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[0 [ Ifno.endof fom.

Diid the participant have access to a vaginal iing during the past month?

2

How many fimes in the past month has the pariicipant had the vaginal ring out
n total? ED fimas — e If 00, end of fom.

3

How many of these times was the vaginal ring out for more than 12 hours
continuously?

I:Ij fimas ——pe 00, go o f2m 5.

4

In the past month, what iz the longest number of daye in a row the vaginal ring D:[
& out? days

5

D 5h. Other reason ring removed by participant or clinician, specify:

I:l 5i.  Other reason ring came out on its own, specify:

In the past month, why was the vaginal ring out? Racord alf codes hal aoply. See baak of famm far coge isng.
Reason Code

59
If there s areason that is not represented in the Reason Code list, mark @em 5h or 5§ as applicable, and recond thereason
on the adjacent specify iines. Otherwise, leave items 5h and 5i biank.

Form instructions:

) Item 4 text “in the past month”
added to clarify that the longest
number of days in a row the
vaginal ring has been out applies
to the past month only
(maximum 31 days).

) The previous Item 5 response
boxes have been replaced with
Reason Code boxes.

ASPIRE

A Study to Prevent Infection
with a Ring for Extended Use
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Updated Ring Adherence (RA-1) CRF

Version 1.0 — 30Jull3

Purpose:  This form is used to document e paricipant's setf-reported study ing use during follow-up. - -

General  Complerte this fom at each monihly, quartedy and semi-annual follow-up visits, as well as he Product Use End Visit (PUEV), and at an Form InStruCtIonS:
Information/  early termination visit, as appiicakle. Complet at these visits even if the paricipant has keen on product hold or has been pemanendly
Instructions:  disconfirued from Arg use.

Al items on this fom refer to fing access and use duing he past month only. regardess of whether or not the particpant missed her last
monthly visit. R . .
e s J General information/Instructions, Items 1 &

fem 1 Mark 'no”if the participant did not have a Fing in her possession during the past month. Mark “yes” if te padticipant had access b a

s s e s dpred e it o s v 2 updated to clarify intent of questions

example, a participant is dispensed a ring at her Month 1 Visit. She misses her Month 2 Vist, bt retums for her Month 3 Visit. At her
Month 3 Visit, mask “ye=" since the participant had in her possession for the past month the Ang that was dispensed ather Month 1 Visit

Ring Adherence (RA-1)

fem2:  The purpose of this queston is to capture al instances in the past month when the ing was expelied, orwas removed cher than at
regularly scheduled study visits. Do not count instances when the ring was removed at a regulady scheduled visit to insert a rew ring.

femd:  When determining fhe longest number of days in a row, include parfal days 3z 3 day. For example, if 3 participant raports she removed D Reason Codes added tO Item 5
the ring on a Wednesday and re-insaried it on a Fridoy, count this as 3 days (Wednesday, Thursday, Friday). This flem should be an
over-estimate raher than an exact or under-estimate. M M ' M

ftem 5: ?e{erholhelstcfMm%shm..ﬁwmwﬁhﬁemtmm:m'e:s:nﬂ-evnghdrhgw:s:md.rnglhe InStrUCtIonS Wlth bOIded Iead-ln teXt for
i1 550 ARy Col et 5. Sort g kbt o e o5 e e easy identification

itens blark. For example, if three Reason Codes apely, record the codes in flems 5a-5c and leave items 5d-5g blank.

REASONS RING REMOVED BY PARTICIPANT OR CLINICIAN
Hygienic or Physical Reasons Social or Sexual Reasons

I ] Reasons for ring removals grouped into

12| Ring placement: Didrtizel b ring was comecly placed

T T eEe new categories

o - - - 2 | Familyc Djecsons: Famiy ther by
13| RING presence: Wanisd i ook = bhe fing o see e ring wes =il in place tushe ey sex i ke e g
1 | MensesBleding: Hed or was expecing menses’ eny fype of genitel bleeding o zpofing fer ko removeisbop using e rng
16 | Cleaned ring: Removed sng io ckan 21| Friend or peer concmsInbjeclons: Frend or pes did nat
_ ez the ring ardice wared her o removeisbog using Bre ring
e e R Reason codes 10 & 14 text amended per
waginal sex witn the fing in plece

Study-related or Procedural Reasons 75| Descomfort uring sex: Tre ring fasing uncomfortsbis 2o

o Jowaim ST Data Communique #8

30 | Product hokd: Fadicipant placed on product hold; ingudes ring removals o Day 35 e Eﬁ:lrﬂﬂ"ﬂﬂn S8 The sex parines fiesling e Fing
T | Froduct permanently AISCONNUES: Paricpani pemmansnky disconinued from product

32 | Procedue R wed for clinical procedure (e g., IUCD insesfion, petvs et was B
ot conduried a1 regulary coedled bty v e cxam) Bt we 2| Nt hawng sex: Parbopantwes nol heving sex 2o she decded

e 2 Additional reasons added based on data
s bl review of site responses to date

40| Urination

Ll Bowed movement: Heving s bowel movement .

42| Sax: Fiaving sex or st nzied em 1 %
L ¢

17| Prryskcal 20y Fryaiel scivsy (sbher rar zex), mokuding Ping hesey objects
30| Body pUSION: Vies squsing or siing o canging body postion £, move o iing down i standing up)] A Study to Prevent Infection
45| Menses: Hed her memses with a Ring for Extended Use

21 | Showed ring: Remaved ring o shaw it o someans

ersion 1.0, 30-JUL-13
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Updated Ring Adherence (RA-1) CRF

Version 1.0 — 30Jull3

U Atlas Visit Packets have been updated to include new RA-1 CRF

U A separate document, “MTNO20 Ring Adherence CRF: Item 5 Reason
Code List” is available under ‘Other documents’ on Atlas as a reference
to aid staff in completing item 5.

Visit Packets and All CRFs

+ Visit Packets
+ Interviewer-administered Visit-based Packets
-1 Other Documents

. . Pa
Document: Language: =

TN-020 Ring Adherence CRF: Item 5 Reason Code
ist

CRF Printing Instructions nglish
Participant Notebook - Cover/spine English A4

U Sites can begin transitioning to this new form immediately

2013. Starting on this date, all sites are expected to use the new
version exclusively. iR B e

U The previous RA-1 CRF may continue to be used until August 12, /\SPIRE
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Ring Worries (RW-1), Item 3

NINEN 1IN | i
A1 {139}

rmcpern LT TLLTT T e T If a participant permanently
Ring Worries . .
1. :ﬁ:av;fmair?erouabou‘thavinge.vagina]mg meside of you every day for "Q'TE[W'M sa\mm‘Emea m"s"‘slilwm'w d ISCO ntl nueS from Stu dy

2. Somewomen may have womes or concemns about the vaginal ring. | am going fo ask you a senies of questions that can be answencd with

&5 or no regarding al the wories you may have today about using the vagina ring. Are you worrisd sbow. - prod uct prlor to her

23 the ring being diny?

2B the ring coming out by accident?

scheduled PUEV, complete
all items on the RW-1 CRF,

2c.  the ring not staying comectly in place?

2d.  the ring getting steck inside your body?

2e.  the ring coming out during sex?

2 the ring feeling uncomforiable or painful during sex?

29 primary sex parner of other sex parner feeling the ring during sex?

including Item 3, at the

2h.  wearing the ring during menses?

il difficulty incesting the ring?

2 difficulty remaowing the ring?

permanent discontinuation
/ visit instead of the PUEV.

T = ASPIRE

’?omplete item 3 only at PUEV or early Termination visit. = q
3. Asyou know, none of the women in this study know if they were given a ring with Dapiviring inside Dagiviiine  placebo dot know > A Study to Prevent Infection

it or & ring with placebo inside. Mow that you have finished using the study ring, | would like you to with a Ring for Extended Use
sy which ring you think you were using, Dapivirine or placebo? D q

2k the ring feeling uncomforiable or painful during normal dally activities?

2| primary sex parner or other sex partners not Bking or approving of you wearing the ring?

O oo|ooc oo/ oo oo s
O oo|ogjoyojojojajbjajfe

\

2m. & family member not iking or approving of you wearing e ring?

)

2n.  the ring causing infection, infertility or other health problems?

\

/LE

i
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AE-1/GAE-1 Log CRFs — Item 4 Rationale

O If a previously completed GAE-1/AE-1 Log CRF page is updated with new
information (for ex. a change to product relatedness or a medication taken for
the AE), review other items on the page for consistency and update as

needed.

» If AE relationship to the vaginal ring changes due to test results
confirming a diagnosis, update both Item 1 and ltem 4.

Example 1.

To resolve CQC, AE
Text (Item 1) should be
updated to specify the
STI to be consistent
with the rationale in
ltem 4.

MedDRA

Adverse Experience Log ﬁ”ﬁg@r‘] Flag/Version
1, Adverse Experience (AE} vaginal discharge-participant reported

Orcg Date

Severity

oonda

Relationship to
Study Product

Study Product

Grade 7 (Mid)
- ) ) ) ]

18/MAY/13

Grade 2 (Moderate) Grade 3 (Severe)  Grade 4 (Patentially ife-threatening)  Grade 5 (Daath)

related

ASPIRE

A Study to Prevent Infection
with a Ring for Extended Use



AE-1/GAE-1 Log CRFs — Item 4 Rationale

O If a previously completed GAE-1/AE-1 Log CRF page is updated with new
information (for ex. A change to product relatedness or a medication taken for
the AE), review other items on the page for consistency and update as

needed.

» If AE relationship to the vaginal ring changes due to test results
confirming a diagnosis, update both Item 1 and ltem 4.

Example 2:

To resolve CQC, AE Text
(Item 1) should be
updated to report
‘vaginal infection’ or
‘vulvovaginitis’ unless
more specific dx is
known

to be consistent with the
rationale in Item 4.

Adverse Experience Log

. Adverse Experience (AE)

. Onset Date 08/DEC/12

. Seveitty Grade 1 (Mild)

. Relationship to

FLUMY UL

Coding
Q J |_| FlagVersion MedDRA

vaginal discharge - participant reported

Grade 2 (Moderata) Grade 3 (Severs)  Grade 4 (Po threatening)  Grade § (Daath)

ASPIRE

A Study to Prevent Infection
with a Ring for Extended Use



AE-1/GAE-1 Log CRFs — Item 4 Rationale

O If a previously completed GAE-1/AE-1 Log CRF page is updated with new
information (for ex. A change to product relatedness or a medication taken for
the AE), review other items on the page for consistency and update as
needed.

» If AE relationship to the vaginal ring changes due to test results
confirming a diagnosis, update both Item 1 and ltem 4.

Example 3:

Adverse Experience Log  ““U9 1] Fagversion MedDEA
TO resolve CQC AE Text 1. Adverse Experienca(p,E}
]

(Item 1) should be updated }:}t

to report “vulval infection’

2 Severity  Grade 1 (Mid) Grade 2 (Moderate)  Grade 3 (Severe)  Grade d (J threatening)  Grade 5 {Death)
or ‘vulvovaginitis’ unless a Grade 0 o ©
more specific dx is known | KR R =al—

to be consistent with the

. Study Product

ratIOna|e |n Item 4 Administration

ASPIRE

A Study to Prevent Infection
with a Ring for Extended Use



Concomitant Medications —
Coding Query Examples

O If a trade name is not available/ or not reportable per national
guidelines, record the generic name of the medication.

O A combination medication with a known generic name, can be
recorded as one entry on the CM-1.

For example:

Concomitant Medications Log

PCLTUCE"W_‘O\} P’nﬁﬂ\ﬂ.p}\l’l ne‘) %\thﬁﬂim\ﬂ!;‘le T
Indication ) T L

UPPM Regpicdrory Wk Ynfetliom If B

| Dotestated

‘|[|]|1|g| x ] S | sctomgens

Gt

A
Mo gt
| S I R
L i FoP HE A REC 5C otfyer, speclle

zoomg [ omalumg e B O O O O O O 0O O_

Il'mawpuu was i dispensed at fessarch cemer? Dpus Dm

O If a combination medication does have a known generic name, each
active ingredient must be reported as a separate entry in order to be
accurately coded at SCHARP. ASPIRE

A Study to Prevent Infection
with a Ring for Extended Use



Concomitant Medications —
Coding Query Examples

Example 1:

T
| b 1

| | Trade Name

chloramphenicol 1% / dexamethasone 0.1%

This item should be recorded as 2 separate
entries on CM-1.

1. Chloramphenicol
2. Dexamethason

ASPIRE

ﬁS dy Prevent Infectio
ng for Exten dedUse



Concomitant Medications —
Coding Query Examples

Example 2:

|ND HATCH

] ]

Trace Name

camphorate opium tincture, tolu solution, squill
extract, liquorice extract

This item should be recorded as 4 separate entries
on CM-1.:

1. Camphorated tincture of opium
2. Tolu

s.squil ASPIRE

4. Liquorice liquid extract hsudytomesniici

ng for Extended Use



Concomitant Medications —
Coding Query Examples

Example 3:

NO MATCH

| Concomitant Medications Log
‘ Trade Name

vitamin A, Thiamin, Riboflavin

This item should be recorded as 3 separate entries on
CM-1.:

1. Vitamin A
2. Thiamin

3. Riboflavin ASP'RE

ﬁS dy Prevent Infectio
ng for Exten dedUse



Concomitant Medications —
Coding Query Examples

O Minor spelling differences can affect the coding of medications.
Please ensure the correct and consistent spelling of medications
throughout the study.

Ex. 1: Aluminium Hydroxide vs.

Aluminum Hydroxide Ex. 2: Hydroxyzine vs. Hydroxizine

: ; N i
ALUMINILM HYDROXIDE 00057401001 | HYDRORYZINE 00055402009

ALUMINIUM HYDROXID KEMT PHARM 00057401024 | HYDRORYZINUM 000553402015
ALUMINUM HYDROKIDE D00S7401038 NOVO-HYDROKYZIN 00055402018
ALUMINILIM HYDROKID 00057401043 R ORLLINg 00053402023

Ex. 3: Azithromycin Mylan vs.
Azithromycine Mylan

searchstring drugende

AZITHROMYCIM MYLAMN 00944301450

AZITHROMYCIME MYLAMN 00344304008 A S I E
1% I Iz

A Study to Prevent Infection
with a Ring for Extended Use




Ring Collection/Insertion (RCI-1) CRF — item 4a

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

N INEEN | RN

Ring Collection/Insertion (RCI-1)

Ite m 4a . MTN-020 ASPIRE (192) RCL1  (135) Page 1 of 1
- Participant 1D | | | H | | | | H:’ Visit Date | | | | | | | | | |
. ] Site Number Parcipant Number Chk dd MM ¥y
B If d Newri ng 1S N Ot Ring Collection/Insertion
. yes no
d I S pe n Se d , m a r k 1. Did the participant have a ring in place at the start of the visit? D )
( o . . |]—> If yes, go to item 2.
participant declined the T
St u dy ri ngl if t h e fa.  When was the ring last in place? | | | | | | | | | | OR I:I g‘? ergfjfﬂg%ce
none 7 2 3
participant herself declined o el e e = L R
the Study ring OR if the 2a.  Ifnone, 2, or 3, specify reason: — I : -
.. . 3. Number of unused (never inserted) rings collected O O O [
participant declined study T
4. Number of new rings dispensed to participant: D D_D_D—> Go to item 5.

ring due to family or \\
partners’ wishes.

- Provide details on the
adjacent specify line.

4a.  Reason ring not dispensed

I:I participant on clinical hold
I:I participant has been permanently discontinued from product

I:I participant declined study ring, specify:

> Gotoitem 7.

[T scheduted PUEV

D early termination

I:[ other, specify:

ASPIRE

A Study to Prevent Infection
with a Ring for Extended Use



e |
Product Hold/Discontinuation (PH-1) CRF —

item 4

Product Hold/Discontinuation Log

1.

Date and visit month when study product hold

COICT DI

was initiated
dd M W visit month
2. Whyis study product being held? D pregnancy
Mark only one per page.

|:| positive rapid HIV test result

D adverse experience —— Djj A Log page #

D breastfeeding

D dlergic reaction to the study product — g D]j AE Log page #

D report of PEP use for HIV exposure

ltem 4: “no - early
termination” response

Mark “no-early termination” for Iltem 4
if a participant terminates early while

L=

D other, specify:
3. Date of last study product use | | | | I | | | | |
ad A W /
4. Was the participant instructed to resume study product use? dd M
|:| yes p= Date ring inserted:
|:| no — hold continuing for another reason | | | | | ] l | | |

D no — eary termination ———————— g Date: | | | | | l l | | |
] no-hold continuing atscheded PUEv —= Date: [ [ | [ [ | |[ | |
Complete
Folfow-up ACASI
D no — permanently disconfinued —» Date: | | | | | l l | | Tracking form.

the product hold is still in place and
enter the date of the early termination
Visit.

ASPIRE

A Study to Prevent Infection
with a Ring for Extended Use



|
Questions?

0 Please contact Jen Berthiaume and Karen
Patterson with any questions you have about
this slide presentation or the Data
Communigqué.

Email us at:
jberthia@scharp.org
karenp@scharp.org

A Study to Prevent Infection
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