Introduction Page

Defining the Responsible Party Acronyms/Abbreviations
= The ClincalTrials.gov responsible party is defined as the . BD - Business Days «  PA — Protocol Amendment
individual or entity responsible for protocol management. . CT— Clinical Trials + Pl - Principal Investigator
e When DAIDS is the IND Holder: NIAID, DAIDS (Sponsor) * DAIDS —-Division of AIDS ~ + POC — Point of Contact
* IND - Investigational New « PPD - PPD Development, LP
*  Whenitis a non-DAIDS held IND: IND Holder (Sponsor) Drug - PRS - Protocol Registration
_ * IRB — Institutional Review and Results System
* For Non-IND .Network studies: th_e Network; for Non- Board . RfE — Request for Extension
Network studies use the appropriate sponsor or . LoA-— Letter of A d t
institution. OA— Letter of Amendment .,  gpMC - Statistical Data
« MO — Medical Officer Management Center
*  For Non-IND Network studies not sponsored by DAIDS: * NCT — National Clinical Trial * eTMF — Electronic Trial
Study Sponsor - NIAID — National Institute of ~ Management File
o Allergy and Infectious + VRC - Vaccine Research
* For VRC Protocols: NIH Clinical Center Diseases Center

 NIH — National Institute of
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ClinicalTrials.gov Initial Registration

Is DAIDS the The network or the PI
responsible party? registers the clinical trial

The MO/ network The CT.gov The draft record MO/network
POCsendsan ——___ contractor(PPD) — » is sent to the POC has
email request for creates a draft MO/network POC comments
a new study new record for review
registration* in PRS <
(5 BD to review)
PPD uploads (10 BD to draft)
the suI_Jmi_ssion Protocol PPD edits
receipt into has an MO/network POC the record
the eTMF eTMF . has no comments (2 BD to edit)
PPD forwards the The re(ford is approved & approves record
email containing the and assigned an NCT # & for release
NCT# to the an automated email is PRS has no
MO/network POC ‘ sent to PPD containing comments
the NCT# ¢
) PRS reviews The record is released for
MO/ network POC PPD edits the record & the record < PRS review (within 1 BD)
reviews the record N : & PPD downloads the KEY
and approves to +— POC draft with PRS <+— (~2'5 BD to reVIeW) release receipt and Start/End
re-submit for comments provides it to the
PRS review : i i
2 BD to edit and d MO/network POC via email
(3 BD to review) ( o edit and send) PRS has ‘ Decisions
comments
Process

*The email must include as attachments: the completed CT.gov checklist, copy of the final protocol, the final Site Assignment memo (must contain the site name
and address, and site contact name, phone number, and email), and the IRB approval letter (if available at the time of request). 2

2

i National Institute of WOS o
i c Allergy and - it
”M Infectious Diseases Rsc v



ClinicalTrials.gov Protocol Amendment and

Letter of Amendment Updates

Is DAIDS the

responsible party?

Yes

Sup|
Center

The MO/ network
POC sends an

The CT.gov
contractor (PPD)

email request for revises the record

an update to the according to the

study CT.gov PA or LoA in PRS
record following
a PA/LoA* (5 BD to draft)

The updated record is

posted to the public The record is

approved

ClinicalTrials.gov
website.

MO/ network POC
reviews the record
and approves to
re-submit for
PRS review

PPD edits the record &
sends MO/ network
POC draft with PRS

comments

‘—

(2 BD to edit and send)

The network or the PI
registers the clinical trial

The draft record

MO/network

is sent to the
MO/network POC P
for review -

_

(3 BD to review)

MO/network POC
has no comments

& approves record
for release

PRS has no
comments

The record is
released for
PRS review
(within 1 BD)
and PPD
downloads the
release receipt
and provides it
to the
MO/network POC

PRS reviews

the record «—

(~2-5 BD to review)

PRS has
comments

tory
t

!

POC has
comments

PPD edits
the record

(2 BD to edit)

KEY
@@ Start/End

‘ Decisions

Process
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*The email must include as attachments: A clean copy of the final amended protocol along with a tracked changes version.



ClinicalTrials.gov Results Reporting

coere RSN |
- 5 2
responsible party? DAIDS with results information SO G

results information Mgéngtl\:vork SDMC edits
directly into the comme?:s the record
CT.gov system
SDMC requests The CT.gov T ‘
access from contractor (PPD) Are results
PPD to the —>  grants SDMC —> readytobe <
ClinicalTrials.gov access entered?
record
The record is released
DMC enters th
S Rouostforl SDMC emails PPD for PRS review and PPD
. confirming that the downloads the release
—>»  Ext RfE
inf o):':\gtsilc;): éir e c)tly —> RfE has been entered — > receipt and provides it
The results are into the CT.gov and the record is to the MO/network POC
SDMC uploads dap:jp:;o;/ed . system prior to the ipEehy i e via email
the release Protocol and added to the PRS has no results entry deadline
receipt into the <——— has a eTMF <+——— public record on comments
eTMF ClinicalTrials.gov &
anjautomated gmall The record is SDMC emails PPD
is received from PRS released for PRS confirming that the MO/network POC
CT.gov confirming reviews the review & PPD results have been S 2 e
results are posted updated record downloads the entered and that
(up to 30 BDs) release receipt & the records is for release
provides it to the ready for release
P — . A - MO/network POC via A
. SDMC edits the receives an automate email
MO/ network POC reviews the el & e MO/ email that comments have KEY
record and ap_proves to <+—  network POC draft ¢ been received & PPD PRS has o
re-submit for with PRS comments forwards PRS comments to comments @@ Start/End ‘ Decisions
PRS review SDMC as well as the
| MO/network POC Process

approves results
information
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