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HPTN 052 (096) IDM-1  (001) Page 1 of 1

Index ID secretl
iid - —lpid |- Index Demographics | DM cdt

Site Number Index Number Partner Chk }a\ LV 1V VS vy

Instructions: Complete this form for Enroliment only.

rm Completion Date

dd MMM Yy
1. What is the participant's date of
birth? | D\bdt OR Age: || DNage| vears
male fernale

2. What is the participant's hiological

sex? EM;ex |:|

3. Whatis the participant's current marital status? Mark only one.
[ Dvstate
I:l married
I:l living with partner but not married
I:l separated/married but living separately
I:l divorced

I:l widowed

4. During the past 12 months, what was the participant's - )
average household monthly income? ... | Dvi n OR D‘AHU fHcome

5. During the past 12 months, what was the participant's - .
average personal monthly income?..........cccciiiiiieiienn, | DVpin OR D\"?’FU Meome

6. What is the highest level of education the participant has reached? Mark only one.

mlvam:schooling

|:| same primary school
|:| campleted primary school

some secondary school

attended college or university (includes vocational or trade school)

]
|:| completed secondary school
]
]

graduate/professional school

Et @OE‘)@M@@QMAR-O? f or i a|||g |§_Fpt _001

Language Staft Initials / Date

N:thivnefiforms\PTN_052\formstindex_formsyp052_index_demographics.fm
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HPTN 052 {0986) IDU-1 (002}

Index ID

visit

orm Completion Date

Page 1 of 1

Index Demographics—

United States '

f cd

iid - —| pi d -

Site Number Index Number Partner  Chk
Instructions: Complete this form for Enroliment only.
1. What is the participant's race? Mark all that apply.
@Jnfamwman Indian or Alaska Native
@Uaﬁs{sian
@Jb@\faiclan American or Black
@Uméﬂ{/e Hawaiian or other Pacific Islander
[1 Duihi-tie

@Urcaher, specify: | DUracox {Note: Latino is not a race.)

2. Does the participant consider themselves to be Latino/a or of yes o

Hispanic origin? @Lhi spD
3. What is the participant’s sexual crientation? Mark only one.

wghﬂheterosexual

Gay/homosexual
Bisexual

Not sure

| DUsexox

Oood

other, specify:

MMM

Et @0@0@02@@0%#\%07 f or i a|||g |§_Fpt 002

. ) ) Language
N:hivnetdorms\PTN_0524ormsiindex forms\yp052 index demo us.fm

Staft Initials / Date
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HPTN 052 (0986) IDZ-
Index ID
iid - ~lpid |-
Site Number Index Number Partner Chk

(003)

Index Demographics—

Zimbabwe

Instructions: Complete this form for Enroliment only.

1.

2.

3.

Et

What is the participant's ethnic group or tribe? Mark all that apply.

[1 Bzshionaa
[1 Dzrdebecle
[ Dz whitie

@Zt(DiHler African tribe, specify: Local Language

@Z(mhbr, specify: Local Language

Code [Vid!
Page 1 of 1
orm Completion Date
| D4f cd
MMM v
I DZtri bx

English

# of children

How many children does the
participant have?

| DZ

chi

How did the participant hear of this study? Mark all that apply.

@Zwmmunity

[1 Dzfirindsis

[1 Dzredia

@Zmﬂﬂd'&: health sector

@Zspirajéct staff
@Z@her, specify: Local Language

d

40003002003 BB AR-07

N:hivnetdorms\PTN_ 0524ormsiindex forms\yp052 index demo zimbabwe fm

English | DZoet hx

English

| DZosr cx

f or i alllg |§_Fpt _003

Language

Staft Initials / Date
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HPTN 052 (096) D1 (0 Page 1 of 1

Index ID Completion Date
i B foid - Indfex Demographics— t cd
India
Site Number Index Number Partner Chk

Instructions: Complete this form for Enroliment only.

1. What is the participant's ethnic group? Mark all that apply.
@I asiian, including Indian
[1 D vinirtte

@ aghbr, specify: Local Language English ! Dl oet hx

Pune only

2. What is the participant’s mother tongue or native language? Mark alf that apply.

[1' D rreieatini
[ hitindi
[1 D1 kenaada

[1'D teilegu

E‘ ohtder, specify: Local Language English | Dl ol anx

Et @O@OEOQQG/QMAR-OT f or i a|||g |§_Fpt 004

Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index demo_india.fm
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HPTN 052 (0986) IDW-
Index ID
iid - ~lpid |-
Site Number Index Number Partner Chk

Instructions: Complete this form for Enroliment only.

1.

1

Index Demographics—
Malawi

(005)

What is the participant's ethnic group or tribe? Mark all that apply.

@Nﬁhlemwa

[ Dwigoni
[[weeo

[1 Dbk

@W@ﬂ‘br African tribe, specify: Local Language

@\Mﬁhbr, specify: Local Language

Visit

Code S|t

<

Page 1 of 1

orm Completion Date

ID\+ch
dd

MMM

English | DW ri bx

English | DWet hx

2. What is the participant’s current form of employment? Mark aif that apply.

Et

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index demo malawi fm

[ Dvwinenpployed
[ DWheusweife
[Tvbusnsess
[TDvirarming

How many children does the
participant have?

[ Dwieehni

ical

[T Dwheadith care

[T Dwieach

er

[T Dvgevesrnment

# of children

| DW

£ hi

Does the participant have electricity

in their home?

yes

D/‘él ecD

d

[ Dvdommestic worker
[ Dvétiudtni

[ Dwiinkipary/police

[ O

What is the participant’'s main source of drinking water? Mark only one.

[TOVGLEE water

I:l unprotected well
I:I protected well

I:l borehole

D surface water (spring, river/stream, pond/lake, dam)

4ono$OFN05 BB AR-07

[T Dvageowinting
[MBwielibgon

[T Dvesediabd [abor
[MDvwanbablled labor

f or i alllg |§_Fpt _005

Language Staft Initials / Date
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HPTN 052 {0986) IDT-1 (008)

Page 1 of 1

Index ID Form Completion Date

| DT/

Index Demographics—
Thailand

cdt

iid - -lpid |-

Site Number Index Number Partner Chk

MMM

Instructions: Complete this form for Enroliment only.

1. What is the participant's ethnic group or tribe? Mark alf that apply.
ot [Gryee:

[ Drkanem [IDriiisu

[1 DTt &iiyaai [ DT ekt
[TBTakta: 1O e
E)T”ﬂmg ETO@Hér, specify: Local Language
English | DToet hx

Et ‘EOEOEOBQG/QWAR—OT f or i a|||g |§_Fpt _006

Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index demo thailand fm
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Visit ;
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HPTN 052 (0986) IDB-1 (007
Index ID Form Completion Date
i B foid - Inde)_( Demographics— | DAf od
Brazil
Site Number Index Number Partner Chk

Instructions: Complete this form for Enroliment only.

1. What is the participant's ethnic group? Mark all that apply.

[1 DBt lack
[ DBasiian
[I DBriixedi Race
[1 DBriatiive
[ DBwhitie

@Baﬁhbr, specify: Local Language English | DBoet hx

Et @O@OEOIQG/QKAAR-OT f or i a|||g |§_Fpt 007

Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormstindex forms\p052 index demo brazil fm
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HPTN 052 (096) IDJ-1  (008) Page 1 of 1
Index ID orm Completion Date
iid - - pi d - Index Demographics— | DIF cdt )
Johannesburg/Soweto

Site Number Index Number Partner Chk

MMM vy

Instructions.: Complete this form at Enrollment only.

1. In which race classification does the participant belong? Mark all that apply.
mov\m.t hite
@um tackBlack fdentify ethnic group or home language.
bi1. [ Dobketlh [] Sotho [[] Other, specify: | Dbkoex
IEJrﬁ xed-oloured (i.e., mixed race)
[I Dyasilanisian

Et @0@0@034%Q§AN_09 f or i a|||g |§_Fpt _008

Language Staft Initials / Date

N:thivnefitforms\PTN_052\formstindex_formsip052_index_demo jburg.fm
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HPTN 052 {0986) IDO-1 (009}

Page 1 of 1

Index ID Form Completion Date

| DO

Index Demographics—

Botswana
Site Number Index Number Partner Chk Yy

cdt

iid - “[pid |-

Instructions: Complete this form for Enroliment only.

1. How long has the participant been in his/her primary relationship? I DO el yryears I Dg el +Dmonths

2. How often does this couple stay together?

[1 Dostlayf the time

I:I most of the time

D often

I:l not so often

I:I do not stay together

3. What is the participant’s ethnic group?

[MDOswaBna
[1 Dokadlanga

Eoiﬁhﬁr, African tribe; specify: Local Language English | DOoet hx
4. How many children does the participant have? I DCKi d$ totaf # of children
4a. How many children does the participant have with his/her current partner? |l DG d to'ta! # of children
with pariner

5. How did the participant hear of this study? Mark alf that apply.

[TDOscommunity
[T DOst g

m@@jia; specify: Local Language English | DOSmedx

[TDOspubh: Health Sector

mécruitment Campaign by project staff at (specify):

focal clinic VCT Centre other venue
E(brcl [ E(brcvc IEOsrco
E@tﬁh%r, specify: Local Language English I DOsot hx

Et EOEOOQQQQ@EB_OQ f or i a|||g |§_Fpt _009

Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index demo botswana.im
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HPTN 052 (096) IPRE-1 (012) Page 1 of 1
Index ID orm Completion Date
i d _ ~lpid |- Index Pre-existing Conditions PREd! J
Site Number Index Number Partner Chk Yy
EENomre-existing conditions reported or ohserved. —® End of form. Fax to SCHARP DataFax.
1. | Description You should keep the year for these — MMM vy mm vy
PRE1desc diagnoses dates, in addition to the | osis/ " "
calculated dates on study, which  prgery
Comments will probably be -xx days for pre- yes no
existing conditions Is condition
PRE1com : : @510@
ongoing?
2. Description MMM yy mm yy
PRE2desc Date of Diagnosis/ 5
Surgery PRE2ds fry PRE_dSt’t
Comments yes no
Is condition
PRE2cOm ongoing? @EZO@
3. Description MMM yy mm vy
PRE3desc Date of Diagnosis/ PRE
Surgery PRE3ds [y i ds*t
Comments yes no
Is condition
PRE3com ongoing? ﬁ‘%’@
4. Description MMM Yy mm vy
PRE4desc Date of Diagnosis/ PRt‘ldSVh/ PRI:fI-dS('t
Surgery
Comments yes no
Is condition
PRE4com ongoing? IEE“O@
5. Description MMM Yy mm yy
PRE5desc Date of Diagnosis/ |[pR -ds,ry PRE'dStft
Surgery
Comments yes no
Is condition
PRESCOm ongoing? BE5O@
6. Description MMM yy mm Yy
PRE6desc Date of Diagnosis/ PRths,ry PRI:JdStrt
Surgery
Comments yes no
Is condition
PRE6com ongoing? IEEGO@

[bi]t #bda abia Poid 2001RIAR-07

N:thivhefiforms\PTN_052\formstindex_formsyp052_std pre existing_cond04jun03.im

f or i alllg |§_Fpt 012

Language

Staft Initials / Date

PRE1q

PRE2q

PRE3q

PRE4q

PRE5q

PRE6q


lemel
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lemel
Callout
You should keep the year for these diagnoses dates, in addition to the calculated dates on study, which will probably be -xx days for pre-existing conditions
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HPTN 052 (0986) IDK-1 (013)
Index ID
i B foid - Index Demographics—
Kenya
Site Number Index Number Partner Chk

Instructions: Complete this form for Enroliment only.
1. What is the participant's ethnic group/tribe? Mark all that apply.
[1 Kilue
[ DKKisiii
[TBKuya:
[1 DKkedleniin

@((mhbr, specify: | DKoet hx

2. What is the participant’s sexual crientation? Mark only one.
@ﬁx&ight!heterosexual

Gay/homosexual

Bisexual

Not sure

Ooood

other, specify: | DKsexox

[bi]t 4600300026008 @13 Fp_0g

N:ihivhefiforms\PTN_052\formstindex_forms\p052_index_demo kenya.im

Visit
Code

<

is

Porm Completion Date

Page 1 of 1

| DK

dd

f or i alllg |§_Fpt 013

Language

Staft Initials / Date
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HPTN 052 (0986) ICH-
Index ID
iid - ~lpid |-
Site Number Index Number Partner Chk

Ulﬁi‘%#)t

Include this year, in
addition to calculated
days on study

T

I AR WUTITRTETE

Hematology

_\ Page 1 of 1
Initial Collection Date

| CH

cdt

dd MMM

Yy

Instructions: This form is completed at Enroliment for all index cases. For index cases assigned to the delayed arm, it is
also completed at the first visit at which ART is initiated.

Specimen Collection Date

Not dones T different from Initial Coliection Date P Do npt include years for the_se
Not collected ~ ddf MMM yy additional specimen collection
[[drhefinahentit 1. Hdates as it will be no more

ot done than a few days different than
Fthe initial collection date. If
[L¢rhbnda: present do include calculated
[ Grhct A H{days on study
[ drmovia. MCVo | CHv
Specimen Collection Date BHPI tad  Platelsts i Chplt

If different from Initial Collection Date

AE Severity Grade
if applicable
T2 3 4
g/dl [rgrfbgr [ []
%
fL

cells/mm?® r I:I I:I

Not done/
Not collecied MMM yy
[T dHwbenaHwbc it 2. WHITE BLOOD CELLS AE ﬁt;\:;f:iv aglgade
1 2 3 4
2a. WBC..... | CHabctn x10%mm? [TGwbcpr ][]
OR |l CHwbcel cells/mm?
AE Severity Grade
2b. Differential If app!icabfe
N
rep:r“ed percentage cells/mnt’ 1 2 3 4
2b1. Neutrophils................ E—heu 1rCHneu+c OR |l CHheugl B—hr |:| |:|
2b2. Lymphocytes............. m" ynirCH eri)c OR I CH yntl | CH yngr
2b3. Monocytes................. [TGHon 1rCHnDn+C OR | CHhond!
2b4. Eosinophils................. EHeos 1rCHeos+c OR | CHeosc¢l
2b5. Basophils........c.evee., Ei-bas 1rCHbas+c OR | CHbas¢l
2b6. Bands..........ccccoei, El-ban 1rCHban+c OR | CHbangl
2b7. Atypical lymphocytes..[T{Hat y [irCrat Y"C OR | CHat ygl
Comments:
I CHcomm
[bi]t #bDuBbHu b B 015AN-05 forfiag [sTHt_015
Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex formswarchive index\p052 ICH plate015 v2 22apr05.fm

| CHhb
| CHhc

I CHpl

| CHnel
| CH y1
| CHo

| CHeo:

| CHba
| CHba

| CHat


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


[~ B-Bt=] ok b ek ol R dod |

HPTN 052 (0986) ICH-1
Index ID
iid - ~lpid |-
Site Number Index Number Partner Chk

Instructions: For all index participants: Complete form for Enrollment, Post-ART Initiation (Week 2), Quarterly, and Yearly
visits and for the two scheduled monthly visits following ART initiation. For delayed arm participants: Complete this form

also at the ART initiation visit.

Ivis

o1s|Include this year, in
addition to calculated
days on study

Hematology

Page 1 of 1
tial Collection Date
| CHi cd
dd MMM yy

Noldone; Alternate Collection Date P Do not include years for these
Nof collected MMM yy additional specimen collection
EHhe+‘hGl—herrjt 1. |dates as it will be no more AE Severily
than a few days different than Grade AE Log
Not reporied .. . If applicable Page #
o the initial collection date. If mP T hbof e
[[grhbnda. present do include calculated | | g I‘ 5’
[ drhct ab. [days on study | %
IE:Hm:vﬁd. MCV. .. | CHircv fl
@le tad. Platelets |1 CHplt cells/mm?® || CHpl t|y0—|)| t|*g
Alternate Collection Date
Not done/
Not collected MMM Yy
EHV\b h@Hwbcdt 2. WHITE BLOOD CELLS AE Severity
Grade AE Log
Not reporied if applicable Page #
[[QHabcnr  2a. WBC... | CHabct n x10%mm® || CHwbdgiCHbc pg
AE Severity
i i Not Absolute Count Grade AE Log
2b. Differential reported cells/mm® If applicable  Page #
2b1. Neutrophils................ @eudr%eUpc OR |l CHheugl | CheubCHheupg
2b2. Lymphocytes............... [FgH yrmr(:l-l\pﬁ)c OR I CH ynel
2b3. Mohocytes ..., EHTDnﬂrCHTan%QOQ‘ OR | CHongl
(2
2b4. Eosinophils ................. IEHeosr‘{@ﬂecbspc OR | CHeos¢l
2b5. Basophils.................... El—basmcl-basc?@ OF{ | CHbas¢l
2b6. Bands...................... El-banm@%anpc OR | CHbangl
2b7. Atypical lymphocytes  [TQHatyrrCHatypc OR | CHat y¢l
Comments:
| CHcomm
[T BN S0 Bt -016 5 T i O
Language Staff Initials / Date

N:thivnefiforms\PTN_052\formstindex_forms\yp052_index complete_hematology.im


lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study

lemel
Callout
Include this year, in addition to calculated days on study


[ BBt o kol frod dofe ke @ b |ro Sl

wis*idl)

HPTN 052 (096) lcc-1 (o20) [Include this year, in Page 1 of 1
addition to calculated N _
Index ID Initia Collection Date
days on study
i | d - — pl d |I'IdeX IVV|.||'I|\.'|,\.' | CCJ Cd
Chemistries
Site Number Index Number Partner Chk dd MMM yy

Instructions: This form is completed at Enroflment for alf index cases. For index cases assigned fo the delayed arm, it
is also completed at the first visit at which ART is initiated.

Specimen Collection Date -
Not done/ If different from Initial Coilection Date [ Do nOt include years for the_se AE Severity Grade
ol done MMM 1. [additional specimen collection :
Not collected Yy L oF If applicable
dates as it will be no more {1 2 3 4
[1"¢cal kinadal kit tal tow davs different th
ar_l a ew ays_ imrerent than un MFD I:l
the initial collection date. If
[ dcas{nadast fit 1b{present do include calculated WL [ dcdstlor[ ] []
days on study
[ dcal {nadal t fit Tc. S UL [rocditlor[ ] []
[T¢ct bj et bi fit 1d.  Total bilirubin .............. | CQt bi mg/alL [ dabiler[ ] [7]
Specimen Collection Date AE Severity Grade
Not done; ! different from Initial Collection Date 5 ELECTROLYTES If applicable
Not collected G0 MMM Yy 1 o 3 4
[TGcsdimdgs dnit 22, SOAUM..ovvovrrire (ofsd | mEgr [TO0§@Rr ][]
@CpSimd(psnljt 2b. Potassium.............. | C(:psnl mEg/L  [1ecpstud | []
[T ¢cehl nagehi|dt 2c.  Chloride ..o, | cdehl mEQ/L
1 Z 3 4
[1 dcpht h@Cphtldt 2d. Phosphate.................. | CQpht mg/dL [Tdodntlor[ | []
[ dobi ¢netoi gt 2e. COg/bicarbonate.......... I Cobic| meg/ [Idodider[ | [
%‘p;;ime?fColl;eqtti?% [;Iat? o AE Severity Grade
irerent rom nitial Lollection Late i
Not done/ 3. RENAL FUNCTION TESTS F applicable
Not collected 00 MMM yy T 2 3 4
[Tgcer endber dd 3a. Creatinine ................ | Cder e mg/dL [1dodregr] | []
Spgcimen Colleqion Datel AE Severity Grade
Not done/ if different from Initial Collection Date If applicable
[TGcal bhadal bt 4a. Albumin....c.ooveeenn. I Cal b g/aL [Tdcdibor[ ] []
Comments:
| CCcomm
(5] fbRephbefhiienz020An o5 forjm ahg [sflar_020

N:ihivnefiforms\PTN_052\formstindex_formsiarchive index\p052 ICC_plate20_v1_27jan05.fm

Language Staff Initials / Date

| CCal |

| CCas
| CCal 1

| CCt bi

| CCsdr

| CCpsi
| CCchl

| CCph

| CChi

| CCcre

| CCal


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


[*B-Bte] o o et el -

bist |

HPTN 052 {096) IcC-1 (021) Include this year, in Page 1 of 1
addition to calculated . .
Index ID tial llection Date
days on study
iid — — pl d — |I'IdeX CC TTPTETE I| CA cdt
Chemistries
Site Number Inclex Number Partner Chk dd MMM Yy

Instructions: For all index participants: Complete form for Enrolfment, Quarterly, Post-ART Initiation (Week 2), and
Yearly visits and for the two scheduled monthly visits following ART initiation. For delayed arm participants: Complete
this form also at the ART initiation visit.

Not done; Alternate Collection Date ] Do not include years for these AE Severity
Not collected O MMM y%_' additional specimen collection Grade AE Log
] . . if applicable Page #
[Tqcal knadal kit ladates as it will be no more —
than a few days different than || V" | OChI KyOSR kg
EC&SI h@dast t 1tthe initial CC-)”ection date. If L | CCast|yCChst F}g
present do include calculated
ECaI t h@dal t dt 1(days on Study Ui | CCal tigeCal t['g
[ Gx bil h@dt bi fit 1d. Total bilirubin................ | CQt bi mg/dl || Ct bilyeCt bi ;}g
- AE Severity
Not done/ Alternate Collection Date Grade AE Log
Not collecled MMM ¥y 2. ELECTROLYTES If applicable  Page #
Erisd+‘h6(sdrrjt 2a. SodiUm .....ovcovoeeveveee lagsdm | mEg/ |1 CdsdnigeChdmpg
ECps+‘thpsrrjt 2b. Potassium ...........c.oco... | CCpsm mEg/L | OC:)sr*gOC)smig
[T dochl h@dehl gt 2c. Chloride........ccocovviiinnn. |1 caehl mEg/L
[T Gopht hadpht fit 2d. Phosphorus (Phosphate) |l cQpht mg/dl | CC)ht'gOCJht ['g
EC'D‘ hedbi cpt 2e. Bicarbonate..............oeein I CQpic| mEg/ || COpi cCChi cpg
. AE Severity
Not done/ Alternate Collection Date Grade AE Log
Not collecied MMM ¥y 3. RENAL FUNCTION TESTS if applicable ~ Page #
[T dcer eh@der efit 3a. Creatinine.................... | CCcre mo/ol. || COer efecEr epg
. AE Severily
Not done/ Alternate Collection Date Grade AE Log
Not collected MM vy 4, OTHER CHEMISTRIES If applicable  Page #
[T Gcal ph@dal bfit 4a. AlbUmin ........c...ccooo.. I OCal b gL | CChl yCChI biig
Comments:
| CCcomm
I foTe BT 02312 forfiepo By oot
Language Staff Initials / Date

N:hivnetdorms\PTN_ 0524ormsiindex forms\p052 index complete chemistries fm

| CCal kq

| CCast g
I CCal tq

| CCt bi «

| CCsdm

| CCpsm

| CCchl

I CCpht |
I CChi ¢

I CCcre

| CCal bc


lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study

lemel
Callout
Include this year, in addition to calculated days on study


IPII lJrI)erI OIS IIEVI Inde'< Slrelnl rIEIoIII nEIn '4/\/ iral Load Reséﬁdge
25)

visit

Include this year, in

HPTN 052 (096) IEV-1 (0 Page 1 of 1
addition to calculated _& i
Index ID tial C8llection Date
Index S days on study
iid - ~lpid |- ndex sc EVi cd
CD4/Viral Load Results
Site Number Index Number Partner Chk dd MMM Yy
Instructions: Complete this form for enrolfed participants only.
Nof done/ Alternate Collection DateZ_ Do not include years for these
Nol collected MMM ¥ |additional specimen collection
[T Bvedhrialcdaf dates as it will be no more ckl cells/mm® IEVtl g
than a few days different than
the initial collection date. If me cells/mm?
present do include calculated . | Bvedac
not available
days on study =
me—————4pC % OR  [IBvcd4pn
Alternate Collection Date
Noi done/
Noi collected ~ dd MMM Yy
[1TEVr nan@Vr nafit 3. RNA PCR of Plasma | EVr na
< = >
(less than) (equal to) (greater than) undetectable
EVr naeq I:l I:l | EVf na copies/mL. OR  [FBVrnaun
Specimen Collection Date
dd MMM vy Screening Results
| EMcdsgt 4. Absolute CD4+ I Evedsel cells/mm® | EVedse
not available
4a | EV:ds*f: % OR [[Bvcdspn
Comments:
I EVcomm
(b1« #EBeBbefblesc02siA R 07 for[f age  FTpt 025

N:hivnetdorms\PTN_ 0524ormsiindex forms\yp052 index enrollment cd4 viral load.fm

Language Staff Initials / Date


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


[»BeBt=] ol Mk bed - A-RA B [
HPTN 052 (096) INA-1  (030) Visit Code Page 1 of 1
Index ID Visit Date
iid - ~lpid |- Index Non-study ART I NAGt
Site Number Index Number Parner  Chk dd MMM ¥y

Instructions: Complete this form for all Index participants who meet one or both of the following criteria:
+  There is evidence of non-PMTCT ART use prior to the initiation of study ART.
This ART use may have occurred prior to enroliment or, for delayed arm participants, some time during the study prior

to study-provided ART initiation. Evidence of ART use could have been discovered and/or confirmed by site staff or
confirmed by testing done by the Network Lab.

+ A delayed arm participant has not initiated study ART, but RNA is < 1000 copies/mL or undetectable.

1. Is the participant a delayed arm participant with RNA < 1000 copies m/L or yes
undetectable and has not initiated study ART? ..., IEN 0WVE|
2. Was non-study ART use confirmed? ... EAnsar D—> If no, go to item 3.
2a. How was non-study ART use confirmed? Mark all that apply.
participant outside clinic report/ Network | NACot hx
self-report documentation Lab testing other, specify:

EAcsr ep EAcout d EAcnet I mcot h

3. lIs the participant willing/able to provide details about the use of non-study
provided ARTT .. Eﬂar td |:|—> If no, end of form.

4. Record non-study ART medications taken by the participant below:

Z OK to include year
ART Medication Code Date Started for these dates, in ped
o MMM W addition to W
calulated days on |—
4a. |INAlartc | NALst 11'[ stduy
ad MMM » ad MMM yy
4b. |INA2artc | NA2St 1it I NAZSplIit
ad MMM 1% dd MMM vy
4c. |[INA3artc | NABst 11'[ [ NA3sp1it
ad MMM yy dd MMM vy
4d. |INMdartc | NA4st 11t I NA4sp1it
ad MMM ¥y dd MMM ¥y
de. |INAsartc | NAGst 1it I NA5$p1it
Comments:
| NAconm

t BBE’BDJMANJS form a|||g |§_rpt 030

Language Staff Initials / Date

N:ihivhefiforms\PTN_052\formstindex_formsyp052_index_nonstudy art.fm


lemel
Callout
OK to include year for these dates, in addition to calulated days on stduy


IPI IelJrlnerI 0'0 IIZR-l: Inde'< EIuroIInEIn Ielnarl:y Iieport and Hi storygiggctégﬂvnsibf 2)
)

Index ID rm Completion Date
i B [pid _ Index Enrollrrrent Pregnancy | PR cdt )
Report and History
Site Number Index Number Partner Chk MMM

Instructions: Complete this form for all female participants for Enroffment.

PREGNANCY REPORT +— Because this is for
od W enrollment only no

need to include a
1. Date of Enrollment pregnancy test: |l PRpr gt year for this date or Mnot done, go to item 5.
dates below. Just
calculated days on
study

negative  positive

2. Result of pregnancy test: ............. IERF”Q I:l

If pregnancy is confirmed, complete Pregnancy Report form.

<
e\r
??\)ggo\’_ | PRI npdt
o oa®
et
\.\0?09.“ PReddt
PREGNANCY HISTORY
yes no

5. Has the participant ever been pregnant before?............. ERepr gD—> If no and participant is currently

pregnant, go {o ftem 7 on page 2.
If no and participant is not

5a.  Number of full term live births (= 37 weeks):........... | PRI t bt pregnant, end of form and fax
only page 1 to SCHARP DataFax.

5b.  Number of premature live births (< 37 weeks): ....... | PRor "’+t
5¢c.  Number of spontanecus fetal deaths or

SHIIRAS (2 20 WEEKS)t.v.v.vvvveeeveeseeneieeeeensieeensee | PRSI Byt
5d. Number of spontaneocus abortions (miscarriages)

(€ 2D WEEBKS) (i oot I PRscrg
5e. Number of therapeutic/elective abortions:............... | PRabor t
5. Number of ectopic pregnancies: ..., | PRect pg

6. Does the participant have a history of pregnancy yes no

complications or fetal/infant congenital anomalies?......... IEthcom

[bT]t 46048004 PL04 (040AN-10 form a|||g [Tt _040

Language Staff Initials / Date

N:ihivnefiforms\PTN_052\formstindex_formsyp052_index_enrollment_pregnancy report.fm


lemel
Oval

lemel
Callout
Because this is for enrollment only no need to include a year for this date or dates below. Just calculated days on study


I Pl I lJrI)erI 0'1 IIJR-I Inde'< EIuroIInEIn I Inarl:y lport and Hi st orycf%:tég*wz df PR)
HPTN 052 (0986) IPR-2  (041) Page 2 of 2
Index ID
— . Index Enrollment Pregnancy
iid pi d - .
Report and History
Site Number Index Number Partner Chk
7. Did the participant take ART for prevention of mother to child transmission for yes e
any pregnancies prior to enrolling in this study?.................. E?art If no, end
of form.
For each pregnancy for which the participant took ART for prevention of mother to child transmission,
record the following information: s Include the year for
these dates
ART
Medication Date of last dos ART medication
Pregnancy # Code recEived Length of treatment
single
ad - Y doge < 10days 11-30 days > 30 days
+. |/ PRlptg |l PRlcod | PR1dd Frutr ] ] ]
single
ad Min rY doge = 10days 11-30days > 30 days
21, |/ PR2pr g |1 PR2cod | PR2dd [Frettr ] ] ]
single
ad e Y doge < 10days 11-30 days > 30 days
7. | PR3prg |l PR3cod | PR3dd B?SI tr I:l I:l I:l
single
ad Min rY doge = 10days 11-30days > 30 days
| PR4cogd
2q. | PAPY O | PRAdd Fraltr ] ] ]
single
ad e Y doge < 10days 11-30days > 30 days
| PR5cod | PR5dd
e, [Prserg [P0 (5T R
single
ad Min Y doge = 10days 11-30days > 30 days
| PR6pr | PR6cod | PR6dd
7 TP [Frottr [ L] [
single
ad MMM Y doge < 10days 11-30days > 30 days
| PR7pr | PR7cod | PR7dd
79 i SAA N L] L]
single
ad i il doge = 10days 11-30days > 30 days
| PR8prg |l PR8cod | PR8dd
7h TP et [ ] L]
single
ad Mvint ol doge < 10days 11-30days > 30 days
| PR9pr | PROcod | PROdd
7 TP [rettr [ L] L]
single
ad Mint Y doge < 10days 11-30days > 30days
. |1 PR1Opr g/| PR1Ocod | PRLOd@t
7 [Froter ] ] ]

(5] AW ABBw A1 2041 . 00

N:ihivnefiforms\PTN_052\formstindex_formsyp052_index_enrollment_pregnancy report.fm

f or i alllg |§_Fpt 041

Staff Initials / Date

Language


lemel
Callout
Include the year for these dates


[»H-Bt| o FF o 4ol b BB F
HPTN 052 (0986) ICA-1  (045) Visit Code Page 1 of 1
Index ID Visit Date
iid - —|pi d - Index Circumcision Assessment | caladt
Site Number Inclex Number Partner GChk dd MMM yy

Instructions: Complete this form for all male participants at enrollment and yearly visits

ENROLLMENT VISIT ONLY

1. Circumcision Status

EAcpaﬁtcipant refused exam

— End of form.
I:l not circumcised

|:| circumcised ———  p» Goloitem 3.

YEARLY FOLLOW-UP VISITS ONLY

2. Has the participant been circumcised since his last exam?

IEAcc'm:lemcision previously reported

I:I participant refused exam — End of form.

[] no
[] ves

3. Circumcision

IEACTLITII circumcision

[] partial circumcision

/—|Include year

4, Date of Circumcision: | CAcr n‘it

dd MMM vy

[b1]t 4B0u S ETES @45AN 13 for

N:hivnetdorms\PTN_0524ormstindex forms\p052 index circum_assess.im

ul alllg |§_rpt 045

Language Staft Initials / Date



lemel
Callout
Include year


Visit [
[ BBt | ok Bk e Hi-A R 0B Code [1°['
HPTN 052 (096) IEN-1  (091) Page 1 of 1
index ID |InC|Ude year I_x Enrollment Date
iid - ~lpid |- Index Enrollment I ENenr(’t
Site Number Inclex Number Partner Chk dd MMM yy
Instructions: Complete this form for Enroliment only. I ENcqc
ftem 2 is for female patticipants only. Male participants go to item 3.
o
P ?«(' ves no
\>° oM rt I to item 2.
6"9? E\la plD—> no, go to item
o G e
‘.\o\' X
1atl. 1az. 1a3. 1a4d. 1as.
| ENlar | EN2ar t | EN3ar t | ENdar t | ENbar t
/— Include year if we
dd MMM vy Tlhave these data |t
NO LONGER APPLICABLE FOR
THIS PROTOCOL. I EN drtiit days
yes
2. s the participant currently breast feeding?................... ENbf eeEl da. Does the parTic.:ipant
agree 1o genetic
—® testing on long-term yes o
. - . . i ? t
3. Did the participant provide informed consent for yes no storage specimens B\lgen D
SPECIMEN SLOrAgE? ...ov.iioieeieii e [[BN-Af c[_]— if no, go to item 4.
immediate delayed
ART therapy ART therapy
{arm 1) {arm 2)
4. To which cohort is the participant assigned?................. ENar m |:|
hr min
4a. What time did randomization occur? ................... IENrti e 24-hr clock
yes
5. Did the participant receive HIV counseling?................. ENhi vc|:|
yes no N/A (Index not on ART)

6. Did the participant receive ART adherence counseling? ENadth D

Et @egegglﬁmp‘lq_os f or i a|||g |§_Fpt 091

Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\yp052 index enrollment.fm


lemel
Callout
Include year

lemel
Callout
Include year if we have these data


[»B-Bt=] b b= AR DR

Vi S|t
HPTN 052 {096) CPS-1  (111) Visit Code Page 1 of 1
Index ID Initial Visit Date
iid - ~lpid |- Couples Status Pl vt
—— — - -~ Include year for 7
it t .
Ite Number naex Number armer th|s date dd MMM yy

Instructions: Complete this form at the Monthly, Quarterly, and Yearly visits. This form must be completed even if

only one person in a couple is present for the visit. Do not also include
ad MMM N/A |the year for this
1. Index visit date: |CPSi xvt OR @5 date
yes no

2. Does the index currently have a partner enrolled in the study? ... @Spart

if no to both, end of form.

3. Is a new primary partner enrolling at this visit?.......................... newp
If yes, complete partner
enroliment forms and all
forms for the type of visit
- (e.g., monthly, quarterly) at
4. PartnerID: ... CPSpt 1’ - ~|CPSpehk— which he/she enrolled and
Site Number Index Number Partner Ghk fax to SCHARP DataFax.
dd MMM yy N/A
5. Partner visit date:........ CPSpvd OR [CPSpna
Comments: CPScomm

[bT]t 4500 gMTBALL LI AN 3 f or vl a|||g FFpt_111

Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 couples status.im


lemel
Callout
Include year for this date

lemel
Callout
Do not also include the year for this date


|7 BBl i e ok Ao Bk o] oo (e

HPTN 052 {096) IAH-1 (115) Include this year, in _ﬁ Page 1 of 1
Collettion Date

Index ID addition to calculated

Index Abno days on study

i d _ ~|pi d - AR cd
' M Hematology Results [T —l
Site Number Index Number Partner Chk dd MMM yy

Instructions: This form is completed at follow-up visits when the value of a test is abnormal according to your laboratory ranges.

Specimen Collection Date
If different from Initial Collection Date

dd MMM I Do not include years for these
ah en{jt additional specimen collection AE Severity Grade
dates as it will be no more If applicable
than a few days different than e 94
the initial collection date. If ﬂhb _ g/dl [TAribgr [] [] 1AHnD
present do include calculated ot % | AHhc
days on study
T, WOV .. [TAHTTY fL | AHT
Specimen Collection Date 1d. Platelets || AHpl t cells/mm® 't | AHpl |
If different from Initial Collection Date P IErD D
dd MMM yy
AE Severity Grade
| AHwbc it 2.  WHITE BLOOD CELLS If applicable
1 2 3 4
2a. WBC | Awbct n x10%mm?° EHVEbVD I:l | AHwb
OR || AHwbcgl celfs/mnt
AE Severity Grade
2b. Differential If applicable
percentage cells/mn? 1 2 3 4
2b1. Neutrophils ..o IAHneu+c OR |1 AHneucl [T Ardedgr[ ] [] 1 AHnel
2b2. Lymphocytes ........oocvveennn, | AH yn+c OR | AHl yntl | AH yngr | AH y
2b3. Monocytes.................oo. IAHm)ni)c OR IAI-|1n‘DncI | AHTO
; ; | AHeospc R
2b4. Eosinophils.................c. + OR | AHeoscl | Ao
2b5. Basophils..........oooovvvecor | Atbaspel | OR || AHbast! | Atba
208, Bands .ocoovvveoverreiereennrnn | Atbanpel | OR  |I Abant! | AHbal
2b7. Atypical lymphocytes........ | Abat V+C OR | AHat ycl | AHat \
| AHcomm
Comments:
[oi]t bitaota foidns2r15AN 05 forfiang [Tpt_115
Language Staff Initials / Date

N:hivnetdorms\PTN_052\ormsiindex formswarchive index\p052 1AH plate115 v2 27Jan05.fm


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


|oBeBober] do bob frod Aol BBk ibs fro Lgierfosto

HPTN 052 (096) IAC-1 (120) Include this year, in Page 1 of 1
addition to calculated _\h
Index ID llection Date
Index Ab days on study
iid - —=|pid - ndex norme s
Chemistries
Site Number Inclex Number Partner Chk dd MMM Yy

Instructions: This form is completed at follow-up visits when the value of a test is abnormal according to your

laboratory ranges.

Specimen Collection Date

if different from Initial Collection %e’_

dd MMM vy

I ACal kidt

| ACast dt

| ACal t|dt

Do not include years for these
additional specimen collection
dates as it will be no more

I AQt bi dt

Specimen Collection Date
If different from Initial Collection Date

ad MMM vy

| ACsdntit

I AQpsngt

I Adchl @t

| ACpht|dt

I ACbi gdt:

Specimen Collection Date
If different from Initial Collection Date

ad MMM vy

| ACcr edt

Specimen Collection Date
If different from Initial Collection Date

dd MMM Yy

| Adal bgt

Comments: | ACconm

than a few days different than Ui
the initial collection date. If
present do include calculated Ut
days on stud

Y y UL

| 1 1

1d.  Total bilirubin........... I AQG bi mg/dL
2. ELECTROLYTES
2a. Sodium ... I AGsdm mEg/L
2b. Potassium.................. I ACpsm mEqg/L
2c. Chloride...................... | Adchl mEg/L
2d. Phosphate ................. | AGpht mg/dL
2e. COy/bicarbonate......... I AGbi c| mEg/L
3. RENAL FUNCTION TESTS
3a. Creatinine................. I ACcre mg/dL
4, OTHER CHEMISTRIES
4a.  Albumin.......... | Adal b g/al

AE Severity Grade
if applicable

T2 3 4

[TAcker ][]
At [] [
Aty [
ke[ [

AE Severity Grade
if applicable

1 2 3 4
A= [ [
[MAcmor ][]

T2 3 4

[Acehter [ ] [
[A=febr [ [

AE Severity Grade
if applicable

T2 3 4

A= O

AE Severity Grade
if applicable

T2 3 4

(A= ] [

[bi]t #bdeBbl ePbideD2120AN 05

N:ihivnefiforms\PTN_052\formstindex_formsiarchive index\p052 IAC plate120_v1_27jan05.fm

f or i alllg |§_Fpt 120

Language Staff Initials / Date

| ACal |

| ACas
| ACal

I ACt bi

| ACsdr

I ACpsi
| ACchl

| ACph

| ACbi

I ACcr €

| ACal


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


[ ffeMurberf 1do ik fnodk sBudll i By |ropssf i
HPTN 052 (0986) 1SX-1 (121) Visit Code Page 10f1
Index ID Visit Date
i d B _[oi d _ Index Sexual History | sxUdt
Assessment
Site Number Index Number Partner Chk dd MMM yy

I am now going to ask you some questions about your sexual behavior. | will be asking you about behavior with all of your partners
and behavior with your primary partner only. By primary partner | mean your husband/wife, boyfriend/girlfriend or primary sexual
partner. Most likely this is the person with whom you are enrolled in the study. However, if this person is not currently enrolled in
the study but you consider him/her your primary partner, answer the following questions with him/her in mind. We do not have
your name on these papers and all your answers will be kept confidential from everyone, including your partner.

There are many different ways people have sex. Some of the questions | am going to ask you are about vaginal sex, and some
are about anal sex. By vaginal sex, | mean when a man puts his penis inside a woman's vagina. By anal sex, | mean when a man
puts his penis inside someone’s anus. By condom, | mean a male or female condom.

# of female pariners
1. Inthe last 3 months, how many female sex partners have you had? By sex

partner, | mean someone with whom you have had vaginal or anal sex. ............. I SX emI)
# of male partners If both are
‘000, end
2. Inthe last 3 months, how many male sex partners have you had?.................... | SXhal tiép of form.
yes no
3. Inthe past week, did you have vaginal sex? [[Sxvag [ _|—= If no, go to item 6.
# of times
4. Inthe past week, how many times did you have vaginal sex with your primary partner? I SXvaglI’p —® If ‘000,” go
to item 5.
d4a. Ofthose times, how many times was a condom used?..................ocoooenenn, I SXJag;I)c
5. Inthe past week, how many times did you have vaginal sex with someone other
than your primary PArNErT ... | SXvag+p — - If 000, go
to item 6.
5a. Of those times, how many times was a condom used?......................cooe, I SXvag+c
yes
6. Inthe past week, did you have anal sex? BXanI I:l—> If no, go to item 9.
# of times
7. Inthe past week, how many times did you have anal sex with your primary partner? |l SXanl ll’p — [f ‘000,” go
to item 8.
7a. Ofthose times, how many times was a condom used? ..., I SXanl II’C
8. Inthe past week, how many times did you have anal sex with someone other
than your primary PAMNEIT ......oociiiiiiii e | SXanl ‘i’p —®= If ‘000, go
to item 9.
8a. Ofthose times, how many times was a condom used?..............ccoooiii, | SXanl 1)0
9. Inthe last 3 months,...
9a. the last time you had anal sex, were you the receptive partner? By yes e A
receptive partner, | mean the man's penis was in your anus........................ B« ecPI:l I:l
9b. the last time you had anal sex, was a condom used? ............ccccoeeiiieeenn, B(anl CD I:l
10. In the last 3 months, the last time you had vaginal sex, was a condom used? . B(VagCEI |:|
(o e e fEer #21AN-19 for[faje Bt 12t
Language Staff Initials / Date

N:thivhefiforms\PTN_052\formstindex_forms\p052_index_sex_history.fm



[ H-Bt=| 4 FF ed BB BoEierds d=d
HPTN 052 (096) IFV-1  (125) Include this year, in Page 1 of 1
addition to calculated _Na
ndex b days on study tion Bate
Site Number Index Number Partner Chk dd MMM ¥y

Instructions: This form is completed at each quarterly and yearly visit, and as clinically indicated.

Specimen Collection Date
Not done; " different from !niw{cmaj Do not include years for these
Not collected M additional specimen collection
[1 #vcdaneNcdat dates as it will be no more | PVt | cEl cells/mm?3 LEVE] e
than a few days different than
the initial collection date. If
. | FJcd4cl cells/mm® | FVcd4c
present do include calculated
days on study Y
If CD4 < 200 cells/mm? and
the participant has not yet
recefved study medication,
re-draw specimen for
confirmatory test and
complete another CD4/Viral
Load Results form.
Specimen Collection Date
if different from Initial Collection Date
Not done/
Not collected ~ dd MMM Yy
mVrnajnla\rnajt 3. RBNA PCR of Plasma | EVr na
< = >
{less than) (equal fo) (greater than) viral copies/mL undetectable
EVr naeq |:| I:l I FVr na copies/mL OR IEVr naun
If RNA > 1000 copiles/mL and the patticipant
has been receiving study medication for at
least 24 weeks, re-draw specimen for
confirmatory test and complete another
CD4/Viral Load Results form.
3a. Is this participant in virologic failure as yes
defined by the protocol? ... wa ai D I Fwf q
Comments:
| FVcomm

ng dt 125

[bilt foijeBoidesbdesor25aN-05 form a

L
N:ihivnetiforms\PTN_052\formstindex_formsiarchive index\p052 IFV plate125 v1_27jan05.fm anguage

Staff Initials / Date


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


[»B-Bt=] 4 b ed B BT[]

HPTN 052 (096) IFV-1  (126) Include this year, in Page 1 of 1
index ID addition to calculated .
. days on stud
i | d — — p| d — |I'IdeX CD4/VII’a| LO Ilyhn-lullo\-l y|| |_VI CGII I
Site Number Index Number Partner Chk dd MMM yy

Instructions: Complete form for Enroliment, Quarterly, and Yearly visits and as clinically needed.

Alternate Collection Date

Nol done/ e Do not include years for thgse
Not collected M additional specimen collection
[TRvedangvcdadt dates as it will be no more I PVt c¢l cells/mm? PVt cc

than a few days different than
the initial collection date. If

present do include calculated
days on study

| Fved4el cells/mm® | FVcd4

not available
. IFV:d4|I)c % OR [[FAvcdapn

1f CD4 < 250 cells/mm? and the participant has not yet received study medication, re-draw
specimen for confirmatory lest and complete another CD4/Viral Load Results form.

Alternate Collection Date

Not done/
Not collected 9 MR ¥Y 3. RNAPCR of Plasma
[TRvr nflnla\/r nagt | EVr na
{less than) (equal fo) (greater than) viral copies/mL undetectable
| EVr naeq I:l I:I I FVf na copies/mlL. OR D/r naun
If BNA < 1000 copies/mL and/or the participant has 4_‘
NOT been on ART for 24 weeks, end of form.
yes no
3a. Was the previous RNA PCR value for this participant = 1000 copies/mL? m/r napD—> Ifno, end
of form.
3b. Why is this participant's RNA > 1000 copies/mL? Mark all that apply.
EV’ré‘@éht systemic illness E\/rrfé@ﬂﬁl confirmed virologic failure as defined by the protocol | FWi g
Evﬁlaéﬁihation E"W@Uing virologic failure
EVE)'E@P&JS nonadherence Imvrd?ﬁé’r, specify: | PV naox
to study medications
Complete Index Virologic Failure Assessment. --——
Comments:
| FVcomm

[bT]t 4bllegbilesbles (k264N 13 form a|||g FTpt_126

Language Staff Initials / Date

N:hivnetdorms\PTN_ 0524ormsiindex forms\p052 index cd4 viral load.fm


lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study

lemel
Callout
Include this year, in addition to calculated days on study


I Pl I lJrI)erI 119 II/A—l ln'm.l>l I)gl Ial /I/I rI)I OII c I:al Ire A_§ie§5fre'1t

HPTN 052 (0986) IVA-1 (129)
Index ID
iid - —|pi d - Index Virologic Failure
- Assessment
Site Number Index Number Partner Chk

Instruction: Complete this form any time virologic failure has been confirmed.

dd MMM Yy

1. Date virologic failure was confirmed: || VAconft

2.  What new regimen did the participant begin as a result of failure®?
BAnwial regimen
I:l secondary regimen

I:l salvage regimen

|:| no change

| VAcomm
Comments:

Visit Code

m Completion Date

Page 1 of 1

| VA

0t

<—{OK to include year |

[bi]t 4bdegoa0ehilles 11294N-13

N:hivnetdorms\PTN_ 0524ormstindex forms\p052 index viro failure fm

f or i alllg |§_Fpt 129

Language

Staft Initials / Date


lemel
Oval

lemel
Callout
OK to include year


I Pl I lJrI)erI 111 IIST-I lndi SEXUI| | ),I Trlan3||1 ttlj Isease

E4)

is|t

HPTN 052 (096) IsT-1 (131) [Include this year, in AE Page 1 of 1
Index ID deltlon tC: CdaICUIated Ini Collection Date
ays on stu
iid - ~lpid |- Index [Z2Y, ¥ y | ST| cdt
Diseases
Site Number Index Number Partner Chk dd MMM Yy

Instructions: Complete form for Enrollment and Yearly visits, partner seroconversion, and as clinically needed.

Alternate Collection Date

Not done/

Not collecled ad A/y\ﬂd— Do not include years for these
IEThepnd S'IIhep it i addltlona! Sp_eCImen collection CREENING VISIT ONLY: N
dates as it will be no more ally needed negative  positive
than a few days differentthan |................. [FSthep  []
ad vy |the initial collection date. If Jes o
present do include calculated
| STiswbt days on study F swab collected? [Srswo []
Noi done/
Not collecied ad MMM yy
BTvagnd STvagt 3. VAGINAL WET PREP STUDIES
Not done negative  positive
[[§rvdnda. Homogeneous vaginal discharge.... [[§ivd  []
if>4, 5mark
[[STphndb.  pH ' S1|p|1 as positive, ™ ['Srphpos
[TSTwhfmd.  Whiff test. ..o, [[Stwnf [ ]
ETC| usdl. Cluecells = 20% ..ocooeiiiii DTC| u I:l
[FSTtrind.  Trichomonads. ... [FSreei 7]
[[grystmd.  Buds and/or hyphae (yeast) ........... [[Sryst  []
Not done/
Not collecied ad MMM yy
Sliser gt
ETser d 1] 4. STDSEROLOGY non-reactive reactive
4a. Syphilis screening test (RPR, VDRL) sypsc [ ]
- If - i
4al. Titer 1:| STeypti g;’?:i;:f},cg:e’
4b.  Syphilis confirmatory test negative  positive
(FTA-ABS, MHA-TP, TP-PA)  [[JTsypc [T]
Not done/ . i
Nof collecied dd MMM yy 5. OTHER STDTESTS negative  positive
[T§Tgonnd 51]90'1 it Sa. N. Gonorrhea....................... [FSrgon [T
[Tt rand 37" ragt 5b. C.Trachomatis ..................... FSrtra ]
[bi]t 4b083H1GIDAB1 (131AN 12 f or a|||g FFpt_131
Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\yp052 index stds.fm

| SThep

| STswk

| STvdo
| STpho
| STwhf

| STcl L

| STtri

| STyst

| STsyp

| STsyt

| STsyc

| STgon

| STtra


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


I Pl I lJrI)erI 112 IISS—l lndi S|npl| mi i cI Se>IaII Ir ansnifyt edt Dl sedses
HPTN 052 (0986) 1SS-1 (132) Visit Code Page 1 of 1
Index ID Visit Date
i d _ foid |- Index Symptor_natlc Sexually | sSudt
Transmitted Diseases
Site Number Inclex Number Partner Chk dd MMM yy

Instructions: Complete this form when a participant is treated for symptoms of a sexually transmitted disease.

1.
1la. chlamydia.........................
1b. gonorrhea.........oooovevienn,
1c. syphilis. ..o
1d. BV (bacterial vaginosis) .....
1le. TV (trichomonas vaginalis)
1f. candida...........ccoccee,
1g. genital ulcer disease ..........
1h. other, specify: | SSlot hx
1i. other, specify: | SS20thx

Comments: | SScomm

Indicate if the participant was treated for symptoms of any of the following sexually transmitted diseases.

yes

.......................................... [FSschi ag
.......................................... BSgon |:|

[[Sssyp []

.......................................... ESbv |:|
.......................................... ES(V |:|
.......................................... EScan I:l
.......................................... [FSsgul e[

ESlot h|:|
ESZot hI:I

[bi]t 40088 ACZDIUBR 11324N-13

N:thivnefiforms\PTN_052\formstindex_forms\p052_index_symptomatic_std.fm

f or i alllg |§_Fpt 132

Language

Staff Initials / Date




[ W-Bte] b b edletbt Aretd |

vi S|t
HPTN 052 (098) ITA-1  (160) Visit Code Page 1 of 3
Index ID Visit Date
iid - ~lpid |- Index Treatment Adherence | TAVdt
Site Number Index Number Partner  Chk dd MMM yy

Instructions: This is an interviewer-administered form. Complete form at every follow-up visit for index participants on ART.
Prior to the participant’s arrival, record all medications and medication code(s) in the participant’s current regimen.

1. Now I'm going to ask you about the study medication(s) you have been prescribed and if you have missed taking
any of the doses yesterday, 2 days ago, in the past 2 weeks, and in the past 30 days. If you only took a portion of a
dose on one or more of these days, report the dose(s) as being missed.

# of prescribed  # of prescribed  # of prescribed  # of prescribed  # of prescribed

Abbreviation/ Name doses doses missed doses missed doses missed doses missed
Med code of your drugs (per day) (yesterday) (2 days ago) (past 2 weeks) (past 30 days)
1a. |1 TAlcode | TAlnane | TAlddos | TALndos | TALnRd | TAilmz WK | TALnBQd
1b. |I TA2code | TAZ2nane | TA2ddos | TA2ndos | TA2n2d | TAZnR2vk | TAZn8Qd
1c. |I TA3cofe | TA3name | TA3ddos | TA3ndos | TA3n2d | TABm2wk | TABn8Qd
1d. |l TA4cole | Tadnane | TA4ddos | TA4ndos | TA4R2d | TAAnRuK | TA4nB80Qd
1e. |l TA5cofe | Tasnane | TA5ddos | TABndos | TABnR2d I TABn2wk | TABn8Qd

2. Inthe past 30 days, when was the last time you missed taking any of your medications?
Show Card #11.

UA'W?tﬁin the past week
I:l 1-2 weeks ago

|:| 2—4 weeks ago

D PLIC pBLE

AP
[1 % \—ON THIS R AROTOCO™

I:l never skip medications or not applicable

[bT]t 4bl6@0IEPDLB0 (L60AN 13 f or i a|||g [STHt _160

Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormstindex forms\p052 index adherence.im



[~ W-Bte] A bl edleft Arederd (B e foer

HPTN 052 (096) ITA1 (161) Page 1 of 1

Index ID Visit Date
i d _ ~|pi d _ Index Treatment Adherence | TAVdt
Site Number Index Number Partner Chk dd MMM yy

Instructions: This is an interviewer-administered form. Complete form at every follow-up visit for index participants on ART.
Prior to the participant’s arrival, record all medications and medication code(s) in the participant’s current regimen.

1. Now I'm going to ask you about the study medication(s) you have been prescribed and if you have missed taking
any of the doses yesterday, 2 days ago, 3 days ago, and in the past 2 weeks. If you only took a portion of a dose on
one or more of these days, report the dose(s) as being missed.

# of prescribed  # of prescribed  # of prescribed  # of prescribed  # of prescribed

Abbreviation/ Name doses doses missed doses missed doses missed doses missed

Med code of your drugs (per day) (yesterday) (2 days ago) (3 days ago) (past 2 weeks)

1a. |1 TAlcode | TAlname | TAlddos | TALndos | TAlnRd | TALn8d | TALm2\K
1b. |I TA2code | TA2nane | TA2ddos | TA2ndos | TA2nRd | TA2n8d | TA2n2wk
ic. |l TA3cofe | TA3name | TA3ddos | TA3ndos | TA3n2d | TA3n8d | TA3nR2ink
1d. |1 TA4code | TA4name | TA4ddos | TA4mdos | TA4n2d | TA4n8Bd | TA4m2nk
ie. |1 TA5code | TASname | TA5ddos | TASndos | TA5n2d | TA5n8d | TAS2\nk

2. Inthe past 30 days, when was the last time you missed taking any of your medications?
Show Card #11.

UA'W?tﬁin the past week
1—2 weeks ago

2—4 weeks ago

1-3 months ago

more than 3 months ago

Oooon

never skip medications or not applicable

[bT]t 4bll68bi16IbT61 2161AN 05 f or a|||g FFpt_161

Language Staff Initials / Date

N:thivnefiforms\PTN_052\formstindex_formstarchive index\p052 ITA plate161_v1_27jan05.fm



M Y SRS N L | L
HPTN 052 (098) ITA-2 (162) Visit Code
Index ID
iid _ ~|pi d . Index Treatment Adherence
Site Number Index Number Partner Chk
The following questions pertain to the study medications on page 1.
3. During the past 4 days, for how many days have you missed taking all your doses?
[TTA4etek:
1 1day
I:I 2 days
I:I 3 days
I:l 4 days
. o yes no
4. Some people find that they forget to take their pills on the weekend days.
Did you miss any of your study medications last Saturday or Sunday?....... Eﬁmknd I:l
NO LONGER APPLICABLE |
FOR THIS PROTOCOL. EM knED
6. Inthe past month, how often have you missed taking your medications because you:
Mark one box for each item.
Show Card #12.
never rarely  sometimes
Ba. Wanted to avoid side effects? ..., D%eff I:l I:l
8b. Could not follow dietary instructions? ..o, DAdi et I:l
gc. Sharing ART with other family members and friends?.............. DAshar e I:l I:l
6d. Not fully understanding the regimen and its requirements?...... [MMAnotun [ ]
Be. Religious beliefs? ... E'IAr elig |:| |:|
8f. Traveling away from hOmMe?...........cooooiiiiii e DAaway I:l I:l
6g. Transportation problems getting to the clinic? ... [MMatrans [ ]
Bh., LOSt PIlIS? 1ovi i e s |T_T}A| ost D D
Bi. Hadtoo many pills? .......ooooveiiiiiiicc e [MMamanyp [] ]

Et

Page 2 of 3

often

[

Ooooodood

foueBUCIOUCE 1162AN 13 foriiang  [sfpt_162

Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormstindex forms\p052 index adherence.im



WY S ERGEE L s | BT
HPTN 052 (096) ITA-3  (163) Visit Code Page 3 of 3
Index ID
iid _ ~|pid . Index Treatment Adherence
Site Number Index Number Partner Chk
6. In the past month, how often have you missed taking your medications because you: Continued
never rarely  sometimes  often

7. Record the total number of minutes it took you o administer this questionnaire.

8.

Bk.

Bl.

om.

en.

6o.

op.

6q.

Gr.
©s.
ot.

Gu.

ov.

ow.

oX.

Had a bad event happen that you felt was related to taking
The PIlIST? e

B IOt ?
Ranout of pills? ...

Busy doing other things (e.g., working, trying to survive,
getting food)? .o

Tired of taking too many pills? ...
Other illness or health problems gotinthe way?......................

Stigmatization (what others may say or discover about my
disease) by people outside one’s family? ............oocoii

Fear of stigmatization within the home (e.g., not wanting the
husband or wife 1o KNoW)7 ...

Pills got damaged from heat or gefting wet?...........................
Too ill to attend clinic to get drugs? ..o,
Pills getting stolen (e.g., while in transit on a bus/axi/train)? ...

Having to wake up very early to commute to work and no time
10 BT L

Didn't think they would actually work? ..........ccccooiiiiiiiin,
Bothered by your dreams? ...

(Cther, specity: Local Language

English | TAot hx

[bi]t 4b06300EBOUES 1 E63AN 13

N:hivnetdorms\PTN_0524ormstindex forms\p052 index adherence.im

EAbade |:|
E’-\f or gt |:|

E’-\ranou I:l

Mpousy ]
EAti rep D

EAOt hi | D
EASt igm I:I
E’-\fears I:l
[Mhedamy []
[ITAtooil [ ]
EAst ole I:l

EA\Nake I:l
|'I'_TlAnot wk I:l

DAdr eam I:l
DAot h I:l

minutes

| TACt i

I

f or

oo oo d Oodod ood

oo oo d Oodod ood

o al||g [sFHt _163

Language

Staft Initials / Date
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HPTN 052 (096) IQL-1 (171) Visit Code Page 1 of 4
Index ID Visit Date
iid - —lpid |- Index Quality of Life | QLbdt
Site Number Index Number Partner  Chk dd MMM yy

Instructions: This is an interviewer-administered form. Complete form for Enroliment, Quarterly, and Yearly visits.

| am now going to ask you some questions about your health, how you've been feeling and the support you get from family
and friends. | will first ask the question and then show you a card with the answer choices. Select the choice that best
describes how you feel. Remember that there are no right or wrong answers.

ves, for all  yes, for some

1. During the past 4 weeks, has your health kept you from working at of the time  of the time no
a job, doing work around the house, or going to school?......................... B—V\Dr K I:I I:I
Show Card #1.

2. During the past 4 weeks, how much pain have you had (for example, headache, muscle pain,
back pain, stomach ache)?
Show Card #2.

[1.Qpaim:
[] very mild
[] mid
[] moderate

[] severe

] very severe

3. During the past 4 weeks, how much has your physical health or emotional problems interfered with
your normal social activities (for example, socializing with friends or family)?
Show Card #3.

m’—sﬂ&ﬂat all
[] alittle bit
I:l moderately

I:l quite a bit

I:l extremely
yes, for all  yes, for some
4. During the past 4 weeks, have you been unable to do certain kinds ofthe time  of the time o
or amounts of work, housework or schoolwork because of your health? ..... [[Qcert ] ]

Show Card #1.

[bT]t 457 $717ADTT 1 E7IAN 13 form alllg Ffpt_171

Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormstindex forms\yp052 index gol fm



I Pl I lJrI)erI 1I2 Ilil I lndi Cilal ||/ i}f IfIFIageIZ of 4}isit
HPTN 052 (096) QL2 (172) Visit Code Page 2 of 4
Index ID
iid - —lpid |- Index Quality of Life
Site Number Index Number Patner  Chk
5. During the past 4 weeks, how much did pain interfere with your normal work (including housework)?

ET't

Show Card #3.

[ QL paitn all
[] alittle bit
I:I moderately
D guite a bit
[] extremely

How much, if at all, does your health now limit you in the following activities?

Show Card #4.
yes, limited yes, limited no, not
a lot a little fimited at all

Ba. The kind or amounts of vigorous activities you can do,

like lifting heavy objects or running ...............ccccoo e E_avi g I:l I:l
6b.  The kind or amounts of moderate activities you can

do, like going to the market ...........ccoeeveveioiiecieeeee, [ dramod ] ]
Bc.  Walking uphill or climbing a few flights of stairs........... @_V\al K I:I I:l
6d. Eating, dressing, bathing or toileting............................ m_eat d I:I I:I

In general, would you say your health is:
Show Card #5.

[TQLohtddilent
[] verygood
[] good
[] fair
[] poor

4pilr HATZHUT2 (572N 13 f or a|||g Ffpt_172

Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormstindex forms\yp052 index gol fm



| ool it b ol da B b B bR o
HPTN 052 (098) QL3 (173) Visit Code Page 3 of 4
Index ID
iid _ ~|pi d . Index Quality of Life
Site Number Index Number Partner Chk
8. How much of the time during the past 4 weeks...
Show Card #6.
all of mostof agood bit some of alittle of none of
- . the time  the time of the time thetime the time the time
8a. has your health limited your social

8b.

8c.

8d.

8e.

8f.

8g.

8h.

8i.

9. My healthis excellent. ............ccocovviiiiiiiii,

activities, like visiting with family and
fHeNdS? ..o

did you have trouble keeping your
attention on any activity for long? .............

did you have difficulty reasoning and
solving problems? ...

have you been nervous?..............coooooe.
have you felt very sad or depressed?........
did you feel tired or fatigued?....................

did you have enough energy to do the things
youwanted to do? ...

have you been a happy person?...............

have you had trouble remembering things?

Show Card #7.

10. | have been feeling bad lately. .............................

Show Card #7.

11. In general, how satisfied are you with the
overall support you get from your friends and
family members? ...
Show Card #8.

[bi]t 47 $0ATBDUT B 1EI3AN-13

N:hivnetdorms\PTN_0524ormstindex forms\yp052 index gol fm

E_socff |:|
[[Qattn [7]

E_reasn |:|
E_ner Vs |:|

E_vsadd |:|
E_ti red I:l

E_energ I:l
[(Qhappy []

m_mam)r |:|

definitely mostly
true know

[ []
O [

true

m_rryhl t
D‘f bad

very
dissatisfied

B_suppo

]

OO0 OoOodd O

somewhat
dissatisfied

L]

don’t

]

OO0 OoOodd O

[
[

OO0 OoOodd O
OO0 OoOodd O

mostly definitely
false false

[] []
[ [

somewhat very
satisfied satisfied

L]

L]

f or

ul alllg |§_Fpt 173

Language Staff Initials / Date



[*W-Bt=] F B} BB b BB o F
HPTN 052 (096) lQL-4  (174) Visit Code Page 4 of 4
Index ID
iid _ “lpid |- Index Quality of Life
Site Number Index Number Partner Chk
12. To what extent do your friends and family ]
members help you remember to take your not at alf a little somewhat a fot N/A

MediCation? .. ..o IELf f med I:l

Show Card #9.

[

[ [

People have various health habits. The following questicns ask about your alcohol and drug use, past and current.

13. During the past 30 days how often have you had five or more drinks of alcohaol (e.g., fermented beverages,

beer, wine or spirits) in a row within a couple of hours (e.g., 2—4 hours)?
Show Card #10.

nearly 3 or4 times once or twice 2 or3 times
daily every day a week a week a month

[(Qalchl  [] ] ] ]

14. In the past 30 days have you used any of the following substances?
B T =1y [ T = PR
14b. Cocaine (powder, crack, freebase injections) .....ccooieeii
TAC, HEIOIN o et
14d. Amphetamines (SPeed) ... .o
14e. Sniffing organic solvents, glues or thinNers ..o

141, other, specify: | Qsothx

once a
month

ves

O

never

no

m_mari
[FQcoca
D_her )
m_arrph
[TQLosol
ELsot h

If no to all,
end of form.

14g. For the substance used most often, indicate how often it was used in the past 30 days.

Show Card #10.

nearly 3or 4 times once ortwice 2 or 3 times
daily every day a week a week a month

[§sfrea [] [ l [

15. Record the fotal number of minutes it took you to administer this questionnaire.

[bi]t 4007 E0NCANTE L7 44N 13

N:hivnetdorms\PTN_0524ormstindex forms\yp052 index gol fm

ohce a

month

O

minutes

hever

I

:tirre

f or

ang  [sthi_174

Language Staff Initials / Date



[#Belb=] kel ' RRER B
HPTN 052 (098) IPC-1 (175) Visit Code Page 1 of 1
Index ID Visit Date
iid - —~|pid _ Index Pill Count | POl dt
Site Number Index Number Partner  Chk dd MMM yy

Instructions: Complete this form with the index or the partner each time study medications are returned and dispensed.

Rl PG| Total # of pills
) L PPV o apefr ol : P

# of pills brought Mark if pills not O“G.E?‘ :?‘0100 \_oﬂG‘?;s pad! dispensed

Med Code | inat this visit broughtin WO Xi{rea® Woor ™ at this visit
1. | PQ1lrred | PALre EClnot | PGLhI 11 | PCLr etip | PCLdi
2 | PG2ned | PQ2re ECZnot | PC2hI 1| | PC2retip | PC2di S
3. | P¢3ned | PQ3r e [TAc3not | PGBhI 1| | PCBr el p | PC8di S
4 | PG4rred | PG4r e ["Acnot | PCAhI 1| | PCAr etip | PCAdi s
5. | PG5ned | PG5r e ECSnot | PCbhI 1| | PCoretp | PCodi s
8. | PA6Ned | PG6r e [TAcsnot |Pc3h|1| | Pa6r et p | POBdi
7. | PG7med | PG7re EC?not | PGrhI 1| | PC7retp | PCydi 3
8. | PA8ned | PG8re IEOBnot | PGBhI 1! | PCBretip | PCBdi s
9 | PGOned | PQ9re IECQnot | PCBAI 1| | PCOretp | PCBdi s

Comments: | PCcomm

[bT]t 457 ST BOLT S L75AN 13 f or a|||g Ffpt_175

Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\yp052 index pill_count.fm



R L L T L
HPTN 052 (0986) IFU-1 (191} Visit Code Page 1 of 2
Index ID Visit Date
iid - ~lpid |- |"de>‘llnclude year for | | FUvdt
Site Number Index Number Paner  Chk this date dd MMM yy
| FUlcqc

Instructions: Complete this form at every follow-up and interim visit.
ftems 1-3 are for females only. Male patticipants go to item 4.

negalive  positive  not done

Mers [

If pregnancy is confirmed, complete Pregnancy

1. Result of pregnancy test:

E—M@ldof reproductive potential

If not done,
I:I W specify reason: I:l Pregnant

I:l Cther, specify:

Report form.
¥ od - ¥y | FUpt ndx
?Q\«\gzo\" | FUI npdt
‘\062:904 <—IDo not include yera
‘\og’gﬂ“\ Fledd for these dates

<
\G?ﬁt-

- ngxooo yes no

o U po []

0?09“ Complete Index Pregnancy

3. s the participant currently breast feeding?.............coooceiei,

4. Since the participant's last visit,...

4a. have any previously reported Adverse Events Grade 3 or
above resolved or have any new adverse events started? ...

4h. have any previously reported HIV/AIDS associated events or
other targeted medical conditions resolved or have any new
events started? ..o

4c.  were any previously reported antiretrovirals stopped or
modified, or were any new antiretrovirals started?..............

4d. were any other non-ART medications stopped or were any
new medications started? ...

[bi]t 400080 104b01 1191 AN 13

N:hivnetdorms\PTN_0524ormsiindex forms\yp052 index followup visit.fm

Outcome form.

yes no

Elbf eeD

ves no

ke []
Complete or update index
Adverse Event Log.

Unae |:|
Lb Complete or update Index

When to Start form.

|I gUart I:l
Complete or update

Index Antiretroviral
Treatment Log.

Uned I:l
Lb Complete or update

Index Concomitant
Medications Log.

f or i alllg |§_Fpt _191

Staft Initials / Date

Language


lemel
Callout
Include year for this date

lemel
Callout
Do not include yera for these dates


[»B-Bt=] bbb AP ]

vi S|t
HPTN 052 (098) IFU-2  (192) Visit Code Page 2 of 2
Index ID
iid - ~lpid |- Index Follow-up Visit I'FU2cqc
Site Number Index Number Partner Chk
previous out-of-study
CMC aecision ART use clinician decision LOA#5 to V3.0
EUacm: IEUapr ev IEUacI in EUEU oa
5. For this visit,...
yes no
N@ ALONGER ARRLIGABLE xa
FOR THIS PROTOCOL. EJe "D
yes no
5b. did the participant receive HIV counseling? ........................ Uhi vc
. . d E EI N/A (Index not on ART)
5¢c. did the participant receive ART adherence counseling? ..... EJadhcl:l |:|
did the participant report symptems of a sexually Complete In.dex
5d. transmitted disease without being tested? ..o Symptomatic STD form.
yes no td []
5d1. was the participant tested for STDs? EUt st dI:l Complete Index Sexually
- Transmilted Diseases form.
Se. was a CD4/Viral Load test performed?.............cccoe i | ﬁUCdA'VD
Complete Index
CD4/Viral Load Results form.
5f.  was ART dispensed or returned? ..........cooccoiiii EJar t aE |
If no, go to item 5g.
5f1.  If yes, is this the first visit at which pills were
dispensed {delay arm initiation)? ........ccccocovennn. ts{_ | Iif no, complete index Pill
Countand Index Treatment
Adherence form.
5f2.  If yes to 5f1, indicate the reason(s) for ART
initiation. Mark only primary reason.
If yes, complete Index Pill
[ Ruada4: < 250 cells/mm”® Count, Index Complete
Chemistries, and Index
[ Jugdbssdefining iliness  |—m= Go to item 6. Complete Hematology
forms.
[TRUapregancy
yes no
5g. was this the Post-ART Initiation visit? ... D’Part El
e bh
st [Rsbhefi ]
2 <0
£ o0l
e’
‘\0?094 EJabchm
yes no
6. Was this the partner seroconversion visit?............c...ccooooi Dpser D
for

[bi]t 400080 102bTO2 1192413

N:hivnetdorms\PTN_0524ormsiindex forms\yp052 index followup visit.fm

ul a|||g |§_rpt 192

Staft Initials / Date

Language



I Pl I lJrI)erI 1|4 IIL\Ql |Ide>II Imlsml;lj It i Inni I(Page i of t 4
HPTN 052 (096) IAQ-1  (194) Visit Code Page 1 of 4
Index ID Visit Date
iid _ ~|pi d . Index Altruism Questionnaire | AHL
Site Number Inclex Number Partner Chk dd MMM yy
Instructions: This is an interviewer-administered form. Complele this suivey one lime for each Index participant.
1. Foreach item, indicate how often you have performed the following activities:
Mark one box for each itemn.
Show Card #13.
more than very
1a. | have helped push or restart a stranger’s vehicle when it was never once onee often often

stalled.

EQspuveD

[

E}dir |:|

1b. | have given directions to a stranger. I:' I:I I:I
1c. | have made change for a stranger. EQschg I:l I:l I:l I:l
1d. | have given money to a charity. EQchar nD I:l I:I I:I
1e. | have given money to a stranger who needed it {or asked me for

i, [[Asmon [] [ I
1f. | have denated goods or clothes to a charity, a school or a

church. EQchar 9 I:l I:l I:I I:I
1g. | have dene volunteer work for a charity or my church. EQchar v I:l I:l I:I I:I
1h. | have donated blood. EQjonbl I:l I:l I:I I:I
1i. I have helped carry a stranger's belongings (books, parcels, etc.). Qscr ry I:l I:l I:l I:l
1j. I have helped an acquaintance obtain something important that .

he or she needed (e.g., a job, a place to live, etc.). @Obt n I:I I:' I:I I:I
1k. | have allowed someone to go ahead of me in a line or queue. Equeue I:l I:l I:l I:l

[bi]t 40008102502 1M AR-13

Nhivnetdorms\PTN 052\ ormsiindexformsip052 1AQ.1m

f or i alllg |§_Fpt 194

Language
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HPTN 052 (098) IAQ-2  (195)
Index ID
iid - —|pi d -
Site Number Inclex Number Partner Chk

ft 4

Visit Code

Index Altruism Questionnaire

Continued: For each item, indicate how often you have performed the following activities:
Mark one box for each item.
Show Card #13.

1l

As part of a group of people, | have done menial jobs that needed
doing without being asked, even though they were not part of my
responsibilities.

hever once

A wo[ ]

more than
ohce

O

often

Page 2 of 4

very
often

im.

| have pointed out a clerk’s error (in a bank, at the market, etc.) in
undercharging me for an item.

Echeer

[

1n. | have let a neighbor whom | didn’t know too well borrow an item

of some value to me {e.g., a dish, tools, etc.). E@bor ' I:l I:l I:I I:I
10. | have paid a little more to buy an item from a merchant who | felt

deserved my support. EQ*m’r ch I:l I:l I:I I:I
1p. | have helped a classmate whom | did not know that well with a

homework assignment when my knowledge was greater than his

or hers. IEQ utor I:l I:l I:l I:l
1q. | have looked after a neighbor's pets without being asked and

without being paid for it. EQ‘lpet s I:l I:l I:I I:I
1r. | have offered to help an elderly or handicapped stranger across

the street. E@Cr ss I:l I:l I:I I:I
1s. | have offered my seat on a bus or train to a stranger who was .

standing. @buss I:l I:l I:I I:I
1t. | have helped someone | know move households. E@rmve D D D D
1u. | have done some work without payment on a friend’s farm or in

his/her business when he/she was sick or was unable to work for
some other reason.

EQ‘WorkD

[

[]

[]

[bi]t 4bA0%1OBOO5 9B AR-13

Nhivnetdorms\PTN 052\ ormsiindexformsip052 1AQ.1m
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HPTN 052 (098) IAQ-3  (196)
Index ID
iid - —|pi d -
Site Number Inclex Number Partner Chk

ft 4

Visit Code

Index Altruism Questionnaire

Page 3 of 4

| am now going to ask you some questions about your primary sexual partner. If you do not currently have one, please refer to your most recent
primary sexual partner.

E}H@,ﬁr Olro #no, goto item 4.

2. Do you have a primary sexual partner?
2a. Is heishe HIV infected? [CAQuani Y] no
less than 1-12 -5 5-10 more than
1 month months years years 10 years
3. How long have you and your primary sexual pariner been together? WPI en I:I I:l |:| I:I
4. Foreach of the items below, indicate how much you agree with the statement.

Mark one box for each item.
Show Card #14.

4a,

If | take my medications it will help my sexual partner(s) not get
HIV infected.

sirongly
disagree  disagree

[FAQredpp [ ]

neither agree
nor disagree agree

O

O

strongly
agree

[

EQ’ pdev D

[

[]

[]

db. If my partner gets infected with HIV, | would be devastated.
4c. Whether my pariner gets infected is up to fate. EQ pfa I:l I:l I:I I:I
4d. If my pariner gets infected, it is because of the weakness of his/ !

her physical body. IEQ pweaD I:I I:I
de. Whether my partner gets infected, is up to him/her. IEQ pupp I:l I:I I:I
4f.  Whether my pariner gets infected is up to me. Q' puan I:' I:I I:I
4g. Since | found out | had HIV, my relationship has had more

problems. EQ prbs I:l I:l I:I I:I
4h. Taking my medications is not easy because they have side

effects.

EQ’redse I:l

O

H

H

[bi]t 4b0080OBHIO6 219614 R-13

Nhivnetdorms\PTN 052\ ormsiindexformsip052 1AQ.1m
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HPTN 052 (0986) IAQ-4  (197) Visit Code Page 4 of 4
Index ID
iid _ ~|pi d _ Index Altruism Questionnaire
Site Number Index Number Partner Chk

4. Continued: For each of the items below, indicate how much you agree with the statement.
Mark one box for each item.
Show Card #14.

sirongly neither agree strongly
disagree  disagree nor disagree agree agree

4i. | take my medications to help myself. Wd4m|:| I:' I:I

[
4j. |take my medications to help my pariner not get HIV infected. EQTECMp I:l I:l I:I I:I
4k. If my partner became infected, | would feel guilty. EQ pglt I:l I:l I:I I:I
4], If my partner became infected, others would blame me. Q poan I:' I:I I:I
4m. ‘IL rn(:igplar“mer became infected, | would feel | did something EQ of | WI:l I:l I:I I:I

4n. | 1take my medications to prevent my pariner from getting infected
because he/she will then be there to help me in the future. EQnadf u I:I I:l I:I I:I

4o. My religion tells me to help others. EQ el ho I:l I:l I:I I:I

more than once once onceevery  once
once aday  aday a week 2 weeks  amonith

5. | help my partner do daily household activities. E}il yhh |:| |:| D I:l

Show Card #15.

[b7]t 468007 UOT LT AR 13 f or a|||g FFpt_197

Language Staft Initials / Date
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HPTN 052 (096) V-1 (201) Page 1 of 1
Index ID Visit Date
iid _ ~lpid |- Index Interim Visit 1 \vdt
Site Number Index Number Patner  Chk dd MMM yy
1. Did the participant miss all of his/her last protocol-required study visitand  ¥€° no
is he/she outside of any visit WINdow? ............c..c.oooviieiii e, [IT]vmakup | If no, go to item 2.

1a. What visit is this replacing? |l 1 \vis|t —» End of form.

2. What is the reason for this visit? Mark alf that apply.

Elvnoommplete a procedure(s) missed at a previous visit.
Mark this box only if the visit is outside of any visit window.

Elvdh&iﬂ'vlnitiation visit (delayed arm only)
[11]vigarevART Initiation visit

Elvﬁ'EID symptoms/treatment
Eleregnancy testing

E'ValHBT side effects

[1]vH&//AIDS related illness
Elvnmﬁicipant needs study medications

Elvcmbﬁr, specify: |1 Vor snx

Comments: |1Vconm

[bi]t fo203bBobido1 2201AN-05 forjmang [sfdt_201

. . o Language Staff Initials / Date
N:hivnetdorms\PTN_0524ormsiindex formswarchive index\p052 11V plate201 v2 22apr05.fm
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HPTN 052 (098) [1V-1 (202)
Index ID
iid - —~|pid _ Index Interim Visit
Site Number Index Number Patner  Chk
1. What CRFs were completed at this visit? Mark alf that apply.
Note: The Follow-up Visit form must be completed at every interim visit.
IE\A fa. Index CD4/Viral Load Resulis (IFV-1)
El\ﬁ $b. Index Sexually Transmitted Diseases (IST-1)
El\ﬁ $6. Index Symptomatic Sexually Transmitted Diseases (1SS-1)
m\ﬁ $d. Index Specimen Collection (ISC-1)
[(1]vi pe. Index Pill Count (IPC-1)
El\ﬁ th Index Complete Hematology (ICH-1)
IE\A tg. Index Complete Chemistries (ICC-1)
E\ﬁ ¢ Index Concomitant Medications Log (ICM-1)
E\ﬁ X Index Antiretroviral Treatment Regimen Log (ITX-1)
[TV Index When to Start (IWT-1-4)
|E|\ﬁ aR. Index Adverse Event Log (IAE-1)
IEIW PR Index Pregnancy Outcome (IPO-1)
E\ﬁ pPm. Index Pregnancy Report (IP-1)
[[MM tm  Index Termination (ITM-1)
[[MMetien  Partner Termination (PTM-1)
[[MV dp. Index Delay Arm Participant ART Initiation (IDA-1)
Comments: | ! Veomm

Vi s|t
Visit Code Page 1 of 1
Visit Date
11 Wdt
dd MMM yy

[bi]t 4620F20ZOBO2 12025113

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index interim_ visit fm

f or i alllg |§_Fpt 202
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HPTN 052 (0986) IDA-1 (205) Visit Code Page 1 of 1
Index ID Visit Date
iid - ~lpid |- Index Delay Arm Participant | DAV dt
ART Initiation
Site Number Index Number Partner Chk dd MMM yy

Instructions: Complete this form any time a participant on the delay arm is offered antiretroviral treatment (ART) in
response to LOA #5 fo version 3.0 of the protocol.

yes
1. Did the participant agree to start ART at this visit? ....................... rt I:l
End of form.

1a. Reason(s) participant did not agree to start ART. Mark all that apply.
EAH‘Q!T. not ready
[[DAcd#. CD4 is too high
[[DAfeed. feeling healthy
[[DAfeet. afraid of side effects
EAWEHS. waiting to discuss with partner
EAdm@.t doubts ability to adhere to the prescribed regimen

EArtzi'h, other reason(s), specify: | DAr ot hx

| DAconm
Comments:

Et @0@0@054%Q§AN_13 forpm a|||g |§_Fpt 205

Language Staft Initials / Date

Nhivnetdorms\PTN_0524ormsiindex forms\p052 IDA fm
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HPTN 052 (098) PDM-1  (301) Visit Code . Page 1 of 1
Partner ID secretl orm Completion Date
iid - ~lpid |- Partner Demographics PDM cdt

Site Number Inclex Number Partner Chk M-/yy

Instructions: Complete this form for Enroliment only.

MMM Yy
1. What is the participant’s date of
birth? PDI\ibdt OR Age: |PDNhge| vears

2. What is the participant's hiological male female

sex? @M;ex |:|

3. Whatis the participant's current marital status? Mark only one.
[PVt e
I:l married

I:l living with partner but not married
I:l separated/married but living separately
I:l divorced

I:l widowed

4. During the past 12 months, what was the participant's - )
average household monthly income? ... PDMi n OR E‘AHU fHcome

OR E\AHU Heome

5. During the past 12 months, what was the participant's
average personal monthly income?...........cooooiin,

PDpi n

)

6. Whatis the highest level of education the participant has reached? Mark only one.
schooling
I:l same primary school

completed primary school

some secondary school

completed secondary school

attended college or university (includes vocational or trade school)

oo

graduate/professional school

Et EOEOEMJ%Q&AN-H f or i a|||g |§_Fpt 301

. . Language Staff Initials / Date
N:thivhefiforms\PTN_052\formsipariner_forms\p052_partner demographics.fm
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HPTN 052 (098) PDU-1  (302) Visit Code Page 1 of 1
Partner ID orm Completion Date
I I B B e P

Site Number Index Number Partner  Chk yy

Instructions: Complete this form for Enroliment only.
1. What is the participant's race? Mark all that apply.

@Jnfamwman Indian or Alaska Native

ian

@Jb’kfaiclan American or Black

@Uméﬂ{/e Hawaiian or other Pacific Islander

 PDUMtte

@Urcaher, specify: PDUr acox {Note: Latino is not a race.)

2. Does the participant consider themselves to be Latino/a or of Y5 no

Hispanic origin? @Uni sp|:|
3. What is the participant’s sexual crientation? Mark only one.

[PQUsex8ight/heterosexual

I:l Gay/homosexual

I:I Bisexual

I:I Not sure

D other, specify: PDUsexox

Et EOEOEMJ%QQANJS f or i a|||g |§_Fpt 302

Language Staff Initials / Date
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HPTN 052 (0986) PDZ-1
Partner ID
iid - ~lpid |-
Site Number Index Number Partner Chk

(303)

Parther Demographics—
Zimbabwe

is|t

<

Visit Code

Page 1 of 1

orm Completion Date

PDZ

cdt

e

Instructions: Complete this form for Enroliment only.

1.

2.

3.

Et

What is the participant's ethnic group or tribe? Mark all that apply.

[PDZshenaa
[POzrdebec|e
[Phzwhitie

@Zt(DiHler African tribe, specify: Local Language

@Z(mhbr, specify: Local Language

English _PDZt ri bx

Yy

English PDZoet hx

# of children

How many children does the
participant have?

PDZ

chi

d

How did the participant hear of this study? Mark all that apply.

@Zwmmunity
[Phzfirindsis

[Phzrediia:

@Zmﬂﬂd'&: health sector

@Zspirajéct staff
@Z@her, specify: Local Language

4oB030ROZOBOB 13034113

Eng[,l'sh PDZosr cx

N:hivnetdorms\PTN_052\ormsipartner formsip052 partner demo zimbabwe.fm

f or i alllg |§_Fpt 303
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HPTN 052 (098) PDI-1 (304) Visit Code . Page 1 of 1
Partner ID orm Completion Date
i B foid - IF"-Iz:lrit:er Demographics— PDI f cdt P

Site Number Index Number Partner  Chk yy

Instructions: Complete this form for Enroliment only.
1. What is the participant's ethnic group? Mark all that apply.

[PD askiam, including Indian

[PDN wihirtie

[PD aghler, specify: Local Language English PP oet hx

Pune only

2. What is the participant’s mother tongue or native language? Mark alf that apply.
[PDI meteashi

[PDI hiindi

[P kannaada

[PDI tebeg,

Iﬂx oithar, specify: Local Language English [PDI ol anx

Et EO@O@OM%@MNJS f or i a|||g |§_Fpt 304

Language Staft Initials / Date
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Vi s|t
HPTN 052 (096) PDW-1 (305) Visit Code Page 1 of 1
Partner ID orm Completion Date
= . Parther Demographics—
iid - —|pid - . PDW cdt
P Malawi e
Site Number Index Number Partner Chk Yy

Instructions: Complete this form for Enroliment only.

1.

What is the participant's ethnic group or tribe? Mark all that apply.

 PDWhiewara
| PDWigoniii
| PDWag

[PV b Lk

@W(Dﬂ‘br African tribe, specify. Local [ anguage

[PIvasnbr, specify: Local Language

English PDW ri bx

English PDWet hx

2. What is the participant’s current form of employment? Mark aif that apply.

Et

ployed
 PDWiQusw vife
[Pivbusnsess
farrﬁﬂng

How many children does the
participant have?

[POvtiechn

ical [POVdommestic worker

[POVHeadith care [POVeuge i

[POvtieach

er IEthllii'ary/police

[POvgevesrnment | POV ivegr

# of chifdren

PDW

£hild

Does the participant have electricity

in their home?

yes

@/‘él ecD

What is the participant’'s main source of drinking water? Mark only one.

ped water

I:l unprotected well
I:I protected well

I:l borehole

D surface water (spring, river/stream, pond/lake, dam)

4oB0SROFOBOS 1305, -13

N:hivnetdorms\PTN_052Mormsipartner formsip052 parner demo malawi.fm

[POvage 0w nting
[POW elibgn
[POVetiabd [abor
[POvanbablled labor
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HPTN 052 (0986) PDT-1  (3086)
Pariner ID
i d B foid |- Part_ner Demographics—
Thailand
Site Number Index Number Partner Chk

Instructions: Complete this form for Enroliment only.

1. What is the participant's ethnic group or tribe? Mark alf that apply.
[POTt Hradi [PDTY#a0
[PhTKanem [POTIiisu

[POTt iy aai [POT aftu
[POTakikiae [P uga
@Tﬁﬂmg @Taﬂhbr, specify: Local Language

is|t

<

Visit Code

Page 1 of 1

orm Completion Date

PDI

cdt

e

English PDToet hx

[bi]t 40B08030BOBOE 1306113

N:hivnetdorms\PTN_052ormsipartner formsip052 parner demo thailand fm
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HPTN 052 (0986) PDB-1  (307) Visit Code
Pariner ID

is|t

<

Page 1 of 1
orm Completion Date

PDBFf cdt

i B foid - Partr:ler Demographics—
Brazil

e
Yy

Site Number Index Number Partner Chk

Instructions: Complete this form for Enroliment only.

1. What is the participant's ethnic group? Mark all that apply.
[PDBHtIack
 PDBasiian
| PDBrilxed Race
| PDBnatiive
 PDBwhi-tie

Qﬂhbr, specify: Local Language English PDBoet hx

Et EO@OEOIJ%QJANJS f or i a|||g |§_Fpt 307

. i Language Staff Initials / Date
N:hivnetdorms\PTN_052Mormsipartner forms\p052 parner demo brazil fm
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IPII lJrI)erI 3('8 Fl:l] l lrtImerIDev! I)hlcslol‘lannisburg/ﬁog\e@o

HPTN 052 (096) PDJ-1  (308) Visit Code Page 1 of 1
Partner ID orm Completion Date
iid - ~lpid |- Parther Demographics— PDIf cdt

- Johannesburg/Soweto
Site Number Index Number Partner Chk M Yy

Instructions.: Complete this form at Enrollment only.

1. In which race classification does the participant belong? Mark all that apply.
@va?m'l.t hite
@um tackBlack fdentify ethnic group or home language.
bi1. [Phubketih [] Sotho [[] Other, specify: PDIbkoex
@orﬁ xed-oloured (i.e., mixed race)
[POyasianisian

Et EOEOEOM%QE?ANJS f or i a|||g |§_Fpt 308

Language Staft Initials / Date
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HPTN 052 (098) PDO-1 (309) Visit Code Page 1 of 1
Partner ID orm Completion Date
i d B foid - Partner Demographics— PO cdt P
Botswana
Site Number Index Number Partner Chk Yy

Instructions: Complete this form for Enroliment only.
1. How long has the participant been in his/her primary relationship? PDQ el yryears PD(1} el hononths
2. How often does this couple stay together?

[Phostiayf the time

I:I most of the time

D often

I:l not so often

I:l do not stay together
3. Whatis the participant's ethnic group?

'Esmana

[PDOkahjanga

P! h

hbr, African tribe; specity: Local Language English DOoet hix
4. How many children does the participant have? PDCKi d$ iotal # of children

4a. How many children does the participant have with his/her current partner? PDGKi dISFfOtaI # of children

with partner

5. How did the participant hear of this study? Mark all that apply.

[PROsCOmMLnity
[PRCst i adds

dia; specify: Local Language English PDOs medx

[PROspUBh: Health Sector

Eosﬂécruitment Campaign by project staff at (specify):

focal clinic VCT Centre other venue
E(brcl c E(brcvc E@rco
mh’ér, specify: Local Language English PDGs ot hx

[b]t 46BOGOROLOBOS 309N 13 f or i alllg [STHt _309

Language Staft Initials / Date
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HPTN 052 (098) PEN-1 (310) Visit Code Page 1 of 1
Partner ID Enrollment Date
iid _ “lpid |- Partner Enroliment pENenr(’t
Site Number Inclex Number Partner Chk dd MMM yy
Instructions: Complete this form for Enroliment only.
yes no
1. Did the participant provide informed consent for specimen storage?...... EN nf c|:|
yes ne N/A (Index not on ART)
2. Did the participant receive ART adherence counseling for this visit?....... [PENadhc| ] ]
yes no
3. Did the participant receive HIV counseling for this visit? ...................... [PENi ve[ ]
4. Was the participant previously enrolled in the study under a different yes no
ID NUMDEI? oot [PENor eVl |- If no, go to item 5.
4a. If yes, previous Partner ID: |PENpii gl |- - |PENppi 1!-
5. Did the participant agree to genetic testing on long term storage yes no
SPECIMIBNST ..ot [PENgent § ]
6. Prior to enrolling in this study, did the participant take ART as post-
EXPOSUTE PIOPRYIAXIS? ..ot [PBNpep [} 1f no, end of form.
6a. Forthe most recent exposure, record the medication code for
each ART medication taken as post-exposure prophylaxis.
cal. gaz. 6a3. ca4. 6ab.
PEN1ar PEN2ar PENSar PEN4ar t PENbar t
ad MyM vy
6b. Date of last dose of ART medication received: |PEN dr 1“
(o]t DL fERABRL0 3104 1 Forfiajs  ETpt sto
Language Staft Initials / Date

N:hivnetdorms\PTN_052\ormsipartner forms\p052 parner enrollment.fm
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HPTN 052 (096) PDK-1
Partner ID
iid - —|pid
Site Number Inclex Number Partner Chk

(313)

Parther Demographics—
Kenya

Instructions: Complete this form for Enroliment only.

1. What is the participant's race? Mark all that apply.

[POKIluo

[ PiKKisiii
[POKI lutiyz
[PoKKedien;in

[PDKoetlr, specify: PDKoet hx

2. What is the participant’s sexual crientation? Mark only one.

@Kﬁl@ghﬂheterosexual
Gay/homosexual
Bisexual

Not sure

Ooood

other, specify: PDKsexox

[bi]t 46BL303AZOBASB 1313413

N:thivnefiforms\PTN_052\formsipariner_forms\p052_partner_demo_kenya.fm

is|t

<

Visit Code

Page 1 of 1

orm Completion Date

PDK

cdt

e

Yy

f or i alllg |§_Fpt 313
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HPTN 052 (096) PCH-1 (315) Include this year, in L& Page 1 of 1
Partner ID gddltlon tCt) (ijalculated itial Sollection Date
ays on stu
iid - ~lpid |- Partner =22 y o cat
Hematology Results
Site Number Index Number Partner Chk dd MMM ¥y
Instructions: Complete this form at partner seroconversion only.
Nof done/ Altj;ate Coll:;‘t,\i;r; Date
Not collecied 1
creeTEeE Do not include years for these
[Pérhe pcHhen additional specimen collection
dates as it will be no more
thar_1 a_l_few days_different than | pCHhb g/d
the initial collection date. If :
present do include calculated |- Paet | %
daysonstudy | v sy "
@-lpl tﬂd Platelets |PCHpl t Ce[[s/mms
Nof done/ Alternate Collection Date
Nofcollected O MMM yy
PGHWb¢RGHWDC fit 2. WHITE BLOOD CELLS
2a. WBC PCHabct n x10%/mm?3
OR |PCHabc¢l cells/mm®
2b'N tDiﬁeremial Absolute Couynt
rep:rted cells/m
i CH PCH |
2b1. Neutrophils................ [PGHneurf? neip(a%@ OR heu
O
2b2. Lymphocytes ............. [PgH ynTf€H ynpc OR PCH yn|
=
(23
2b3. Monocytes................. EHITDI’IFPCH'T%@Q& OR PCHong!
&
2b4. Eosinophils............... |EI—Ieosr’?‘E:"|‘903FJC | OR PCHeos ¢l
o
oG
2b5. Basophils................. [PorbastPOrbaspc o [PCrbast]
x°
2b6. Bands..........ccccvevein EHbannﬁ’(}lbaan OR PCHband|
2b7. Atypical lymphocytes E“'atyn'?CHatypc OR PCHat y¢l
PCHcomm
Comments:
[T 05 ORI 315 < forfafo B _ss

. Language Staft Initials / Date
Nhivnetdorms\PTN_052Mormsipartner forms\p052 parner complete hem results.fm


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


[*B-Bt=] sk ol b de bt

is|t

<

HPTN 052 (096) PCC-1 (320) Include this year, in L& Page 1 of 1
Partner ID Z‘ddltlon tCt) (ijalculated itial Sollection Date
ays on stu
iid - ~lpid |- Partner =22 y rod cd
Chemistries
Site Number Inclex Number Partner Chk dd MMM yy
Instructions: Complete this form at partner seroconversion only.
Alternate Collection Date
Not done/ _
Noi collected  Od Do not include years for these CTION TESTS
[Pécal kpadal ke[  [[@dditional specimen collection
dates as it will be no more 33 PCQal k L
than a few days different than . I
[Pocastretast it| |ihe initial collection date. If Jooss i L
m. | Hruaj t jt present do InCIude Calculated ') ............ Pccaj t U/L
days on study
m'. biPC: bi dt I I I I I TOT roteromoRln..... PCQ bi mg/dl_
Alternate Collection Date
Not done/
Notcollected  dd MMM yy 2. ELECTROLYTES
[Pcsdifecsdmit 2a. SOdIUM ..o, POCsdm| | mEg/L
[P¢cps rﬁ(aipsniit 2b. Potassium ............... PCCpsm mEg/L
[PcchjREECh it 2c.  Chloride..........cccccccoeee PCCEhI mEg/L
[PéophtRREph dit 2d. Phosphate.................. PCCpht mg/dL
i Rebi 011t 2e. COy/bicarbonate ......... PCQi ¢ | mEqg/i
Alternate Collection Date
Not done/
Nolcollecled  dd MMM vy 3. RENAL FUNCTION TESTS
[PqCer gpalcer et 3a. Creatining.............. PCCcr e mg/dL.
Not done/ Alternate Collection Date
Notcollecled O MMM yy 4. OTHER CHEMISTRIES
[PGCal frCal bt 42, AbUMIN....cooovveririonnn, PCCal b g/dL
Comments: PCCcomm
[oT]¢ #5532 f2fbgen 320N 1 2 forfiaje [Tt _s20
Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormsipartner forms\p052 parner complete blood chem.fm


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


\

7B Bbod o de b @ b b vfo ol

is

HPTN 052 (096) PVL-1  (325) Include this year, in L& Page 1 of 1
Partner ID Z‘ddltlon tCt) (ijalculated itial Swllection Date
ays on stu
iid - ~lpid |- Partner (=% Y P cat
Results
Site Number Index Number Partner Chk dd MMM Yy
Instructions: Complete this form at partner seroconversion only.
Not done; Alternate %&r—dDo not include years for these
Not collected ~ d Mhadditional specimen collection
@Lcd{m\dmdm dates as it will be no more tes PVLL | cl cells/mm?®
than a few days different than
the initial cc_)llectlon date. If ~V1Y7Y cells/mm?
present do include calculated :
not available
days on study
o PVL:d4|Iic % OR  [PVLcd4pn
Alternate Collection Date
Noi done/
Not collected MMM yy
[PLr nRulLr nafit 3. RNA PCR of Plasma
< = >
(less than) (equal to) (greater than) undetectable
[PYLrnaeq[ | ] PVLf na copies/ml. OR  [PYLrnaun
Comments: _PVvLconm
[T 580 320 325112 forffafe e aze
Language Staft Initials / Date

Nhivnetdorms\PTN_052ormsipartner forms\p052 parner cd4 viral load.fm


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


W SRR (i I EE & & RS
HPTN 052 (0986) PCA-1  (327) Visit Code Page 1 of 1
Partner ID Visit Date
iid - —|pi d - Partnher Circumcision pcAl dt
- Assessment
Site Number Index Number Partner Chk dd MMM yy

Instructions: Complete this form for all male participants at enrollment and yearly visits

ENROLLMENT VISIT ONLY

1. Circumcision Status

EAcpaﬁtcipant refused exam

— End of form.
I:l not circumcised

|:| circumcised ———  p» Goloitem 3.

YEARLY FOLLOW-UP VISITS ONLY

2. Has the participant been circumcised since his last exam?

IEAc(rim:wmcision previously reported

I:I participant refused exam — End of form.

[] no
[] ves

3. Circumcision

IEACTLITII circumcision

[] partial circumcision

OK to include the
4, Date of Circumcision; |PCAcr "Ft é/_year for this date

dd MMM vy

(5] 3o fEbeFiion 5271 1

Nhivnetdorms\PTN_052ormsipartner forms\p052 parner circum_assess.im

f or i alllg |§_Fpt 327

Language Staft Initials / Date



lemel
Callout
OK to include the year for this date


[*B-Bt=] b | bl

HPTN 052 (096) PST-1
Partner ID
iid - —|pid -
Site Number Inclex Number Partner Chk

(33

Jluall y
1)

Partner Se 5
Transmitted Diseases

I |IsmI ID| seages| t

days on study

Include this year, in
addition to calculated

I“'I“_dtl

_Nc Page 1 of 1
Coltection Date

dd

MMM yy

Instructions: Complete this form for Enroflment and yearly visits, partner seroconversion, and as clinically needed.

Not done/

Alternate Collection Date

Not collecled ad Do not include years for these
[P&Thep fl dPS1|h6pi_t additional specimen collection ke . B
dates as it will be no more ‘f‘:oToc;O\. negative  positive
Alternate Colle thar_l a _few days_dlfferent than [PSthep  []
dd Athe initial collection date. If
. yes no
present do include calculated , b
PSTlswbdt days on study rl ulcer swab collected? [PSrswo [T]
Noi done/
Not collected ad MMM yy
@TvangdPSTvag it 3. VAGINAL WET PREP STUDIES
Not done negative  positive
[Pgrvdnda. Homogeneous vaginal discharge.... [Pvd  []
if>4, 5mark
ETphndab, pH PSTD_h as positive, ™ @Tphpos
[PSTwhf . Whiff test....ooooooiii s [PStwnf [ ]
ETN usdl. Cluecells = 20% ..ocooeiiiii ETN u I:l
[PSTtrimd.  Trichomonads. ... [PSreri 7]
[Prystmd.  Buds and/or hyphae (yeast) ........... [PStyst [}
Not done/
Not collected ad MMM yy
[P§Tser nPSTser fit 4. STD SEROLOGY . .
non-reactive reactive
4a. Syphilis screening test (RPR, VDRL) sypsc [ ]
) - If non-reactive,
4ai. Titer 1:|PSTsypti go to item 5a.
4b. Syphilis confirmatory test negative  positive
(FTA-ABS, MHA-TP, TP-PA)  [PYTsypc []
Not done/
Noiocolloer::?ed dd MMM vy 5. OTHER STD TESTS negative  positive
ETgonnd’glgon it Sa. N. Gonorrhea....................... [PSrgon ]
[PYTt raanSTIt ragt 5b. C.Trachomatis ..................... [PSttra ]
[T fERefEReEe L 280N 12 for[age ETpr_s31
Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormsipartner forms\p052 parner stds fm



lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these additional specimen collection dates as it will be no more than a few days different than the initial collection date. If present do include calculated days on study


IPII lJrI)erI 312 FlSS—l lrtImerlyllpt tlmtl 'xllalll Transyi §ted| D Seases

HPTN 052 (096) PSS-1 (332) Visit Code Page 1 of 1
Index ID Visit Date
i d _ foid |- Partner_Sympt_omatlc Sexually PSSl dt
Transmitted Diseases
Site Number Inclex Number Partner Chk dd MMM yy

Instructions: Complete this form when a participant is treated for symptoms of a sexually transmitted disease.

1.
1a. chlamydia..........................
1b. gonorrhea.......ccooeieveneie,
1c. syphilis. ..o
1d. BV (bacterial vaginosis) .....
1le. TV (trichomonas vaginalis)
1f. candida...........ccoccee,
1g. genital ulcer disease ..........
1h. other, specify: PSSlot hx
1i. other, specify: PSS20thx

Comments: Pescomm

Indicate if the participant was treated for symptoms of any of the following sexually transmitted diseases.

yes

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, [PSschi a|n__o|
........................................... ESgon |:|
........................................... [PSssyp []

.......................................... ESbv |:|
.......................................... ES(V |:|
.......................................... PSScan I:l
.......................................... [PSsgul ¢[ ]
[PSs1ot h[ ]

ESZot hI:I

[bi]t 4088803620862 13324 N-13

N:ihivnefiforms\PTN_052\formsipariner_forms\p052_partner symptomatic_std.fm

f or i alllg |§_Fpt 332

Language

Staft Initials / Date




[ H-Bt] 4| §b-Bt B4 B FT
HPTN 052 (0986) PHT-1  (345) Visit Code Page 1 of 1
Partner ID
iid - ~lpid |- Partner HIV Test Results
Site Number Index Number Partner Chk

Instructions: Complete this form at eac

auartarly and vearyv vicif, and as C[,ln;ca[/y needed.

&

Specimen #1 Collection Date

No need to include
the years for these
dates as this was
testing as part of
the study,
calculated days on
study is enough

Hard}

1a.
PHT1cd
dd MMM vy
1b.
Specimen #2 Collection Date 5
PHT2cd .
dd MMM vy
Specimen #3 Collection Date 5
PHT3cd .
dd MMM vy
4,

Comments: PHTconm

1a3. Second EIA Rapid Result
Complete 1a3 only if required

by in-country regulations.

standard

[

positive

if negative, go to item 4.

|:[T2ei a |:|
If both 1a2 and 1a3 are

negative, go to item 4.

rapid
[PHTei at
negative

ei a

Confirmatory HIV Western Blot or IFA

1b1. Type of test:

1b2. Result:

HIV Western Blot or IFA

2a. Type of test:

2b. Result:

HIV Western Blot or IFA

3a. Type of test:

3b. Result:

Final test results

4a.
by Central Lab?

Was test result determined

WB IFA
[PHT1cont [7]
negative  positive indeterminate
| %@I lcon I:l I:I
If negative, go to item 4.
WB IFA
ETZcont D
negative  positive indeterminate

ETZcon | | |:|
If positive, go to

item 4.
whB IFA
ET3cont I:l
negative  positive indeterminate
m%on I:l I;l
negative  positive *
ETf i nal I:I If negative or

indeterminate, consult
the HPTN Central Lab
and record Central Lab
decision in item 4.

yes

ETCI abEl

[bi]t 4084 §03uBOBUS 13454 N 13

Nhivnetdorms\PTN_052\ormsipartner forms\p052 parner hiv test results.fm

f or

ul alllg |§_rpt 345

Staft Initials / Date

Language


lemel
Callout
No need to include the years for these dates as this was testing as part of the study, calculated days on study is enough


[P HeBobe] o ol B e Bole B B B ol

HPTN 052 (096) PSC-1
Partner ID
iid - —|pi d -
Site Number Inclex Number Partner Chk

Include this year, in
addition to calculated
days on study

(349

Parther Specimen Collecti

|vi sit
de Page 1 of 1
Initial Collection Date
on PSQ cdt
dd MMM yy

Instructions: Complete this form for Enroflment and yearly visits, partner seroconversion, and as clinically needed.

For each of the following, indicatd Do not include S
specimen was collected.
years for these Alternate Collection Date
dates . dd MMM vy
_ch
1. Whole blood for plasma HIV genotyping: IEcpl s |:| PSGpl Stllt
yes o dd MMM vy
2. Blood for storage: | d I:l PSChl dtilt
L Alternate Collection Date
2a. Mark each component to be stored for this visit. dd MMM vy
[P$onbtdle blood PSCwbdt
[PScppismma PSGspl (Ilt
@Cseemm PSCssr 1|t
[P3cpbt/ Cs PSCspbdt
Alternate Collection Date
yes o dd MMM vy
3. Cervical sample for HIV-1 BNA:.................. [PSccer ] PSC:ertIIt
yes o dd MM wy
4. Semen sample for HIV-1 RNA: [PScsem [] PSCsemIIt
yes o dd MMM vy
5. Genital secretions for storage: [PSCgen ] PSC;encIIt
[bT]t 408 SBALOBES 349AN 13 form a|||g [FTpt_349
Language Staft Initials / Date

N:hivnetdorms\PTN_052\ormsipartner forms\p052 parner specimen collection fm



lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these dates


[# BBt b A @ b-D-DEA D] [T
HPTN 052 (0986) PIV-1  (350) Visit Code Page 1 of 1
Partner ID Visit Date
iid _ “lpid |- Partner Interim Visit Pl W dt
Site Number Index Number Partner Chk dd MMM yy

1. What CRFs were completed at this visit? Mark alf that apply.
Note: The Follow-up Visit form must be completed at every interim visit.

Vpﬂxa. Partner Sexually Transmitted Diseases (PST-1)

Vpéb. Partner Symptomatic Sexually Transmitted Diseases (PS5-1)
[Pi]vphe. Partner HIV Test Results (PHT-1)

Vp$d. Partner Specimen Collection (PSC-1)

Vpi'e. Partner CD4/Viral Load Results (PVL-1)

Vpd:‘n Partner Complete Hematology (PCH-1)

Vpd:g. Partner Complete Chemistries (PCC-1)

Vpﬂh1 Partner Termination (PTM-1)

Pl Vconm
Comments:

Et ESEB@W—‘I@—QANJS f or i a|||g |§_Fpt _350

Language Staft Initials / Date

N:hivnetdorms\PTN_0524Mormsipartner forms\p052 partner interim_ visit.fm



M Y SRR ik G L
HPTN 052 (098) PFU-1  (370) Visit Code Page 1 of 1
Partner ID Visit Date
i d _ ~loid |- Partner Follow-up Visit PEUV dt
Site Number Index Number Partner Chk dd MMM Yy
Instructions: Complete at all follow-up and interim visits.
yes
1. Is this the Post-ART INitiation Visit? ..............c.o.ccocooriioiriioinenn. [PRupart |
2. For this visit,...
yes no
NOT APPLICABLE FOR
HUexa
THIS'PROTOCOL. ﬁ—; n‘g N/A (index not on ART)

2b. did the participant receive ART adherence counseling? ...... EJadth I:l

Complete Partner
2c. did the participant report symptoms of a sexually Symptomatic STD form.
transmitted disease without being tested? ...l Ustd I:l

2c1. was the participant tested for STDs? ... |:EUt st dl:l
Complete Partner Sexually

Transmitied Diseases form.
3. For this visit, did the participant...

yes no
3a. receive HIV counseling?............ocoooioiiiiiiie e, EUhi vc|:|
3b. receive pre-HIV test counseling?.............cc.cocoieiieecee, EUpre I:l
3c. receive HIVIeSting? .....ocoooiiieie e |EEUhi v D

Complete Partner HIV

. . Test Results form.

3d. receive post-HIV test counseling? ..o EUDOSt |:|
yes no
4. Was this the partner seroconversion visit? ..o ﬁ’psef D

5. Since the last visit, did the participant take ART as post-exposure

PrOPRYIAXIS? ..ottt [PReep [ 1w if no, end of form.

ba. Forthe most recent exposure, record the medication code for
each ART medication taken as post-exposure prophylaxis.

5ai. 5a2. 5ad. 5a4. 5ab.
PFUlar PFU2ar PFU3ar PFWar ¢ PFUbar t
ad MMM ¥y

5b. Date of last dose of ART medication received: |PFY dr 1“

[bT]t 4087 $0RTPOBT 0 1370AN 13 f or a|||g [EFpt_370

Language Staft Initials / Date

N:hivnetdorms\PTN_052Mormsipartner forms\p052 parner follow up visit.fm



I T LI L

HPTN 052 (0986) PIV-1 (375)
Partner ID
iid _ ~{pi d _ Partner Interim Visit
Site Number Index Number Partner Chk
1. Did the participant miss all of his/her last monthly, quarterly, or yearly

study visit and is he/she outside of any visit window?.............................

1a. What visit is this replacing? [Pl \vis| t —® End of form.

What is the reason for this visit? Mark all that apply.

Vp'F@compIete a procedure(s) missed at a previous visit.
(Mark this box only if the participant is outside of any visit window.)

VﬁED symptoms/reatment
VH-HI\)J testing/results

[Pi|Vartsar, specify: Pl Vor snx

Page 1 of 1
Visit Date
Pl Wdt
dd MMM yy

yes

no
nakuD—» If no, go to item 2.

Comments: PI'Vcomrm

Et

457 RIFBRTS 375N 015

Nhivnetdorms\PTN_052\ormsipartner formsiarchive partnerp052 PIV plate375 v2 22apr05.fm

f or i alllg |§_Fpt 375

Language Staff Initials / Date




| B Murberf ofs doch: @ ther [Bolioi i Bofl AbseBmen: i
HPTN 052 (0986) PSX-1  (381) Visit Code Page 10f1
Pariner ID Visit Date
4 B _[pid _ Partner Sexual History psxUdt
Assessment
Site Number Index Number Partner Chk dd MMM yy

I am now going to ask you some questions about your sexual behavior. | will be asking you about behavior with all of your partners
and behavior with your primary partner only. By primary partner | mean the person with whom you enrolled in the study, whether
or not he/she is still enrolled. Answer the following questions with him/her in mind. We do not have your name on these papers
and all your answers will be kept confidential from everyone, including your partner.

There are many different ways people have sex. Some of the questions | am going to ask you are about vaginal sex, and some

are about anal sex. By vaginal sex, | mean when a man puts his penis inside a woman’s vagina. By anal sex, | mean when a man
puts his penis inside someone’s anus. By condom, | mean a male or female condom.

# of female partners
1. In the last 3 months, how many female sex partners have you had? By sex

partner, | mean scmeone with whom you have had vaginal or anal sex. ............. PSX emi) If both are
‘000,” end
# of male parthers of form.
2. Inthe last 3 months, how many male sex partners have you had?.................... PSXhal +p
yes no
8. Inthe past week, did you have vaginal sex? [P§xvag [_J— If no, go to item 6.
# of times
4. Inthe past week, how many times did you have vaginal sex with your primary partner? PSXV&QII’D — If ‘000, go
to item 5.
4a. Ofthose times, how many times was a condom used?..........ccocciiinnn PSXJag;I)c
5. Inthe past week, how many times did you have vaginal sex with scmecne other
than your primary ParnNer? ... PSXvag+p — If ‘000, go
to item 6.
5a. Of those times, how many times was a condom used?.............cccoin, PSXvagoc
yes
6. Inthe past week, did you have anal sex? ~ [PfXanl []— = fno, go to item 9.
# of times
7. Inthe past week, how many times did you have anal sex with your primary partner? ~ |[PSXanl ll’p —® If ‘000, go
o item 8.
7a. Of those times, how many times was a condom used? .............ccoccienin, PSXanl II’C
8. Inthe past week, how many times did you have anal sex with someone other
than YOUr PHMEry PAMNEIT ..o PSXanl +p —® If ‘000, go
to item 9.
8a. Ofthose times, how many times was a condom used?..........cccoocvvviinnnn, PSXanl <|>c

9. Inthe last 3 months,...

%a. the last time you had anal sex, were you the receptive partner? By yes e A

receptive partner, | mean the man's penis was in your anus. ...................... [PSxrecp[ ] ]
9b. the last time you had anal sex, was a condom used? ...............ccooeveennn. @(anl CD |:|
10. In the last 3 months, the last time you had vaginal sex, was a condom used? . [Pvagel ] ]

[bT]t 408880R36IDRB1 1381AN 13 f or a|||g [STHt _381

. . Language Staff Initials / Date
N:thivhefiforms\PTN_052¥orms'\pariner_forms\p052 partner sex_history.im



[ B-Bt=] b vl § =+ DR

HPTN 052 (0986) PTM-1  (390)
Partner ID
iid ~lpid |- Partner Termination
Site Number Index Number Partner Chk

Instructions: Complete this form when a partner terminates from the study.

1.

Termination Date: PTl\i[ md

(Date the site defermined that the participant was no longer in the study.)

dd MMM vy

Reason for termination. Mark only one.

[PIM2m snScheduled exit visit/End of study,.—# End of form.

[] ab.

2c.
2d.
2e.
2f.
29.
2h.
2i.
2j.
2k.

21,

OoOdodooodonnmn

Comments:

Death. Indicate date and cause if known.

dd MMM yy
2b1. Date of death PTNOdt OR
2b2. Cause of death PTMicau OR
PTM ef r x

Participant refused further participation, specify:

is|t

<

Visit Code

Emm unknown

Iﬂl\ﬂaunse unknown

Page 1 of 1

Participant unable to adhere to visit schedule.

Participant relocated, no follow-up planned.

. . . PTM nvdx
Investigator decision, please specify:

Unable to contact participant.

HIV infection.

Inappropriate enrollment.

Invalid ID due to duplicate screening/enrollment

Other reason, please specify: PTM 1 mox

Early study closure.
Relationship ended.

Death of index.

PTMcommx

[bilt fo30Ph3Pbi3oD1390AN 13

N:hivnetdorms\PTN_052Mormsipartner formsip052 std partner termination 12mar03.fm

f or

m alllg

[STpt _390

Language

Staft Initials / Date



[~ B-Bte] b b B4

HPTN 052 (096) ITX-1
Index ID
iid - —|pi d -
Site Number Inclex Number Partner Chk

(4

i IIet rl Ial ITr elat nint Regi rrelm 3
(0]0}]

o

g

Index Antiretroviral
Treatment Regimen Log

Page

Instructions: When starting a new or modified regimen, complete Part A and fax to SCHARF DataFax. When stopping
or modifying this regimen, complete Part B, refax to SCHARP DataFax, and complete Part A of a new Index Antiretroviral
Treatment Regimen Log with the new or modified regimen and fax to SCHARP DataFax.

PART A | PART B
dd MMM yy I | dd MMM W
1. Regimen Start Date: |l TXst d | TXst dgegimen Stop/ &od
[ Modification Date: 5 pdt
2. VlsIt Code at which - Imstvls I‘I’X;t vge, . .
regimen was started: | 7 i5it Code at which regimen | TX6pvis
peripartum initial/primary secondary salvage was stopped or modified:

3. This regimen is:

REGIMEN MEDICATIONS:

EXr eg

] ] [ 17xregac

Record codes for all medications in the regimen.

I
Med Code Dose (mg) Frequency I Medication Status Stop/Mod Codes
| no dose / freq.
aqd bid tid aid | change change stopped — held primary  secondary
I TX1 3 1f I 1
4a. mefl |1 TY1dose [Txitpeq [1 [ [Tast atl_l__| |_,__| |;| I TXLpri [l TXLsed
I -
i
I ™X2do$e |
4b. |1 TH2me [Mpetred [1 [] | [Tpxast at|:| |;| |;| I TXepri [ Txbse
-
I
I ™mel [ ™XBdoke 3 |
4c. Mperfed [ [ | [Thast atl_,__l |.|__| |;| I T8pri| I ™XBsed
| -
I
| TX4 | TX4dos Af 7
4d, e ope [arfep [ [, [Tt atl_'__| |.|__| |;| I apri [ Xbse
| -
I
| TX5med |l TX5dose 5f 5st at
de. CPSTep 0 O I"_Tl“al;l |;| |;| I TGpri| I TXBsed
| |
I
5. Initials and date of staff t 400 | 8. Were any of the above stop/ 1T
member completing Pat A1 — [ modification codes reported yes e
Staff Initials / Date | asan AE? ... |T_'|'P(ae D—» If no, go
to item 9.
| 8a. Record AE Log page(s).
: | TleagI;e [ Tx2pa5te [ TX3pa*e 1T
I
I
I
I

9. Initials and date of staff
member completing Part B:

II'_TP(st psf

Staff Initials / Date

[bi]t 40408040PHAOD 14004 N 13

N:hivnetdorms\PTN_ 0524ormsiindex forms\p052 index antiretroviral treatment.fm

forﬁalllg

Language

| TXspdt

| TXspV

| TXmLq

| TXn2qc

I TXnBqc

| TXmAqc

| TXNBq

Xaeqc

Xaepqc



IS L L I

(410)

HPTN 052 (0986) IHA-1
Index ID
iid - ~|pi d
Site Number Index Number Partner Chk

Instructions: Record HiV-related illnesses and/or AIDS-defining conditions experienced by the participant. Record only
ifilnesses considered to be related to HIV or AIDS and that appear on the HIV/AIDS Associated Event Code list. Other
iffnesses and conditions should be recorded on the Index Adverse Event Log if Grade 3 or above. Refer to the back of

Index HIV/AIDS
Associated Events Log

Page

this form for additional instructions and the HIV/AIDS Associated Events Code fist.

Fax this form to SCHARP DataFax each time a new event starts or an event resolves.

Clinical Diagnosis:
HIV/AIDS Event Code: |1 HALcofle | Visit Code at which this = pay v g confirmed  probable
event was first reported: .
EAlcl de
Date Started Date Stopped o Staff Initials/Log Entry Date
ngoing o
fredistpe[ T[] [ ]| [hssin[ ] [ ][] ]os [haiorg” | [Thainie
dd MMM ¥y dd MMM »w
1a. Is this an AIDS-defining illness? [ HAvadi | [] no
Clinical Diagnosis:
2. HIV/AIDS Evenl Code: || HA2cofle | VISIt Code at which this ) papyi confirmed  probable
event was first reported: .
IEAZCI dx|:|
Date Started Date Stopped S Staff Initials/Log Entry Date
ngoing o
[Ppstiel T T 1L T 1| [Ppsee[ ] T J[ T Jon[iedoms ™| [THezinit
dd MM Yy dd MMM Wy
2a. Is this an AIDS-defining iliness?  [LOazaai | [] no
Clinical Diagnosis:
3. HIV/AIDS Event Code: || HA3cofle | VISIt Code at which this 1 pagy i confirmed ~ probable
event was first reported: .
[T fascl dx|_|
Date Started Date Stopped J— Staff Initials/Log Entry Date
ngoing o
[epstpel T [ T[T ]| [epsee[ [ [ ][ [ ]or[iadors ") [Chesinit
dd MMM Yy dd MMM »
3a. Is this an AIDS-defining illness? [I HAgadi | [] no
Clinical Diagnosis:
4. | HIV/AIDS Event Code: |1 Hd4cobie VisitCodea_twhichthis_ | HA4vi 5 confirmed probable
event was first reported: .
EMCl dx|:|
Date Started Date Stopped S Staff Initials/Log Entry Date
ngoing o
PR T 1] | [P [ ] [ ] on [l | [mowairi
dd MMM Yy dd MMM Wy

4a. Is this an AlIDS-defining illness?

[MAAdadi | [] o

[oi]t 4bd1 gbAePoA0DOA101AR-07

Nhivnetdorms\PTN_0524ormsiindex formswarchive index\p052 IHA v2 07mar07 fm

forim apg

Language

| HAlqC

| HA2qc

1 HA3gc

| HAAqc



; Event
|*B-Bt=| <k V| e dt-l-B-0 @AW » [ Nirmber
HPTN 052 (098) IWT-1  (415) Page 1 of 4

Index ID
i _ loid |- Index When to Start
Site Number Index Number Partner Chk | Widel t e
diagnosis code
1. Record diagnosis code for this event: | Wicode | WIge
1a. Specify diagnosis: ! Widi ag
confirmed  probable
1b. Indicate if diagnosis is confirmed or probable ............. @Cl dx I:l

yes
fc. Is this an AIDS-defining illness? m;raan

1d. Indicate the Visit Code at which this event was first reported; || WIyi s

1e. Was this event recorded onthe  Y&° no Record AE
Index Adverse Events Log? ae |:| Log Page #
L> [ wraepgi;
11 Diagnosis new recurrent
status: [I\Wrdxst [ ]
ad MMM vy

1g. Date event started: |l Wistd

1h. Date of diagnosis: [l Wijdxd
1i.  Outcome:
[Nrduvetinuing 1i1. Date of outcome:
[] Resolved | dd MMM yy
——= || WIocd

I:l Death

[[] Continuing at end of study participation

2. lIs diagnosis a clinical event yes

no
with a code of 30—442....cccoiiiivinan, L ?}f subsf ]
If yes, end of form. Fax only

page 1 to SCHARP DataFax.

Comments: | Wiconm

K if fi
(o fEFe B 41519 o doted for[fage [t _a15

Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index whentostart. fm



; Event
| P fe [urber] 4fo 1 [Rodl vhen o staft {pade 2for 4 fvis[ Bvent
HPTN 052 (098) IWT-2 (418) Page 2 of 4
Index ID
o _ _Ia _ Index When to Start Diagnhosis 5
iid pi d | Wr2dl t Qg | wrcode
Site Number Index Number Partner Chk
3. Complete the information below for each abnormal laboratory result that supports or confirms the diagnosis.
OR mﬂ\b:blaboratory results to report. — - Go to item 4.
Test Code Date Specimen Obtained Laboratory Value Units Code
3a. IWIIltest fhwmsat || | || | | |W|11\,a | WFLunilt
dd MMM ¥y
Test Code Date Specimen Obtained Laboratory Value Units Code
ab.| [1 wii2t est ftwizsdt ||| || | | |iwnva | Wrunift
dd MMM Yy
Test Code Date Specimen Obtained Laboratory Value Units Code
sc.| [1vist ebt hwissdt | | | || | | [1wrava | WI3un| t
dd MMM Yy
Test Code Date Specimen Obtained Laboratory Value Units Code
ad. IV\7I|4te5t hwiasat | | | || | | |w|14va | Wrhunilt
dd MMM Yy
Test Code Date Specimen Obtained Laboratory Value Units Code
3e. |W||5test (twssat ||| || | | [iwipval | Wrsunif t
dd MMM ¥y ’
Test Code Date Specimen Obtained Laboratory Value Units Code
af, |W||6te;t ||W|]65d| | | | | | | | | Wigval | Wuni|t
dd MMM ¥y ’
4. Were any other diagnostic tests used to establish/ yes no

confirm this diagnosis? ... |I ?ot es‘:l
4a : . If yes, go to item 4b.

If no, how was the diagnosis made?
Specily! | \wrdwey

—® Go fo item 5.

mark if form

[b7]t 4590 AL FBALE 41641 1 2 e et forpiajg [T}t _416

Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index whentostart. fm



IR I

(417)

HPTN 052 (0986) IWT-3
Index ID
iid - ~lpid |-
Site Number Index Number Partner Chk

Complete the information below for each tesl. For diagnoses of tuberculosis, list all diagnostic tests regardless

Index When to Start

<

is|t

| Wr3dl t

Event
Number
Page 3 of 4
Diagnosis
Code I V\TSCO(#G

of result.
Test | Result | Date Specimen Obtained/Test Done
Type | Code {dd-MMM-yy) Specify Test, Site, Units Specify Result
4b.| |l Wlilt ypeWI1rled WI[Lst 11t | WI'1t sux | WI'lr esx
dc. | |1 WIiZl ypeWI2rjed WIZst 11t | W2t sux | WI2r esx
4ci |1 W3ty peVA3r ey WISt dt | WI3t sux | WI3r esx
s |1ViMatypeWRar ed WISt dt | W4t sux | Wr4r esx
4 |15t ypewIsrled WIBSt dit | WISt Sux | WI5r esx
4g. IWIiGl ypeWi6r/ed WIGst 1“ | WI6t sux | WI6r esx
5. Was the index receiving any antiretroviral or other medications at
the time of this diagnosis which are known or suspected to be yes no
related 10 the BVENT?. ..., [[Wraned$ |—p /f no, go io item 6.

Compilete the information below for each medication.

Relationship of diagnosis

Drug Code to Medication/Treatment Action Taken with Medication
Mark only one. Mark only one.
| WijLangd fipitely possibly f286¢
5a. WII IE7|-(F;1Le?laé?ed EI related IEF—reduced D no change
specify: | Wrilanx probably probably : permanently
D related D not related D withheld EI discontinued
| Wl2angd degpitely possibly olgse
56 WI mWrelated EI related IEITreduced D no change
' . | Wr2anx probably probably ; permanently
specify: [ related [ not related [ withheld [] discontinued
mark if form forhl a t 417
IEIt @ﬂMﬂIJ@JAN‘13 is deleted |||g F—FP -
Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index whentostart. fm




HPTN 052 (0986) IWT-4
Index ID
iid - ~|pi d
Site Number Index Number Partner Chk

[*B-Bt=] b =} el d-B R -l o

- Event
Vi s|t Number
(418) Page 4 of 4
Index When to Start | Wr4dl t Diagnosis || WI'4CO(#e
Code

Relationship of diagnosis

Drug Code to Medication/Treatment Action Taken with Medication
Mark only one. Mark only one.
S finitely possibly 496¢ h
5 I\I\]|3arT,d Imrrgjé?ed D related ml-reduced D no change
C.
) probably probably ; permanently
specify: 1 WI3amx EI related EI not related EI withheld |:| discontinued
| Wi4ankd fipitely possibly A26¢ h
54 WI an Iml-geﬁgted D related IErl-reduced EI nochange

. probably probably . permanently
specify: 1 Wr4anx EI related not related D withheld |:| discontinued
6. Were specific treatments recommended or initiated to treat yes
IS AIAGNOSIS? ..o ess et [Fwrt r eaD—> If no, go to item 7.
yes no

Ga.

If yes, did this lead to an improvement in the condition?............

Complete the information below for each therapy.

Gal.

Gaz.

6a3.

Ga4.

Gab.

6ab.

[ mer f

Drug Code Specify
| W1t ned | WI'Lt mx
| W2t ned | W2t x
| WIBt ned | WI'3t mx
| W4t med | WI4t mx
| WISt med | WISt mx
List any other treatments recommended, e.g. diet, exercise: | Wlotrt x

yes no

7. Was any other information used to arrive at this diagnosis? EFoi nf EI_' If no, end of form.

7a.

If yes, specify:

| \WWloi nf x

[bi]t 40408040 BOANS 14184 N 13

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index whentostart. fm

mark if form
is deleted

f or i alllg |§_f'pt 418

Language Staff Initials / Date




| B Wurberf ofo Vbrf: {ils B afrols fevien] | B vidie Nimmber
HPTN 052 (096) WDR-1 (419) Page 1 of 1
Index ID
iid - ~lpid |- WTS Diagnhosis Review
Site Number Index Number Partner Chk VDRsubs
diagnosis code
1. Diagnosis code for this event provided by site: WDRcode
Reviewed by:
1a. Date of initial review: ..........oooooiiiiiinnnn, VDRI dt VORI r vw
dd MMM vy
yes no more information needed
2. Diagnosis accepted? ..o @Rﬁxacu
- If yes, end of form.
2a. Record additional information needed from site:
VDRI i nf x
yes no
2b. Additional information from site received? @R i nf
Reviewed by:
3. Date of subsequent review: ..................ooo WDRs dt WDRS T VW
dd MMM vy
yes no
3a. Additional information needed? .............. @Rsi nf|:|
3b. Record additional information needed from site:
WDRsi nf x
yes no
3c.  Additional information received? ............. @Rsi nfD
yes no
4. s the site’'s diagnosis accepted? ..................... dxa

If yes, end of form.

di. I o S ify di. 5!
4a. Record final diagnosis code and 1agnosis coas peclly aiagnosis
specify diagnosis: ............cccooeieiieiil DR coiie VIDRF codx
4b. Indicate if diagnosis is confirmed confirmed  probable
orprobable: ... [ViDRdxcofi ]
it fodeBbAefoALs 14195 P 08 for|r ang
Language

N:ihivhefitforms\PTN_052\orms\p052_wis_diagnosis_review.fm



|rBelbel 4 bt BRbeBhh ] B b1 e
HPTN 052 (098) IAE-1 (421)
AEsubsum
Index ID Date Reported to Site
iid _ —~|pid _ Index Adverse Event Log AET bt dt
| AEhae
Site Number Index Number Partner Chk dd MMM Yy
SAE # AEsaen{) -
Flag/Version AEfver MedDRA sy a
med in com
1. Adverse Event | AEmedcm 2. Onset Date
AEcoded‘Edi ag AEohdt

Record diagnosis if available. Include anatomical location, if applicable. dd MMM yy

1a. Indicate if diagnosis is confirmed or probable: [AEdicageprmed [ | Probable
3. Severity 4. Relationship to ART Study Product 5. ART Study Product Administration

Esﬁrﬁde 3 - Severe AEseveqc f elPprQiely related I:l No change

[] Grade 4 - Life-threatening [[] Probably related [] Hewd

—» Hecord
|:| Grade 5 - Death I:l Possibly related related study I:l Permanently discontinued
medications

3a. Is this AE serious |:| Probably not related in item 10. I:I N/A

according to yes e . o )

ICH guidelines? @i ch I:l I:l Not related Eﬂr@lﬂange in administration

Record reason why AE is “not related” Comment below.

in Comments below.
6. Status/Outcome 7. Treatment Mark “None” or all that apply.
[TAEeWt Giinuing .
AL Mo
I:I R 6a. Status/Outcome Date
esolved Leave blank if Status/Out MEdication(s)
eave blank if Status/Outcome ™
is “Continuing.” Report on Concomitant Medications Log.
I:I Death s
Mw/Prolonged hospitalization
[] severity/frequency increased [ AEoLdt Comment befow.
Report as new AE. dd MMM vy P] mocedure/Surgery
[] status changed to reportable Comment below.
HIV/AIDS associated event E (Other Comment below.
I:l Continuing at end of study participation 9. This AE was first
8. Has/will this AE be reported asan  ¥©° reported at visit:  |ABV| si
EAE 7 IEda' dsl:l Visit code required
(regular or interim).

10. Record the medication and relationship codes for each study medication that is definitely, probably, or
possibly related to the AE (see item 4 above):
Medication codes {Med Code): Please refer to the SSP appendices for a complete list.
Relationship to ART Study Product (Rel Code): 1 — Definitely related, 2 — Probably related, 3 -- Possibly refated, or
4 — Probably not reiated.

10a. Med 10a1. Rel 10b. Med 10b1. Rel 10c. Med 10c1. Rel 10d. Med 10d1. Rel
Code Code Code Code Code Code Code Code
| AElmeii | AHLr el I AEzmeii | AEDr el [ AE3ne1| | AEBr el I AE4m=.-1! I AE]lreI
Comments:
AEcomm

[bT]t 4oAegbHeIbARL 421AN 13 form alllg FFpt_421

. . . Language Staff Initials / Date
N:ihivnefiforms\PTN_052\formstindex_forms\yp052_index_new ae log.fm



[»B-B4=1 4 | Rl b l-B Al

HPTN 052 (098) ICM-1 (423)
Index ID
iig - —|pid -
Site Number Index Number Partner Chk

Index Concomitant
Medications Log

is

<

Page

throughout study.

I?fﬁénedications taken

[Cyhi ni t

End of form. Fax to SCHARP DataFax.

Staff Initials/Date

Medication (generic name)

Staff Initials/Log Entry Date

Date Started

Date Stopped

CMLed @@Ilnlcall @'ﬂ.i ni t

Indication Taken for a reported AE?
| ] o

CMLi nd

Record AE Log page(s):

ikod on @ﬂgiggumg |CMl|aell)g | |CMI|anbg |
lowstat | | | J [ poveeet | ] | L] Sy
dd MMM vy od MMM » |C'V'1|ae3|’9 | |O\"1|ae4|’g |
Medication (generic name) Staff Initials/Log Entry Date
ovened @gllnlcall @Qi ni t
Indication Taken for a reported AE?
C\VRi nd AL I:I no
Record AE Log page(s):
Date Started Date Stopped Contining |CM4aelbg | |C|ane2bg |
(O [T T 10T 1 |e=ped] [T T [T ] or [SHesons
dd MMM vy ad MM vy |OVBae3pg | |OMEaedpg |
Medication (generic name) N Staff Initials/Log Entry Date
CVBred oVl 5i., | [CHeinit
Indication Taken for a reported AE?
AEs D no
CMBi nd
" Record AE Log page(s):
Date Started Date Stopped Contjnuing |C|VBF€1¢9 | |CM1anI)g |
gl [ [ JL T |[oepeef [ [ [ J[ [ [on[EPEEs,
od MMM 1% od MV vy |OvBpe3pg | [Oviaedpg |
Medication (generic name) N Staff Initials/Log Entry Date
Cwed [OWELSTY, | [Cwi nit
Indication Taken for a reported AE?
?@s D no
CW4i nd
" Record AE Log page(s):
Date Started Date Stopped Contjnuing |CM4Fe1FPg ||C|V|4P32Frg |
G T T L] |Ooed [T T J[T JornBEE | e o
did MMM vy o M vy [Wpesfa | [OWpedfa |

[ RO AR A280 1

N:hivnetdorms\PTN_0524ormstindex forms\p052 std conmeds phlll 27feb04 im

for11aTg

Language

CMVR2rrec

CMBrrec

CMAec



| e Borber| oo o] 1+ fedlirondic il | |
HPTN 052 (0986) IP-1 (440)
Index ID

iid - ~-lpid |- Index Preghancy Report

Site Number Index Number Partner Chk Pch

dd

is|t

<

Visit Code

MMM

Page 1 of 1

Yy

1. Date of last menstrual period: ..o | Pl|mpd

MMM

2. Estimated date of delivery: ..., | Peddt

PREGNANCY HISTORY
3. Has the participant ever been pregnant before? ...

3a. Is this the participant’s first pregnancy since enrollment
IN IS STUAY 7.

3b.  Number of full term live births (> 37 weeks):..............

3c.  Number of premature live births (< 37 weeks): ..........

3d. Numkber of spontaneous fetal deaths and/or
still births (2 20 weeks) ...,

3e. Number of spontaneous abortions (< 20 weeks)........

3f.  Number of therapeutic/elective abortions:................

3g. Number of ectopic pregnancies:...........c.ccooeoeivieinn.

4, Does the paricipant have a history of pregnancy complications or

yes

[
O

yes

no
|:|—> If no, end of form.
[} if no, end of form.

no

fetal/infant congenital anomalies before study enroliment? .................... | | D
If yes, document

Comments:_| Pcommx

in participant’s
records.

[bi]t 40A480AUPOABD 14A0AN 13

N:thivnefiforms\PTN_052\formstindex_forms\yp052_index_pregnancy_report.fm

f or

ul alllg |§_Fpt _440

Language Staff Initials / Date



[*B-Bt=] 4 ol BB dEA-] 1

vi S|t
HPTN 052 (098] IPO-1  (441) Visit Code Page 1 of 1
index D futcome unknown at @ nit
iid ~lpid |- Igdtex Pregnancy l?:d of study. “Staff tialsDate
Site Number Index Number Partner Chk wleome PQoc End of form. Fax to SCHARP DataFax.
1. How many pregnancy outcomes resulted from the reported pregnancy? ..., PQout cm
2. OUTCOME #1 dd MMM vy
2a. Outcome Date  |POLout it
2b. Specify Outcome: Mark only one.
[FdLdulléesm live birth (= 37 weeks) C-section  vaginal
g 2b1. Method: [PQimthd []
premature live birth (< 37 weeks)
spontaneous fetal death and/or
still birth (= 20 weeks)
—- Complete AE Log. Refer to the protocol and SSP

oo Od

spontaneous abortion (< 20 weeks)

ectopic pregnancy

therapeutic/elective abortion

if only one ouicome, end of form.

3. OUTCOME #2
3a. Qutcome Date |PC2pbut iit
3b. Specify Outcome: Mark only one.

[PQeautiesym live birth (> 37 weeks)

OO0 OO

dd MMM

to determine whether an EAE is submitted.

yes no  not assessed
2c. Were any fetal/infant congenital anomalies identified? ........................... PO anon‘D

[

If yes, complete AE Log and

EAE form.

Yy

premature live birth (< 37 weeks)

spontaneous fetal death and/or
still birth (= 20 weeks)

spontaneous abortion (< 20 weeks)

C-section vaginal
—p 3b1. Method: [Pgenthd [7]

ectopic pregnancy

therapeutic/elective abortion

—m= Complete AE Log. Refer to the protocol and SSP
to determine whether an EAE is submitted.

yes no  not assessed
3c. Were any fetal/infant congenital anomalies identified? ......................... anon{™] ]
If yes, complete AE Log and
| POconm EAE form.
Comments:
form a

[bi]t 40AuE0AuIDABL 1441 AN 13

N:thivnefiforms\PTN_052\formstindex_forms\p052_index_pregnancy_outcome.fm

|||g [THt _441

Language

Staff Initials / Date

| POlqc

| PO2qc



[*B-Bt=] b ol Rl d B G

HPTN 052 (096) sC-1 (zag) |INClude this year, in Page 1 of 1
addition to calculated
Index ID days on study Initial Collection Date
iid - - pi d - Index Specimen Collection | SO cdt
Site Number Inclex Number Partner Chk dd MMM Yy

Instructions: Complete form for Enrollment, Quarterly, and Yearly visits, at partner seroconversion, at index virologic
failure, and as clinically indicated.

For each of the following, indicate it Do not include —

specimen was collected.
years for these Alternate Collection Date

dates i, dd MMM vy
_yco L&
1. Whole blood for plasma HIV genotyping:.... [Scols [ I SCpl S‘IIt
yes o dd MMM vy

2. Blood for Storage: ......ccoccovvvviiiiiiiiie e, [[Scord [ | SCpl d‘i"

L Alternate Collection Date
2a. Mark each component to be stored for this visit.

dd MMM vy
[T§0ublrble blood | SGwbdt
BCppkmma | SCpl dt
Engewm | SCssrtilt
[TSCobifcICs | SCpbdt
Alternate Collection Date
yes o dd MMM %%
3. Cervical sample for HIV-1 RNA:................. [(SCeer [] ' SC:er1|t
yes o dd MMM »y
4. Semen sample for HIV-1 RNA: .................. Scsem [] [ SCsemIlt
yes o dd MMM vy
5. Genital secretions for storage: .................. [FSCgen [7] ' SC;encIIt

[bT]t 407 SRALOAEL 449AN 13 f or vl a|||g [FTpt_449

Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 index specimen collection. fm


lemel
Callout
Include this year, in addition to calculated days on study

lemel
Callout
Do not include years for these dates


|*W-Bt=] 4 ¢} §B-Ri-1-BD 01N

HPTN 052 (0986) CMV-1  (4863)
Index ID
iid - ~lpid |- Couples Missed Visit
Site Number Index Number Partner Chk

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

. Cwcomm
Comments:

is|t

<

Visit Code

orm Completion Date

CWf cdt /

Myy

[bi]t 40A680A6BOABB 14634 N 13

N:hivnetdorms\PTN_0524ormstindex forms\p052 couples sid missed visit 12feb03.fm

f or i alllg |§_Fpt 463

Language Staff Initials / Date



lemel
Oval


Visit [,
[ Helt=] = | R EA] 1| B Code 9]
HPTN 052 (0986) CT-1 (465)
Index ID orm Completion Date
iid - ~lpid |- Couples Transfer Crd Y

Site Number Inclex Number Partner Chk M yy

Instructions: The transferring study site completes this form when a couple fransfers to another study site.

Cltsite . .

1. Name of transferring study site: Clipid Unit 1D
it : .
2. Name of receiving study site: Clrsite Crrpid Unit ID
3. Visit Code of last completed contact with index and/or partner: |CTv] si
4. Date index and partner records were sent to receiving
study site:................] Do not include year —x - [cTsent fit
for this date dd MMM vy

CTconmm
Comments:

[b]t 40A6HEEAES 465AN 13 forfiafy [Tt _465

Language Staff Initials / Date

Nhivnetdorms\PTN_0524ormsiindex forms\yp052 couples transter.fm


lemel
Oval

lemel
Callout
Do not include year for this date


Visit [,
[ BeBt=] 4 & PR EA-H] | B Code 9]
HPTN 052 (0986) CR-1 (466)
Index ID orm Completion Date
iid - - pi d - Couples Receipt CRd Y

Site Number Inclex Number Partner Chk M yy

Instructions: The receiving study site completes this form when a couple transfers from another study site.
Record above the index ID assigned by the transferring study site (i.e., keep original index ID). Do not assign new IDs
fo the index or partner.

CRrsit i ;
1. Name of receiving study site: sthe ORrji d UnitiD
CRtsite i ;
2. Name of transferring study site: R pid Unit ID
Do not include
3. Date index signed informlyears for these tudy site: |CRifi cd
dates dd MMM vy
4. Date partner signed informed consent at receiving study site:| CRyi cdf
dd MMM yy

yes no

5. Did index provide informed consent for specimen storage at receiving study site? consE'—» ifno, go to
ftem 6.

Do not include year

5a. Date informed conss .
for this date

brace signed: | CRilcondt

dd MMM yy
yes no
6.  Did partner provide informed consent for specimen storage at receiving study site? [Cpcons |- I no, end
- of form.
Do not include year —x
6a. Date informed consent idfor this date ge signed: CRpconiit
ad MMM yy
Comments: Creomm

Et @BEB@BB-O%@AR—O? f or a|||g |§_rpt 466

Language Staft Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 couples receiptim


lemel
Oval

lemel
Callout
Do not include years for these dates

lemel
Callout
Do not include year for this date

lemel
Callout
Do not include year for this date


Ml REEEE fd Al £ 0 Page [vi§¢

HPTN 052 (0986) (487)

Index 1D Not included in de-
iio - ~-lpid |- Participant |identified datasets

_ For Internal Use Only

Site Number Index Number Partner Chk

dd MMM yy Subject: Mark all that apply.

Form Completion Date: |PI Lf cd [PI|Lf Grrmes
SC Staff Name: Pl Lstaff [PLppettocol

[Pl|Ldatn
Source of Information: P! Lsourc

|_| atn V
If licable:
applicable Leenmllment

Plate #: |Pl Upl ate

Visit: | Pl Uvisjt

Event and resolution details: 6

Pl Levnt

N\

[bi]t 40830 4BFDABT 2487 AN 05

N:hivhefiforms\PTN_052\formstindex_formsisid_ppt_incident log_23jun03.fm


lemel
Text Box
Not included in de-identified datasets


[»B-Bt=] 4 | FEE

HPTN 052 {0986) PDV-1

PDVsi te

Study: HPTN 052

Site: Site Name, City, State/Country

| verify that as of dd-MMM-yy:

+  The participant ID numbers listed below are all of the participants from this site for whom data were faxed to SCHARP.

(488)

Participant

B Wb

Not included in de-
identified datasets

«  To the best of my knowledge, the data faxed to SCHARP are complete and accurate.

[PDvpi si g

dd

MMM

Page | PDVpgn

Yy

um

Page 1 of 1

PDV

Si gcilt

Principal Investigator Signature

Today's Date

Principal Investigator Name (printed)

Please fax all pages to SCHARP DataFax by dd-MMM-yy.

[bi]t 4bdstbidaBoisa :4B8AN-13
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|~ BBt 4 & #EEFBI+B Code [1<]!
HPTN 052 (096) CES-1 (489) Page 1 of 1
Index ID Not included in de- Form Completion Date
iid - ~loid |- Couples Enlidentified datasets | [cesf cdt
Inventory
Site Number Index Number Partner Chk dd MMM Yy

Instructions: Complete this form only when both the index and partner terminate from the study.

1. What is the page number of the last Index Adverse
Event LOgT. o

2. Whatis the page number of the last Index Concomitant
Medications Log?.. ...

3. What is the event number of the last Index When to Start
110101 1P

4. What is the page number of the last Index Antiretroviral
Treatment Regimen Log? ..o

5. What is the page number of the last Index Pre-existing
Conditions Log? ..o

6. Record the participant’s identification number for each
partner that enrolled with this index:

6a. |CESplijd |- - |CESp1pid
&b, |CESp2i{d |- —|CESp2pid
6c.  |CESp3ifd |- —|CESp3pid

7. How many interim visits were conducted for the Index
during the study and recorded on a form submitted via
DataFax? ...

8. How many interim visits were conducted for the partner(s)
during the study and recorded on a form submitted via
DataFax? ...

[bi]t 4048904EILABI 0489 OV-11

N:thivnefiforms\PTN_052\formstindex_formsyp052 couples end of study.fm
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#of in

terim visits

CES

nii

#of in

terim visits

CES

npi

@nnaef\x‘:—s

noebhandex When
to Start form

neardntiretroviral
Treatment
Regimen Log
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Language Staft Initials / Date
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[# Belt=] 4 b+F A TEl-B] Bl B
HPTN 052 (098) ITM-1 (490) Visit Code . Page 1 of 1
Index ID
iid - ~lpid |- Index Termination
Site Number Index Number Partner  Chk
dd MMM vy
1. Termination Date: I T™M nd

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

2. Reason for termination. Mark only one.

[[M Bmsn Scheduled exit visit/end of study. ——m End of form.

[] 2b. Death. indicate date and cause if known. I TMEC
MMM Yy S Complete
2b1. Date of death || Tl\IUdt OR DNMG unknown or update
- Index
2b2. Cause of death | 1MICaU OR [l TMieure unknown Adverse
— Event Log.
| TM ef rx

2c. Participant refused further participation, specify:

2d. Participant unable to adhere to visit schedule.

2e. Participant relocated, no follow-up planned.

2f.  Investigator decision, specify: | TM nvadx

2g. Unable to contact participant.

NOT APPLICABLE FOR
2N THIS PROTOCOL.

2i. Inappropriate enrollment.

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

2k. Other, specify: I T™ rmox

OOdoOo0O0oo0oo0ond

2l.  Early study closure.

3. Was termination associated with...

don’t
yes no  know Record Index page #
Adverse Event? mMﬁe D D Adverse Event 1
- LOg page: pe FI’

Comments: | TMcomx

[bi]t sbA0BbAOPOAD 1490/ N-13 for a|||g [STHt _490

Language Staff Initials / Date

N:hivnetdorms\PTN_ 0524ormsiindex forms\p052 index std termination 271eb04 im



Visit [

[ e Worber] o grel: @oleslie® i | 0 N SAVER

HPTN 052 (0986) CTM-1 (481) Page 1 of 1
Index ID
iid - ~lpid |- Couples Termination

Site Number Index Number Partner Chk
dd MMM yy

1. Termination Date: CTM md

Date the site determined that the couple was no longer in the study.

Comments: CTMCommX

[bT]t 45903HOTEARL A AR 07 f or vl a|||g FFpt_491

Language Staff Initials / Date

N:hivnetdorms\PTN_0524ormsiindex forms\p052 couples termination . fm



|*B-Bt=1 < | §A04-RA 01 Code [119]!
5)

HPTN 052 {0986) IDN-1 (49

Page 1 of 1
Index ID
iid - ~lpid |- Index Death Narrative
Site Number Index Number Partner Chk

Instructions: Complete this form any time an index participant dies while enrofled in this study, regardiess of whether
the participant was taking ART.

1. Provide a brief description of the events (including date of death) surrounding the participant's death.

| DNddesc

Et @9@@95@@9—§U L-08 f or a|||g |§_rpt 495

Language Staft Initials / Date

N:hivnetdorms\PTN_ 0524ormsiindex forms\p052 index death narrative fm
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