COMMITTEE ON Biologics and biotechnology
Chair: Dr. Alan Young
Vice Chair: Dr. Scott McVey

[USAHA Staff will enter your committee roster]

The Committee met during the 2026 Annual Meeting in Madison, WI on October 20. There were [X] members and [X] guests in attendance.

The meeting began at 10:15 AM. Brief introductions were provided by the Chair, Dr. Alan Young. The Agenda was reviewed and there were no amendments.

There was a brief discussion of committee missions (with regard to biologicals and biotechnology) and meeting 
housekeeping reminders.


Presentations & Reports

Title

USDA CVB Update – Dr. David White, Center for Veterinary Biologics

Summary of presentation:

The CVB presented on Status of the Center (Hiring – selected, pending, and advertised) and baseline performance metrics for the industry. The main portion of the presentation was devoted to the current deregulatory initiatives where the CVB is engaged: with industry groups, as part of a third-party assessment of the CVB’s governing regulations, and the current Request for Information in the Federal Register related to the modernization of the same. Finally, the CVB presented the status of public postings related to modernization efforts, and updated on CVB’s specific activities related to outbreak response for egg drop syndrome virus, avian metapneumovirus, and highly pathogenic avian influenza

Other (DSM) CVB Workforce Updates:
 
Kendall Graber was selected to be director of Inspection and Compliance. They are currently recruiting for 8 open positions (administrative personnel, reviewers and technicians). 

There are currently 59 licensed and 21 permittee facilities producing 1362 products with 16,146 serials released (in FY2026).

An effort to update Part 9 of the code of federal regulations (sections 101 -118) has been initiated. Public stakeholder  comments are due on 02 NOV 2026. USDA APHIS and CVB are interested in specific reviews and comments regarding split manufacturing, adjuvant standards, raw material qualifications, risk assessments of master seed and cell stocks (based on origin and background). This is in recognition that the biologicals industry is a global business. Other important matters include inactivation and sterilization processes, stakeholder audits of the regulations, and  evaluation of animal-based release testing and the 3R principles. The CVB will re-post the 12-12 guidance on humane endpoints for animal studies.
.
Market Need Responses discussed

EDSV – import vaccine, especially for the turkey industry
HPAI-H5 - Efficacy evaluation and development of a vaccine for cattle
Avian Metapneumo Virus – import MLV (protective after initial dose administration)
As a matter of CVB policy, domestic production is preferred but will approve continuing import until field demand is fulfilled by a domestic problem. Also, demonstration of domestic field safety of an imported vaccine is critically important.


AHI Update – Dr. M.J. McNamee, Director of Scientific and Regulatory Affairs

Summary of presentation:

Dr. McNamee Briefly discuss the role of the Animal Health Institute (AHI) and introduced the president of that organization, Martha Scott Poindexter. In collaboration with Health for Animals, the AHI is working to improve animal health and the availability of mitigating tools by directing efforts towards regulatory reform, international tariff management, and control of New World Screwworm infestation. The AHI is working with CAST to develop a technical information webinar about New World Screwworm infestation education. There are many aspects to these efforts, but these include enhanced efficiency, modernization of the biologicals industry reflecting evolved technology, controlling the potential negative impacts of tariffs, and uncontrolled spread of new world screwworm. Many of these same principles can be applied to both the biologicals as well as the pharmaceutical industries.


	
Some specific points of interest:
Raw Materials, Ingredients of Animal Origen/Non-Animal Origen – possibility of a risk-based SIF?
Animal Testing – 3R’s, reduce release animal testing /potency and safety
Adjuvants standards – modernization; Split manufacturing processes - assessment

State Testing – pushbacks as needed /support appreciated (mRNA/AI)

Update on State Outreach regarding Conditional Licensed Products – Julia Schaar, Medgene

Summary of presentation:

Starting at Phase 1

Evaluations by states, comments from survey:
	
83% of state approval reviews by the state veterinarian
Need for CVB process clarity – noted by 80%+

Most common comments included:
Favorable view of approval processes, methods are not consistent, more transparency is desirable, and there is need for guidelines to standardize application materials and approval processes.

A framework for state veterinarians and other responsible state administrators (considering the points above) would facilitate standardization and be  actionable by state legislators and would also facilitate education and training of relevant officials. Process checklist and an approval responsibility summary would also be useful.

Some firms have developed and used an ISS format – study summary, study compilation; used for companion animal products by FDA for experimental products
	

Committee Business:

There were no resolutions forwarded.

OTHER NOTES:

None


 
