Attachment 3 
Summary of Changes for Renewal
 
	Revision or New 
	Change 
	Rationale 

	Revision 
	Appendix D 
	Updating the Consent Form (Appendix D) to include the addition of an interagency data exchange between Unite Genomics and the National ALS Registry. Participants will have the opportunity to share personal information relating to their health history with ATSDR through an integration between the Registry portal and a third-party online platform called Unite Genomics. 

	New 
	All documents    
	As required by the EO in February 2025, all use of the term "gender" has been replaced with "sex." All changes made are minor changes to terminology as the current protocol only collects data on the registrant's sex (male/female). Changes have been made throughout the documents.

	Revision 
	Appendix D2
Appendix D4
Appendix M1 
	The OMB package being submitted reflects changes recently approved by IRB to the ALS Biorepository premortem patient consent forms for the biospecimen (D2) and saliva (D4) collection. The changes include the addition of the language describing genomic data sharing and associated risk for both Appendix D2 and D4, clarification on the limited use of established cell line for commercial gain for Appendix D2, and absence of cell line establishment for commercial gain for Appendix D4. Furthermore, update has been made for the ALS research application forms (M1) in Part B to include a biospecimen sample and aliquot sizes that were was not previously listed there, in Part C added a postmortem sample and price that was not previously listed, and to include a new form “Part E” which is only applicable to the researchers making changes to their formerly approved application such as their affiliation status or additional sample request for the same study.


 

