Fh-BbEl AR0 bt bede bt B

HPTN 068 {(183) DEM-1

Participant ID

ptild - - |-

Site Number Participant Number Chk  Cohort

1. What is the participant’s (young womanj

date of bith? ...

NOT, APPLICABLE FOR
THIS PROTOCOL.

............. DEMbt htilt

(001)

Demographics: Young Woman
DEM | 11

UniySite 1D

Visit :
Code [|''S

t

Page 1 of 1

Form Completion Date

DEM

it

dd

dd MMM

DEMs ex

3. Mark the appropriate racial category for this participant.

[DEMbBackBlack
[DEMend Coloured
[DEMnbi:t ehite
[DEM Bdn [ndian

M3§.0 other, specity: DEM acox

[bi]t 4600861004b001 101 AN -1

N:thivnefiforms\PTN_068\forms\p068_std DEM_01jun06.fm

¥y

_b

MMM

if unknown,
record age:

f or

Yy

DEVage

years

m alllg |§_f'pt _001

Language

Staft Initials / Date




Visit [
PR of &0 Edd b Pbledl b
HPTN 068 (183) DEP-1  (002) Page 1 of 1
Participant ID Form Completion Date
ptild - - - Demographics: Parent/Guardian |DEP}it
Site Number Participant Number Chk  Cohort dd MMM yy
1. What is the Parent/Guardian’s
. DEPR - - -
Participant ID? ... popid
Site Number Participant Number Chk  Gohort
If unknown,
2. Whatis the Parent/Guardian’s date of birth? |PEFpt hijt — ™ record age: |- [9¢
ad MMM yy years
male female

3 What is the Parent/Guardian’s gender?..... @Psex D

4, Mark the appropriate racial category for the Parent/Guardian.

@Pb#ac kBlack
[DBPchid Coloured
[DBPwhi t ehite
[DEPi adn Indian

[DBPraco other, specify:

DEPr acox

5.  Did the Parent/Guardian complete the Baseline

yes

Household QUEeSHONNAIre? ....ooooo oo EPpgth

[bi]t 4600800025002 10024 N -1 1

N:hivnetdorms\PTN_068¥ormsip068 DEP.fm

f or i alllg |§_f'pt 002

Language Staft Initials / Date




JE LR L4 Rt J AN I d5de st

v
HPTN 068 (183) ENR-1 (100 Page 1 of 1
Participant ID Enrollment Date
ptild - - - Enroliment ENRAt
Site Number Participant Number ~ Chk  Cohort dd MMM yy
1. Did the participant complete the ACASI yes
Baseline QUestionnaire? .................cccooveovoeiviceciceee, [ENRacasi |
2. Mark the village (village number) where the participant has her permanent residence:
Rag.'gh’lcouﬂ (101) Rj usdsticia A/Justicia B (109) ENRxanXanthia (117)
[ENRcChoquet Lawn B (102) [ENRKi Kadare A (110) [ENRkhay(haya Lami (118)
RCCroquetIawn {103) Rki Kibgare B/Kildare C (111) erD@mphries A{119)
[ENRcanmaingmore A (104) [ENR ililipdale A/Rholane (112) [ENRdmphlb mphries B (120)
[ENRcGnnimingmore B (105) [ENR illilipdale B (113) [ENRdnphe mphries C (121)
[ENRhbmintington (1086) [ENRnemtbiington B (114) reteagh C (122)
[ENR reagh A (107) [ENRnemteeington C (115) [ENrRsmstemerset C (123)
[ENR frebgh B (108) [ENRsnsbmerset A/Somerset B (116)  [ENRDI f Blelfast (124)
[EWRetaryypebble Stream (125) [ENRecorkk (126) [ENRt hulThulamahashe (127)

[ENRrsldlle C (125)

[EYRcRutmani (125)
th grade gth grade 10t grade 11t grade

3. What is the grade of the participant at enrollment? ........... [ENRgrade [} ] ]
4. Was informed consent for long-term specimen yes no

storage signed? ... ERSpeCD
5. Record the Randomization Envelope Number: ................ ENR en

intervention control

6. Indicate the participant's {conditional cash transfer) (no payments)

randomization assignment: ...........cc.cooviiiiiieee e [ENRra ]
[F7t FE O fEo0E00UN- 12 for[fajo [ETpt_100

Language Staft Initials / Date

N:hivnetdorms\PTN_0684ormsip068 ENR.fm



Visit [

S L dE L g Riad B i B NI ATl

HPTN 068 (183) FUV-1 (120} Page 1 of 1
Participant ID Visit Date
ptild - - - Follow-up Visit FUVHL

Site Number Participant Number Chk  Cohort dd MMM yy
1. Did the participant complete the ACASI yes
Follow-up QUESHIoNNAIrE? ..o acaSD

2. Since the last visit, has the participant experienced yes

no
any social harms as a result of participation in this study? ! sh D If yes, complete Social
Impact Log.

3. Since the last visit, did the participant change her yes no
village of permanent residence? .............ccc.cocooeiieiiiein, i I CD—» If no, go to item 4.
™ If 125, specify village:
3a. Record new Village Number: ..........ccoocovviieiinnn, FUWi I In érjrﬁpebble Stream
L] Rolle
I:I Khumani
4. Since the last visit, has there been a change in the yes o
participant's Parent/Guardian of record? .......................... [FQvegch[}—= If no, go to item 5.
if no, complete
4a. Was a Demographics: Parent/Guardian CRF yes e Demographics: Parent/

submitted for this parent/guardian at a previous visit? EVpgdeEl—> Guardian. Go to item 5.

4b.  Record Parent/Guardian 1D ... FUVpgpild |- - —

Site Number Participant Number Chk  Cohort

5. Did the Parent/Guardian complete the yes
Follow-up Household Questionnaire? ..........c.ccccoeveriivinnnns [FQvpgha[ ]

[bT]t 4bTebilefblien 1120(N-12 forfiag [Tt 120

Language Staft Initials / Date

N:hivnetdorms\PTN_ 0684ormsip0s8 F UV fm
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v
HPTN 068 (183) VTR-1 (131) Page 1 of 1
Participant ID Initial Specimen Collection Date
ptild - _ - Virology Test Results VTRt
Site Number Participant Number ~ Chk  Cohort dd MMM yy

1. Specimen Collection for Storage stored  not stored reason not stored:

1a, Plasma ..occooveiieveinieininns Mirols [ | VTRpl sr

VTRdb
1b. Dried blood spot ................... [VIRdbs [ |——= pr

MRHWark this box if participant was previously confirmed HIV+. End-offoPm. End of form.
Alternate Collection Date
Not done/
Notcollected O MMM yy

negative  positive

No LeNGER RECORPED ON THE VTR-1. VTRhs\
[VIRns T Rhs v i SEEHSV-1 FORM. MVirnsv ]

3. HIV Test Results
Alternate Collection Date

Not done/ .
Not collected ~ Od MMM yy kit code negative  positive
MRr apviTRr apiit 3a. Rapid test 1 VTPI“ vl E?f ap VIRra

MRZr |aNb'FF2r pljt 3b. Rapidtest2 |VTR2rt |V_T|?2r ap VTR2r

If one or both are
positive, complete
HIV Confirmatory
Test Results.

VTRconm
Comments:

[bi]t 4b0B83$11BIDTB1 (L3EER-12 forfiag [Tpt_131

. Language Staft Initials / Date
N:hivnetdorms\PTN_0684ormsip0s8 VTR .fm
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HPTN 068 (183) HSV-1  (135) Page 1 of 1
Participant ID Specimen Collection Date
ptild - _ - HSV-2 Test Result HSVUt
Site Number Participant Number ~ Chk  Cohort dd MMM yy

negaiive  positive  not done

1. HSV-2Result  [FSvhsv [7] [[}— if not done, specify

reason in Comments.

HSVconm
Comments:

[bi]t 4bAB8NCHABS 1135 R 12 for alllg [sfHt _135

Language Staft Initials / Date

Nhivnetdorms\PTN_0684ormsip068 HSY.im



Visit [
d G E oy BN A ST AL
HPTN 068 (183) HTR-1 (145) Page 1 of 1
Participant ID
ptild - - - HIV Confirmatory Test Results
Site Number Participant Number Chk  Cohort
Sample 1 cells/mm3
1. Absolute CD4+  |HTHcd4 | | ™ If negative or
negative positive J'ndeterminate xtieterr‘?:’-na;e, contact
etwork Lab.
2. HIVWesternBlot ... | |
if posmve go to Sample 2: item 3.
[ = If not done/not collected, go to
Notdone ~ Specimen Collection Date Sample 3: item 4.
Not collected dd MMM v

3. Sample2 ...

3a. HIV Western

3b. Plasma Storage ...................... |'F|_T'?2pls D—> HTR2pl sx

3c. Dried Blood Spot Storage ........... [ATR2dbs [} HTR2dbsx

...... Eﬁlm"d HTR2c| 1it

| B if negative or indeterminate, contact

negative positive indeterminate ~ Network Lab.
Blot |f—_ﬁ|mm2 []
stored not stored Reason:

4. Sample3 ............

4a. HIV Western

4c.  Dried Blood

4b. Plasma Storage ...................... [FR3pls [ |— HTR3pl sx

™ |fnot done/not collected, goto

Noi done/ Specimen Collection Date item 5.
Not collected dd MMM W

...... |F'|_'|'ﬁ3nd HTR3cl fit

| - |f negative or indeterminate, contact

negative positive indeterminate  Network Lab.
Blot MR []
stored not stored Reason:

Spot Storage ........... [ATR3dbs [} HTR3dbsx

5. Final HIV status:

Comments: HTRcomm

negative positive  other, specify: HTR i nx

............................................ |F|_Tr<fin D I:l

Et @n@m@nm@g;\w

1 for alllg [sfpt_145

Language Staft Initials / Date

N:hivnetdorms\PTN_0684ormsip068 HTR.1m
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HPTN 068 (183) SIL-1 (151)
Participant ID
ptild - - - Social Impact Log
Site Number Participant Number Chk  Cohort
1. Concisely describe social impact related to study participation experienced by the participant:
Sl Lsunx
dd MMM vy
2. Onsetdate:........... Sl Lond
3.  Reported at visit:..... Sl Lafvi s
4. Social impact code: |SI Lcodg
Grade 4:
Grade 1: Grade 2: Grade 3: potentially
5.  Social impact mifd moderate severe life-threatening

grade: [ST]Lgr ade ] ] ]

Social Impact Codes: See back for definitions.
01 Personal Relationships 05 Medical/Dental 09 Military/Cther Government Agency
02 Travel/Immigration 06 Health Insurance 10 Cther
03 Employment 07 Life Insurance 11 Harassment, bullying, coercion
04 Education 08 Housing 12 Violence
13 Sexual

[bi]t 4b0631IEIDT61 (L5EER-12 forfiag [Tpt_151

Language Staft Initials / Date

N:thivnefiforms\PTN_068\orms\p068_std_SIL 20aug10.fm
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HPTN 068 (183) FCD-1 (155) Page 1 of 1
Participant ID Specimen Collection Date
ptild - - - Follow-up CD4 Test Result FCDdt
Site Number Participant Number Chk  Cohort dd MMM yy
cells/mm3 not done
1. Absolute CD4+ FCOcd4 [FQpedam- if not done, specify
reason in Comments.
FCDcomm
Comments:

[bi]t 4bA6SNEHAES 1558 12 for alllg [sTHt _155

Language Staft Initials / Date

N:hivnetdorms\PTN_0684ormsip068 FCD.im



Fh-bElA40-TR-D001 |

HPTN 068 {(183)

GV-1

(220)

Visit

Code

islt

<

Page 1 of 1

Visit/Form Completion Date

Participant ID
i - - - . . Gvd
ptid Graduation Visit
Site Number Participant Number Chk  Cohort dd
@I Mark this box if visit was completed and was a Limited Assessment.

Com

Complete LAV-1, ESI-1, and TM-1 (mark reason 2a). End of form.

Did the participant complete this visit?

[Clemplst o

O — »

If yes, complete VTR-1, ESI-1, and TM-1 (mark reason 2a).

Complete HSV-1 and/or FCD-1, if applicable.

End of form.

If no, complete TM-1 and ESI-1.

1a. If no, indicate reason. Mark only one.

@I’ $hrticipant refused

OO0 O

Gvconm
ments:

other, specify:

participant lost to follow-up
previous visit was too recent

participant deceased

GVr snot x

MMM yy

[bi]t 40228020Pb0P0 1220 p- 1 4

Nhivnetdorms\PTN_0684ormsip0s8 GV.im

for alllg [sfpt_220

Language

Staft Initials / Date




B pee oer] 258 Al B foscfl oflbr f@oef onlvi ik | Lode bisll
HPTN 068 (183) (PIV-1) 230 Page 1 of 1
Participant ID Visit/Form Completion Date
i - - - i i L. Pl Vdt
ptid Post-intervention Visit
Site Number Participant Number Chk  Cohort dd MMM ¥y

1. Was the post-intervention visit completed?

VerBble to contact participant
participant refused visit
participant incarcerated
participant deceased

investigator decision, specify:

Pl Vrsni d

E ij?éﬂﬂ D no
If yes, go to item 2.

1a.  If no, why wasn't the visit completed? Mark only one. End of form.

other, specify: PIVIrsnox

HINIEIEE

2. Was alimited assessment visit conducted at this post-intervention visit?

3. Didthe participant complete the ACASI Young Woman Questionnaire?

4. Didthe participant complete the Household Questionnaire?

5. Since the last visit, has the participant experienced any social harms

as a result of participation in this study?

6.  Since the last visit, did the participant change her village of

permanent residence?

PIWilln

Ba. Record new Village Number:

— If 125, specify village:

7. Blood Pressure:

If yes, complete the
Post-intervention Limited
Assessment Visit form.

!!e%V [] no
acasD
[Fveha []

|_I5[I [\_/sh D

yes

[Prwil CD—> If no, go to item 7.

Mew[?ebble Stream

I:l Rolle C
I:I Khumani

If yes, complete
Social Impact Log.

7a.  Blood Pressure—1st measurement: Pl Vbpls Pl V3P11| mmHg  OR EM?&JeBne
7b.  Blood Pressure-2nd measurement: Pl Vbp2s Pl V3p21| mmHg  OR [PVep207e
7c.  Blood Pressure-3rd measurement: Pl Vbp3s Pl V3P31| mmHg ~ OR [PrVRB30re

8. Height: .. Pl vht cm OR Nﬁ/hmt n

9. Weight: ......ccoooomermrrrrrrrrrsiccciiins Pl Vit kg OR  [PTMatn

10. Waist Circumference: .................. [Pl Viast em OR EVWst n

T4 BME Pl Vo kgn?  OR [PTvbri n

12. Was informed congent for long-term specimen storage signed? ............cco....... E’I\lp@ec |:| no

Comments: Pl vVeom

[bi]t 462880262HDB0 22301 AR-15

for alllg [sfpt _230

Staft Initials / Date

Language

WREADYNAS\clients\HPTN\HPTN 068\folder from SCHARP\PTN _068orms\DF-Net Frame 9 CRFs\p068_ PIV.im



FheBg| -8 88 {-BE-58040 Lode sl
HPTN 068 (183) LAV-1  (250) Page 1 of 1
Participant ID Initial Specimen Collection Date
i - - - N - LAVdt
ptiyd Limited Assessment Visit
Site Number Participant Number Chk  Cohort dd MMM yy
If no, do not complete form.
1. Were HIV rapid tests performed by finger stick? ................ [CAvrap [}—w- go ”:_t fax to SCHARP
ataFax.
stored  not stored Reason not stored:
1a. Dried blood spot storage........... dbs I:I—>
1b. HIV Test Results
kit code
1b1. Rapidtest1........... LAKi t} E/r apl I:l
LAWK t 2
1b2. Rapidtest2......... [CAvrap2 [ |
Alternate Collection Date
ad MMM vy yes no
: 2. Was avenous
LAVhi vdt
blood draw done?  [EAVbd [ if no, end of form.

2a. HIV Western Blot ................

2b. Plasma storage ...................

LAVcomm
Comments:

negative positive
Two ]

stored nof stored

E\/pl s

indeterminate

O—

- If negative or indeterminate,
contact Network Lab.

Reason not sfored:

[bi]t 4026802520060 1250 £ p-1 4

N:hivnetdorms\PTN 068%ormsip068 LAV fm

for alllg [sfpt _250

Staft Initials / Date

Language



islt

<

IDI Iat elJr' I 2' FI/ I Ilstll nIerlentI onI Li llt eii Alsessrrent Visit Visit
Code
HPTN 068 (183) (FLV-1) 260 Page 1 of 1
Initial Specimen Collection Date

Participant ID
i - - - . . .. PLVAt
ptid Post-intervention Limited
Site Number Participant Number Chk  Cohort Assessment Visit dd MMM Wy
yes
! ) ! If no, do not complete form. Do not
? rap s
1. Were HIV rapid tests performed by finger stick? ..o IEV I:l_» fax to SCHARP DataFax.
stored not stored Reason not stored:
1a.  Dried blood spot storage ...........ccev..... Edes I:I—> PLVdbsr
1b.  HIV Test Results
fit eode negative positive
161, Rapidtest1 e PLVKItL  [POvrap1 []
PLVKi t 2
162, Rapidtest2 ..o [POvrap2 [ ]
Alternate Collection Date
dd MMM vy - yes
PLVNi vht . as a venous
blood draw done? E‘I‘Nbd l:l_> If no, end of form.
| I = If negative or indeterminate,
negative  positive indeterminate contact Network Lab.
2a. HIVWesternBlot ... E\N\b D U
stored  not stored Reason not stored:

2b.  Plasma storage .........cccovvne.n. [POvpl's [}  PLVplsr

PLVcomm
Comments:

[b1]t 4B260REIBAB0 260N 15 for i alllg 5Tt _260
Language Staft Initials / Date

WREADYNAS\clients\HPTN\HPTNOG8older from SCHARPWPTN_068\ormsi\DF-Net Frame 9 CRFs\p068 PLV fm




Pl A0 E - DREE] okl

HPTN 068 {(183) V-1 (350)
Participant ID
ptild - - - Interim Visit
Site Number Participant Number Chk  Cohort

\Y% t
Page 1 of 1
Visit Date
I vd
dd MMM yy

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

[Vpgch

Eviﬂmh

[Tshic.
[Thi .
[TVedée,
[TYhsw,
[Yothy.

change in Parent/Guardian

1al. Was a Demographics:
Parent/Guardian CRF
submitted for this parent/guardian
at a previous visit? ...

1a2. Record Parent/Guardian ID: ............

change in participant's village of permanent

1b1. Record new Village Number: ...........

to report social harm(s)

Complete Demographics:

yes no

Parent/Guardian.

MVYpgdep[ | Go to item b.

| Vpgpi 1! - - -
Site Number Participant Number Chk  Cohort
residence [—® If 125, specify village:
: @Melrr?pebble Stream
I Vnyi |
I:I Rolle C I:I Khumani

- Complete Social Impact Log.

HIV testing

follow-up CD4 testing

= Complete Virology Test Results.

HSV testing

- Complete Follow-up CD4 Test Results.

) | Vot hx
other, specify:

- Complete HSV-2 Results.

[bi]t 4086803520860 13501 N- 12

N:hivnetdormsi\PTN

_068\orms\p068_std IV_29may08.im

forﬁalllg

[STpt 350

Language

Staft Initials / Date




Pl -4 0401 | BRED B
HPTN 068 (183) MV-1 (463) Page 1 of 1
Participant ID Form Completion Date
ptild - _ - Missed Visit MVF £ dt
Site Number Participant Number Chk  Cohort dd MMM yy
dd MMM vy
1. Target Visit Date: Mt [dt
2. Reason visit was missed. Mark onfy one.

@r ed®n unable to contact participant

I:l 2b. unable to schedule appointment(s) within target window

2c. participant refused visit

2d. participant incarcerated

2e. participant admitted to a health care facility

21. participant withdrew from the study ——m= Complete a Termination form.

2g. participant deceased —p» Complete a Termination form.

OoO0000

2h. other, specify:

MVot r ex

~ MVcomm
Comments:

Et @6@6@53_‘1‘8‘5§AN-11 f or i a|||g |§_Fpt 463

Language Staft Initials / Date

N:ihivnefiforms\PTN_068\forms\p068_std MV_07jan10.fm



Fhob@l 8l anidt+ e
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HPTN 088 (183) PIL-1 (487
Participant ID
ptild - - - Participant Incident Log —
For Internal Use Only
Site Number Participant Number Chk  Cohort

dd MMM vy *
Form Completion Date: |PI Udt .:.V
Pl Lst pm o

Study Project Manager:

If applicable: Plate #: |PlUplaje Vo
Visit/Page #:  |PI Lvi sit ‘ P}

Incident: Mark ali that apply

Lehnappropriate enrollment/ineligible \e
Lr gnndomization oq >

[PlLhiVYsesting

[P|Lppattdcol deviation/event
[PI]Li ateer, specify:

[PT|Lpkotsocol-specific reason]

PI Li ncox

Details: Frovide additional information, including date(s), site(s), lab(s), outcome, etc. as appropriate.
Pl Ldt | sx

[bi]t 404B8FHBIOABT 14871 N- 12

N:ihivnefiforms\PTN_068\orms\p068_std PIL_07jan10.fm



JE LR LRI U R sl So

Code Vi S|t

Page 1 of 1

Form Completion Date

HPTN 068 (183) ESI-1 (489)
Participant ID
otild _ - End of Study Inventory ESI ft
Site Number Participant Number Chk  Cohort dd
1. What is the highest visit code (scheduled or interim) for this participant, visit code
recorded on a form submitted via DataFax?................... ESI \,|i s
. . . . _ # of interi it
2. How many interim visits were conducted for this participant OrIenm VIS
during the study and recorded on a form submitted via DataFax?.......... ESI | vi §

3. Indicate the highest page number submitted for this participant for the Social Impact Log:

3a. Social Impact Log (SIL-1)

ESI conm
Comments:

page # no pages submitted

ES

sil*g OR silpn

MMM yy

[Pi]t 46HBEOHBLOABS 1489 N 11

N:thivnefiforms\PTN_068\forms\p068_std_ESI_07jan10.fm

f or i alllg |§_Fpt 489

Language

Staft Initials / Date




Fh-bEl A1 FFREFE] B BI VR

HPTN 068 {(183)

TM-1

(490)

Page 1 of 1
Participant ID
ptild - - - Termination
Site Number Participant Number Chk  Cohort
dd MMM vy
o . Date the site determined that the participant
1. Termination Date:  |TM dt was no longer in the study.
2. Reason for termination. Mark only one.

r Basn scheduled exit visit/end of study —— = End of form.

|:| 2b. death, indicate date and cause if known

2b1. date of death

2b2. cause of death TMicau

THIS PROTOCOL.

2k. other, specify:

ad MM vy
TMipt OR [TMidune unknown
OR @:léi!ﬂjse unknown
TM ef rx

2i. inappropriate enrollment

2c. participant refused further participation, specify:

2f.  investigator decision, specify:

2g. unable to contact participant
NOT APPLICABLE FOR

2d. participant unable to adhere 1o visit schedule

2e. participant relocated, no follow-up planned

TM nvdx

2j. invalid ID due to duplicate screening/enrollment
TM r mox

Oooooodoood

2l.  early study closure

TMcomm
Comments:

[bi]t 464080HOPLAD 1490 )| 12

N:hivnetdorms\PTN_068%ormsi\p068 std TM 28sep07.ifm

f or i alllg |§_f'pt 490

Language Staft Initials / Date
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