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HIV and AE Reporting

» HIV acquisition (seroconversion) is not considered an AE for data
collection or reporting purposes in ASPIRE as it is one of the study
primary endpoints. Thus, “HIV Infection” should not be reported as
an AE or written anywhere on an AE/GAE log CRF.

= However, as HIV acquisition is often symptomatic, a constellation
of these accompanying symptoms may best be described as
primary HIV infection illness.

Thus, if a participant seroconverts and develops one or
more signs or symptoms of acute HIV-infection, it is
appropriate to reports these sign(s)/symptom(s) as a
single AE using ONLY the term “seroconversion
iliness” (Item 1 on AE/GAE-1 log CRF).
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HIV and AE Reporting — AE/GAE Log CRF

Adverse Experience Log

1 AwveseBpeiencepr) S€roconversion illness

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

dad M w

2. Onset Date ||||||I|II

Grade 1 Mid) Grade 2 (Moderate) Grade 3(Severe)  Grade 4 (Potentially life-threatening) ~ Grade 5 (Death)

Report sign(s)/symptom(s) of
acute HIV infection as a unifying
diagnosis of “seroconversion
illness” in Item 1.

3. Severity
Grade |:| |:| |:| |:| D
4 Relationshipto ~ 7e@ed ol relaled p—
Study Product |:| |:| rationale acute HIV
5. Study Product no change held  permanently disconfinuved WA
Administration ] O O O
6. Status/Outcome D continuing 6a. Status/Outcome Date (Leave biank if Status/Outcome is
D resolved o MU W
[ death
AP | — = LI
severity/frequency increased
(Raport as a new AE.)

D continuing at end of study participation

On the rationale line for Item 4,
record “acute HIV”. To avoid a
QC, ensure that the term *‘acute’
Is always included.

vt D T O procedure/Surgery
e I:I dicafi Comment:
or ail that apply. medication(s)

Report on Concomitant Medications L og. D other, specify:

D new/praonged hospitalization

C :
8. ls this an SAE according to ICH guiddines? D yes D ne
9. Has/will this AE be reported as an EAE? D yes D no

|:|:| . D Visit month required fregular or inter

10.  Atwhich visit month was this AE first reported?

Describe each HIV-related
sign/symptom in the Comments

11. Was this AE a worsening of a pre-existing condition? D yes |:| no

Comments:
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HIV and AE Reporting - AE/GAE Log CRF

= Complete other items on AE-1/GAE-1 log CRF per the general form
Instructions

Adverse Experience Log

P ——e o T O nset Datg - date on which the
Record :;aﬂi?;s@ .rf.avarfaj:f Include anatomical location, if appihcable. p artl C I p ant fl r St r e p O rt e d

2 owere [ TI[TTI[T] Mexperiencing the first

3 Severilty Grade 1 Mid) Grade 2 (Moderate) Grade 3 (Severe)  Grade 4 (Potentially life-threalening)  Grade 5 (Death)

e [ O 0 O o sign/symptom of acute HIV-

4 Relationship t related  not refated . .
ot [0 [0 e _acute HIV infection

5. Study Product no change held  permanenlly dscontinued  NA
Administraton ] O O O

6. Status/Outcome D continuing 6a. Status/Outcome Date (Leave blank if Status/Outco g

D resolved ad Y w
11 T ” M M
U s— | Severity Grade” - if there Is
D severityffrequency increased
(Report as a new AE.)

Dcontinuingatendofstudyparticipalion more than One S|gn/5ympt0m,
£ Lpm [ proarssuery record the highest severity grade

D dicafi Comment:.
or all that apply. medication(s)

Report on Concomitant Medications L og. D other, specify: i n it e m 3

D newfpraonged hospitaization

Comment.
8. Is this an SAE according to ICH guidelines? D ves D no
9. Has/wil this AE be reported as an EAE? D yes D ne
10. At which visit month was this AE first reported? D:I : I:l Visit month required fregular or interm)
11. Was this AE a worsening of a pre-existing condition? D yes D no 3 P I
F B I {E
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HIV and AE Reporting - AE/GAE Log CRF

Adverse Experience Log

1. Advesobpuiocepr) SEroconversion iliness “Status/Outcome” - AE resolved
e e when all of the associated
2. Onset Date .
3. Severity Grade 1 Mild) Grade 2 (Moderate) Grade 3(Severe)  Grade 4 (Potentially life-threatening) ~ Grade 5 (Death) SlgnS/ Symptoms have reSOIVed Or
Grade D D |:| D D

returned to baseline and any
medications taken for the
symptoms are no longer

4 Relalionshipto ~ /&aed  nolriaied Record
Study Product | | P acute HIV

5. Study Product no change held  permanently discontinued  N/A

Administration ] O O O
6 StatusiOutcome [ continuing 6a. Status/O e U S Dleaie o i) Indicated.
S ;es"t‘r‘]’e" dd e W
[l s::entyﬁrequencyincreased _..l | | I | | I I | |
(Report as a new AE.)

|:| continuing at end of study participation

T Treatmenip D none D procedure/Surgery “ ” .
worrgy et e Treatment” — In item 7, mark any
3 nvwordorgs raspitzan medications indicated and taken
8. Is this an SAE according to ICH guidelines? Dyes D liie} for the aSSOCIated Sym ptoms, If
9. Hashwil this AE be reported as an EAE? Oyes O applicable, and report on CM-1.
10. At which visit month was this AE first reported? |:|:| i |:| Visit month required (regular or inferim)
11. Was this AE a worsening of a pre-existing condition? Oyes Oro A SPI RE
¥ B
Comments:
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HIV and AE Reporting - AE/GAE Log CRF

= |f one or more signs/symptoms that have been reported on
separate AE/GAE Log CRFs are later attributed to acute HIV-
Infection, change the earliest reported sign/symptom log page to
the ‘seroconversion illness’ unifying diagnosis and list any other
signs/symptoms in the comments section of this AE/GAE Log

page.

» Mark any AE/GAE Log pages for the other signs/symptoms for
deletion and write at the top of the page “Delete due to diagnosis
on AE Log page (insert page #).”

= This new reporting guidance is considered in effect for all new AEs
reported after the date of Data Communiqué #10. It is not
necessary to review or modify previously reported AEs to comply

with this new guidance. /\SPIRE
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Specimen Storage (SS-1) CRF now required at

Monthly Visits

* [tem 4 should be
marked ‘stored’ at
each scheduled
monthly visit for all
participants on study
product

» For participants on
temporary product
holds or who are
permanently
discontinued, mark
‘not required’ for this
item.

Statistical Center for HIWAIDS Research & Prevention (SCHARP)

MTN-020 ASPIRE (192)
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Specimen Storage (55-1)

Page 1of 1

PammpanllDl | | || | | | | ||:|

Sz Number

Eotectontme | | LI T [L[]

Collection Date
ad ML ¥y

Specimen Storage

Alternate Collection Date
1. Vaginal i
" orgram o ||||||||||

req‘ 'rea sored sorr.:r.‘ Reason:

o o b=

Alternate Caollection Date

2. Endocervical swab c i
. En ical zw:
for biomarkers: | | | | | | | | | |

Za. Wae blood yes o

vigible on the
swab? D D

m;.' m:.‘ sa'ea Sam:.‘ Reasom:

If not required or not
stored golo ifem 3.

3. Quartery/ Alternate Collection Date . .
iﬂd;zmu;;ggv.' o At b/ req:'?;'ea soed  siorad  Reasom:
for P | | | | | Ll 1 D »
/ Alternate Collection Data \
< o MU (eqﬂa"red saed Sam:.‘ Reason:
4. Used vaginal ring:
L LI O O O —

\

/

ASPIRE

A Study to Prevent Infection
with a Ring for Extended Use



Specimen Storage (SS-1) CRF now required at
Monthly Visits

= |f the ring was required to be

Statistical Center for HIVAIDS Research & Prevention (SCHARP) Specimen Storage (55-1)
stored, but was not collected | 1 | 10 1R Pimmls
and/or stored, mark ‘not AT 220 ASPIRE (122 s 0 Page 1 of 1
stored’ and provide the passpone [ L [ L L[ T T H | Soecna LI L L1 ylyl
reason on the adjacent line.

Specimen Storage

Alternate I.‘.ullecunn Data
req'.' m:.‘ saed s'm.:n‘ Reason:

O =

" wgmmn ||||||||||

= Possible reasons the ring
was not stored include:

Alternate Collection Date

3 En ical swak (Qq.' m:.‘ _';'fm:.‘ s'.sm:.‘ Roason:

for biomarkers: | | | | | | | | | | Z
If not required or not
stored, go fo flem 3.

v Participant lost the ring 2 Vacboos = =

v Participant forgot to return =
I 3. CQuartery Alternate Collection Date
rlng .. . . ﬁ;{'ﬁuﬁ;ﬁw od ] :Whi‘hlf L (eémied saed el Reason

v Participant declined ring at -WVH Y s
|aSt VISIt / Alternate Collection Date

\/ i i < vaainal fing: req.' m:.‘ Saed s'r;m:.‘ Reason;
Interim Visit and she did not ——— ——

get a new ring at current visit

A
v" Any other reason ring was i \SPIR'E

not available for storage A Study to Preventnfection

with a Ring for Extended Use




Concomitant Medications —
Coding Queries

» Household products should not be reported as concomitant
medications on the CM-1 Log CRF.

» Examples include cleaners/solvents/Coca-Cola used for
at-home douching, saline sitz baths, or saline gargles.

Gancomitant Medicatians Log

L cmrgies For example,
Gy .
o . saline gargles
| Soredhcoat Ef*“ o do not need to
Bl palaTy (1Y mgtmyayj;wmdm aale be reported on
Ao aba s o g |00 [CML
" bLepEEOOOOOOOG
—ﬂmrrrrmm,m K dixpenegd at resenrch cantert D yes D m - IA‘SPI RE
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Concomitant Medications —
Coding Queries

= Traditional herbal medicine should be reported as concomitant
medications. If a medication includes more than one herb, list each
herb separately on the CM-1 Log CRF.

Examples:
Concomitant Medications Log
2. | Trade Hame Sta¥ mitlaksiLag Entry Dl
B LA s gl:l Trane Harie Staft lladsLoy Erary Dote
e et BA g g Fpaed Ye oot Cor NMedicadwan
Taken for a reporied AE?
e Em Incication ! Taken For a veported AE?
Cl AN G A T AL Lly Oachis Medg ?m Bl
Dale Staried Dato Sloppad Contting
: = 11 =1, ok [ stem AE £ og pagels): Dite Sttt Dete Ssoqped
el de VB LI A U 1" % (P )| | G BRIE ) | BE) BEE] (Bl D" |
N N o A » o AR »w
-0 &80 o0gagg” DL feee e e @ = = o s [TTI[1T]
TorseIrits mne P oM ¥ TP M WG BRGS0 ater speoir @ 0 O O En E p WDW E R ww
Pk e oy one: B OO I 0 I R I o_ Y S-fc::s?f: xm D 00O ®E O D 0 I:' i
If conmraceptive, was il dispansed alresearch camer? D}ﬁ Dm . ' rescarch canter? D D ..A' Pl .
ua at Jes " e
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Concomitant Medications —
Coding Queries

» |f a medication’s trade or generic name is unknown,
record ‘unknown’, and a description or drug class.

For example:
" Concomitant Medications Log :\
1. | Trada Mame Stalf inklals/Log Eniry De
Qn‘h«mm Mm&w;ﬁ
Inkcation : Taen for & repoited AE?
\F\t{'\&c«.ﬂxg %}'ﬁ Dm}
Dl Sturted Tate Stopped i ] 4
. . OR E]E%:}m AE Lag pagels):
olslGlulclLlal flolel Glull Ll " R T
Froqusncy o qf i s onee e e i, spechy:
w. R O O 0O 0000 LI L
Doszfinity Rte pg voooToR M G REC 56 ot Spediy
F Faboter =3 0 O O0O0O0O00d A
I conracaptive, was it dispensed @ ressarch ceiar? Djﬂs‘ Dﬂﬂ i 1 ‘SPIRE
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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 i’ op
karenp@scharp.org - ?'
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