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On March 25th, we held our 15" Data and Safety Monitoring Board (DSMB) meeting!

We are so pleased to share that the DSMB noted no safety concerns and unanimously

approved the continuation of REPRIEVE. We look forward to sharing updates from the
meeting, the formal memo will be available shortly.

THANK YOU to all site staff for your data entry efforts in preparing for this
important meeting.

The 16th meeting is anticipated to take place September 2022

Hot of the Press
REPRIEVE Participant Newsletter!!!
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The annual REPRIEVE Participant

% REPRIE\!E o Newsletter* is now avgilable, click here!

Translated versions will be
PARTICIPANT NEWSLETTER R
available shortly!

The newsletter is a great way to keep
participants updated about and engaged
in REPRIEVE. This year's newsletter
includes a message from REPRIEVE

A message from REPRIEVE Facts
Dr. Steve Grinspoon and y > We'e celebrating
the completion
of an additional
year of follow up

e e leadership, REPRIEVE facts, heart health
e tips, a message from the Community
e o et Advisory Board, a few words from a

R REPRIEVE participant, and other exciting

R e updates!

conference.

If your site has not already requested hard

Heart Health Tip!

et et s copies please to let us know

Hertalneat s partof overal how many copies you would like and in

health. We can't be healthy if we .

etect ot mantaf et v a0 ome i that which languages.

‘may positively Impact your mental health AND

heart health!!!
e *The newsletter has been approved by the IRB for
it the CCC, please submit to your local IRB/EC as

per your local requirements.

Next Team/Site Call!
April 19th

1:00 PM US (EDT)
1:00 PM HAITI (EDT)
1:00 PM PERU (PET)
00 PM PUERTO RICO (ADT)
3:00 PM BRAZIL (BRT)
00 PM BOTSWANA (CAT)***
8:00 PM SOUTH AFRICA (SAST)***
8:00 PM ZIMBABWE (CAT)***
9:00 PM UGANDA (EAT)***
11:30 PM INDIA (IST)***
1:00 AM 04/20/2021 THAILAND (ICT)***
***We do not expect site staff to join these calls during their off-work hours. Instead we
will update you on other scheduled calls, e.g., your calls with the ACTG NCC.

2:
8:

Remember that questions are always welcome at act and if there
are slides used for a call, they are available on the PSWP in the Protocol Training >>
Site Calls folder.

Site Spotlight: Thai Red Cross AIDS
Research Center CRS 31802
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The Thai Red Cross CRS, located in Bangkok, Thailand has been a tremendous contributor
to REPRIEVE!

This team prioritizes its retention efforts in many ways, below are a few tips they shared
with us.

1. We work to develop a strong relationship between the study clinician(s), the study team,
and all participants.

2. We use the best practices to take care of and handle participants in all situations.

3. We collect up-to-date current contact information (i.e telephone, email address, mail
address, emergency contact info, etc.) for participants at every study visit.

4. We conduct remote visits and ship study drug when participants cannot come to the site for
the in-person visit.

Thank you, Thai Red Cross team, for all your efforts and for sharing your retention tips!
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The most recent values obtained since the last annual visit
will be used.

If there is no new value available since the last annual visit,
re-enter the value entered at the last annual visit along with
the date on which the value was obtained.

a participant is coming in for their month 48 visit,
their CD4+ at month 36 was 800 cells/mm3, and there is no
new value since the month 36 visit, therefore enter this same
value of 800 cells/mm3 at the month 48 visit along with the
date it was obtained.

it should be done as of this notification
going forward. Sites do not need to go back and enter
missing CD4+/CD8+/HIV viral load data.

*If CD8+ cell count is not available, CD4+ cell count alone is acceptable.

Ensure that ALL CRFs related to a visit
are
of the visit!

Please ensure that you adhere to the 3 week timeline to mark
complete in OpenClinica ALL CRFs related to a visit. Adhering to
this timeline helps to ensure that preparation for future DSMB
meetings goes smoothly and that the data is as complete as
possible prior to the next review.

This timeline is important for ALL CRFs related to a visit, even
the Specimen Tracking CRF (SPW00492).

Q: One of our participants was hospitalized due to COVID-19; we have two questions about
reporting this event:

1. On the AE Log, do we indicate that this a serious adverse event (SAE) because of the
hospitalization?

2. Should this hospitalization be reported as an expedited adverse event (EAE) in DAERS?

A: Regarding data entry on the AE Log and reporting pertaining to the COVID-related
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hospitalization:

1. The hospitalization would be reported as an SAE on the AE Log.

2. The hospitalization may need to be reported as an EAE in DAERS, depending on the
adjudication result.

See below for instructions on reporting COVID-19 hospitalizations. These instructions are in the
A5332 MOPS section 4.2.

COVID-19 Assessment CRF Aj}’ﬂfse E\;ents Lo% 5’5."5"339
(SSW0040) iagnosed event ( -

diagnosis)and indicate “Yes” the
event was serious due to
hospitalization.

The COVID-19 \
hospitalizationis not
required to be reported
in DAERS as an EAE
unless the independent
CEC determinesthat it
Complete Heart Failure does not qualify as a
Event (EVW0339) heart failure or MACE
event, in which case the
M site will receive a
Follow instructions in Downgraded Events

section 6.0 of MOPs to Memo (see MOPS
submit event for \ section 7.1). /
adjudication.

The rationale for submitting COVID hospitalizations for adjudication is because severe COVID
is often associated with subclinical cardiac injury and we are investigating as such-even in the
absence of an overt, clinically recognized MACE or heart failure event.

Key “Yes”to
Question 5

L
Adjudicated Events Form
(TRK0150)

Key “Yes"to
Question 9

o

Q: One of our participants was hospitalized with a leg fracture and was found to test positive
for COVID during the hospitalization. Should this hospitalization be reported as a COVID
hospitalization?

A If a participant was hospitalized and COVID was an incidental finding, not the
primary admission diagnosis, this hospitalization is required to be reported in DAERS as
an EAE, see A5332 MOPS section 7.0. Do also enter the "COVID-19 diagnosis" on the
AE Log. In the event the hospital course was complicated or prolonged by COVID (i.e.
participant was placed on a ventilator due to deteriorating COVID) COVID diagnosis
should be marked as hospitalized and submitted for adjudication as instructed above.
Otherwise, the COVID diagnosis should not be reported as hospitalization.

FAQs in case of collection tube supply shortages!

As you may be aware, the COVID pandemic continues to disrupt supply chains and many labs
are experiencing shortages of specimen collection tubes. Therefore, we developed an FAQs
document to guide you in case you experience collection tube supply shortages, click here to
download! Please review the FAQs and let the team (actg.corea5332@fstrf.org) know if you
have any questions.

Reminder About Submitting
Potential Adjudicated Events
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Please be sure to complete the
appropriate trigger forms in OpenClinica
(OC) for any potential adjudicated events
prior to sending the documentation to the
MGH REPRIEVE mailbox as this can lead
to these triggers not being recorded by the
electronic data capture (OpenClinica) and
falling through the safety net of
reconciliation.

For detailed instructions about
submitting potential adjudicated events
to the MGH Data Coordinating Center
please review section 6.0 of the A5332
MOPS.

*Based on the review by the independent Clinical
Events Committee (CEC), additional information
may be requested from the site.
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Participant notifies site of

potential adjudicated event

[
Event Identified

— —
- B -CompleteAEl.agal;l- =~

CRF in OC -~

.“---._1..—-"'-

Send source documents to MGH DCC
at: MGHREPRIEVE@partners.orgor <«————
fax to +1 617-724-4152

MGH DCC to QC Source
Documents

|

YES Qc Passed? NO
Initial* Site

Responsibilities
Complete

MGH DCC Query
Site for Resolution

Respond to query, collect

additional documents, and update |
Adjudicated Event CRF in
OpenClinica, as needed.

No Event Identified

appropriate Adjudicated Event A No Further Action

Utilize the Forms Management
Utility Application on the FSTRF

Portal

The Forms Management Utility application can be accessed
from the FSTRF Portal Home page, from this application you
can download CRFs as well as data collection schedules!
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rontier

science foundation
REPRIEVE Home > Forms Managsment Utility

Forms Management Utility

Show Requirad Flug-ins

Quick Forms | Schedules . Menu Pages

» 1. Select Study To download, view, or print forms for an entire study or a visit, select a study
2. Select Visit Packet AS332 W

Next >

We Want to Hear From You!

= ]
To better provide support to sites, %’
survey. Completion of this survey is completely optional and E
anonymous; it should take ~1 minute to complete and will
help the Clinical Coordinating Center develop resources that
are most helpful to sites. Click or scan the QR code
to complete the survey.

Thank you for taking the time to complete this and thank you
fo those who have already completed the survey!

REPRIEVE (A5332): Are You Up to Date?

For A5332 please use:

Protocol Version 5.0 dated 04/01/2019
Version 5.0, Clarification Memo 1 dated 04/03/2020
Version 5.0, Clarification Memo 2 dated 05/04/2020

Version 5.0, Letter of Amendment 1 dated 06/19/2020
Version 5.0, Letter of Amendment 2 dated 12/14/2020
MOPS Version 5.0 dated 2/16/2022
LPC for ACTG Sites Version 5.0 dated 05/04/2020
LPC for Non-ACTG Sites Version 5.0 dated 05/04/2020
These documents are on the A5332 PSWP

For future reference, all newsletters are available on the
REPRIEVE Website

We welcome ideas and suggestions for future newsletters. Please submit any comments
or suggestions to the REPRIEVE News team at reprieve.news@fstrf.org
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Like, comment, share, and retweet!

REPRIEVE Trial Clinical Coordinating Center
Massachusetts General Hospital
55 Fruit Street, 5SLON 207
Boston, MA USA 02114

Want to change how you receive these emails?
You can update your preferences or unsubscribe from this list.

This email was sent to <<Email Address>>

why did | get this? unsubscribe from this list update subscription preferences

Massachusetts General Hospital - 5 Longfellow Place - Boston, MA 02214 - USA

mailchimp
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