.

# of days

dd MMM yy

Time: :

hr min
24-hour clock

OR

N/A

Time: : OR

Time: : OR

If 0, end of form.

7a. Dose prescribed:

7b. Was the infant switched to extra study drug at this visit? ......................

.
ml

yes no

 Infant’s Study Drug Dosing (IDD-2)

Page 2 of 2IDD-2 (034)

PLACE STUDY DRUG

Study

Bottle #

LABEL HERE LABEL HERE LABEL HERE

LABEL HERE LABEL HERE LABEL HERE

If participant is on open-label NVP, go to item 7a (no labels required).

If on open-label NVP,
end of form.

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 034 IDD-2: Infant’s Study Drug Dosing (page 2) visit

ptid

ISmisdos

ISmis2d

ISmisrow

ISmisfor ISmisawy

ISmismil ISmisiil

ISmisvis ISmissid

ISmislos ISmisot ISmisotx

ISld1dt ISld1tm ISld1na

ISld2dt ISld2tm ISld2na

ISld3dt ISld3tm ISld3na

ISnumbot

ISbotAlb ISbotAnk

ISbotAno

ISbotBlb ISbotBnk

ISbotBno

ISbotClb ISbotCnk

ISbotCno

ISbotDlb ISbotDnk

ISbotDno

ISbotElb ISbotEnk

ISbotEno

ISdosage

ISextra

formlang sfdt_034

ISbotFlb ISbotFnk

ISbotFno



Infant’s Open-label NVP
Permanent Discontinuation

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/p046_infant_perm_nvp_discont.fm

31-OCT-07
Language Staff Initials / Date

Visit
Code .

1. Infant enrolled but open-label NVP never started:

2. Date open-label NVP use stopped:
(first day open-label NVP not given)

3. Reason open-label NVP not started or discontinued:

6-week visit

infant death

adverse experience (AE)

HIV infection

breastfeeding never initiated

breastfeeding discontinued early

parental refusal

other, specify:

yes no

If yes, go to
item 3.

dd MMM yy

AE Log page #(s)

Infant’s Open-label NVP

(036)

 Infant’s Open-label NVP Permanent Discontinuation (IOD-1)

Page 1 of 1IOD-1

Comments:

Subsumed

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 036 IOD-1: Infant’s Open-label NVP Permanent Discontinuationvisit

ptid

IDsubsum

IDnosd

IDstopdt

IDstoprs

IDdae1p IDdae2p IDdae3p IDdae4p

IDaae1p IDaae2p Idaae3p IDaae4p

IDstoprx

IDcomm

formlang sfdt_036



Infant’s Permanent Study
Drug Discontinuation

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/drug_discont_infant.fm

30-NOV-05
Language Staff Initials / Date

Visit
Code .

Form Completion Date

1. Infant randomized but study drug never started:

2. Date study drug use stopped:
(first day study drug not given)

3. Reason study drug not started or discontinued:

6-month visit

infant death

adverse experience (AE)

HIV infection

breastfeeding never initiated

breastfeeding discontinued early

parental refusal

other, specify:

yes no

If yes, go to
item 3.

dd MMM yy

AE Log page #(s)

dd MMM yy

Infant’s Permanent Study

(037)

 Infant’s Permanent Study Drug Discontinuation (IPD-1)

Page 1 of 1IPD-1

Comments:

Subsumed

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 037 IPD-1: Infant’s Permanent Study Drug Discontinuation visit

ptid

IPsubsum

IPfcdt

IPnosd

IPstopdt

IPstoprs

IPdae1p IPdae2p IPdae3p IPdae4p

IPaae1p IPaae2p IPaae3p IPaae4p

IPstoprx

IPcomm

formlang sfdt_037



Infant’s Follow-up Visit

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Visit
Code .

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/followup_infant.fm

30-NOV-05
Language Staff Initials / Date

Visit Date

Medical History Since Last Study Visit
1. Has the infant been given any antiretroviral medications other

than study drug since the last visit, or at this visit? ....................

2. Has the infant been given any antibiotic, antifungal, or
antimicrobial medications since the last visit, or at this visit?.....

3. Has the infant had any new Adverse Experiences, or
increases in severity, since the last visit (scheduled or interim)
including this visit? .....................................................................

3a. How many of these Adverse Experiences are
non-serious? .....................................................................

3b. How many of these Adverse Experiences are
Serious?............................................................................

3c. How many of these Adverse Experiences were reported
to the DAIDS Safety Office as an EAE? ...........................

Measurements

General Exam
7. Physical exam and current assessment:

7a. Specify diagnoses or exam findings: Mark all that apply.

4. Current weight:........ 5. Crown-heel length: ...............

6. Head circumference:

failure to thrive diaper (napkin) rash

oral thrush otitis media

generalized lymphadenopathy
(lymph nodes > 1.5 cm)

afebrile upper or lower respiratory tract infection
(including bronchiolitis)

skin abnormality, specify:

hepatomegaly (> 2 cm below costal margin)

splenomegaly (> 1 cm below costal margin)

other, specify:

If yes, update Infant’s
Antiretroviral Medication Log.

yes no

If yes, update Infant’s
Concomitant Medications Log.

If no, go to item 4.

Update Infant’s Adverse
Experience Log if 8 months of
age or younger.

Update Infant’s Adverse
Experience Log.

.
kilograms centimeters

.
centimeters

normal abnormal

If normal, go to item 8 on page 2.

cm

cm

dd MMM yy

Infant’s Follow-up Visit

(041)

Comments:

 Infant’s Follow-up Visit (IFU-1)

Page 1 of 2IFU-1

Update Infant’s Adverse Experience Log if 8 months of age or younger. If older than
8 months of age, update AE Log if serious or meets criteria for expedited reporting.

Do not report as AE unless meets
criteria for expedited reporting.

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 041 IFU-1: Infant’s Follow-up Visit (page 1) visit

ptid IFvdt

IFart

IFmeds

IFnewAE

IFnaens

IFnaeser

IFnaercc

IFweight IFheel

IFhead

IFpe

IFnothrv IFdrash

IFthrush IFotitis

IFgenlym IFrti

IFsknab IFsknabx

IFhptmgy IFhptcm

IFsplmgy IFsplcm

IFpeoth IFpeothx

IFpeqc

IF1comm

formlang sfdt_041



Infant’s Follow-up Visit

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Visit
Code .

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/followup_infant.fm

30-NOV-05
Language Staff Initials / Date

Breastfeeding
8. Has the infant received any breastmilk since the last

scheduled visit?..........................................................................

9. Has the infant’s breastfeeding status changed since the last
scheduled visit?..........................................................................

Note: Infant’s breastfeeding status has changed if:
1. infant has not received any breastmilk for at least 30 days, OR
2. infant has restarted breastfeeding after stopping for at least 30 days.

10. Since the last visit, has the infant been given anything
besides breast milk? ..................................................................

10a. Has the infant received any of the following?

10a1. water .......................................................................

10a2. juice ........................................................................

10a3. formula....................................................................

10a4. cow’s milk (fresh or powdered) ...............................

10a5. tea...........................................................................

10a6. herbs or traditional medicine...................................

10a7. cereal or porridge ...................................................

10a8. other, specify:

yes no

If yes, update Infant’s
Breastfeeding Log.

If no, end of form.

yes no

yes no

(042)

 Infant’s Follow-up Visit (IFU-2)

Page 2 of 2IFU-2

Comments:

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 042 IFU-2: Infant’s Follow-up Visit (page 2) visit

ptid

IFbfdqc

IFbfd

IFbfdchg

IFnonbmk

IFwater

IFjuice

IFformul

IFcowmlk

IFtea

IFherb

IFcereal

IFothfdIFothfdx

IF2comm

formlang sfdt_042



Infant’s Interim Visit

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/interim_visit_infant.fm

31-OCT-07
Language Staff Initials / Date

Visit
Code .

1. Reason for interim visit: Mark all that apply.

adverse experience (AE)

clinical hold started

clinical hold ended

permanent dosing discontinuation

open-label NVP/study drug resupply

confirmatory HIV testing

other, specify:

2. Has the infant been given any antiretroviral medications
other than open-label NV/study drug since the last visit?

3. Has the infant been given any antibiotic, antifungal, or
antimicrobial medications since the last visit, or at this visit?

AE Log page #(s)

Complete Infant’s Study Drug Dosing form.

Complete Infant’s Study Drug Dosing form.

Complete Infant’s Open-label NVP Permanent Discontinuation
or Infant’s Permanent Study Drug Discontinuation and Infant’s
Study Drug Dosing forms.

Complete Infant’s Study Drug Dosing form.

Complete Infant’s Confirmatory HIV Results—15 Months and
Under or Infant’s Confirmatory HIV Results—Over 15 Months
form.

yes no

If yes, update Infant’s
Antiretroviral Medication Log.

If yes, update Infant’s
Concomitant Medications Log.

Infant’s Interim Visit Visit Date

dd MMM yy

 Infant’s Interim Visit (IV-1)

Page 1 of 1IV-1 (350)

Comments:

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 350 IV-1: Infant’s Interim Visit visit

ptid IVdt

IVrae IVrae1p IVrae2p IVrae3p IVrae4p

IVrholdr

IVrholdp

IVrdisc

IVrresup

IVrhiv

IVroth IVrothx

IVart

IVmeds

IVcomm

formlang sfdt_350



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/breastfeeding_log.fm

30-NOV-05
Language Staff Initials / Date

Infant’s Breastfeeding Log

Page

1.

2.

3.

4.

5.

6.

Date Breastfeeding Stopped Date Breastfeeding Re-started

MMM yyMMM yydd dd

. .

Reported at Visit Reported at Visit

. .

. .

. .

. .

. .

Infant’s Breastfeeding Log

 Infant’s Breastfeeding Log (IBL-1)

IBL-1 (401)

Comments:

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 401 IBL-1: Infant’s Breastfeeding Log visit

ptid

IGsp1dt IGsp1vis IGrs1dt IGrs1vis

IGsp2dt IGsp2vis IGrs2dt IGrs2vis

IGsp3dt IGsp3vis IGrs3dt IGrs3vis

IGsp4dt IGsp4vis IGrs4dt IGrs4vis

IGsp5dt IGsp5vis IGrs5dt IGrs5vis

IGsp6dt IGsp6vis IGrs6dt IGrs6vis

IGcomm

formlang sfdt_401



Infant’s Antiretroviral
Medication Log

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/antiretroviral_medication_infant.fm

30-NOV-05
Language Staff Initials / Date

Page

HPTN 046 Ext NVP Infant (090)
Infant’s Antiretroviral Medi-

(411)

 Infant’s Antiretroviral Medication Log (IAM-1)

IAM-1

Refaxed at participant
termination.

1. AZT (zidovudine; Retrovir) .............

2. 3TC (Lamivudine; Epivir) ...............

3. Combivir (AZT + 3TC) ...................

4. ddl (didanosine; Videx) ..................

5. d4T (Stavudine; Zerit) ....................

6. Abacavir.........................................

7. Nevirapine (Viramune) ...................

8. Efavirenz (Sustiva).........................

9. Indinavir (Crixivan).........................

10. Saquinavir (Invirase; Fortovase) ....

11. Nelfinavir (Viracept) .......................

12. Ritonavir (Norvir)............................

13. Tenofovir (Viread)...........................

14. Triviro/Triomune
(d4T + 3TC + NVP)........................

15. Coviro (d4T + 3TC)........................

16. Trizavir (AZT + 3TC + Abacavir) ....

17. other, specify:

18. other, specify:

Date started Date stopped
MMM yyMMM yydd dd

Continuing
at end

of study

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

OR

Comments:

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 411 IAM-1: Infant’s Antiretroviral Medication Log visit

ptid ARrefax

ARclinqc

ARazt ARaztrdt ARaztpdt ARaztcon

AR3TC AR3TCrdt AR3TCpdt AR3TCcon

ARcom ARcomrdt ARcompdt ARcomcon

ARddI ARddIrdt ARddIpdt ARddIcon

ARd4T ARd4Trdt ARd4Tpdt ARd4Tcon

ARaba ARabardt ARabapdt ARabacon

ARnvp ARnvprdt ARnvppdt ARnvpcon

ARefa ARefardt ARefapdt ARefacon

ARind ARindrdt ARindpdt ARindcon

ARsaq ARsaqrdt ARsaqpdt ARsaqcon

ARnel ARnelrdt ARnelpdt ARnelcon

ARrit ARritrdt ARritpdt ARritcon

ARten ARtenrdt ARtenpdt ARtencon

ARtrv
ARtrvrdt ARtrvpdt ARtrvcon

ARcov ARcovrdt ARcovpdt ARcovcon

ARtrz ARtrzrdt ARtrzpdt ARtrzcon

ARot1 ARot1x ARot1rdt ARot1pdt ARot1con

ARot2 ARot2x ARot2rdt ARot2pdt ARot2con

ARcomm

formlang sfdt_411



Infant’s Adverse
Experience Log

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/std_ptn_ae_log_infant_04may06.fm

06-JUN-06
Language Staff Initials / Date

Page

(420)

 Infant’s Adverse Experience Log (AE-1)

AE-1
Infant’s

Date Reported to Site

dd MMM yy

Flag/Version MedDRA

in Comments below.

Definitely related

Probably related

Possibly related

Not related

Probably not related

Record reason why AE is “not related”

8. Is this AE serious according to
ICH guidelines? ................................

9. Has/will this AE be reported as
an EAE? ..............................................

yes no
10. This AE was first

reported at visit:
.

dd MMM yy

Comments:

3.  Severity

Grade 1 - Mild

Grade 2 - Moderate

Grade 3 - Severe

Grade 4 - Life-threatening

1.  Adverse Experience (AE)

Record diagnosis if available. Include anatomical location, if applicable.

Grade 5 - Death

4.  Relationship to Study Product 5.  Study Product Administration

No change

Held

Permanently discontinued

N/A

7.  Treatment Mark “None” or all that apply.

None

Medication(s)

New/Prolonged hospitalization

Procedure/Surgery

Other

Comment below.

Comment below.

Change in administration
Comment below.

Report as new AE.

6.  Status/Outcome

Continuing

Resolved

Death

Severity/frequency increased

Continuing at end of study participation

6a.  Status/Outcome Date
Leave blank if Status/Outcome

Comment below.

dd MMM yy

2.  Onset Date

is “Continuing.”

Visit code required
(regular or interim).

Subsumed

EAE #

iDreturn prevalid

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 420 AE-1: Infant’s Adverse Experience Log visit

ptid

AEsubsum

AErptdt

AEsaeno

AEfver
AEmdra

AEdiagAEcodeq AEondt

AEseve

AEseveqc

AErelpro AEdrad

AEoutc

AEocdt

AEtrno

AEtrrx

AEtrho

AEtrpr

AEtrot

AEich

AEdaids

AEvisit

AEcomm

formlang sfdt_420

iDreturn holdprevalid



Infant’s
Concomitant
Medications Log

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/std_conmeds_phIII_inf_27feb04.fm

30-NOV-05
Language

Page

(423)

Infant’s Concomitant Medi-

cations Log

 Infant’s Concomitant Medications Log (CM-1)

CM-1

OR

Indication

yes no

Date Started Date Stopped

Medication (generic name)

Continuing

Record AE Log page(s):

dd MMM yy dd MMM yy
of study
at end

Taken for a reported AE?

Staff Initials/Log Entry Date
clinically
significant

OR

Indication

yes no

Date Started Date Stopped

Medication (generic name)

Continuing

Record AE Log page(s):

dd MMM yy dd MMM yy
of study
at end

Taken for a reported AE?

Staff Initials/Log Entry Date
clinically
significant

OR

Indication

yes no

Date Started Date Stopped

Medication (generic name)

Continuing

Record AE Log page(s):

dd MMM yy dd MMM yy
of study
at end

Taken for a reported AE?

Staff Initials/Log Entry Date
clinically
significant

Staff Initials/Date

End of form. Fax to SCHARP DataFax.

No medications taken
throughout study.

OR

Indication

yes no

Date Started Date Stopped

Medication (generic name)

Continuing

Record AE Log page(s):

dd MMM yy dd MMM yy
of study
at end

Taken for a reported AE?

Staff Initials/Log Entry Date
clinically
significant

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 423 CM-1: Infant’s Con Meds Log visit

ptid
CMnomeds CMsfdtno

CM1med CM1mdsce CM1init CM1me

CM1ind
CM1ae

CM1ae1p CM1ae2p

CM1ae3p CM1ae4p
CM1stdt CM1spdt CM1cont

CM2med CM2mdsce CM2init CM2me

CM2ind
CM2ae

CM2ae1p CM2ae2p

CM2ae3p CM2ae4p
CM2stdt CM2spdt CM2cont

CM3med CM3mdsce CM3init CM3me

CM3ind
CM3ae

CM3ae1p CM3ae2p

CM3ae3p CM3ae4p
CM3stdt CM3spdt CM3cont

CM4med CM4mdsce CM4init CM4me

CM4ind
CM4ae

CM4ae1p CM4ae2p

CM4ae3p CM4ae4p
CM4stdt CM4spdt CM4cont

formlang



Infant’s Missed Visit

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/std_missed_visit_inf_12feb03.fm

30-NOV-05
Language Staff Initials / Date

Visit
Code .

Instructions: Record the Visit Code of the scheduled visit that was missed.

Form Completion Date

dd MMM yy

Infant’s Missed Visit

(463)

Comments:

 Infant’s Missed Visit (MV-1)

MV-1

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 463 MV-1: Infant’s Missed Visit visit

ptid MVfcdt

MVcomm

formlang sfdt_463



Infant’s Participant Incident
Log—For Internal Use Only

 Infant’s Participant Incident Log (PIL-1)

PIL-1

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/DO_NOT_PRINT_FOR_SITES/

30-NOV-05

dd MMM yy

FOR IN
TERNAL U

SE O
NLY

(487)

Event and resolution details:

forms

Subject: Mark all that apply.

protocol

data

lab

enrollment

randomization

Source of Information:

Form Completion Date:

Plate #:

Visit:

SC Staff Name:

If applicable:

other, specify: _________________

_____________________________

Page

Infant’s Participant Incident

Log

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 487 PIL-1: Infant’s Participant Incident Log visit

ptid

PILfcdt

PILstaff

PILsourc

PILplate

PILvisit

PILforms

PILprot

PILdata

PILlab

PILenrol

PILrand

PILsubo

PILsubox

PILevnt



Infant’s End of Study
Inventory

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

Visit
Code

/networks/hivnet/forms/PTN_046/forms/end_of_study_infant.fm

30-NOV-05
Language Staff Initials / Date

1. What is the last visit code for which data has been submitted
(not including Missed Visit or Comments forms)? ......................

2. What was the last Infant’s Breastfeeding Log (IBL-1) page
number submitted for this participant?........................................

3. What was the last Infant’s Antiretroviral Medications Log
(IAM-1) page number submitted for this participant?..................

4. What was the last Adverse Experience Log (AE-1) page
number submitted for this participant?........................................

5. What was the last Concomitant Medications Log (CM-1)
page number submitted for this participant?...............................

6. Did the mother provide informed consent to store maternal
and infant specimens? ................................................................

6a. Date of consent for specimen storage:.................................

Visit
Code .

page # OR none

page # OR none

OR nonepage #

page #

yes no

If no, end of form.

dd MMM yy

(489)

Instructions: Complete this form whenever a participant terminates from the study.

Infant’s End of Study Inventory Form Completion Date

dd MMM yy

 Infant’s End of Study Inventory (IEI-1)

Page 1 of 1IEI-1

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 489 IEI-1: Infant’s End of Study Inventory visit

ptid ESIdt

ESIhvis

ESIiblpg ESIiblpn

ESIiampg ESIiampn

ESIaepg ESIaepn

ESIcmpg

ESImcons

ESIcondt

formlang sfdt_489



Infant’s Termination

Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

HPTN 046 Ext NVP Infant (090)

Participant ID

Site Number Participant Number Chk Cohort

/networks/hivnet/forms/PTN_046/forms/std_termination_infant_22sep05.fm

31-OCT-07
Language Staff Initials / Date

Visit
Code

Termination

2c. Parent(s) refused further participation, specify:

2d. Participant unable to adhere to visit schedule.

2e. Parent(s) relocated, no follow-up planned.

2f. Investigator decision, specify:

2g. Unable to contact parent(s).

2h. HIV infection.

2i. Inappropriate enrollment.

2j. Invalid ID due to duplicate screening/enrollment.

2k. Other, specify:

2l. Early study closure.

2m. Infant not randomized, 3-month visit completed.

3. Was termination associated with…

3a. Adverse Experience?
Record Adverse
Experience
Log page:

page #
yes no

don’t
know

(490)

2a. Scheduled exit visit/end of study.

2b. Death. Indicate date and cause if known.

End of form.

dd MMM yy

2b1. OR Date unknown

2b2. OR Cause unknown

Complete
or update
Adverse
Experience
Log.

Date of death

Cause of death

1. Termination Date:

2. Reason for termination. Mark only one.

dd MMM yy
Date the site determined that the participant
was no longer in the study.

Comments:

 Infant’s Termination (TM-1)

TM-1

Visit
Code

NOT APPLICABLE FOR

THIS PROTOCOL.

NOT APPLICABLE FOR

THIS PROTOCOL.

SAS Varname

Schema Last Modified: Wed Apr 23 07:06:07 2008

Plate 490 TM-1: Infant’s Termination visit

ptid

TMtmdt

TMtrmrsn

TMddt TMddun

TMdcau TMdcun

TMrefrx

TMinvdx

TMtrmox

TMae
TMae1p

TMcomm

formlang sfdt_490


