 gLHS Network Affiliate Membership
Last updated: 04/09/26
Table of Contents
Description
gLHS Network Affiliate Categories
Benefits of Affiliate Membership
Affiliate Membership Responsibilities
Reporting
gLHS Extended Network Affiliates
gLHS Affiliate Application Process
Application Requirements
gLHS Network Affiliate Application


[bookmark: _Toc803204623]Description
Groups interested in affiliate membership in the genomics-enabled learning health system (gLHS) network should seek to participate in an open process to identify and improve approaches for clinical integration of genomic information in a virtuous learning health system cycle of implementation, evaluation, refinement, and re-implementation. Affiliate membership is conditional on agreement and adherence to the criteria described in this document. 
The application for affiliate membership in the gLHS Network is open to all USA-based academic, non-profit, and government organizations. International institutions and industry (private sector and/or for-profit) groups that wish to become gLHS Network affiliate members will be assessed on a case-by-case basis to ensure compliance with applicable National Human Genome Research Institute (NHGRI), National Cancer Institute (NCI), National Institutes of Health (NIH), and federal government legal-, ethical-, and conflict of interest-related policies. Offers by third parties, including gLHS Network affiliate members, to participate or provide cost-free or in-kind services to the gLHS Network will also be assessed on a case-by-case basis by the NIH program staff.
Affiliate Membership in the gLHS Network has three distinct categories, distinguished by the affiliate’s capacity for involvement in network activities and desire to contribute to and/or access network data.

[bookmark: _Toc1004161249]gLHS Network Affiliate Categories
A more complete list of benefits associated with each affiliate category can be found in the “Benefits of Affiliate Membership” section below.

	Criteria for:
	Description

	Ancillary Affiliate
	· Ancillary Affiliates should be interested in reciprocal learning between the network and affiliate through participation in network activities as appropriate. 
· This category may include early stage investigators and groups (ex. building a learning health system, applying for funding). 
· Ancillary Affiliates will not have access to network data before external controlled release and therefore will not require a Data and Transfer Use Agreement, but agreements may be required to participate in beta phases.

	Network Affiliates
	· Network Affiliates participate intellectually within the network, allowing for collaboration with the network and reciprocal learning between the network and affiliate. 
· Network Affiliates will have opportunity to collaborate with network members. Projects working with network data (through contribution or access) will require a DTUA and will be assessed on a case-by-case basis. Any data sharing will include de-identified data only.
· Network Affiliates may participate in gLHS Network projects as opportunities allow or use the concepts developed in the gLHS Network to implement their own research projects. 

	Extended Network Affiliates
	· Extended Network Affiliates apply for independent funding, for example through R01/R21 applications, to conduct research that relates closely to network projects. 
· The proposed study, including budget considerations, requested access permissions, and scientific aims, will be assessed on a case-by-case basis by the Steering Committee.
· Investigators interested in this type of affiliate membership should engage the network prior to application submissions. Collaboration with network investigators is strongly encouraged.


	Industry and Foreign Affiliates
	Industry and foreign affiliates can be involved as any category of Affiliate depending on the planned involvement of the group and will be assessed on a case-by-case basis.



[bookmark: _Toc1684975817]Benefits of Affiliate Membership
· The benefits of affiliate membership vary by affiliate category, as outlined in the “gLHS Network Affiliate Categories” section of this document. 
All Affiliates are provided with:
· A rich, collaborative environment with network sites and shared expertise in multidisciplinary areas.
· Access to network-developed tools and guidelines, both published and beta versions. 
· Affiliates will have the opportunity to contribute to the gLHS repository of tools and resources and participate in the creation of resources in the beta phases.
· Participation in Action Groups, Subgroups, and Steering Committee meetings, as appropriate.
Network Affiliates or Extended Network Affiliates only
· Access to gLHS Network data prior to public release, abiding by Data Transfer and Use Agreements and the gLHS Network Publication Policy.
· Affiliate membership does not guarantee that data (row level or summary level) will be shared. Any data sharing would include de-identified data only.
· Data sharing will be assessed on a case-by-case basis.
· Opportunity to implement genomics-enabled learning healthcare projects or participate in gLHS Network projects as appropriate.
[bookmark: _Toc197981923]Affiliate Membership Responsibilities 
· Commitment to adhere to network policies, guidelines, and agreements, including Data Transfer and Use Agreements, Publication Policy, and data submission policies.  
· A manuscript concept sheet is required for each planned publication – more details can be found in the Publication Policy.
· Commitment to provide expertise towards accomplishing the goals of the network in a timely manner and participate in network activities, as appropriate.
· Contributions may include sharing relevant study design and implementation strategies and data sharing, as appropriate. 
· Agreement from each affiliate member that they will not disclose confidential information obtained from other members of the network. 
· Commitment to report individuals to be added or removed as part of the group’s Affiliate membership with access to network resources.
· If the Principal Investigator of an Affiliate moves institutions, new applications must be filed for the new institution to become an Affiliate and old institution to reflect the updated Principal Investigator. 
· Additional responsibilities and criteria for membership may be added upon recommendations of the gLHS Steering Committee, External Scientific Panel, and NIH. 
[bookmark: _Toc1516980927]Reporting
· Access for Affiliate Groups will be audited twice per year by the CC.
· Affiliates will be responsible for regular report-outs to summarize progress, barriers, and lessons learned related to participation in network activities, as well as for updating gLHS about any new potential conflicts of interest, including financial conflicts. Progress summaries will be requested by the CC during access audits of the Affiliate Groups.
· Affiliate relationships will be evaluated on an annual basis by the gLHS leadership group and Steering Committee to ensure continued mutual benefit for the affiliate and network.
· Any affiliates found to be in non-compliance with network policies (Affiliate Policy, Data Transfer and Use Agreements, and Publication Policy) or no longer in a mutually beneficial affiliate relationship may be dismissed as an affiliate member of the network at the discretion of the gLHS Steering Committee. 
· Site PIs should communicate any concerns about continued membership for any Affiliate groups to the gLHS Leadership group for consideration.

[bookmark: _Toc2124892246]gLHS Extended Network Affiliates
Extended Network Affiliate status is intended for groups applying for independent funding, for example through R01/R21 applications, to conduct research that closely relates to network projects. While Ancillary Affiliates or Network Affiliates may have data access requirements similar to the Extended Network Affiliates, Extended Network Affiliate applications are only required for groups applying for independent funding.

Applying groups will submit their research aims and abstract for review by the Steering Committee. Upon request, the Steering Committee may request access to additional documentation and research plans. The Steering Committee will review applications, and clinical sites would have the opportunity to participate as appropriate in the proposed studies, however approval of an Extended Network Affiliate application does not require the site to conduct any additional data collection or analysis.

Extended Network Affiliates are strongly encouraged to collaborate with current network investigators. Affiliate applications should name all key study personnel for the proposed research. If individuals reside at multiple institutions, the lead site should lead the affiliate membership application. However, separate DTUAs will be required for any institutions (individuals) accessing network data. 

Applications will be reviewed on a case-by-case basis but will follow the guidelines below depending on aims of the research.
· Studies proposing to use network data post-external controlled release.
· No special arrangements are needed. Groups can access data through controlled access review and mechanisms (for example dbGaP/AnVIL). If the research team prefers data access through the network, DTUAs would still be required.  
· The funding application for the proposed project should still be submitted for review by the Steering Committee for awareness and confirmation there are no conflicts of interest.
· Studies proposing to use internal network data prior to external controlled release of the data, or access to data elements not intended for external controlled release.
· Network or site-specific letter(s) of support are recommended for the funding application.
· Affiliate Applications and Data Transfer and Use Agreements will be required for any investigators who are not current members of the gLHS Network to allow for sharing de-identified data. 
· If the study team is composed of both current network members as well as non-network members, an affiliate application is still required to ensure the whole study team will be approved to have network data access.
· Studies which will require a change in scope of data collection or analysis from current network protocols. 
· Budget for additional data collection by the network/sites should be included in the funding application as needed. Independent conversations with the affected sites are strongly encouraged during the research planning stage.
· Network or site-specific letter(s) of support are recommended for the funding application.
· Affiliate Applications and Data Transfer and Use Agreements will be required for any investigators who are not current members of the gLHS Network to allow for sharing de-identified data.
· If the study team is composed of both current network members as well as non-network members, an affiliate application is still required to ensure the whole study team will be approved to have network data access.

[bookmark: _Toc1794477007]gLHS Affiliate Application Process
Any groups interested in applying for affiliate membership with the gLHS Network should provide the required information in no more than three pages. Funding proposal abstracts and specific aims are not included in the page requirement for Extended Network affiliate groups. The group should specify the membership category desired and whether the application is from an Industry or Foreign Affiliate and will require additional review.

The application will be submitted to the gLHS leadership group for pre-review. The gLHS leadership group oversees the network and consists of NHGRI and NCI program staff, the Steering Committee chair, and the Coordinating Center (CC) contact PI and operations director.  Pre-review will ensure that the application is complete and that the research interest and proposed project ideas appear to be in scope for the gLHS Network. 

Following pre-review, the application will be reviewed by the gLHS Steering Committee, composed of the Principal Investigators from each network site, the gLHS Network Coordinating Center, and NIH program staff. Evaluation for affiliate membership will determine whether the institution meets all necessary application requirements below. Any concerns or questions regarding the affiliate application will be discussed directly with the applicant, applications will not be approved until all resolving issues are addressed.

[bookmark: _Toc717946512]Application Requirements 
· Applicant has the requisite expertise to participate in the gLHS Network as an affiliate.
· Details about any relevant, ongoing studies at the institution should be included in the application.
· Applicant brings expertise to the network which would contribute to network capabilities.
· Proposed research is of interest to and within scope of the gLHS Network.
· For Affiliates applying to conduct a research study, documentation of an approved IRB and research funding should be provided, as appropriate.
· If the applicant is interested in conducting a research study at a future time (ex. after securing funding), the group should apply as an Ancillary Affiliate. A new application for Network / Extended Network Affiliate status should be submitted at a later time, prior to beginning the research study.
· Confirmation that the applicant agrees to the gLHS Network Data Transfer and Use Agreements and affiliate responsibilities.

Applicants will be notified as quickly as possible once a determination has been made or if there are questions from the Steering Committee that must be addressed in order to move forward.

