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Topics

e Enrollment violation
e Lab follow-up
e Recruitment strategies



Scenario: Enrollment violation

e Subject enrolled with Hgb 9.4 (exclusionary
value)

e Protocol violation not identified by study
coordinator, physician, or site QA/QC
procedure



Enrollment violation:
lessons learned

e Exclusionary DAIDS values and second
clinician signature added to MTN laboratory
checklist
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MTN laboratory checklist

MTN Laborato “hecklist

REENING VISIT

NOEMAL VALUE

- Less than 70 mL min




Enrollment violation:
lessons learned

e Exclusionary DAIDS values and second
clinician signature added to MTN laboratory
checklist

e Inclusion/exclusion pages of protocol printed
out for enrollment visit
Each line reviewed and initialed by both clinicians

e QC/QA staff member also reviews all labs,
exam findings, and visit documentation



Scenario: Lab follow-up

e Subject presented for study start visit 8 on
15DECO08 (Monday)

e Labs drawn, sent to lab with requisition forms

e How long does it take to get results?
Depends on type of lab



Scenario: Lab follow-up

e Lab results reviewed to complete CRFs on
19DECO0S8 (Friday)

e No HIV test results!
e Lab contacted regarding missing results

e Office was informed by email after hours that
specimen was not processed due to
oversight; sample already discarded



Scenario: Lab follow-up

e Reached subject on 22DECO08 (Monday) to
ask her to return for re-draw

e Subject unable to return until 24DECO08 due
to childcare issues (daughter with flu)

e 2A4DECQO0S8: subject had flu, unable to come In
e 29DECOS8: subject finally returned for follow-

up, now out of window

Research office closed for holidays 25DECO08 —
28DECO08



Lab follow-up: lessons learned

e Lab tests say “pending” if lab was ordered but
not resulted

e |f lab test is not resulted or does not say
“pending” within 3 days, office will contact lab
to Inquire

e Clinical laboratory manager instructed staff to

review each study requisition and specimen
label to make sure labs are ordered correctly

e Will notify PSRT to inquire about product hold
If HIV tests are not resulted



Lab follow-up: lessons learned

e How has this plan worked?

e Subject presented for study start visit 8 on
20FEBO9 (Friday), labs drawn and sent

e HIV not listed as “pending” on 23FEBO09
(Monday)

e Lab notified on 23FEBO9 but specimen had
been discarded on 22FEBQO9

e Subject able to return within window for
repeat HIV
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Recruitment strategies

o Flyers:

Hospital clinics (staff member also available in family
planning clinics to discuss study)

Community and college campuses
Fundraiser for Prevention Point Pittsburgh

o Web:
Craigslist (volunteers) weekly
Pittsburgh Post-Gazette online (Search Engine marketing)
UPMC’s internal online newsletter quarterly

LAY [SX
Pitt News, City Paper, University Times

e Prior studies:

Letter sent to ~240 former study participants who
completed studies in our research office



CENTER FOR
Famiry
PranwivG

REsEARCH
Usivernity of Ptuburgt

Community outreach

e Health fair at Penn State Beaver Campus to promote
MTN-001 and HIV prevention

e Information table at World AIDS Day Event at University
of Pittsburgh Graduate School of Public Health

e Information table at Inter—Course, a collaborative
student-run HIV awareness event at University of
Pittsburgh

e Presentation on global impact and implications of MTN-
001 to Pitt’'s Student Global AIDS Project members

e Partnership with Planned Parenthood’s outreach efforts
at the University of Pittsburgh student union
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SCREENING

e Of 57 participants screened, the sources were:
17 from prior studies

9 from City Paper (free weekly paper with news and
entertainment info)

6 referred by Infectious Disease research
6 from flyers

5 from website

5 from Craigslist (volunteers)

3 from emails

6 from miscellaneous sources
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Any questions?

HEALTHY WOMEN WANTED

Global Study About HIV
Prevention

¥ pou are a healthy woman:

Healthly Women Ages 18 to 45 nesded for study
medications used to prevent HIV. YOU DO NOT NEED TO
BE AT RISK TO PARTICIPATE. Study involwes 11 wisits ower
T maorthes to Mages- Womars Hospital, Valurtesrs

wil be paid at end of each wisit for their tima

and travel expensss,

CALL NOW to 28 I you qualiiyl
Tha Certar for Family Planning Ressanch
412-641-5496 or visit www. birthcontrolstudies.org
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