For

Studies

using Non-Merck Specimens/Data

HVTN Protocol Committee (PC)
Ancillary Study Review

Investigator
submits Ancillary
Proposal

v

Protocol Team
approval

Yy

Proposal reviewed
for completeness
and specimen and/
or data availability

SCHARP
assessment of
feasibility

Initial regulatory
review

—
If PC requests
changes, revised

proposal
Protocol requested from
Committee Investigator

review —
Approval?

No ¢ )
a4 Proposal not
approved,;
disapproval letter
Yes sent to Investigator

Is SAG approval
required?

If resources
requested or < 80%
PC approval or
disapproval

Approval letter
sent to Investigator

Final regulatory
review

Ship specimens
and/or send data

to Investigator

A 4
Ancillary study
follow-up and
publications



sim
Typewritten Text

sim
Typewritten Text
For Studies using Non-Merck Specimens/Data


	Page-1�



