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ECHO Cohort Ancillary Studies Policy

Introduction and Purpose

The scientificimpact of the ECHO Cohortrelies upon the availability of its dataand biospecimen
resources, to which ECHO providesaccessintwo ways: 1) with limited personally identifiable
information (PIl) onthe ECHO Cohort Data Platform (Data Platform) —a highly secure, FISMA-
moderate compliant cloud environment, along with the biospecimensin the ECHO Biorepository;
and 2) de-identified, controlled-access, public-use datasets—currently located onthe Allof Us
Researcher Workbench—available to the broader scientificcommunity. Learn more about using
ECHO public-use datasets here: https://echochildren.org/data-availability/

The scientificcommunity may take advantage of ECHO data with limited identifiers, including
proposing new assays of biospecimens, by proposing ancillary studies. The ECHO Cohort
Consortium defines an ancillary study as one that derives funding from a non-ECHO source—
like other NIH grants, non-federal grants, or institutional funds—and accesses non-publicly
available, limited identifiable dataon the Data Platform, and biospecimens in the Biorepository.

The purpose of this policy is to govern the process for proposing ancillary studies.

Scope

This policy applies toanyindividual orinstitution proposing an ancillary study supported by non-
ECHO funding that seeks access to:

A. ECHO Cohort data (with limited PIl) only
B. ECHO Cohort biospecimens and associated data (with limited PIl)

Note: This policydoes not currently allowrequestsforaccess to ECHO Cohort participants, including
for piloting new methods or new data or biospecimen collection in addition to the ECHO Cohort
Data and Biospecimen Collection Protocol.

CRITERIA

The firstcriterion for ECHO ancillary studiesis whether the studies require support from non-
ECHO funding. If so, the second criterion is whether the studies require use of ECHO Cohort
biospecimens or data with limited identifiers on the ECHO Cohort Data Platform. If the proposed
study does not require access tothe limited identifiers on the Data Platform or ECHO’s
biospecimens, then the controlled-access, public-use datafromthe ECHO Cohort located on the
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All of Us Researcher Workbench may be appropriate. If so, the investigators can submitarequest
to access the requisite datausing the Allof Us Researcher Workbench access request system.

If the study meets both criteria, (1) requiring non-ECHO funding and (2) requiring access to ECHO
Cohortdata with limited identifiers or biospecimens, then the study may be ancillary and can
proceedonlyinaccordance with the policy below.

Definitions
Refertothe ECHO Glossary forfull list of ECHO terminology and definitions.

Policy

NIH and the ECHO Cohort Steering Committee (Steering Committee), ora sub-group they appoint,
must review all ancillary study proposals promptly and, if they approve it, provide a Letter of
Collaboration to the ancillary study investigator.

Accessto the ECHO Cohort’s limited identifiable data on the Data Platform or biospecimens foran

ancillary study are contingent upon the investigators obtaining or adhering to the following
elements, each described in the subsections below.

e Institutional Review Board (IRB) documentation

e Letterof Collaboration fromthe ECHO Cohort Consortium
e Non-ECHOfunding

e An ECHO X01 award for resource access, if needed
e Official trainingand certification from the ECHO Cohort Consortium cores and centers

e Adherence tothe ECHO Cohort Data Sharing and Use Policy, ECHO Cohort Biospecimens
Policy, ECHO Cohort Publications Policy

A. Institutional Review Board (IRB) Documentation

All investigators applying foran ECHO Ancillary Studies Letter of Collaboration must attest that
theirIRB isresponsibleforeither

e Forancillary studies using biospecimens: approving the study design, or

e For data-only ancillary studies: Consideration of exempting them from human subjects
research protections

The appropriate IRB may be the investigators’ local institutional IRB or single IRB overseeing
theirresearch arising from theirsource(s) of funding.

Prior to beginning their ancillary study, investigators must provide the ECHO Coordinating
Centerwith documentationof their IRB’s determination of studyapproval or exemption. If the
documentation is not on file, the ECHO Cohort Consortium may pause or restrict the
investigators’ accesstoany or all ECHO data or biospecimen resources.

20of8


https://www.researchallofus.org/
https://flow.dcri.org/sites/echo/Pages/Glossary/All-Items.aspx

ECHO Version 3.0
il Effective Date: 24/Sep/2026

T \ S g L Title: ECHO Cohort Ancillary Studies Policy

A program supported by the NIH

B. Letters of Collaboration from the ECHO Cohort Consortium

Consistent with NOT-OD-26-094, ECHO is now offering Letters of Collaboration instead of the
Letters of Support provided previously. Priorto applying for non-ECHO funding oran NIH
ECHO X01 (see Section IV partD. below), every ancillary study proposer must requesta Letter
of Collaboration fromthe ECHO Cohort Consortium. The applications for non-ECHO funding
and the ECHO XO01 for the ancillary study must each include this Letter of Collaboration.

The Consortium’s Letters of Collaboration are not explicit promises of resource access but
serve as confirmation that project proposals meetall the criteria of an ancillary study of the
ECHO Cohort and are feasible with the Consortium’s dataand biospecimen resource
inventories and supportinfrastructure. Once fundingand, if applicable, XO1s are secured, the
Consortium requires investigators to submit analysis proposals that complement their project
descriptions forwhich they received theirletters, through the ECHO Cohort Consortium’s
analysis pipeline.

To beginthe Letter of Collaboration Request process, proposers must first submit their study
summary to the NIH ECHO Program Office duringan open period. Learn more at
https://echochildren.org/-echo-ancillary-studies/. If the NIH ECHO Program Office approves
based on the overarchingcriteriaaligned with PAR-25-437, the proposer can submit the full
requestformtothe ECHO Cohort Consortium accordingto the instructions on
https://echochildren.org/request-a-letter-of-collaboration/. If not, the requester can modify
the proposal and try again ina future round.

Letters of Collaboration issued by the ECHO Cohort Consortium are good for use in funding
applicationsfortwo years. After expiration, Letters of Collaboration for data-only projects can
be reissued through a brief request submitted using a link on https://echochildren.org/echo-
ancillary-studies/. Letters of Collaboration for projects that involve use of biospecimens must
start the full request process anew to account for potential changes in biospecimen availability
inthe ECHO Biorepository.

C. Non-ECHOfunding

ECHO ancillary studies require supportfrom non-ECHO funding sources. In addition to funding
to coverancillary study-site staff time, resources, and training, the funding must provide
adequate supportforthe ECHO Cohort Consortium cores and centers (e.g., Coordinating
Center, Data Analysis Center, Laboratory Core) for the duration of the ancillary study period.
Learn more about budgets at https://echochildren.org/request-a-letter-of-collaboration/.

Ifinvestigators are submitting afunding application to support the Ancillary Study,
investigators must notify ECHO.NOFO@nih.gov at the time of submitting theirfunding
application to provide the relevant trackinginformation, including RFA or NOFO identifier,
applicationidentifiers, and contact Pl name.

To preventdelaysinancillary study projects, investigators must notify as soon as possible
ECHO.NOFO@nih.gov, echocc-ancillarystudy@duke.edu, and echo-help@rti.org (and
elvis pub@vumc.orgif projectsinclude biospecimens) of funding application outcomes,
includingintenttoreapply if funding was unsuccessful.
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D. Application for resource access through an ECHO X01
ECHO requires investigators to apply foran NIH ECHO X01 award in two scenarios.

1. Investigators whoare not currently funded as part of the ECHO Cohort Consortium must
applyforan NIH ECHO X01 award.

2. ECHO-funded investigators who seekto use ECHO biospecimens foran ancillary study
must apply for an NIH ECHO X01 award.

Note: ECHO investigators do not need an X01 award for data-only ancillary studies.

The ECHO X01 is a resource access mechanism that allows NIH oversight of the ancillary study
(see Section IV part G below). The ECHO X01 does not provide funding.

All ECHO resource access applications mustinclude the Letter of Collaboration from the ECHO
Cohort Consortium obtained according to Section IV part B of this policy. If applying for non-
ECHO fundingto supporttheir ECHO ancillary study, investigators must simultaneously (oras
close to simultaneously as possible) apply foran ECHO X01. Ifinvestigators alreadyhave
fundinginhand, they muststill apply successfully foran X01 before beginning their ancillary
study.

E. Restrictions
Off-cycle requests for Letters of Collaboration

This policy does not permit off-cycle requests for Letters of Collaboration from the
Consortium. Investigators can request letters through the official process and timelines
described on https://echochildren.org/echo-ancillary-studies/ and
https://echochildren.org/request-a-letter-of-collaboration/.

Modifications to projects with Letters of Collaboration

Once a Letter of Collaborationisissued foraproject, this policy precludes any changesto
projecttitle, projectaims, orPllisted in consortiumrecords. If investigators need to change
theirprojecttitle, aims, or Pl, they mustrequest anew letter through the official process.

Access to ECHO Cohort participants

This policy excludes study proposals seeking access to ECHO Cohort participants. ECHO
investigators seeking access to ECHO Cohort participants forthe purposes of piloting new
methods, new datacollection, or potential changes to the ECHO Cohort Data and Biospecimen
Collection Protocolcan apply to the ECHO Opportunities and Innovation Fund.

Project timelines

ECHO expects timely completion of all ancillary studies, within reason. Forexample,
investigators should complete data-only ancillary studies within two years of submitting the
initial analysis proposal through the Consortium’s data analysis pipeline. For projectsinvolving
use of biospecimens, investigators should complete the ancillary studies within three years of
submitting the initial analysis proposalthrough the Consortium’s data analysis pipeline.
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F. Exemptions

If ECHO Cohort Study Sites, Cores, or Centers sponsortraining award applicants (e.g., to For K
awards), the investigatorsin training can propose their training projects as data-only ECHO
Cohortancillary studies. Sponsors must be an investigator (i.e., Principal Investigator, or Co-
investigator)listed on an ECHO Cohort Consortium Study Site, Core, or Center grant
application as “key personnel” and who draws salary support from an active ECHO Cohort
Consortium Study Site, Core, or Center award.

Principal investigators of such training projects should request Letters of Collaboration for
theirancillary studies priortotheirtraining award application submissions, so that they can
attach their Letter of Collaboration to theirapplications.

Given the limited budget for most training awards, ECHO Cohort Consortium sponsors should
identify a project dataanalyst whowill undergo, or who has previously completed, training
and certification required forancillary studies by the Data Analysis Center. Alternatively,
trainingaward principal investigators may serve as project data analysts and undergo the
training and certification by the Data Analysis Center.

Training award applicants requesting Letters of Collaboration for data-only ancillary studies
are exemptfromboth

e Proposingancillary study budgets to support ECHO cores or centers

e Applyingforan ECHO X01

Note: The exemptions above may notapply to K99/R00 awards. Applicants to K99/R00
awards should check with the NIH ECHO Program Office about possible exemptions.

G. NIH Oversight

The NIH ECHO Program Office provides oversight of all ECHO ancillary studies through ECHO
“U” awards and/or the X01. All ECHO awardees, including X01 awardees, must abide by all NIH
policies as well as the ECHO Cohort Data Sharingand Use Policy, ECHO Cohort Biospecimens
Policy, and ECHO Cohort Publications Policy.

To help NIH ensure the responsible conduct of ECHO’s research—including ancillary studies—
the X01 requires ancillary study investigators

e Assure propertraining and certification of their site staff to access and use ECHO Cohort
resources.

e Providereportsto NIHECHO Program staff, the ECHO Coordinating Center, the ECHO
Data Analysis Center, and the ECHO Laboratory Core, as needed or whenrequested,
regarding X01 award site activities, including but not limited to, staff trainingand
certification, summaries of ancillary study progress and outputs.

e Protectthe confidentiality of participants, promote ethical and beneficial use of data
amongdata users, and minimize potential harmsto people groups orindividuals.

50f8


https://echochildren.org/wp-content/uploads/2026/09/ECHO-Cohort-Data-Sharing-and-Use-Policy.pdf
https://echochildren.org/wp-content/uploads/2025/07/ECHO-Cohort_Biospecimens-Policy-v4.0_APPROVED_20250625.pdf
https://echochildren.org/wp-content/uploads/2025/07/ECHO-Cohort_Biospecimens-Policy-v4.0_APPROVED_20250625.pdf
https://echochildren.org/wp-content/uploads/2025/07/ECHO-Cohort_Publications-Policy-v5.1_APPROVED_20250625.pdf

YLy ECHO Version 3.0
b ol Effective Date: 24/Sep/2026
o T i CXTTES Title: ECHO Cohort Ancillary Studies Policy

i A program supported by the NIH

e Complete their projects within the two- orthree-yeartimelines, as specified in Section
IV Part D, above. While some flexibility is available forreasonable delays, NIH canissue
restrictions to data and biospecimen access forinvestigators with overdue projects.

H. Disputes and Appeals

Investigators may dispute Consortium decisions about ECHO ancillary studies. The Steering
Committee or ECHO Cohort Operations Committee hears such appeals.

If an appeal remains unresolved after Steering Committee or Operations Committee hearings,
consortium members may ask the ECHO Program Office to convene a Dispute Resolution
Committee.

To initiate an appeal, investigators should email ECHO.NOFO@nih.gov and echocc-
ancillarystudy@duke.edu notifying them of the decision of concern and the desire to appeal.

V. Review and Revision
Review of ECHO Program Manual documents occurs every three years; however, as processes
change, or majoreditsidentified, this may warrant additional review of documents.

VI. Supporting Documents

None

VIl. References

e NICHD Data and Specimen Hub (DASH)
e NIH Guide
e ECHO Opportunities and Innovation Fund

o Notice: NIHisreplacing Letters of Support with Letters of Collaboration
(https://grants.nih.gov/grants/guide/notice-files/NOT-OD-26-094.html)

VIII. Attachments
ECHO Cohort Ancillary Studies Process from Applicant Perspective.
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IX. History of Change

Version 3.0
Effective Date: 24/Sep/2026

Title: ECHO Cohort Ancillary Studies Policy

Version Effective Section Summary of Changes
Number Date Affected Y g
3.0 24Sep2026 See Below
Throughout | Editorial revisions
The criteriafor an ancillary study was moved from
I . .
SectionIV.Ato Section|l
The sectionincludes policy directives for IRB
IV.A .
documentation
This section nowincludesinfo on Letter of
IV.B Collaboration durations and needed actions when
they expire
The sectionincludes new policy directives
V.C requiring ancillary studies investigators to notify
) NIH and Cores/Centers of funding application
trackinginfoand outcomes
The section now includes new policy directives
officially restricting off-cycle reviews and revisions
IV.E to projectsthatalready have a Letter of
Collaboration. This section alsoincludes
restrictions on ancillary study timelines.
Editsin this section clarify thatall ancillary study
investigators are responsible foradheringtoall
IV.G NIH policies and pertinent ECHO policies. This
section now includes ramifications for
unreasonably delayed ancillary studies.
Removed the graphicof the ancillary studies
Attachments | processoverview. Fordetails, seegraphics on
https://echochildren.org/-echo-ancillary-studies/
2.0 02Jul2025 Entire Policy | Revised policytosupport ECHO Cycle 2.
1.0 010ct2021 N/A New Policy
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