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OFFICE OF DEVICE EVALUATION (ODE), CDRH, FDA - Rockville, MD
Deputy Director for Engineering and Science Review,
Deputy Director for Science and Engineering Review, GS-15
Office of Device Evaluation
Center for Devices and Radiological Health (CDRH)
Food and Drug Administration (FDA) July 2005
One of two deputy directors of the CDRH Office of Device Evaluation; comprised of approximately 350 scientists,
engineers, medical officers and support staff, responsible for premarket review and approval of all medical devices in
the United States (with the exception of in vitro diagnostic devices). Assisted the director in the day to day management
and operation, which is organized into 7 divisions including: The Division of Cardiovascular Devices, the Division
of Ophthalmology and ENT devices, the Division of Anesthesiology, General Hospital, Infection Control and Dental
Devices, the Division of Reproductive, Abdominal and Radiological Devices and the Division of General, Restorative
and Neurological Devices; Devised systems and strategies to manage our day to day workload and provide regulatory
and technical oversight of the premarket decisions; primary responsibility (and signature authority) for:
Classification and reclassification actions, i.e., actions that change a classification of a medical device in the US
Requests for information on classification (also known as 513(g)s) in which the Agency provides
recommendations about classification and potential predicate devices
Requests for Designation for combination products
Guidance documents
Regulations
Honor awards and cash awards

Served as the office representative on a number of working groups, both within the agency and within the center,
including:

FDA-level Premarket Business Review Board (BRB)

FDA-level Nanotechnology Task Force

FDA-level Science Board Review working group

CDRH-level Science Prioritization Oversight Committee

CDRH-level Postmarket Transformation Leadership Team

FDA-level Neurology working group

NCI-CDRH working group on Image guided interventions for oncology

Provided input on scientific and regulatory issues that may arise in the area of medical device regulation and the
management of the medical device program.

Assisted the ODE director with appeals of decisions made by the ODE divisions on 510(k)s, IDEs and PMAs. Held
direct oversight of the PMA, 510(k) and IDE/HDE staff, and as such, help direct policy and programmatic decisions
that affect these cross-cutting programs.

Acting Director, Division of General, Restorative and Neurological Devices (DGRND), ODE, CDRH, FDA, March
2005- July 2005
Acted as group leader of approximately 74 scientists, engineers and medical offices responsible for the premarket
review and approval of medical devices in the following areas: orthopedics, neurological devices, general and plastic
surgery devices and restorative devices; held final signatory authority for all premarket applications reviewed during this



period, including PMAs (originals and supplements), 510(k)s, IDEs (originals and supplements), HDEs (originals and
supplements), 513(g)s, RFDs and reclassification petitions. During my tenure as acting director, we were faced with
a number of challenging issues, including an advisory panel for silicone gel breast implants, which lasted three days
and included one full day of testimony from the public. In addition, reviewed several PMAs (including a first of a kind
neurological device for neonates) and held two additional panel meetings; challenged with hiring a branch chief for one
branch, and selecting acting deputy directors for the division due to vacancies.

Deputy Director, DGRND, ODE, December 2001-March 2005

Oversight (and sign-off authority) for most regulatory submissions in two branches in DGRND (General Surgery
Devices Branch and Plastic and Reconstructive Surgery Devices Branch). Devices reviewed in these branches included:
surgical lasers, robotic surgery devices, orthopedic shock wave lipotripsy devices, neurological stents and catheters, dural
substitutes, tissue sealants and adhesives, wound dressings (including tissue engineered wound dressings with living
cells), dermal fillers, hemostatic agents, pulmonary implants, surgical ablation devices, tissue adhesives and neurological
interventional devices; provided leadership and technical and regulatory oversight regarding premarket review decisions
for 510(k)s, PMAs, IDEs, HDEs, 513(g)s, RFDs and classifications/reclassifications for these devices; assisted the director
in the day-to-day operation of the division; led or served on several center-level and FDA level teams, including:

FDA Working group on innovative combination products

FDA Working group on single/separate marketing applications for combination products
FDA Working group on cross-labeling for combination products

CDRH eRoom PMA review pilot team

Interagency working group on Image Guided Interventions

ODE working group on PMA staff/ODE division interactions

Center or Office level projects

Office of Science and Technology (OST) Science Prioritization Continuous Process Improvement Team
OST Program Review

Reuse of Single Use Devices Risk Prioritization Group

PMA Teams Course Development Group. I am the principle developer and a co-instructor (with an outside
facilitator) of this course for CDRH Staff College.

Lectured at numerous professional society meetings concerning FDA regulatory policy in my area of
responsibility (see list).

Acting Branch Chief, Cardiac Electrophysiology devices branch, Division of Cardiovascular and Respiratory

Devices: May 2000-December 2001
Served as acting branch chief of the Cardiac Electrophysiology and Monitoring Devices Branch (CEMB) in the
Division of Cardiovascular and Respiratory Devices; responsible for assigning and managing the premarket review
work of subordinate staff; branch was responsible for the following device types: cardiac ablation catheters, cardiac
mapping catheters, TMR systems, non-invasive blood pressure monitors, ECG devices and vital signs monitors and
communication systems; ensured that documents were reviewed and processed in a timely manner, and that decisions
were made that were consistent with regulations and reflective of ODE policy; worked with branch members to prepare
panel presentations and panel briefing materials for PMAs and other issues that were presented to the FDA advisory
panel. Consistently met all office review time goals and provided reviews that were scientifically rigorous and consistent
with ODE policy. During division reorganization, helped ensure that the transition occurred as smoothly as possible and
helped each branch member adjust to the new structure. For a period of time served as Acting Branch Chief of the Pacing,
Defibrillators and Lead Branch in addition to my duties as acting branch chief of CEMB.

Chemical Engineer/Expert Scientific Reviewer, GS-14
Gastroenterology and Renal Devices Branch, Division of Reproductive, Abdominal, and Radiological Devices -
March 1994-May 2000
Served as an expert scientific reviewer in the Gastroenterology and Renal Devices Branch, Office of Device Evaluation,
Center for Devices and Radiological Health; I was responsible for the scientific and regulatory review of 510(k)s, IDEs,



PMAs, HDEs and reclassification petitions; ensured that all scientific and regulatory issues were properly addressed
within the statutory timeframes; was the lead reviewer for many IDEs and 510(k)s which required a team approach and
consulted frequently with industry representatives and regulatory consultants; primarily reviewed the following types
of devices: dialyzers and dialysis machines and accessories, extracorporeal columns, biliary stents and catheters, water
purification systems for hemodialysis, organ transport solutions and systems, and various GI devices and accessories;
was frequent consulting reviewer for CBER and provided device and engineering expertise for extracorporeal liver assist
devices and bioartificial pancreas devices.

Primary author or a major contributor of five FDA guidance documents; these guidance documents summarized the
technical and regulatory requirements for four different products in my branch. lectured at numerous professional
society meetings to publicize FDA regulatory efforts for devices in my area of expertise; served as a liaison on the AAMI
standards committee for hemodialysis devices and was responsible for preparing and communicating FDA's comments
on these consensus standards.

Research Chemical Engineer, U.S. Department of Agriculture, Agricultural Research Service, Eastern Regional

Research Center, Philadelphia, PA: September 1989-March 1994
Employed by the Agricultural Research Service (ARS) as a research chemical engineer; responsible for conducting
original research in the area of food processing, food pasteurization, supercritical fluid extraction and mathematical
modeling and process simulation; planned, designed and executed experiments to investigate and support scientific
hypotheses; Communicated research results through publications in peer-reviewed scientific journals, technical books,
conference proceedings and trade journals. To facilitate technology transfer, interacted frequently with scientists in other
government agencies (e.g., Food Safety Inspection Service, National Institute of Standards and Technology, Economic
Research Service), academia and industry; advised management on future directions for research activities and assisted
in the preparation of project proposals and progress reports.

Education:
Ph.D., Chemical Engineering
University of Pennsylvania, Philadelphia, PA, 1989

M.S., Chemical Engineering
University of Pennsylvania, Philadelphia, PA, 1986

B.S., Chemical Engineering, University of Dayton, Dayton, OH, 1983
Magna cum laude, University Scholar

FDA Related Publications:
Provost, M.C. “FDA Regulation of Water Purification Systems for Hemodialysis.” In Water Quality for Dialysis,
3 Edition,
Association for Advancement of Medical Instrumentation, 1998.

Provost, M.C. and Meyers, C.M., “New Technologies for Patients with End Stage Renal Disease: The U.S.
Regulatory Perspective”, in Dialysis, Dialyzers and Sorbents: Where are we going?, C. Ronco and J. Winchester,
eds., Contributions to Nephrology, V. 133, pp.10-22, 2001.

Felten, R.P., Ogden, N.R.P., Pena, C., Provost, M.C., Schlosser, M. J., Witten, C. M., “The Food and Drug
Administration Medical Device Review Process:
Clearance of a Clot Retriever for Use in Ischemic Stroke”, Stroke, 36:404-406, 2005.

FDA Related Presentations
* FDA Issues on Water Purification Systems and Reuse of Hemodialyzers, National Association of Nephrology
Technicians (NANT) Annual Meeting, Philadelphia, PA, 1995.



FDA Regulation of Water Purification Systems for Hemodialysis, Water Quality Association Annual Meeting,
Indianapolis, IN, 1996.

FDA Regulation of Water Purification Systems for Hemodialysis, American Association for Advancement of
Medical Instrumentation (AAMI) National Meetings, 1996, 1997, 1998.

FDA Issues on Hemodialyzer Reuse, AAMI National Meetings, 1996, 1997, 1998.

The Role of FDA in Improving the Quality of Care at the NANT (New York Chapter) seminar on Advancement in
Renal Therapy, New York, 1998.

Current FDA Initiatives for Tissue Engineered Products: Preclinical Safety Evaluations and tandards Development,
Tissue Engineering Society Annual Meeting, Orlando, FL, 1998.

The FDA Role in Dialyzer Reprocessing in the U.S., International Symposium on the Challenge for ESRD
Treatment in the Near Future, Perugia, Italy, 1999.

Effects of Reprocessing on Hemodialyzer Performance: How Premarket Data Can be Used to Revise an Existing
Guidance Document, CDRH Science Grand Rounds, April 2000.

Premarket Review Considerations for 510(k)s for Reprocessed SUDs, DSMA Device workshops, Phoenix and
Orlando, 2001.

FDA Role in Dialyzer Reprocessing in the U.S., AAMI National Meeting, Baltimore, MD, June, 2001.

Invited participant, Workshop on Standards for Biomedical Materials and Devices, National Institute of Standards
and Technology, June, 2001.

FDA Role in Regulation of Medical Devices for ESRD, Health Care Financing Administration Annual ESRD
Update, Chicago, IL, April 2002.

CDRH Perspective on Tissue Engineered Medical Products, Engineering Tissue Growth, Pittsburgh, PA, March
2003.

Regulatory Approaches for Biological/Device Combination Products — CDRH, Drug Information Association
National Meeting, San Antonio, TX, June 2003.

FDA Perspective on the Regulation of Biological/Device Combination Products Regulatory Affairs Professional
Society West Coast Meeting, Santa Clara, CA, May 2004.

Future Trends in Drug Delivery Systems, National Institutes of Health, May 2004.

DGRND Update, AdvaMed Device Submissions Workshop, June 2004.

Successful Pre-IDE Meetings, Regulatory Affairs Professional Society Annual Meeting, Washington, D.C., October
2004.

Public Health Issues Related to Mutually Conforming Labeling: CDRH Perspective, Drug Information Association
and FDA joint workshop, May, 2005.

Dermal Safety of Medical Devices: CDRH Perspective”, FDA Science Forum, May 2005.

Regulatory Paths to Market: 510(k), PMA and HDE, NCI Workshop on Clinical Trials for Image Guided
Interventions, October 2005 and DARPA/FDA workshop, October, 2005.

Current IT Initiatives in the Office of Device Evaluation, FDA News workshop on Electronic Submissions, October
2005 and AAMI audioconference, April 2006.

CDRH Perspective: Medical Device Regulations, Standards and Guidance, American Society for Quality, Boston,
MA, March 2006.

Points to Consider for a Successful PMA submission, AdvaMed workshop, March 2006 and MDMA workshop,
September 2006.

Developing Innovative Devices to Meet Public Health Needs: The FDA Perspective AIMS on BioDesign, Atlanta,
GA, September 2006.

Points to Consider for a Successful Premarket Submission, AAMI webinar, November 2006.

Developing Innovative Medical Devices : The FDA Perspective, OCTANE Medical Device Forum, November
2006.

FDA Perspective, 7" Annual National Forum on Biomedical Imaging, February 2007.

FDA Regulation of Personal Protection Equipment (PPE) for Healthcare workers, Institute of Medicine workshop
on Personal Protective Equipment for Healthcare Workers in the Event of Pandemic Influenza: Next Steps and
Research Directions, February 2007.

How to Ensure a Timely and Effective Premarket Review: The CDRH Perspective, PharmaMedDevice, April
2007



Honors and Awards Received, 1994-present
* FDA Commissioner’s Special Citation, 2005.
¢ FDA Engineer of the Year Award, 2005
* FDA Group Recognition Award, Combination Product Policy Development and Legal Services Group, 2005
¢ FDA Scientific Achievement Award for Outstanding Intercenter Collaboration (CDRH Finalist), Sculptra Review
Team, 2005
* FDA Group Recognition Award for Embolization Devices Reclassification Team, 2004
¢ FDA Outstanding Service Award for Silicone Gel Filled Breast Implant PMA Review Team, 2004
e CDRH Special Recognition Award, PMA Review Teams Development Group, 2004
¢ FDA Group Recognition Award, DBS-ODE Partnership Improvement Group, 2003
* CDRH Special Recognition Award for the Reuse Electrophysiology Group, 2003
e (CDRH Staff College Certificate of Appreciation for outstanding contributions to training programs, 2002
e CDRH Special Recognition award for the Reuse of SUDs Risk Prioritization Scheme, 2001
¢ FDA Scientific Achievement Award for Excellence in Review Science for CDRH, 2000
* CDRH Special Recognition award for hemodialyzer reclassification team, 2000
e (CDRH Staff College Certificate of Appreciation for outstanding contributions to training programs, 2000
* CDRH Special Recognition award for cellulose acetate hemodialyzer group, 1998
* FDA Group Recognition award for Hemodialyzer Reuse team, 1997
* CDRH Special Recognition award for Low Density Lipoprotein PMA review team, 1996



