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GPP in real life: Researcher perspectives

22133101413 61919 When to start GPP & how?
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Once research concept available

- 01lald AMENTTNNISNUSNHGNEGY (If CAB is NOT available)
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Set up a proper CAB, train them on GPP before
ask them to consider the proposal
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Once research concept available

- D13 AMENSTHNITYDLLAT (If CAB is available)
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Researcher present the research ideas

Organize a larger community forum




PEN Intervention study among IDUs (HPTN 037):

Pre-screening activities, February 2003-October 2005
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No. of injection drug users came for screening into the study



HPTN 058 Protocol V1 Oct. 2005, V2 Dec.2008
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A Phase lll randomized controlled trial to
evaluate the efficacy of drug treatment In
prevention of mortality and HIV infection
among opiate dependent injectors



HPTN 058 Protocol V1 Oct. 2005, V2 Dec.2008
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Agree upon the concept/issues and plans
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Propose agreed protocol to funding agencies
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HaIM3lanu  After get funding
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inunnnassnnaaug Other “Must do”

Good Clinical Practice (GCP)
Institution Review Board (IRB)

Funding agencies, FDA
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What if they don’t agree? Taking more time
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HaIM3lanu  After get funding
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Responses to local needs during the study
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Challenges: Things (persons, opinions, etc) changes over time
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When & How - which research?
-before sponsor fund?

who organize the commence of GPP
who pay M3smdivnulvlanaidemunisg

if no funding [3@1vesniaINMazRNaIU InaIMEE

-some funding, good funding
after protocol procedures freezed by
GCP

IRB(s) To deliver results in time to
after funding SPoONsors and stake holders
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