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IMPAACT Network
Ancillary Studies & 
Investigations



Ancillary Studies

Data Request
(DR)

Data Analysis 
Concept Sheet 

(DACS)
New Works Concept 

Sheet (NWCS)

A proposed investigation 
for which existing data 

from an IMPAACT 
(or Pediatric AIDS Clinical 

Trials Group (PACTG)) 
study are being requested 

for analyses to be 
performed without 

IMPAACT funding.

A proposed investigation 
involving analysis of 

existing data from an 
IMPAACT (or PACTG) 

study to be undertaken 
by Statistical and Data 

Analysis Center (SDAC) 
with IMPAACT funding.

A proposed investigation 
involving use of existing 
biological specimens 

and data from an 
IMPAACT (or PACTG) 
study that may or may 
not require IMPAACT 

funding and may or may 
not involve analysis 

work by SDAC.
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Additional information and definitions can be found in MOP Section 15

https://www.impaactnetwork.org/resources/manual-procedures


► If the IMPAACT Network has not designated a study as 
concluded or openly available for use by investigators outside 
of the protocol team, the objectives of the proposed 
investigation should not overlap with the objectives stated in the 
study protocol or with secondary analyses defined by the 
protocol team after receipt of the final analysis report.

► For DACSs and DRs: The objectives should also not overlap 
with objectives specified in an approved IMPAACT DACS or 
NWCS that is not yet completed.

► For NWCSs: The objectives should also not overlap with 
objectives in an approved IMPAACT NWCS that is not yet 
completed.

Ancillary Studies3



Proposal Development, 
Submission, & Review 

Process  



Prior to Submission of a Proposal5

►Review proposal in context of overall IMPAACT research agenda
►Consult with Protocol Chair/Vice Chair and Scientific Committee (SC) for overlap 

with approved IMPAACT research 

Data Request
(DR)

New Works Concept Sheet
(NWCS)

Confirm that the data required are not 
available in public use datasets, if 

available, for the IMPAACT study of 
interest. Guidance on available public 

use datasets may be obtained by 
contacting the SDAC at: 

sdac.data@sdac.harvard.edu.

Consider using the interactive Specimen 
Repository website: 

http://www.specimenrepository.org to 
determine availability of specimens for 

concluded studies. 

mailto:sdac.data@sdac.harvard.edu
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IMPAACT Study Proposals

► Concept Sheet (CS), DACS, NWCS, and DR templates 
are available at: https://www.impaactnetwork.org/studies/submit-research-proposal.

► All completed submissions should be sent to the IMPAACT Operations Center for consideration by 
the IMPAACT network using this email address: impaact.capsubmissions@fstrf.org. Upon receipt, 
the Operations Center will confirm receipt of your submission.
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https://www.impaactnetwork.org/studies/submit-research-proposal
mailto:impaact.capsubmissions@fstrf.org




Ancillary Studies Review Process

► Study proposals using the appropriate template form should be submitted 
to: impaact.capsubmissions@fstrf.org

► The Operations Center will then assign a number to the proposal and initiate 
the IMPAACT review process

9



Initial Review of DACS, NWCS by relevant 
Protocol Chair 10

► The relevant Protocol Chairs or designees and/or relevant DACS or NWCS lead 
investigators review the proposed ancillary study with respect to potential overlap 
with study objectives or approved analyses and send comments to the Operations 
Center within seven days of receipt.

Additional information can be found in MOP Section 15.2.2

https://www.impaactnetwork.org/resources/manual-procedures


Overview of Proposal Review Outcomes
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► If a proposal is deferred, unless otherwise directed, investigators may submit a revised 
proposal that addresses the overlap or concerns raised by the protocol chairs, Scientific 
Committee (SC), or Network leadership for re-review.

► If the proposal is disapproved, the Operations Center notifies the proposing investigators 
and informs SDAC.

► If the proposal is approved, the proposal is shared for relevant SC review.

Additional information on the above outcomes can be found in MOP Sections 15.2.2 - 15.2.4

https://www.impaactnetwork.org/resources/manual-procedures


Scientific Committee (SC) Review12

► If approved the proposal goes to SC Review: The SC Chair, Vice Chair, and SDAC 
SC representatives determine if there is a need for review by the full SC or if they will 
review and approve the proposed ancillary study on behalf of the SC.

► The relevant SC reviews the science and feasibility of the proposed ancillary study 
and decides whether to approve it for submission to the Network Leadership 
(MOG/Scientific Leadership Group [SLG]) for review, approval, disapproval, or 
deferral.

Additional information on this review can be found in MOP Section 15.2.3

https://www.impaactnetwork.org/resources/manual-procedures


IMPAACT Network Leadership Review13

Following SC review, the relevant Operations Center SC representative shares the proposed 
ancillary study with the Operations Center proposal coordinator to share with relevant Network 
leadership representatives.

► For DR and DACS: the Network chair and SDMC principal investigator (PI) determine the 
need for review by the full MOG or SLG; or if the Network Chair and Statistical and Data 
Management Center PI will review and approve the proposed ancillary study on behalf of 
the Network. Generally, the Network chair and SDMC PI review and approve ancillary 
studies on behalf of the Network.

► For NWCS: the Laboratory Center (LC) PI and SDMC PI determine the need for review by 
the full MOG or SLG. In some cases, the Network Chair may review on behalf of the LC PI. 
As part of their review, the LC PI and SDMC PI determine if there is a need for review by 
the full MOG or SLG or if the LC PI and SDMC PI will review and approve the proposed 
ancillary study on behalf of the Network. Generally, the LC PI and SDMC PI review and 
approve ancillary studies on behalf of the Network.



Final Proposal Review Outcomes
14

A proposed ancillary study may be:

► Deferred, if further information is required, the Operations Center proposal coordinator 
will inform the proposing investigators and request the specific information needed.

► Disapproved, the Operations Center proposal coordinator notifies the proposing 
investigators and informs SDAC: cbar.attask@harvard.edu.

► Approved, the Operations Center proposal coordinator notifies the proposing 
investigators and informs SDAC: cbar.attask@harvard.edu. For NWCSs, the Data 
Management Center (DMC) is also notified: fstrf.nwcs@fstrf.org. This communication 
includes a copy of the approved proposal along with instructions to the proposing 
investigators regarding the need for completion of a Specimen and Data Usage 
Agreement (SDUA; see MOP Section 15.4). For NWCSs, this communication also 
includes information about whether specimens collected at certain sites cannot be 
used due to lack of site IRB approval or other regulatory requirements.

mailto:cbar.attask@harvard.edu
mailto:cbar.attask@harvard.edu
mailto:fstrf.nwcs@fstrf.org
https://www.impaactnetwork.org/resources/manual-procedures


Specimen and Data Use Agreement (SDUA)
15

An SDUA is required for the following:

► Any export of human genomic data
► Any NWCS
► Export of data under a DR or DACS
► Shipment of specimens and/or datasets for an approved IMPAACT protocol if the 

activity has not been described in the protocol or DAIDS Clinical Trials Agreement
► Export of data from multiple studies for a meta-analysis or other grouped analysis, 

even if not developed as a formal DR or DACS



Responsibilities and Procedures for 
Completion of Ancillary Studies 

Data Request
(DR)

Data Analysis 
Concept Sheet 

(DACS)
New Works Concept 

Sheet (NWCS)

An SDAC coordinator is
assigned to work with 

proposing investigators 
and the DMC to facilitate 

transfer of data and to 
inform investigators of 

any costs.

An SDAC statistician or 
epidemiologist is 

assigned (or confirmed) 
to work with the 

proposing investigators 
to complete and publish 
the proposed analyses.

A DMC Laboratory Data 
Manager is assigned to 
each approved NWCS. 

Either an SDAC 
coordinator or a 

statistician is assigned. 
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Additional information and definitions can be found in MOP Section 15.5

https://www.impaactnetwork.org/resources/manual-procedures


Publication Requirements and Procedures 
17

Publications Resulting from Data Requests:

► It is the responsibility of the investigator/author to ensure that development of 
manuscript results from the proposed ancillary study follow the procedures 
specified in Section 19 of the IMPAACT MOP, including timelines, authorship, 
Network review, and citations.

► Any publications associated with the proposal should include acknowledgement of 
IMPAACT.



Procedures for Access to Study Data During 
Trial Conduct and After Trial Completion18

► The central database for the majority of IMPAACT studies resides at the SDMC. 
This includes case report form (CRF) data, results of protocol-specified laboratory 
analyses, and ancillary study data.

► The requestor must send the request by email to SDAC.DATA@fstrf.org, either 
directly or routed through the statistician, data manager, or other members of the 
DMC.

► Requests to SDAC.DATA must be highly specific, including at a minimum the 
following information: who is asking for the data, the data they need and when they 
need it, the purpose of the request, how the data will be used, and who else will be 
given access to it.

► Additional information on procedures for accessing data can be found in MOP
Section 15.7. For specific examples of data access requests, refer to section 15.7.3.

mailto:SDAC.DATA@fstrf.org
https://www.impaactnetwork.org/resources/manual-procedures


Resources 



IMPAACT Network MOP20

Further details on DACS, DR, NWCS, and concept sheet development and 
review processes are available in the IMPAACT Network MOP

https://www.impaactnetwork.org/resources/manual-procedures

► Section 9: Protocol Development and Modification
− Section 9.1: Concept Development and Review 

► Section 15: Ancillary Studies, Investigations, and Access to Study Data
► Section 19: Publications Requirements and Procedures

https://www.impaactnetwork.org/resources/manual-procedures


Thank you for viewing! 

Please e-mail: 
impaact.capsubmissions@fstrf.org

with questions
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mailto:impaact.capsubmissions@fstrf.org

