COMMITTEE ON BIOLOGICS AND BIOTECHNOLOGY
Chair: Keith Haffer
Vice Chair: Alan Young

[USAHA Staff will enter your committee roster]

The Committee met during the 2023 Annual Meeting in Oxon Hill, Maryland on October 17, 2023. There were 13 members and 9 guests in attendance. The meeting opened with review of the Mission Statement, outline of the Agenda, and review of voting and membership procedures.   Two specific presentations were provided to review updates from the Center for Veterinary Biologics (USDA-CVB) and the Animal Health Institute (AHI), followed by a business meeting to vote on a Recommendation to the National Assembly of State Veterinarians, and a letter to the USDA-Center for Veterinary Biologics.  The meeting concluded with a discussion of format for meetings for the coming year, and discussion of vacancy for the Chair and Vice Chair positions. 



Presentations & Reports (Example)

Title: CVB Update 2023
Dr. Geetha Srinivas, Director, USDA-Center for Veterinary Biologics presented the CVB Update: 2023. 
Complete text of the presentation is appended to this report. 

Dr. MJ McNamee, Director of Scientific & Regulatory Affairs, Animal Health Institute presented Veterinary Biologics Section: Updates & Industry Priorities
	Complete text of the presentation is appended to this report.


Committee Business: 
The committee reviewed two items for consideration by the Executive Committee, appended to this report.  

#1: The committee reviewed a recommendation to the National Assembly of State Animal Health Officials recommending a joint committee, to include CVB, Industry Representatives, and Representatives of the USAHA Committee on Biologics and Biotechnology to better standardize state-specific policies and procedures related to distribution of Conditionally Licensed products.  After a brief discussion, the the letter was approved by unanimous vote with no negative votes or abstentions.

#2: The committee reviewed a letter to the USDA-CVB regarding application of VSM memorandum 800,51, related to the determination and approval of adjuvant withdrawal times.  Members have indicated concern over the stifling of innovation resulting by an apparently departure from a risk-based approach.   A series of questions was posed to the CVB to clarify the position on determination of adjuvant withdrawal, with a requested response prior to next year’s USAHA meeting.

The committee then discussed the position of Chair and Vice-Chair for the coming years.  Dr. Keith Haffer has decided to step down from Chair, and Dr. Alan Young agreed to stand for the position of Chair.  No other candidates were identified.   There was discussion over the role of Vice Chair, and as of the conclusion of the meeting there were no candidates willing to put their names forward.  Additional work will continue outside of the meeting to identify candidates. 

Finally, the committee discussed the potential to have additional meetings throughout the year.   The general consensus was to have two additional meetings throughout the year via Zoom or similar software, at approximately 4 month intervals.  It was desired to have the first meeting shortly after the Committee on Government Relations, at which point topic of discussion would include updates from the GRC meetings, AHI Updates, and discussion of industry concerns (for example, over the past year there was significant press regarding the potential for mRNA formulations in veterinary vaccines).   The second meeting will be held in about August, to discuss the format, topics, and potential resolutions for the fall in-person meeting.  It was mentioned that there may be a necessary followup meeting to wordsmith any final resolutions prior to the in-person meeting in Nashville.  

One additional topic for the next meeting will be to include our two standard speakers (CVB Update, AHI Update), as well as inclusion of FDA personnel capable of discussing regulatory aspects of transgenic animals produced for both food and biomedical applications.  We feel this is within the Committee’s mandate, and an important consideration moving forward that may require reworking the Mission Statement. 

Addendums to the committee report should be in the following order:
Subcommittee Reports
Time-Specific Papers
Other Presentations/Papers
Supplemental Information

OTHER NOTES: The committee adjourned following the above business approvals.  



 
