


ClinGen Collaboration Checklist and Collaboration Agreement Overview
[bookmark: _GoBack]Investigators should consider submitting a Collaboration Checklist and Agreement to NHGRI and the Steering Committee for review when:
· Academic, non-profit, and industry collaborators are interested in contributing to ClinGen 
AND 
· Collaborator wishes to be featured on the ClinGen Collaborator page https://www.clinicalgenome.org/about/clingen-collaborations/
[bookmark: _dnhtp2iqj49k]Submission and Review 
1. The ClinGen liaison will work with the ClinGen Host PI and external collaborator to complete the Collaboration Checklist and Agreement
2. Once complete, the ClinGen liaison will submit the documents to Erin Ramos (cc'ing the appropriate NHGRI scientific program analyst)
3. Erin Ramos will review the document, circulating the checklist for review by NHGRI staff as needed.
a. NHGRI review may be required when 
i. The external partner is a for-profit organization
ii. There is the potential for perceived conflict of interest
iii. There is the potential for perceived or implied endorsement
4. Erin Ramos will return the collaboration checklist to the SC for review by email or by discussion on a Steering Committee call.
5. The SC can:
a. Approve: Allow the collaboration to move forward.
b. Review: Ask that specific components of the collaboration checklist be renegotiated with the external partner.
c. Pilot: Ask that the collaboration move forward with defined limits. After some time, the SC would revisit the collaboration and evaluate its usefulness.
d. Decline: Decide that the collaboration is not appropriate for ClinGen at this time.



Collaboration Checklist
v3 1/31/20

ClinGen Partners Policy: please see https://www.clinicalgenome.org/about/clingen-policies/ 

Collaborator: 
ClinGen Host P.I.: 
ClinGen Liaison and Key Contacts:
*Indicating a Collaborator and Host ClinGen PI is required. If the ClinGen PI will be relying on a Coordinator or Other WG member to shepherd the communication, please name that liaison.

A. Concise description of scope of work, ClinGen grant resources being leveraged, and expected output (1-2 paragraphs)

B. Expectations of recognition
1. Will the collaborator claim a formal affiliation (e.g. announcements, website, press releases, etc.) with the ClinGen program in any way? 
Please note: neither NIH nor the ClinGen program can endorse or appear to endorse third party products or partners.
         Yes   ____No

2. Does the collaborator expect any other form of acknowledgement (e.g. authorship on publications)? 
        Yes   ____No  

3. If the answer to B.3 is yes, please briefly describe this expectation.

C. Contributions by Collaborator
If Collaborator is contributing, developing or testing technology with ClinGen, then

1. Who will retain copyrights and IP for the resulting technology? 
      Owner:                                                                ___ N/A
  
2. What software license will be associated with the use of the resulting technology?  
     License:                                                                ___ N/A

3. Does the Owner agree to make this technology described in this collaboration checklist freely available for ClinGen activities?    
   
                      Yes   ____No ___N/A


4. Are there restrictions on the use of this license (e.g., only available to specific ClinGen WG)?
____Yes          No  ___N/A  

If Yes, please specify: 


If Collaborator is contributing data to ClinGen, then

5. What types of data will be provided and for what purpose (e.g. evidence for variant or gene classification)?

6. Will all data, results, and conclusions generated from this collaboration be shared in accordance with ClinGen’s data sharing policy? See: 
____Yes   ____No ___N/A

7. Are the requisite IT resources already in place to transfer and manage this data?
        Yes   ____No___N/A


If Collaborator is contributing time, effort or expert opinion to ClinGen, then

8. Which ClinGen Working Groups, Expert Panels or other activities will the Collaborator be involved?

9. Please describe effort (approximate time investment, type of personnel, etc.)

	Name & Role of Collaborator
	Estimated Percent Effort not to exceed
	Quarterly time commitment
	Annual time commitment

	
	
	
	




10. Will the Collaborator allow results and conclusions that may be generated during these discussions to be shared in accordance with ClinGen’s Terms of Use?
        Yes   ____No


D. Responsibilities of ClinGen Host PI
 
11. Can the host PI confirm that the terms and conditions associated with the collaboration are consistent with the notice of grant award terms and conditions?
_____Yes   ____No
12. Are any funds from the Collaborator being allocated to ClinGen for the proposed work described in this collaboration agreement?

____Yes   ____No 

13. If the answer to 12 is yes, then please state the approximate amount of funds. 
         Approximate funds:  $_______________

13. Is there anticipation of a CRADA (Cooperative Research and Development Agreement) between the ClinGen host PI and the collaborating parties?

____ Yes   ____No

14. If answer to 13 is yes, then please list the names of the parties between which this relationship is being formalized.
___________________________ & __________________________________


ClinGen Collaboration Agreement
v3 1/31/20

Signing below indicates that you have:

· completed the ClinGen Collaboration Checklist
· read and agree with the terms of the ClinGen Academic, Non-Profit, and Commercial Collaboration Policy
· understand that the ClinGen logo cannot be used by an industry or non-profit collaborator. However, these groups can use an accurate text description of the ClinGen collaboration and refer back to the clinicalgenome.org website. Academic collaborators may include the logo on relevant websites, with approval by the ClinGen Steering Committee.
 
Signed,
   
Representative from ClinGen Host PI Institution
   
  
Representative from Collaborator Institution


Approved January 31, 2020 
https://www.clinicalgenome.org/docs/clingen-academic-non-profit-and-commercial-collaboration-policy-collaboration-checklist/
