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MUTN 027 Scenario-#1A Concomitant Medications Log (CAD
BRI R HRN Busoas - ol

(MTH O027) DFMet 027 N (423)
Parlicipant ID gm@gg.@rﬁ'}at Sial mga;g
XXX X )()( X X X m’gﬁ{?ﬁf” Smmﬁﬁf
Site: Aimber Partiopa it Mkmber O G0 (8 RNTR, STt fe SEAvaE
Concomitant Medications Log
1 | Medication Mame Staff Initials!
- Log Entry Date
Bactrim TMB 19/5/15
Indication Taken for areported AE?

urinary tract infection ses Bl

AE Log page(s]

Date Started Date Stopped
Continuin
1[9|[m| AlY[[1]5 or [] atend
g [T, W g e, v ofstudy
Dosellnits Frequency Mok aml one.

Fra g M ghs omes Bl aal oifrag spaclly

1tabletdaily|X] OO O O O O O O

Route Mark amly cne
e i e Toe JHL G REC 5 ofher spec

K OO OO0 oo o

2 | Medication Name Staff Initials!
Log Entry Date
In dication Taken for areported AE?
es [
AE Log page(s]
Date Started Date Stopped
Continuin
R |:| at end 4
g T, W dd M I R
Dosellnits Frequency Mok amfl one.

g g M ghs ones Bl al aifrag spacly
OO 0O 000 0O O

Route Mark amly ong
s i e Toe JHL G REC 5 ofher spec

I I e I I I B

9 5
Yersion 10, 01-APR-15 JMB19 mayi
S it




UTN 027

Niofe: Mumber pages sequeniaty
I I I I I III I {7, 62 03 fir sachpartizoare. T 298

Pre-existing Conditions (PRE)

(MTH027) DFMet 027 PRE (012)
Parlicipant ID B0 e axting oo fons
ropd led of Co3enwed
Lo P O e P ol i
st fumber Partiopant Atimber o ST O TR, ST frEiar
Pre-existing Conditions
1 | Condition Onzet Date Staff Initialz!Date
. M M i)
Pysetrier Urinawy Tract I LoV : s
Y i Mlaly ][] s] | mb-17may1s
Comments Ongoing at Enrolment? Sewenty Grade
Participant has symptoms of bumning with s " .
wrination; treated presuunptively with bachrum: O O 2| e [ gradable
Urine cultivre and microscopy resulty positive fov
wirinaiy Tract infection: jimb-20mayl 5
2 | Condition Onzet Date Staff Initialz!Date
" v 1 MMM vy .
Profeimuriar T T mw
20mayls
Comments Ongoing at Enrolment? Sewventy Grade
s e
ot
OO0 O 1] o O grgae
3 | Condition Onzet Date Staff Initialz/Date
MMM vy
Comments Ongoing at Enrolment? Sewenty Grade
s e
ot
O O o [1 gradavie
4 | Condition Onzet Date Staff Initialz/Date
MMM Ty
Comments Ongoing at Enrolment? Sewenty Grade
s e
mat
O O o [1 gradasie
vasm 1-']r ']1 -APR-"IB W




mrno2z Scenawio-#1B Concomitant Medications Log (CV)
Niofe: Mumber pages saqueniaty
I I I I I I I I I o102 05 o sacpanipare. 7292 |0 [
(MTHO027) DFMet 027 I [423)
Participant ID Nomaticans alenat sl oty
XXX [1X )()( X X X m’gﬁ{?ﬁf” Fra e
Site: Akimber Particpat Mimber O G (8 RNTR, Sttt fe SEAvaE

Concomitant Medications Log

1 | Medication Mame Staff Initials!
- Log Entry Date
Bactrim JMB 19/5/15
In dication Taken for areported AEY
= = = vEs Em
urinary tract infection
AE Log page(s]
Date Started Date Stopped
Continuin
119 |IM[A[Y[[1[5] |[2[9]M A Y|115] or [T aent
g T, W dd o, v ofstudy
Dosellnits Frequency Mok aimlr one.
g g M ghs omes Bl aal oifrag spacily
1 tablet X OO 0O0O0 O O
daily Route Mark anly one
e i e Toe JHL G REC 3¢ olher spec
Kl (1 00 0O 0O 00 0 0o
2 | Medication Name Staff Initials!
Log Entry Date
In dication Taken for areported AE?
vEs I:lm
AE Log page(s]
Date Started Date Stopped
Continuin
R |:| at end .
g T, W dd M v R
Dosellnits Frequency Mok amfl one.
g g M ghs omes Bl al cifrag spacly
OO O 000 0O O
Route Mark amly ong
s i e Toe JHL G REC 3¢ olher spec
O o oo oo o fdo

Yersion 1.0, 01-APR-156

JMB 28 apr 15

Sl




UTN 027

Pre-existing Conditions (PRE)
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WTN 027 SOERGIR Lt L Efigivifity Criteria (ECH
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Parlicipant ID Form Completion Date
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Eligibility Criteria

s 0
1. Does this patticipant rmeet all eligibility criteria? [X] [}— ifno.gotoitem2
02JUN15
fa.  Obtain signature M ﬂ'{
Stgnature of Pancizal Imvestigatar [or desigres) Date
b oan g Q\S?__.—P 02JUN15
Stgnature of secomd sl mamber venfiamg sfigbiiy Date
s ag

2. Wasthe paricipant enralled? E
LP if yas end of formt.

3. Why wasthe partidpant not enrolled?

I:l participart did not cormplete all screening procedures —m- F1d of form.

D eligible but declined enrollment  ——fm= Erdf of form.

[X] net sligible

4. Reasoniz) forineligibility Adack ai that aoode

I:' da. paridpant < 18 or = 45 years old D dh. PEF or PrEP exposure in the lag & marths
I:' dh. plans for relocationdtravel D 4. padicipant is HIV-positive

|:| 4. paricipant is pregnant or planning to becorme pregrant D 4. participant declines effective rmethod of cortraception
within the next 3 months

D 4k. paricipart has a grade 1 or higher pelvic examfinding

I:' 4d. paricipant ishreastfeeding

Kl 4. paricipant does not rneet laboratory eligibility criteria.

I:' de. participant unmilling to refrain from receptive sexual Shecify or provide test results:
adiivity posi WEffPOf (iiiflmnyd/{w infection

EI A paricioant has enrolled in another research study in the [



MTN 027 Follow-up Visit Summary (FVS)

|| ARl R vsitcote [ 0] 5].[0]

(MTN 027) DF/Net 027 FV8 (121)

Participant ID Visit Date
[XPXIXH X XXX ¥ %] L lulel 1] 5]
Site Number Participant Number Chk dd MMM ¥y
Follow-up Visit Summary
1. Since the last visit, has the participant taken HIV medication yes no
for post-exposure prophylaxis (PEP) against HIV? - If yes, record on Concomitant Medications Log;
complete Product Hold/Discontinuation Log.
2. Since the last visit, has the participant used oral or topical |:| yes M no - If no, go to item 3.

medicine for pre-exposure prophylaxis (PrEP) against HIV?
oral topical  hoth

2a. Was oral or topical PrEP used? M M Record on Concomitant Medications Log;
P D i - complete Product Hold/Discontinuation Log.
3. hCG for pregnancy [XI—= Gotoitem 4. Collection Date ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ |

|:| negative |:| positive—® If positive, complete the Pregnancy Report and
History. Complete Clinical Product Hold/
Discontinuation Log, if applicable.

4. Were any new Adverse Experience Logs completed for this visit? |:| yes m no

5. Were any new Clinical Product Hold/Discontinuation Logs o8 no
completed for this visit? D 4 m
6. Is this an interim visit? |:| yes E no If no, go to statement above item 7.

X - reru? ofproggé;r or ' -
B Bcasbnton gt vt report or follow-up  need new product other, specify:

Mark all that apply. D D |:|
6b. Which forms, besides this form and the log forms, were newly completed for this interim visit? Mark “None” or all that apply.

D None Delvic Exam

D Ring Collection and Insertion |:|STI Test Results
D Pharmacokinetics DHIV Results
D Specimen Storage DPhysical Exam
D Safety Laboratory Results Dother, specify:

Item 7 for Day 35/Final Clinic Visit or early termination visit. For all other visits, end of form.

7. Was an in-depth interview completed? [:I yes |:| no

Comments:

-
Version 1.0, 01-APR-15 & 7015
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MTN 027 Pharmacokinetics Specimens—Days 1, 2, 3, 7, 14, 21, 29, 30, 31, 35 (PKD)

RN INN IR viitcote [0 ] 5] D]

(MTN 027) DF/Net 027 PKD (164)
Participant ID Specimen Collection Date
[XIX[XH X[ AXX]X ] 13lolu]eli[5]
Site Number Participant Number Ghk dd MMM ¥¥

Pharmacokinetics Specimens—Days 1, 2, 3, 7, 14, 21, 29, 30, 31, 35

Start Date Stop Date

s ongoing
1. Last menstrual period:
=T olg] BV L] 1[5 [l [J[ulL|[1[5] o~ []
dd MMM vy dd MMM vy
Not done/ | Specimen Not
Not collected Stored | Stored | If not stored, specify:
[] 2. Single time-point blood X | ]
draw:
Not Was blood visible on
Stored | Stored | If not stored, specify: swab?
] 3. Single time-point vaginal L] [] Yes [X] No
fluid for PK:
3a. Number of vaginal swabs collected:

Comments:

Version 1.0, 01-APR-15 (VN 1"5[1'5
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MIN 02T SCEMNA @ Follow-up Visk Summary (FVS)

TR s 016 [

{MTH 027) DFMet 02T FVS (121)
Participant ID Visit Date
[x] x[xHx]x[xx [ »{ x| 23|[MAY1]5]
Site Kumier Fartigan Memter i o T bid
Follow-up Visit Summary
1. Since the last vist, has the participant taken HIV medication Jes R] i
for post-exposwe prophylaxs (PEP) against HIV? If yes, record on Concomiant Meaications Log:

compate Froduct Hold'I¥scontinuation Log.

]

Since the last visit, has the participant used oral or topica D o5 E‘ fig—me- I g, go b itam 3.
medicine for pre-exposure prophylaxis (PrEF) against HIV?

ord Iyl i ] L
i & e & 11
Bt ) dd (L] ¥y
Mot collscied i
Alemal
3. hCG for pregnancy D_." Go Ip item 4. C-ullectic-n[hh:e| | | | | | | | | |

Mol 5 ifve—me= ff posifive, complate the Fregnancy Report and
Klregne [1p Hitory Compite Clinical Produd Hold,
Discomtinuaion Log, i appiicabio.

4. Were any NEW Adverse Experience Logs completed for this visit? E_}ﬁ D m

3. Were any NeW Climical Product Hold Discontinuation Logs e
completed for this visit? D'}ﬁ E[
B. |z this an interim visit? Kip (o If o, go to stament above iam 7.
A - -'Eﬁ'.-'rg if,ﬁ-ﬂg'ﬂn'ﬁn:_ﬂf T—
b R i i et = l'Elﬁﬂ"l' ﬂ':ﬂ’u'l‘.'l.-i‘-l'.p 0T W o TN, SEachy:
Mark all fiat oply. X m_ ]

Bb. Which forms, besides tis form and the log forms, were newly completed for this interdm vist? Mak Wame™ or aff iiat 3o

I:‘ None I:‘ Pelvic Exam

(M Ring Callesion and Inseson L] 571 Test Resuis
|:| Phamacokinebcs |:| HIV Resuits
Specimen Storage D Physical Exam
D Safety Laboratory Fesults D oiher, specify:

fiem 7 for Day 35F inal Climic Visk or sarly Brmination visiE. Foral other visis, and of ipm

T. Was an in-depth nierview completed? I:[_}'i:‘s Ij m




UTN 027 S to-3d Ring Coffection and inseition (RCH

N AREEE vstoode [0 [6].[2

(MTM 027) DF/Met 027 RCI135)
Parlicipant ID Yisit Dak
XIXIXHX | X [ X |[XX X 213||M|A|Y]||1]5
Site amaber Particioant Aimber ik def A W

Ring Collection and Insertion

1 Did the participant have a ring in place Ves m M
at the start of the wisit? i yas, go lo ftem 2
fa. Wihen wasthe ring lastin place? | 2 |2 MlAlYl21]15] or I:l Nt appkcatie
o A I fring Mot in place since fast vistl
2 | Murnber of used rings collected: [] wone [X] 7 —W i1 gotoitem 3.

2a. fnone, specity reason:

3 | Mumber of new rings dispensedto [] wone K] 7 —W i1 gotoitemd.

participant:

3a. Reazonring not dispensed: paticinant on ainical okt
paicipant has been pamanantly disconbinued fom progiict
Padicipant dachined study g, specif
gany bammination

Day 28 dings removal Visit

Other, specify:
End of form.

4 | Wiasanew ring inserted atthisvist?  [K] ¥es [] #o —m ifno. go to item 5

da. Time new ring wasinserted: 113 1:| 2| O (2e-hovrciock)
b I
dh. Wihoinserted the new ring? [ rPaticoant [N Study staf
5 | Wasanng in place atthe end of the ves [] Mo
sit? ED- if yas, and of fornt,

5a. Reasonringnotinplace stend [ particiosnt dectined fto have mng inserted
oyt [ padticipant haa to leave before ring coud be inseded

L] omher, spacity

THD Z8APRIS |
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Scenario 3b-

MTN 027 Specimen Storage {SS)
| BRI 1T HI R vistcote [0 6] [
(MTH 027) DF/Met 027 55 (149)
Parlicipant ID hitial Specimen Collection Dak
XIX|XHX [ XXX | X [HX 2| 3|IM|A|Y]|| 1] 5
Site Mimber Participa it Mimber i i A W
Specimen Storage
N doned Alternate Collection Date
Mot collected i ki ] stred  notshoed
KI 1. Maginal smear for gram stain D |
Hogsaon ot sored
et Alternate Collection Date
[
Not colleciad il il 28 stored ot stared
@ 2. CQuartitative vaginal culture |:| | |
Hogmon nat shompd
e Alternate Collection Date
Not colleciad i BN i stored Aot stored
@ 3. aginal swab for biormarkers: D | |
3a. Was blood visible on e £ e
the siah? 1 0O
e Alternate Collection Date
Not tollaied o i ] stred aotstorad
E 4. Cervical cytobrush D
Hogson nol storad
; Collection Time
it Alternate Collection Date Pa-hour cloek)
Not coletiad i L " o i stored ot stored
D 5. Usedwvaginal ring 1133 0 m
Hogsan nol siorad

Comments:

Yersion 1.0, 01-APR-156
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UTN 027 " e Adverse Experience Log (AE)

Niofe: Mumber pages saqueniaty
I I I I I I I I I 1, €2 03 fir eachpanideare. 29T | 0] 1

(MTHN 027) DF/Met 027 AE [460]
Parlicipant ID Dak AE Reporbed to Sik
wlv|wlH v o v wvlvH v 22 |[mlaiy||1]5
Site M Partiopa it Abimber otk def A W

Adverse Experience Log

1 | Adverse Experience (AE) Sscord diagrosis fir Emgish! if availabls. incledk amatomical location, If apolialils

Pelvic Discomfort
2 | oneet date 212 IMlAalYll1] 5 3 5’[ tihich wisit wasthis AE ol 6 1 | imsais
firg reported? .
o A N
4 | Severity K] Grade T—miw [ Gmde 3—severe [ Grade 5—geatn
[ Grade 2—maderate O] Grmae 4—patentialy Fe-threatening

5 | Relationshipto study product K] reiate [ notreisteq  Recordratisnats or aitarnative stisiogy it Conmmants.

6 | Studyproduct administraion  [X] noctange [ hewr [ Aoraret )y

7 | Status or Outcorne of AE [[] contruing
P — Ta. Status!Outcome Date (Leawe dek i fom 7 s
[¥] resated “Condimng” or ‘onduing & end of st pariipedon 7
[ deatt — |23 |[M|A|Y]|[1]5
I:l severtydrequancy fncreased e N vy
freport as newr A £} AE paga #
o o If savartyFaguans v fMoraasad,
[ commuing at end of stugy participation reci B A D F
g | Treatrment fone [ ﬁwf’g?@?;@ﬁ“ [] medicationfs}
i ) spiadization
Mank "none” or & Hhat oo ffrone, go ta itam 8. e iRemart o G
[ proceduressugery [ other specity
Coimmer® e CoTnTr erf Befoir
9 | Isthis an SAE according to ICH guidelines? |:| as E Fele)
Has ar will this AE be reparted .
10 asan EAE? I:l s fa
11 | Was this AE a worsening of a pre-exiging condition”? [ yes [x] m
Corrrments:
Temporal relationship -
discomfort abated once
removed,
Yersion 10, 01-APR-15 jmb-23may13
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SCENARIO 3d
MTN 027

Ring Adterenice (RA)
.|

| A1 BRI 01N vitcose [0]7].[0
(MTM 027) DR/Net 027 RA [170]
Par ticipant ID Yisit Dak
w| wlw|- e v wv|| v 2| 9|[Mja [Y]1]5
Site Mbiber Partisant fkmber e def e W

Ring Adherence

corrpleted far this participant?

1 Date and visit code this form was lagt

Y|I1]5
b

A
hE

Yisit Code

212
o

M

2 | Sncethisforn waslast completed,
has the ring heen out at any time?

2a. How rrany times total has the

nng been out?

R wes [ o —m= ifno, endof form.

If 6 or niore, add Coniment after compleing

I Hens 34-Fe.

0|1

3 | Foreach indance the vaginal ring was out, cormplete the information below on when the ring was out, how long it was out, and why i
mas out? Ring removals due to scheduled pelvic exams should nat be recarded an thisform.

Date ring out Duration ring was out Removall | Ifother, specify-
- Expulsion
gt dfant et Mo (R
gy ay's 5 minites L
= 12| 2|[M AlY ||z [5] |[olo] [213] |2]5]] [2]0
3h.
3o
3d.
Je.

4 | Hasthe vaginal ring stayed in place
for at least the pagt & hours prior to
this wat?

0 rves (R o —me ifno. specify detaifs in the Comments section.

Comments:

pa/tuccpa/nr remnvedfﬂw ring du&t&pdywmmfoft onw22 magy

ﬂwrmgmt&ﬂwohm&wwbag/

Yersion 1.0, 01-APR-156
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IIIIIIIII visitCode | O 8] |0

(MTH 027) DF/Met 027 FW's (121)
Parlicipant ID Yisit Dak
[e[eHele e Tl Hx OTT][TTUTN|[IT5]
Site Aamtier Participant Mimber e gl R, W

Follow-up Visit Summary

1. Gince the last vist, hasthe paricpant taken HIY medication s E' a0
for pogtexposure prophylaxis (PEP) against HIWY if yes, racord on Conconvitant Medications Log,
complale Prodict HoldDiscontinuation Log.

2. Bincethe last vist, hasthe partidpant used oral or topical ngS Kl no—me If 0o, go lo item 3
medicine for pre-exposure prophylas (PrEF) againg HIWY
aal fopéca! Dot

2a. Wias oral or topical PrEP used? 1 — Record on Conconmitant Medicalions Log,
B [l L LI ™= complate Product Hold/Discortinuation L og.

Mot donel
Mot colleched L Hd MHM o]
3. hCGior pregnancy [x}—= Gotoitem4 Collection Date

[] nagatie  [] positiie—mm if positive. compiele the Pragnancy Repert and
History Conplete Chinical Product Hold!
Discontinuation Log. if appficalre.

4. Were any new Adverse Experience Logs cornpleted for this visit? Kl s I:I a9

5. Were any new Clinical Produd Hold/Discontinuation Logs s o
corrpleted for this visit? Llyes Kl
6. Iz thisaninterim wsit? [ res K] no————m= ifno. go to statement above item 7.
el of prodict o

£a. Peason for interm st AL oot or fallawegn dged new piodiict ather speciy:

Mk alt that appdy [] L] ]

&h. Which forms, besides thisform and the log forms, were newly cormpleted for this interirm wist? Ak Wane” or alf that anoly

|:| Mone D Pelvic Exarn

I:' Ring Collection and Insertion D 2Tl Teg Results
[] Pharmaco kinetics L] Hiv Resutts
D Specimen Sorage D Physical Exam

D oafety Laboratory Results D other, spedfy:




UTN 027

Paivic Exam (PE)

IIIIIIIII visitCode | O 8| |O
(MTHN 027) DF/Met 027 PE [138)
Scenario- 4
Parlicipant ID Yisit Dak
x| M- x| M e |H{x o| 1| 71 U N[ 2|5
Site M Partiopa it Abimber otk ddf A W
Pelvic Exam
1 | Vaginalph: [] st gone 3 A £\ if> 4.5 mark Positive — || Fositie
2 | Pelvicexamassessment: |E.ﬂff!dme [X] Atnomat fingings [] Mo abnormal findings —m= End of form.
£ of form.
2a. Ahnomnal findings. AMark alf that ao040
VYULVAR VAGINAL CERVYICAL GENERAL/OTHER
[ vavarccema [ waginat coema [ cenvicat edema anaior [ oaor firaginay
friabiity
[ vevarenthema [x] 1aginal enthema [ cenvicat enthema [0 congvioma specity bacation:
[ vevarcash [ vagina! masses (oims [ cenvicat masses potyps,
musmas, pessie malgnanc momas, pessie malgnanci
[0 vavartendemess | [ Vagina! abmsionsor [0 cenvicat motion tengerness | [ Adneral masses (based on
geamtions bimanual axany not pragrancy o
infectionralated)
[ sathainsorsienes | [ Vagina! tendemess [ cenvicat aischarge [ otedine masses passdon
g abrormalty Himanual sxam)
Abnormal Vaging! discharge [0 ctedne tengemess
ng madl:elm.!‘e a ngg [ Agnerat tendemess
Yulvar lesions Vaginal lesions Cervical lesions |:| Chsansed biood or bieading,
describa:
[0 wicer O oseer [ oeer
[ sister [ sister [ sister
[ sustue [0 Austue 0 Austue
[ Feeing [0 eecing [0 eecing
[ ccommasis [ zccrymosis [ cctymosis
I:l 2h. Other abnormal findings, specify include anatormical location?):

Complela or update Pra-axisting Condifions or Advarse Experiance Log,. as appiicatia.

3a. AELogpage #s): Line o any dndsed bayes.

0|0 |1

3 | Are anynew pelcfinding AEsreported at this wist?  [x] ¥es [ vo —mm Endofform.

Yersion 1.0, 01-APR-156
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UTN 027 Pefiic Exam Rimg Assessment (PER)

| BRI RI T vstoose [0] 8], [0

(MTH 027) DF/Met 027 PER [168]
Scenario-4a
Participant ID Exam Date
N D |0 ] x ol 1|l |ulnv ||1 | 5
Site Nimber Particant Mimber otk i A W

Pelvic Exam Ring Assessment

1 Wiss the vaginal ring presert in the m ¥as |:| Mo —me- {f 100, G o Hem 3.
vagina at the start of the exam?

2 | WMasthe vaginal ring rermoved during m ¥as |:| Mo —me- {110, end of fornt
the exam?

2a. ff yes, how long was the waginal
ring rermaved fromthe vagina?

olo | Aours | 1 |0 | Mnutes

3 | Vs the vaginal ring rinsed prior to El Yo |;| Mo [] Notreinserted
reinsertion? B f yas of no, end of form.

3a. ohecify reason ring not reinserted:

JMB 01JUN15

Yersion 1.0, 01-APR-156
o ranOa




MTN 027 Ring Adherenice (RA)
RN S S S ——

| B 01 I R wstoose [0]8 ][0

(MTH 027) DF/Met 027 RA (170)
Scenario-4a
Parlicipant ID Yisit Dak
X [x[xHxTx[x]xx Hx ol 1|7 Tulwn|[ 115
Site Mimber Participa it Mimber e i A W

Ring Adherence

1 Date and visit code this form was lagt 213 1IM]| AY 1l5 Visitcode | O 7 0
corrpleted far this participant? *

ag Aduang Vi

2 | Sincethisformwaslastcompleted,  [] res [ No —W ifne endof form.
has the ring heen out at any time?

2a. How rany times tatal has the - f; bor gl‘;i add Comment after compleling
HEms 5

nng been out?

3 | Foreach indance the vaginal ring was out, cormplete the information below on when the ring was out, how long it was out, and why it
mas out? Ring removals due to scheduled pelvic exams should nat be recarded an thisform.

Date ring out Duration ring was out Removall | Ifother, specify-
A MMMy days hours inaes | EXRUISION
Ccode
3a.
3h,
3o,
3d,
3e.

4 | Hasthe vaginal ring stayed in place |:| Yo |:| Mo —e {f 2. spacify defails in the Commertts section.
for at least the pagt & hours prior to
this wat?

Comments:

JMB 01JUN15

Yersion 1.0, 01-APR-156
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Niofe: Mumber pages sequeniaty
I I I I I I I I I 0102 03 o sachpartiioare. P02 H | O |1

(MTM 027) DR/Net 027 AE [4ED)
Scenario-4a
Participant ID Dake AE Reported to Sike
X K [ x]Hx [x] x| x[x|{x ol 1ll 7] Wnll1] s
Site Mamber Partiofea rt Mimber Ot def A W

Adverse Experience Log

1 | Adverse Experience (AE) Sscord diagrosis fir Emgish! if availabls incledk amatomical location, If apolialis

Vaginal

OlIli lwlnil1!l 5 3 At which visit wasthis AE i
2 | Onset date |/ fird repoctst? 0| 8| |0| vitade

o A W
4 | Severity [ Grade T—mit [ Gmde 3—severe [ Grade 5—ageath
[} Grade 2—maderate O] Grmake 4—patentialy Fe-threatening

5 | Relationshipto study product e retaten [ notreisteq  Recordratisnats or aitarnative stisiogy it Conmmants.

6 | Studyprodudt adrinistration [ noctange [ hewr [ Aoranet )y

7 | Status or Outcorne of AE [ X continuing
P — Ta. Status!Outcome Date (Leswe Mk i fom 7 s
[] resated “condiing” or onduing & snd of st periipedon 7
[] death I
I:l severtydrequancy increased agf A Wl
{repert as new A £ AE page #
o o If savartyFaguans v fMoraasad,
[ commuing at end of stugy participation ol e AL D F
8 | Treatrment none | ﬁwf’g?@?;@ﬁ“ [] medicationfs}
bt 5 ) spitaiization
Mank "none” or & Hhat oo ifore, go ta itam 8. P iRemart o G
[ proceduressurgery [] other specity
Coimrimerd e ComnTr erf Befoir
g | Isthis an SAE according to IGH guidelines? |:| as E Fele)
Has ar will this AE be reparted
e asan EAE? I:l Jes E T
11 | Was this AE a worsening of a pre-exigting condition”? [ yes [} o
Corments:

Temporal ralationship and
biologically plawsible




|1 aaEnml | N visitcode | 0| 8|1 |

(MTN 027) DFMet 027 FVS (121)
Participant ID - Visit Date
Scenario 4o
X X [ XX [ XXX XA X [O[4]|JIU N[ 1] 5]
Sie Mumber Particiart Msmber it i MM ¥¥

Follow-up Visit Summary

1. Sincs the last visit, has the participant taken HIV medicaion yes @ng
for post-expozure prophylaxs (PEP) against HIV? & ifyes, record on Concomitant Madications Log
complete Proguct Hold'DNscontinuation Log

2. Since the last vigit, has the participant used oral or topical |:| yes E no—= If no, go o item 3.
medicine for pre-sxposure prophyiaxes (PrEP) agamnst HIV? :

oaal  lopical both

i i - Record on Concomitant Medications L
2a. Was oral or topical PrEP uzed? |:|l 'Ijl D - complete Product Hokd/Discontimation L og.
ol Collcied E: Ll
3. RCG for pregnancy K cotoitem4 Collection Date | | | | | | | | | |

[ ] negative [ ] posisive—= If positive, complete the Pr?'r FH%WW

s tory. Complete Climical
Discortinuation Log, if appiicabie.

4 Were any neW Adverse Experience Loge completed for this wisit? Iﬂ_ﬂi‘s |:| m

5. Were any new Cinical Product Hold/Discontinuation Logs G o
completed for this visit? IE‘PE I:l

6. Is this an inierim weit? X es [ Ifno, go to statement above item 7.
retum of progi or -
PR S —— AL repot ov folow-up - nead nely pro gt othar, speaiy.
Mark all that apply. X ]

Bb. Which forms, besides this form and the log forms, were newly completed for this interim visit? Madk Mome™ or alf Sial o0y

D MNone E Pelvic Exam

E] Ring Collection and Inserton I:| ST Test Results
lﬁ Pharmacokinetics I:| HIV Resuits
R] Specimen Siorage D Physical Exam

|:| Safety Laboratory Results |:| other, specify:




| 111 RN veitcode [0] 8] [
(MTM 027) DF/Met 027 FE [138]
Parlicipant ID Yisit Dake
X X| XXX XXX [HX O|4|lJ |[UIN]] 1| 5
Site hrmber Partica it iimber e il Mg e
Pelvic Exam
1 | Vaginalph: [X st gone g if= 4.5 mark Positive —= [ | Positive

Endf of foem.

2 | Pelvicexamassessment: |E.ﬂff!dme [R Atnomat fingings  [] Mo abnormal findings —m- End of form.

2a. Ahnomnal findings. Aark alf that ao040

VYULVAR VAGINAL CERYICAL GENERAL/OTHER
[ vevarccema [ waginat coema [ cenvicat edema anaior [ oaor firaginay
friabiity
[ vevarenthema X 1aginal enthema [0 cenvicat enthema [0 congvioma specity bacation:
[ vevarcash [ vagina! masses (oims [0 cenvicat masses fpotyps,
momas, pessie malgnanc momas, pessie malgnanci
[0 vavartendemess | [ Vagina! abmsionsor [0 cenvicat motion tendermess | [ Adneral masses (based on
geambions bimanual axany not pragrancy o
infectionralated)
[ sathainsorsienes | [ Vaging! tendemess [ cenvicat aischarge [ ttedine masses pasedon
g abrormalty Himanual sxam)
Abnormal Vaging! discharge [0 ctedne tengemess
ng madl:elm.!‘e a ngg [ Adnerat tendemess
Yulvar lesions Vaginal lesions Cervical lesions |:| Chsansad biood or bizading,
describa:
[0 wier O omeer [0 oeer
[ sister [ sister [ sister
[ custue 0 Austue 0 Austue
[ Feeiing [0 eecing [ eecing
[0 cconmasis [ cctymosis [ ccrymosis
I:l 2h. Other abnormal findings, specify include anatormical location):

Complela or udata Pra-axisting Condifions or Advarse Experiance Log,. as appiicatia.

3 | Are anynew pelcfinding AEsreported at this wist?  [T] ¥es [X] vo —m Endof form.

3a. AELogpage #s): Line froggh any ddsed bayes.

0|02




HEIEEEE IR visitcode [0 | 8|

(T 027) DFiMet 027 RCI(135)

Scenario-4c
Parlicipant ID Yisit Dake
XXX HX | X[ X[ XX []|X ol4||J|[UIN||1
Site Mimder Partiofpant Mamber Cife el A
Ring Collection and Insertion
1 Did the participant have a ring in place Ves |:| Mlen
at the start of the wisit? if yes, go to ftem 2
1a. When wasthe ring last in place? OR I:l Mot apphcable
P A I fring ot in place since fast vistl

2 | Murnber of used rings collected:

2a. fnone, specity reason:

[] wone [X] ¢ —W i1 gotoitem 3.

3 | Murnber of newrrings dispensedto
participant:

3a. Reazonring not dispensad:

K] fwone [] 7 — i1 7gotodem 4.

padicipant on dinical howd
paticipant has been pemanantly disconbinued fom progdt
Padicipant dachined study g, specif

gary tamination
Day 28 fing removal Visit
Other, specify:

End of fori.

4 | WMas a new ring inserted at this wist ?

da. Tirme new ring wasinserted:

dh. Wihoinserted the new ring?

[] ves [] no—m ffno goloitam 5

F2d-hour chack)

Ffr foiT]
[ Fatigozat [] Stugystaf

5 | Wasanng in place at the end of the
sit?

Sa. Reasonringnotin place at end
of wiat:

ves [] Mo
L if yas, end of form.

[ panticiant declined to have ring insertad
(] particicant fa to feave before ding coukt be insedted

[ oher, spacity




Yisit Code

(MTH 027) DF/het 027 55 [149)
Scenario 4c
Parlicipant ID hitial Specimen Collection Dak
= = ol4||J|w|lnd|1 |5
Site Mimber Participa it Mimber Chf i A W
Specimen Storage
intoned Alternate Collection Date
Mot collected g ki 1] stved  notstord
E 1. Maginal smear for gram stain D |
Hogsaon ot sorad
e Alternate Collection Date
[
Mot collecied o il i stomd  at stored
|X__| 2. CQuartitative vaginal culture |:| | |
Hogmon nat shompd
B Alternate Collection Date
Mot collecied o i i stored ot stored
E‘ 3. aginal swab for biomarkers: D | |
3a. Wias blood visible on JES B ReeTn v
the sah? 1 0O
B Alternate Collection Date
Not tollaied o i ] stred aotstorod
E‘ 4. Cervical cytobrush D
Hogson nol storad

Mot dones
Mot colleced

] s

Collection Time

stored aot stored

Used vaginal ring

Alternate Collection Date Ed-hour clock)
dd MMM ¥ b mm
1]o|:[1]>5
Feasan mot stanad

:




MTN 027 Priarmacokinetics Specimens—Days 1,2 3, 7, 14, 21, 29, 30, 31 35 (PKD)

|
| Rl BRI 1 R visitcode |0 |8 1

(MTM 027) DR/Net 027 PRD [164]
Parlicipant ID Specmen Collection Dake
XIXIXHX [ X[ X|X[X[{X o4 ||J |UN|1|5
Site Mimder Partiofpant Mamber Cife el A N
Phammacokinetics Specimens—Days 1,2, 3,7, 14, 21, 29, 30, 31, 35
Start Date Stop Dake i
1. Last menstrual period: OR GHQDQ
Nane
ol MMM T ol MMk 1
Notdonel! | Specimen Mot
Mot collected Sored | Slored | I nof stored, spedify:
[T |2 Singletime-point blood k1 | O
dram:
Mot Vias biood visble oh
Horad | Stored | I not slored, specity: suab?
d 3, Hngle tirne-poirt vaginal El L] ] ves E iz
fluid for PE:
3a. Number of vaginal swabs collected: 1
Comments:

Yersion 1.0, 01-APR-156
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Niofe: Mumber pages sequeniaty
I I I I I I I I I 0102 03 o sachpariioare. P02 H | O |1
(MTHO027) DFMet 027 AE [460)
Scenario-4c
Parlicipant ID Dake AE Reporbed to Sile
X K [ x]Hx [x] x| x[x |{x ol 1ll 7] Wnll1] s
Site Wamber Partiopa it kmber O dd A W
Adverse Experience Log
1 | Adverse Experience (AE) Rscord diagrosis fir Engish! if availabls fncledk amatomical location, If apolialils
Vaginal
Ol1Ui lw!lrndl1! 5 3 At which wisit wasthis AE i
2 | Onset date ] frd repoctsd? 0| 8| |0 vitade
o A W
4 | Severity [ Grade T—miw [ Gmde 3—severe [ Grade 5—geath
[} Grade 2—maderate O] Grmae 4—patentialy Fe-threatening
5 | Relationshipto study product e reiaton [ notreisted  Recordratisnats or aitarnative stisiogy it Conmmants.
6 | Studyprodudt adrinistraion [ noctange [ hekr [ Soranet )y
7 | Status or Outcorne of AE =—rmamiuing
jmbr O%junds Ta. Status/Outcorne Date (feave dank i fom 7 is
[] resafed “Condimeing” or ‘onduing & snd of st pariipedon 7
- -
. D EaA ——= (0 | 4 J | W nl|5 {;u}jw5
jmb- 0% verdviFequancy increased i A Wy
{repert as new A £ AE page #
o e If savartyFaguans v fMoraasad,
[ commuing at end of stugy participation o e A e F o] 2
8 | Trestrrent e d ﬁ ngﬁb";_ﬂed [ medications! jmb- 04 jund
e : spiadization
Mank "none” or & Hhat oo i rome, go ta itam 8 g iRemart o G
[ proceduressugey [ other specity
Coimmerd e ComnTr erf Befoir
g | Isthis an SAE according to IGH guidelines? |:| as E Fele)
Has ar will this AE be reparted
i asan EAE? I:l ¥ E i
11 | Was this AE a worsening of a pre-exiging condition”? [ yes [} o

Cormments:

Temporal ralationship and

biologically plawsible




UTN 027 Adverse Experiance Log (AE)

Niofe: Mumber pages sequeniaty
IIII I III I {01, 02 03 for sachpanivoare. P92 H |0 | 2

(MTN 027) DFiNet 027 AE [460)
Scenario4c
Par ticipant ID Dake AE Reported to Sike
XIXIXHX | X X|X|XH{X o| 4||j |w|r]|f2 |5
Site Mimber Participa it Mimber i i A W

Adverse Experience Log

1 | Adverse Experience (AE) Rscord diagrosis fir Emgish! if availabls. incledk amatomical location, If apolialils

Vaginal erythema

5 | Onest date ol llJIUN]|TI] S5 3 5’[ which wisit wasthis AE ol 8 [T 1 vsteoee
firg reported? .
o A W
4 | Severity [ Grade T—mit W Grmae —severe [ Grade 5—geatn
[ Grade 2—maderate O] Grmae 4—patentialy Fe-threatening

5 | Relationshipto study product E redatad [ notretsteq  Recordratisnats or aitarnative stisiogy it Conmmants.

6 | Studyproduc adinistration ~ [] nochange W nel [ Geren® [ wA

T | Status or Cutcome of AE E confmLing
A Ta. Status!Outcome Date (Leswe Sk i fom 7 s
[] resated “Condimng” oF ‘onduing & end of st periipedon 7
[] death I
I:l severtydrequancy increased i M vy
freport as newr A £} AE pags #
o i If savartyFaguans v foraasad,
[ commuing at end of study participation e B A D F
g | Treatrment fone | ﬁwf’g?@?;@ﬁ“ [] medicationfs}
. ) spitaiization
Mank "none” or & Hhat oo ifome, go ta itam 8 ey iRemart o G
[ proceduressugery [ other specity
Coimrmier® e ComnTr erf Befoir
9 | Isthis an SAE according to IGH guidelines? |:| as m Fele)
Has ar will this AE be reparted
10 asan EAE? I:l Jes E fe
11 | Was this AE a worsening of a pre-exiging condition”? [ yes R ag

Cormments:

TMB O4TUN1S
Sl nifasae

Yersion 1.0, 01-APR-156




Niofe: Mumber pages sequeniaty
I I I I I I I I I {0, 02, 03 for sachpartioane. T 98 ¥ 0|1
(MTM 027) DF/Net 027 PH 410
Parlicipant ID
W x| X | X M| x| X
Site Mwmber Particd it Mmber Off
Clinical Product Hold/Discontinuation Log
1. Date and visit code when study product dd b bt Wy Visit cod
hold was intiated:
ol 4 [rluln[2]5] |0[8][1
2. Whyis gudy product being held? 4
Wk only one per page I:I postive HIY test result 510 2]
E adwerse experience . ) AL Loy page #
I:l pregnancy
I:I use of prohibited medications —e Record on Concomitant
: Medications Log CRF.
I:I breagtfeeding
I:I repart of PEP use far HIY exposure
I:I repaort of FrEP use far HIW exposure
I:I other, speafy:
3. Date of last study produd use: dd B bl y
ol#| [F{uln][1]5
4. Wasthe patticipant instructed to resurme study product usa? s o -
|:| yes - Dale:
D no—hold cortinuing for another reason ——e-  Date:
D no—eay termination pe- Dale:
D no—hold cortinuing at
the Day 28 vist e Dale:
D no—penmnanently discontinued  ————pane-  Dialte:

Comments:




MTN 027 Pharmacokinetics Specimens—Day 28 (PKS)

RANIREE R vitcoe [ 0[]0

(MTN 027) DF/Net 027 PKS (162)
Participant ID Specimen Collection Date
XXX X XXX 3] Iv[e][ 9]
Site Number Participant Number Chk ad MMM Yy
Pharmacokinetics Specimens—Day 28
Start Date Stop Date ongoing
1. Last menstrual period:
T O vld e Lt ]DVUB[E] = O
dd MMM vy dd MMM yy
Notdone/ | Specimen Not
Not collected Stored | Stored | If not stored, specify:
Blood
[] 2. 0-hour blood draw: M []
[] 3. 1-hour blood draw: X L]
[] 4. 2-hour blood draw: H []
[] 5. 4-hour blood draw: by []
[] 6. 6-hour blood draw: E ]
Vaginal Fluid Not Was blood visible on
Stored | Stored | If not stored, specify: swab?
D 7. 0-hour vaginal fluid for PK: X D D Yes No
D 8. 1-hour vaginal fluid for PK: [X] D Yes D No
[] 9. 2-hour vaginal fluid for PK: [X] L] X ves [ No
D 10. 4-hour vaginal fluid for PK: E D I:l Yes No
D 11. 6-hour vaginal fluid for PK: M D L] Yes E No
Other
[] | 12 Rectalfluid for PK: X | O
[] 13. Cervical biopsy for PK: m []
[] 14. Cervical biopsy for PD: m []
Comments: paon ge1s Solunan used kv St bitedung doving Lispsy.
Version 1.0, 01-APR-15 A 11315
Sfaff Inffials/Data




MTN 027 Ring Collection and Insertion (RCI)

| BT 11T HRE vsitcode [0]4].[0]

(MTN 027) DFINet 027 RCI (135)

Participant ID Visit Date

XXX XX AKX AARMEINE:

Site Number Participant Number Chk MMM ¥y

Ring Collection and Insertion

1 Did the participant have a ring in place Yes D No

at the start of the visit? If yes, go to item 2.

1a. When was the ring last in place? ‘ ‘ H | ‘ H ‘ I or [] Notapplicable
dd Mhin W (ring not in place since last visit)

2 Number of used rings collected: D None 1 —® If“1," go to item 3.

2a. If none, specify reason:

3 Number of new rings dispensed to None [ ] 1 —®= If“1,” go to item 4.
participant:
Ja. Reason ring not dispensed: participant on clinical hold
participant has been permanently discontinued from product

participant declined study ring, specify:

early termination

Day 28 ring removal visit

Other, specify:
End of form.

4 Was a new ring inserted at this visit? [ ] Yes [ ] No —®= Ifno, go to item 5.

4a. Time new ring was inserted: D:l . I:D (24-hour clock)
mm

hh
4b. Who inserted the new ring? I:I Participant I:l Study staff
5 Was a ring in place at the end of the Yes D No
visit?

If yes, end of form.
5a. Reason ring not in place at end D participant declined fo have ring inserted

BEVISIE I:l participant had to leave before ring could be inserted

[] Other, specify:

Version 1.0, 01-APR-15 A1 113 9
Staff Initials/Data




MTN 027 Specimen Storage (SS)

| BT HIRID vsitcode [0 ]9] [ 0]

(MTN 027) DFiNet 027 $5(149)
Participant ID Initial Specimen Collection Date
Site Number Participant Number Chk dd MMM yy
Specimen Storage
Not tionel Alternate Collection Date
Not collected oe o yy stored  not stored

D 1. Vaginal smear for gram stain ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ M EI
Reason not stored

Alternate Collection Date
Not done/
Not collected o - yT | stored  not stored

|:| 2. Quantitative vaginal culture | ‘ H ‘ ‘ H

Reason not stored J

Alternate Collection Date
Not done/ dd MMM

Not collected ¥y stored  not stored

D 3. Vaginal swab for biomarkers: | ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ | E
yes no Reason not stored

Ja. Was blood visible on
the swab? D D

Alternate Collection Date
Not done/ dd MMM

Not collected vy stored  not stored

D 4. Cervical cytobrush | ‘ H ‘ ‘ H ‘ | B P
Reason not stored

Collection Time

Alternate Collection Date {24-hour clock)
Not done/ dd MMM f

Not collected stored  not stored

hh mm
D 5. Used vaginal ring ‘ ‘ ‘ ‘ ‘ | ‘ | ‘ ‘ | 0‘ qH q‘ 5‘ B ?
Reason not stored

Comments:

Version 1.0, 01-APR-15 A~ IS

Staff Initials/Date




MTN 027 Adverse Experience Log (AE)

Note: Number pages sequentially
I I l I I l I I I (01, 02, 03) for each participant. £ 398 # nn

(MTN 027) DF/Net 027 AE (460)
Participant ID Date AE Reported to Site
[ XX [X* HX[X[% % [ X[{x] o/ 5[s[E[P][y[5]
Site Number Participant Number Chk dd MMM Yy

Adverse Experience Log

1 | Adverse Experience (AE) Record diagnosis (in English) if available. Include anatomical lacation, if applicable

Ineveosed AST resvif
2 | Onset date ‘0 |7_H 5‘ E-‘ PH } ‘5‘ 3 | Atwhich visit was this AE EIE] E st G

first reported?
dd N VY
4 | Severity D Grade f—mild @ Grade 3—severe D Grade 5—death
D Grade 2—moderate |:| Grade 4—potentially life-threatening
5 | Relationship to study product |:| related E not refated  Record rationale or alternative etiology in Comments.
i g : ermanent|
6 | Study product administration [ ] nochange [ ] held [] gfsconn'nueg N/A
7 | Status or Outcome of AE D continuing
T 7a. Status/Outcome Date (Leave blank if item 7 is
|:| resolved “continuing™ or “continuing at end of study participation.”)
L) it — L] [ L] ]
] seventy/frequency increased dd MMM Yy
(report as new AE)
" - . " AE page #
. : severity/frequency increased,
[>¢] continuing at end of study participation focond 50 new AE gage D:I
8 | Treatment %]’none ] Eew/pr?!or;ged medication(s)
Mark “none” or all that apply. ; ospitalization Report on CM)
4 If none, go to item 3. Comment befow. {
D procedure/surgery D other, specify
Comment below. Comment below.
9 | Is this an SAE according to ICH guidelines? L] yes no
Has or will this AE be reported
10
as an EAE? D i "
11 | Was this AE a worsening of a pre-existing condition? D yes Z] no
Comments:

Version 1.0, 01-APR-15 qA/ ‘”% lg



MTN 027 Adverse Experience Log (AE)

Note: Number pages sequentially
I I l I I l I I I (01, 02, 03) for each participant. £ 398 # nn

(MTN 027) DF/Net 027 AE (460)
Participant ID Date AE Reported to Site
[ XX [X* HX[X[% % [ X[{x] o/ 5[s[E[P][y[5]
Site Number Participant Number Chk dd MMM Yy

Adverse Experience Log

1 | Adverse Experience (AE) Record diagnosis (in English) if available. Include anatomical lacation, if applicable

Ineveosed ALTyesvif
2 | Onset date ‘0 |7_H 5‘ E-‘ PH } ‘5‘ 3 | Atwhich visit was this AE EIE] E st G

first reported?
dd N VY
4 | Severity D Grade f—mild @ Grade 3—severe D Grade 5—death
D Grade 2—moderate |:| Grade 4—potentially life-threatening
5 | Relationship to study product |:| related E not refated  Record rationale or alternative etiology in Comments.
i g : ermanent|
6 | Study product administration [ ] nochange [ ] held [] gfsconn'nueg N/A
7 | Status or Outcome of AE D continuing
T 7a. Status/Outcome Date (Leave blank if item 7 is
|:| resolved “continuing™ or “continuing at end of study participation.”)
L) it — L] [ L] ]
] seventy/frequency increased dd MMM Yy
(report as new AE)
" - . " AE page #
. : severity/frequency increased,
[>¢] continuing at end of study participation focond 50 new AE gage D:I
8 | Treatment %]’none ] Eew/pr?!or;ged medication(s)
Mark “none” or all that apply. ; ospitalization Report on CM)
4 If none, go to item 3. Comment befow. {
D procedure/surgery D other, specify
Comment below. Comment below.
9 | Is this an SAE according to ICH guidelines? L] yes no
Has or will this AE be reported
10
as an EAE? D i "
11 | Was this AE a worsening of a pre-existing condition? D yes Z] no
Comments:

Version 1.0, 01-APR-15 qA/ ‘”% lg





