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	Full Base Name of Expert Panel:

	Short Base Name of Expert Panel (≤15 characters):

	Expert Panel Chair Name:
	Expert Panel Co-Chair Name:

	Email Address: 
	Phone:
	Email Address:
	Phone:

	Expert Panel Coordinator:

	Email Address:
	Phone:


Note: The Clinical Domain Working Group (CDWG) Oversight Committee (OC)will review your full and short base names as part of your VCEP application, and may provide you with feedback to ensure that your name is clear and conforms with naming conventions in ClinGen.
 
ClinGen – affiliated groups should form their Somatic Cancer Variant Curation Expert Panel (SC-VCEP) under the ClinGen Somatic Cancer parent CDWG. SC-VCEPs should compose their expert panel application in a stepwise manner, in accordance with the workflow shown below. ClinGen SC-VCEPs after completing items A-C are required to submit for Step 1 approval to the ClinGen Somatic Cancer CDWG and the CDWG Oversight Committee. After completing Step 2 (D), the ClinGen SC-VCEPs are required to send their variant classification rules to the Cancer Variant Interpretation Committee (CVI) for feedback and approval. SC-VCEPs will then complete the pilot curation phase as outlined in Step 3 (E-F) and submit to the CDWG Oversight Committee for approval. Finally, ClinGen SC-VCEPs will be responsible for defining a protocol for ongoing variant curation, review, reanalysis and discrepancy resolution in Step 4 (G) and present to the CDWG Oversight Committee for final approval. After the final approval, the SC-VCEP is ClinGen-approved to submit variants to ClinVar with 3-star expert panel status. Frequent communication with the ClinGen Somatic Cancer CDWG and the Clinical Domain WG Oversight Committee is encouraged if questions arise during the process. All ClinGen SC-VCEP curations will be available in the Clinical Interpretation of Variants in Cancer (CIViC) open access web resource.
[image: ]
	 Somatic Cancer Variant Curation Expert Panel Submission Details



	A. Composition of the Somatic Cancer Variant Curation  Expert Panel (STEP1)

	SC-VCEPs are expected to represent the diversity of expertise in the field, including all major areas of expertise (clinical, diagnostic laboratory, and basic research). It is strongly encouraged to consult with the Somatic Cancer CDWG Coordinator and Chairs during the development of the SC-VCEP. Membership should include representation from three or more institutions and will encompass cancer/gene expert members as well as biocurators. Biocurators do not have to be cancer/gene experts and will be primarily responsible for assembling the available evidence for subsequent expert member review. For area and type of expertise, please be as specific as possible (e.g. cancer laboratory diagnostician and type of lab; AMP/ASCO/CAP guidelines expertise). For SC-VCEP role, options include: primary biocurator, expert reviewer, coordinator or chair.

	Member List

	Name, credentials, and email
	Institution
	Area and Type of Expertise
	SC-VCEP Role
	Indicate Step 4 core approval members?

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	 
	 
	
	 
	 

	·   	Please describe the specific variant interpretation expertise and any experience with the application of AMP/ASCO/CAP guidelines within the SC-VCEP membership.
 


(Insert additional page if needed)
 

	
B. Scope of Work

	
Describe the scope of work of the Expert Panel (cancer types, gene(s) and example variants being addressed).
 


 
 








	C. Conflict of Interest Management

	 ExpertPanels are expected to represent the diversity of expertise in the field and should be composed of a sufficient number of eligible expert reviewers to address academic and financial conflicts of interest that may arise. The ClinGen Expert Panel Conflict of Interest Policy can be viewed here: https://www.clinicalgenome.org/docs/clingen-expert-panel-conflict-of-interest-policy/
 
·   	Academic COI: Authors of literature about relevant variants may serve on the Expert Panel and are welcome to voice their opinion, but should not be the major arbiter of a variant classification when there is limited data available and it was provided by that individual or the individual’s lab group.
·   	Financial COI: Commercial entities may participate on the Expert Panel, but should not be the major arbiter of a variant classification when there is limited data available and it was provided by that entity.
·   	No special measures are needed if there is group consensus on a variant classification; however, if a vote is needed, those with relevant conflicts of interest should recuse themselves.
·   	All conflicts will be declared publicly on the clinicalgenome.org website and reported in publications as appropriate.
ClinGen uses a standardized form to collect COI through SurveyMonkey. Please contact Danielle Azzariti dazzarit@broadinstitute.org to create COI SurveyMonkey for your SC-VCEP and to access results once complete.  COI surveys must be complete for each member before submission of the Step 1 application. Please request the COI survey results from Danielle and include the Excel file with your application.


 
End of Step 1 SC-VCEP Application
Note to Submitters: Submit your completed Step 1 application to the Somatic Cancer CDWG coordinator , Shruti Rao sr879@georgetown.edu for review and guidance from this CDWG before submitting to the Clinical Domain WG Oversight Committee (CDWG_OversightCommittee@clinicalgenome.org) for approval to begin the AMP/ASCO/CAP specification process. After Step 1 approval, you will be contacted to set up a SC-VCEP organization in the Clinical Interpretations of Variants in Cancer (CIViC) and a SC-VCEP webpage on clinicalgenome.org

Approved By: 
Date:
	
D. Somatic Cancer Variant Curation Guideline Specifications (STEP 2) 

	 
SC-VCEPs are encouraged to use the following guidelines and standard operating procedures as their starting point for a framework to interpret and report the clinical significance (diagnostic, prognostic, predictive) of somatic variants in cancer - AMP/ASCO/CAP somatic variant interpretation guidelines (Li M, et al., 2017), Minimum Variant Level Data for reporting somatic cancer variants (Ritter DI, et al., 2016) and CIViC standard operating procedure for curation of somatic variants (Danos AM, et al., 2019). The Expert Panel process typically entails reviewing the evidence types and making gene or cancer specific refinements to the above mentioned guidelines, including consultation with the ClinGen Somatic Cancer Variant Interpretation (CVI) Committee in order to facilitate harmonization of approaches across different somatic cancer expert panels. 
 
Provide the optimized rules for variant classification designed by the SC-VCEP as an appendix.  The following items must be included in the submitted material:
·   	Please attach a description of the specified guidelines for the gene(s) of interest, including evidence and rationale to support the rule specifications.
 


End of Step 2 SC-VCEP Application
Note to Submitters: Submit completed Step 2 application materials to the Cancer Variant Interpretation (CVI) Committee for review in fulfillment of the requirements for Step 2. The CVI Committee will provide written feedback to the SC-VCEP with a summary of recommendations to address prior to beginning the pilot phase (Step 3). The SC-VCEP will respond in writing to the CVI Committee’s feedback points. Finally, the CVI committee will approve the SC-VCEP to move on to Step 3 (beginning with Section E) once all feedback has been addressed.
Approved By: 
Date:

	
E. Validation of Somatic Cancer Variant Curation Guideline Specifications (STEP3)


	 
Pilot somatic variant curation specifications with known diagnostic, prognostic and predictive variants (AMP Tier I-IV) and refine specifications as needed. 
 
SC-VCEPs are required to use the Clinical Interpretation of Variants in Cancer (CIViC) knowledgebase to curate variants in the pilot curation phase according to the procedure outlined by the individual SC-VCEPs.
 
Please provide a description of how your rules were validated with known variants and a link to the Evidence items and Assertions in Clinical Interpretation of Variants in Cancer (CIViC)

	F. SC-VCEP Variant Assertions in CIViC 

	Somatic Cancer Expert Panels will create variant assertions in CIViC, which will be automatically submitted to ClinVar.
 
Please provide at least 5 somatic variant assertions that represent the content that will be submitted to ClinVar to support variant classifications. These should include reference to the AMP/ASCO/CAP Tiers of Evidence applied and the sources of evidence (PubMed IDs and/or the sources of unpublished data (e.g. clinical lab name or PI name for research data).



End of Step 3 SC-VCEP Application
 
Note to Submitters: Submit completed Step 3 (E-F) application materials to the CDWG Oversight Committee for review of the updated specifications and pilot curation results. The CDWG Oversight Committee will provide written feedback to the VCEP with a summary of recommendations. The CDWG Oversight Committee may request additional information on pilot variants. The SC-VCEP will respond in writing to the CDWG Oversight Committee’s points. Finally, the CDWG Oversight Committee will approve the SC-VCEP’s specifications and the SC-VCEP can move onto Step 4 of the final approval.

Approved By: 
Date:


	G.    Define plans for ongoing variant curation, review, reanalysis and discrepancy resolution

	 
Somatic Cancer Expert Panels are expected to develop work schedules, review and resolve differences in interpretation, and provide standard procedures for variant assessment.
 
Standard Operating Procedures:
·   	Meeting/call frequency: Click here to enter text.
Curation/expert review/biocurator training/ finalization process
Somatic Cancer Expert Panels are expected to keep their variant interpretations up-to-date and to expedite the re-review of variants that have a conflicting assertion submitted to CIViC and ClinVar after the Expert Panel submission.
 
☐  Expert Panels are expected to reassess any newly submitted conflicting assertion in CIViC and ClinVar from a one star submitter or above and attempt to resolve or address the conflict within 6 months of being notified about the conflict from ClinGen. Please reach out to the submitter if you need additional information about the conflicting assertion.
☐  Expert Panels are expected to re-review all AMP/ASCO/CAP Tier III and IV classifications made by the VCEP at least every 2 years to see if new evidence has emerged to re-classify the variants or when requested by the public via the ClinGen website
☐ If plans differ from the expectations above, please describe here:







	
   NHGRI Data Availability



	Curated variant and genes are expected to be approved and posted for the community as soon as possible and should not wait for the publication of a manuscript.
 
  	☐ Please check box to confirm your understanding that once a variant is approved by the expert panel, it will become publicly available in Clinical Interpretation of Variants in Cancer (CIViC) knowledgebase. They should not be held for publication.
 
It is expected that whenever possible, Expert Panel manuscripts will be pre-published on bioRxiv. If the authors do not anticipate submitting their manuscript to bioRxiv they must provide a written justification.
 
  	☐ Please check box to confirm plans to pre-publish on bioRxiv or provide justification for not posting pre-print.


 
End of Step 4 SC-VCEP Application
 
Note to Submitters: Send your completed Step 4 Somatic Cancer Variant Curation Expert Panel application to the ClinGen Clinical Domain WG Oversight Committee (cdwg_oversightcommittee@clinicalgenome.org) for review and to schedule a time to present Steps 4.

Approved By: 
Date:

Last updated: Feb 25, 2021 (v.1.3)
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