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Office of Science Coordination & Communication

Science Board to the Food and Drug Administration

April 9, 2002

Executive Summary

Administration

The agenda and meeting arrangements of the Science Board to the Food and Drug Administration (FDA) were administered by FDA’s Office of Science Coordination and Communication (OSCC).  On Tuesday, April 9, 2002, a meeting was convened at FDA Bldg: 5630 Fishers Lane, Rockville, MD.  The public meeting was called to order at 8:00 a.m. by Robert S. Langer, Chair. The meeting was adjourned at approximately 4:00 p.m.
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Robert S. Langer, Sc.D., Chair
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Lester Crawford, D.V.M., Ph.D., Deputy Commissioner, FDA

Norris Alderson, Ph.D., Senior Associate Commissioner for Science & Health

Susan Mackie Bond, M.S., Executive Secretary to the Science Board

Bernard A. Schwetz, D.V.M., Ph.D., Senior Advisor for Science

Linda A. Suydam, D.P.A., Senior Associate Commissioner 

David W. Feigal, Jr., M.D., M.P.H., Director, Center for Devices & Radiological Health (CDRH)

Janet Woodcock, M.D., Director, Center for Drug Evaluation & Research (CDER)

Ajaz S. Hussain, Ph.D., Deputy Director for Science, Office of Pharmaceutical Science, CDER

Stephen Sundlof, D.V.M., Ph.D., Director, Center for Veterinary Medicine (CVM)

Dennis Baker, Associate Commissioner for Regulatory Affairs

Dan Casciano, Ph.D., Director, National Center for Toxicological Research (NCTR)

Kathryn Zoon, Ph.D., Director, Center for Biologics Evaluation & Research (CBER)

Joe Levitt, Director, Center for Food Safety & Applied Nutrition (CFSAN)

Robert Buchanan, Ph.D., Senior Science Advisor, CFSAN

Purpose

The Science Board met to discuss the following issues:

· Opening Pathways to Biomaterial Innovation

· Process Analytical Technologies (Follow-Up From November 2001 Meeting)

· Antimicrobial Resistance Issues

· FDA’s Office of Regulatory Affairs:  Program Review Update

Reports/Presentations

Introductory Remarks

Dr. Crawford emphasized how important the advisory committee process is to FDA.  He stated that the need for input and feedback from outside experts is imperative and encouraged the Board to continue their important role.  Dr. Alderson introduced the two new members to the Board, Drs. Josephine Grima and Jim Riviere.

Opening Pathways to Biomaterial Innovation

Dr. Nerem introduced the topic and the Biomedical Engineering Materials & Applications Roundtable concept (BEMA) for which he is Chair.  Dr. Sahatjian spoke specifically about the issue of supply and access of biomaterials.  He outlined the workshop discussions at the BEMA roundtable.  Some of the resulting suggestions to address the problems identified included encouraging discussions between raw material suppliers and biomedical manufacturers and exploring a model of sharing profits and risks between the two.  Another suggestion at the BEMA meeting was that the manufacturers in the development process provide better visibility of the problem and better testing.  Finally, BEMA believes this issue needs “a voice” to communicate the connection between the value of life and the dependence on new materials.  Dr. Nerem added that Biomaterials Access Assurance Act (BAAA) is a good first step in addressing this problem but an “imperfect remedy.”  The liability issues surrounding these products have limited the ability to bring new biomaterials to market.  Dr. Feigal presented the regulatory perspective with respect to biomaterials in device development and the problems with conventional evaluations of trials.  Since the biomaterials issue is prominent throughout the device regulatory life cycle, the challenge to FDA and industry is to create an environment that fosters innovation and allows for a healthy development of new materials.

The Board acknowledged the seriousness of the problems presented and agreed that FDA, suppliers, device manufacturers, and consumers must come together to develop standards for acceptable risk, testing, and further research.  The Board recommended that FDA take a vital role in educating the public about risks and stay current in the science and research of biomaterials. 

Process Analytical Technologies (PATs)

Mr. Scherzer discussed the challenges facing manufacturers and a vision for industry, regulators, and universities in introducing process analytical technologies.  He outlined the current costs and low technology of pharmaceutical manufacturing and the need for renewed process design and engineering using new technologies.  Mr. Scherzer envisioned a paradigm shift for the future in which manufacturing, marketing, and R&D overlap with pilot clinical trials for new products prior to registration with the FDA, a significant change from the way pharmaceutical manufacturing is currently being done.

Dr. Woodcock discussed the steps to proceed forward in the process analytical technologies area (as presented at the November 2001) meeting.  She suggested that some of the concerns of manufacturing problems while introducing PATs are from perceived regulatory oversight and the implication of FDA looking more closely at manufacturing processes.  Innovation and investment in the manufacturing sector is being driven by enforcement and compliance activities of the Agency, rather than by the use of science-based approaches for processing.  Dr. Woodcock solicited the Board’s opinion on the FDA’s presented strategies for working with the pharmaceutical companies to address this concern.

Dr. Hussain outlined the FDA’s proposed process and timeline for addressing the issues and explained that the PAT initiative serves as a model, and as an opportunity to develop a regulatory framework to facilitate introduction of new manufacturing technologies for more efficient processes.  He outlined the key objectives including eliminating perceived or real regulatory hurdles; developing a CDER-ORA team based approach for regulatory review and inspection; and, international harmonization.  The PAT model moves from the current "testing to document quality" paradigm to a "continuous quality assurance" paradigm. 

Antimicrobial Resistance Issues 

Dr. Sundlof outlined the veterinary aspects of antimicrobial resistance and the regulatory approach to minimize this resistance through the FDA’s Framework Document.   The Framework Document seeks to balance the objective in ensuring human antimicrobial therapies are not compromised or lost due to the use of animal antimicrobial therapies versus the objective of ensuring a safe food through the use of antimicrobials in food-producing animals in livestock production.  He also discussed animal species specific risk assessments via post approval thresholds, research, and the surveillance efforts through the National Antimicrobial Resistance Monitoring System for post-approval surveillance.

Dr. Goldberger outlined the increasing problem of antimicrobial resistance as it applies to the human use of antimicrobial drugs.  He discussed specific approaches to facilitate the development of antimicrobial therapy for resistance in related claims and to preserve the usefulness of both current and new antimicrobial drugs.  Dr. Goldberger talked about some of the public policy barriers as well as scientific.  

The Board agrees that antimicrobial resistance is a serious global problem that warrants further goal-seeking discussions with broader representation from industry, professional societies, national and international governments.  

Office of Regulatory Affairs (ORA): Program Review

Mr. Baker outlined the factors that the ORA external review will impact including the quality of the science in inspections, investigations, and analyses; the impact of mission relevance; the adequacy of the expertise of the involved personnel; and finally, the adequacy of the available equipment and infrastructure currently in place.  The review will focus on the full spectrum of pesticides and chemical contaminants area.

Mr. Baldwin described the specifics of an internal ORA review, followed by a dialogue with FDA Centers based on the results of that internal review.  He proposed January 2003 for the external review to begin by the Science Board.  The Board commended ORA’s intention of an internal review and suggested they begin to form the external review committee by this summer.

Public Comments

Rick Cooley, Eli Lilly and member of PhRMA made public comments supporting the potential benefits of process analytical technologies but cautioned the Agency not to mandate the application of the tool.  He also suggested, the FDA keep an open and transparent process in the development of policies, guidances, or requirements while introducing PATs, and the need for appropriate training for industry and FDA.  Mr. Cooley summarized that industry is eager to work with FDA to facilitate the use of new technologies through collaborations between the regulated industry and the FDA.

Science Board Discussion/Closing Remarks/Future Direction

Dr. Langer summarized four action items from the meeting:

(1) Biomaterials:  FDA needs to play a role in educating the public regarding risks associated with this issue and what are deemed as “acceptable” risks.  Some suggestions included:

· The FDA website on this subject should include risk-management models instead of just full disclosure statements.

· FDA should partner with consumer and patient advocacy groups to educate and influence Congress.

· FDA’s food safety campaign should be used as a model for educating the public on important issues.

(2) Biomaterials: The Board encourages FDA to continue research in this important area.

(3) Biomaterials: FDA should ensure the process for evaluating & qualifying biomaterials for use is streamlined and takes advantage of new technologies.

(4) PAT Initiative: The Board endorses FDA’s proposal to use a risk-based statistical approach to variations that may be detected when process analytical technologies will be used in pharmaceutical manufacturing.

(5) Antimicrobial Resistance: The Board acknowledges this a problem that industry and government need to resolve together.  They indicated a need for follow-up on this subject starting with the next advisory Board meeting in the Fall.  They suggest FDA include presentations from a broader representative group such as industry, professional societies, academia, regional and international governments.  Dr. Alderson & Ms. Bond will work with the Board to define the players and goals for the next meeting.

(6) ORA External Review: The Board suggests that ORA look into getting consumer and industry feedback as part of their internal review.

(7) ORA External Review: The Board suggests that the external panel be selected by the end of summer 2002.

Next Meeting- The Fall Science Board meeting will be held on Friday, October 25, 2002.

Adjournment - The meeting was adjourned at approximately 4:00 p.m.
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