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20a. How does the Committee accomplish its purpose?

The Medical Devices Advisory Committee provides advice to FDA on the safety and

effectiveness of marketed and investigational devices, the classification of devices into

one of three regulatory categories, the possible risks to health associated with the use of

devices, the formulation of product development protocols, the review of premarket

approval applications, and the content of guidelines or guidance documents designed to

improve the interaction between the Agency and sponsors of medical devices. This

committee consists of 18 advisory panels: 17 are divided according to medical specialties

and one is a dispute resolution panel. In FY 2020, three meetings were held.

20b. How does the Committee balance its membership?

Members are drawn from the nation's top academicians, clinicians and researchers and

they provide expertise in a full range of medical specialties. These medical specialties

include anesthesiology, cardiac catheterization and electrophysiology, cardiology,

cardiothoracic and vascular surgery, radiation physics, radiotherapy, mammography

radiology, biomaterials, cytopathology, molecular genetics, clinical toxicology, chemical

engineering, orthopaedic surgery, biostatistics, gastroenterology, nephrology, esophageal

disorders, trauma, burn and wound plastic surgery, surgical oncology, reconstructive

plastic surgery, periodontology, biochemistry, immunology, oral and maxillofacial surgery,

vision sciences, corneal disease, ophthalmological surgery, perinatology, reproductive

endocrinology, obstetrics and gynecology, neurology, cerebrovascular surgery,

interventional neuroradiology, neurological surgery, neurological disorders and stroke,

and pediatric surgery. There is at least one consumer and industry representative per

panel and while they do not vote, they do provide viewpoints from their respective

constituencies. Qualified females and minorities are encouraged to apply for vacancies.

20c. How frequent and relevant are the Committee Meetings?

The Committee had three meetings in FY 2020 and tentatively plans 12 meetings for the

coming year to address new technologies coming to market and to address questions that

may arise about existing technologies and classification issues. The scope and depth of

expertise that Committee members possess is not always available within the Agency;

therefore, the Panel meetings provide a source of expert advice to the Agency on

premarket review decisions, postmarket issues, classification and reclassification

decisions, early discussion of study designs, and guidance documents. During FY 2020,

the Panels convened to discuss potential methods to reduce ethylene oxide (EtO)

emissions to the environment from medical device sterilization processes without

compromising assurance of sterility or effective processing; technological design

advancements and effective reprocessing of duodenoscopes to reduce the risk of

infections; and immunological responses to metal-containing products, focusing on



metal-containing implants and dental amalgam. The Panels also discussed and made

recommendations on reclassification of non-invasive bone growth stimulator devices and

classification of facet screw spinal device systems, intracompartmental pressure monitors,

intra-abdominal pressure monitoring devices, and cemented total first

metatarsophalangeal joint implants.

20d. Why can't the advice or information this committee provides be obtained

elsewhere?

Committee members are selected from academia, research, and/or clinical practice. The

advice they provide helps decisions stand up under public scrutiny and offers credibility to

the regulatory process. The goals of the committee can only be met using these alternate

means to obtain sound advice.

20e. Why is it necessary to close and/or partially closed committee meetings?

N/A

21. Remarks

The Panels of this Committee meet as needed, rather than on a regular basis; therefore,

some Panels did not meet during FY 2020 and have no reporting requirements. For the

Panels that did not meet, considerable time was devoted to preparation for meetings that

were postponed due to the COVID-19 pandemic; considerable time was also devoted to

reappointing current members, maintaining associated records for these activities, and

streamlining paper processes within FDA. In addition, time was spent in the routine care

and maintenance of the committee: the development of a financial report for this website;

updating the roster and number of vacancies on our website; completing the annual ethics

report; reviewing financial disclosures of current members and providing ethics training.

Harvey E. Smith, M.D., member designation was inadvertently saved in the database as a

SGE; his appointment type has always been a RGE. Now the database reflects his

designation status as RGE.

Designated Federal Officer

James P. Swink Panel Coordinator, Medical Devices Advisory Committee
Committee

Members
Start End Occupation

Member

Designation

Adcock (Funk),

Dorothy 
 03/01/2017  02/28/2021 Chief Medical Officer, LabCorp. Diagnostics, Burlington, NC

Special

Government

Employee (SGE)

Member

Afifi, Abdelmonem  01/01/2017  12/31/2020 
Prof., Biostatistics & Dean Emeritus, Dept. of Biostatistics, School of

Public Health, UCLA, Los Angeles, CA

Special

Government

Employee (SGE)

Member



Al-Aswad, Lama  04/29/2019  10/31/2022 
Professor of Ophthalmology and Vice Chair of Innovations, New

York Univ. Langone Eye Center, New York, NY

Special

Government

Employee (SGE)

Member

Allen, Keith  08/31/2020  06/30/2024 
Dir., of Surgical Research/Co-Dir., Structural Heart, St. Luke's

Hospital of Kansas City, Kansas City, MO

Special

Government

Employee (SGE)

Member

Amrami, Kimberly  09/01/2017  08/31/2021 
Consultant in Radiology, Dept. of Radiology/Mayo Clinic, Rochester,

MN

Special

Government

Employee (SGE)

Member

Ballman, Karla  09/11/2019  08/31/2023 

Div. Chief and Professor of Biostatistics and Epidemiology

Healthcare Research Policy, Weill Cornell Medical College, New

York, NY

Special

Government

Employee (SGE)

Member

Baxter, William  09/13/2017  11/30/2020 
Vice. Pres. and Co-Owner, TN Interventional & Imaging Assoc.,

Chattanooga, TN

Special

Government

Employee (SGE)

Member

Berg, Joel  11/14/2019  10/31/2023 
Professor Emeritus, Pediatric Dentistry, Univ. of Washington,

School of Dentistry, Seattle, WA

Special

Government

Employee (SGE)

Member

Birdsong, George  04/22/2020  02/28/2023 Director, Anatomic Pathology, Grady Health System, Atlanta, GA

Special

Government

Employee (SGE)

Member

Blakenship, James 07/01/2019  06/30/2023 
Chair, Cardiology, Dept. of Cardiology, Geisinger Medical Center,

Danville, PA

Special

Government

Employee (SGE)

Member

Blumenstein, Brent 11/22/2019  08/31/2023 
Principal Consultant, Trial Architecture Consulting, Chevy Chase,

MD

Special

Government

Employee (SGE)

Member

Bonnell, Stacey  09/01/2020  08/31/2024 
Director, Regulatory Affairs, DePuy Synthes Companies of Johnson

& Johnson, West Chester, PA

Representative

Member

Branson, Richard  04/09/2019  11/30/2023 
Professor, Dept. of Surgery, Div. of Trauma & Critical Care, Univ. of

Cincinnati, Cincinnati, OH

Special

Government

Employee (SGE)

Member

Braswell, Laura  11/29/2017  10/31/2021 Buckhead Periodontics, Atlanta, GA

Special

Government

Employee (SGE)

Member

Braziel, Rita  03/01/2017  02/28/2021 
Professor and Dir. of Hematopathology Div., Oregon Health &

Sciences Univ., Portland, OR

Special

Government

Employee (SGE)

Member

Bremer, Andrew  04/25/2017  02/28/2021 Med. Officer & Program Dir., NIH, Bethesda, MD

Regular

Government

Employee (RGE)

Member

Bressler, Neil  04/29/2019  10/31/2022 
Professor of Ophthalmology, Johns Hopkins Univversity School of

Medicine, Baltimore, MD

Special

Government

Employee (SGE)

Member



Brietzke, Scott  03/23/2017  10/31/2020 
Dept. of Pediatric Otolaryngology, Joe DiMaggio Children's Hospital,

Hollywood, FL

Special

Government

Employee (SGE)

Member

Brindis, Ralph  08/24/2017  06/30/2021 Clinical Professor of Medicine, Univ. of California, San Francisco

Special

Government

Employee (SGE)

Member

Brown, Debera  12/21/2017  11/30/2021 Principal, D. Brown Consulting Services LLC, Palo Alto, CA
Representative

Member

Brummert, Rachel  01/19/2017  08/31/2024 
Consumer Representative; President, Quinolone Vigilance,

Charlotte, NC

Special

Government

Employee (SGE)

Member

Bryant, P.  09/01/2020  08/31/2024 
World Wide Vice President, Regulatory Affairs, Ethicon, Inc.,

Somerville, NJ

Representative

Member

Burr, Robert  04/12/2019  12/31/2023 
Endocrinologist, San Juan Regional Medical Center, Farmington,

NM

Special

Government

Employee (SGE)

Member

Bush, Lee  09/29/2017  01/31/2021 Regulatroy Affairs Manager, GE Healthcare, Waukesha, WI
Representative

Member

Cassiere, Hugh  03/30/2018  11/30/2022 

Associate Prof. Medicine and Assoc. Prof. of Cardiovascular and

Thoracic Surgery, Hofstra Northwell Schoolof Medicine, Hempstead,

NY

Special

Government

Employee (SGE)

Member

Caton, Jr., Jack  12/13/2018  10/31/2022 
Professor and Chair, Div. of Periodontology, Univ. of Rochester

Eastman Institute of Oral Health, Rochester, NY

Special

Government

Employee (SGE)

Member

Chadwick, David  05/22/2017  10/31/2020 
Dir., Regulatory Affairs/Regulatory Science, Cook Medical,

Bloomington, IN

Representative

Member

Chandrasekhar,

Sujana 
 02/05/2018  10/31/2021 

Clinical Associate Professor of Otolaryngology, Mount Sinai School

of Medicine, New York, NY

Special

Government

Employee (SGE)

Member

Chappell, Richard  02/01/2020  01/31/2024 
Prof., Dept. of Biostatistics and Medical Informatics, Univ. of

Wisconsin Madison Medical School, Madison, WI

Special

Government

Employee (SGE)

Member

Christian, Whitney  10/31/2019  02/28/2023 Managing Principal Toxicologist, Medtronic, Inc., Jacksonville, FL
Representative

Member

Connor, Jason  07/01/2019  06/30/2023 
President & Lead Statistical Scientist, ConfluenceStat, LLC,

Orlando, FL

Special

Government

Employee (SGE)

Member

Dahr, Sami  01/31/2017  10/31/2020 Vitreoretinal Surgeon, Retina Ctr. of OK, Oklahoma City, OK

Special

Government

Employee (SGE)

Member

Desjardins, Philip  10/01/2017  09/30/2021 
Vice President, Regulatory Affairs, Policy and Intelligence Medical

Devices Diagnostics, Johnson and Johnson, New Brunswick, NJ

Representative

Member

Dodd, Lori  09/29/2017  02/28/2021 
Mathematical Statistician, National Institutes of Health/NIAID, Div.,

Clinical Research, Rockville, MD

Regular

Government

Employee (RGE)

Member



Dorsey, Earl  12/14/2017  11/30/2021 
Prof. of Neurology and Medical Dir., Telemedicine, Univ. of

Rochester, Rochester, NY

Special

Government

Employee (SGE)

Member

Duff, Kevin  09/13/2017  11/30/2020 Prof. of Neurology, Univ. of Utah, Salt Lake City, UT

Special

Government

Employee (SGE)

Member

Edwards, Veverly  12/14/2017  11/30/2021 
Consumer Representative:Affiliate Broker, First National Realty,

Memphis, TN

Special

Government

Employee (SGE)

Member

Escobar, Luis  02/10/2014  05/31/2021 
Medical Dir., Medical Genetics and Neurodevelopmental Ctr., St.

Vincent Hospital, Indianapolis, IN

Special

Government

Employee (SGE)

Member

Espey, Eve  05/17/2017  01/31/2021 Div. Chief, Univ. of New Mexico, Albuquerque, NM

Special

Government

Employee (SGE)

Member

Felix, Juan  04/01/2015  02/28/2022 
Prof. of Clinical Pathology and Ob/Gyn, Dept. of Pathology, Keck

School of Medicine Univ. of Southern California, Los Angeles, CA

Special

Government

Employee (SGE)

Member

Finnegan,

Maureen 
 09/01/2014  08/31/2022 Assoc. Prof., Univ. of TX Southwestern Med. Center, Dallas, TX

Special

Government

Employee (SGE)

Member

Freed, Brian  08/22/2017  02/28/2021 Executive Dir., Clinimmune Labs, Auroa, CO

Special

Government

Employee (SGE)

Member

Gelato, Marie  04/25/2017  02/28/2021 
Prof. of Medicine, Dept of Medicine, Health Sci. Ctr., Stony Brook,

NY

Special

Government

Employee (SGE)

Member

Gilbert, Jeremy  09/01/2017  08/31/2021 
Adjunct Prof., Dept. of Orthopaedic Surgery, Med. Univ. of S.

Carolina, Charleston, SC

Special

Government

Employee (SGE)

Member

Goldberger, Bruce  03/01/2018  02/28/2022 
Prof. and Dir. of Toxicology, Dept. of Pathology, Univ. FL,

Gainesville, FL

Special

Government

Employee (SGE)

Member

Grunberger,

George 
 03/01/2018  02/28/2022 Chairman, Grunberger Diabetes Inst., Bloomfield Hills, MI

Special

Government

Employee (SGE)

Member

Hamlin, Lise  09/11/2019  10/31/2023 
Director of Public Policy, Hearing Loss Association of Anmerica,

Bethesda, MD

Special

Government

Employee (SGE)

Member

Hayes, Daniel  08/29/2019  05/31/2022 
Stuart B. Padnos Professor in Breast Cancer Research, Univ. of

Michigan Rogel Cancer Center, Ann Arbor, MI

Special

Government

Employee (SGE)

Member



Hays, Ronald  03/20/2017  10/31/2020 Prof. Medicine/Gen Internal Med & Health, UCLA, Los Angeles, CA

Special

Government

Employee (SGE)

Member

Hedayat, Samad  01/30/2015  01/31/2022 
UIC Distinguished Professor, Dept. of Math, Statistics and

Computer Science, Univ. of Illinois at Chicago, Chicago, IL

Special

Government

Employee (SGE)

Member

Hilliard, Paula  05/17/2018  01/31/2021 
Prof. and Assoc. Chair, Dept. of OB/Gyn Medical Student

Education, Stanford Univ., School of Medicine, Stanford, CA

Special

Government

Employee (SGE)

Member

Hillis, Stephen  06/26/2019  01/31/2023 Research Professor, Dept. of Radiology, Univ. of Iowa, Iowa City, IA

Special

Government

Employee (SGE)

Member

Isaacson, Keith  09/10/2018  01/31/2022 Dir. of Min. Invasive Surgery, Newton Wellesley Hosp., Newton, MA

Special

Government

Employee (SGE)

Member

Janik, Grace  09/10/2018  01/31/2021 
Associate Dir., Medical College of Wisconsin, Columbia St. Marys

Campus, Milwaukee, WI

Special

Government

Employee (SGE)

Member

Janosky, Janine  10/01/2017  09/30/2021 
Dean College of Education, Health and Human Services, Univ. of

Michigan-Dearborn, Dearborn, MI

Special

Government

Employee (SGE)

Member

Jarvis, Gary  08/31/2018  06/30/2022 
VP Technology/Regulatory Clinical and Medical Affairs, Alfa

Medical, Eden Prairie, MN

Representative

Member

Jarvis, William  04/12/2019  12/31/2023 
President and Medical Consultant, Jason and Jarvis Associates,

Hilton Head Island, SC

Special

Government

Employee (SGE)

Member

Jiang, Yulei  06/26/2019  01/31/2021 Associate Professor of Radiology, Univ. of Chicago, Chicago, IL

Special

Government

Employee (SGE)

Member

Karon, Bradley  04/09/2014  02/28/2022 
Prof. of Laboratory Medicine and Pathology, Mayo Clinic,

Rochester, MN

Special

Government

Employee (SGE)

Member

Kawasaki, Arthur  05/31/2017  05/31/2021 Sr. Dir., Canon BioMedical, Inc., Rockville, MD
Representative

Member

Kielb, Stephanie  04/20/2018  12/31/2022 
Assoc. Prof. of Urology, Dept. of Urology, Northwestern Univ

Feinberg School of Medicine

Special

Government

Employee (SGE)

Member

Kim, Eugene  09/20/2018  12/31/2021 
Associate Professor of Surgery and Pediatrics, Children Hospital

Los Angeles, Los Angeles, CA

Special

Government

Employee (SGE)

Member

Kim, Grace  09/27/2018  01/31/2022 
Associate Professor in Residence, Univ. of California, Los Angeles,

Los Angeles, CA

Special

Government

Employee (SGE)

Member



Kimberlin, David  09/29/2017  02/28/2021 Professor, Univ. of Alabama at Birmingham, AL

Special

Government

Employee (SGE)

Member

Lalwani, Anil  04/09/2019  10/31/2023 
Professor and Chair for Research, Columbia Univ. College of

Physicians and Surgeons, New York, NY

Special

Government

Employee (SGE)

Member

Lange, Richard  07/01/2018  06/30/2022 President, Tech Univ. Health Sciences Ctr. El Paso, El Paso, TX

Special

Government

Employee (SGE)

Member

Larson, Floyd  02/11/2020  10/31/2023 
President/Senior Consultant, PaxMed International, LLC, San

Diego, CA.

Representative

Member

Laskey, Warren  12/13/2018  09/30/2022 
Professfor, Division of Cardiology University of Mexico School of

Medicine

Special

Government

Employee (SGE)

Member

Leitch, Ann  11/29/2017  08/31/2021 Prof., Dept. of Surgery, UT. SW Medical School/Center, Dallas, TX

Special

Government

Employee (SGE)

Member

Leopold, Donald  04/09/2019  10/31/2023 
Professor, Dept. of Surgery, Univ. of Vermont Larner College of

Medicine, Burlington, VT

Special

Government

Employee (SGE)

Member

Lewis, Jr., Frank  11/29/2017  08/31/2021 Exec. Dir., American Board of Surgery (Retired), Millington, MD

Special

Government

Employee (SGE)

Member

Lipkin, Steven  04/12/2019  05/31/2023 

Professor of Medicine and Vice Chair for Research Sept. of

Medicine, Weill Cornell Medical College, Cornell Univ., New York,

NY

Special

Government

Employee (SGE)

Member

Lison, Wyatt  03/23/2017  05/31/2021 
Consumer Representative; Partner, Feintsein Doyle Payne &

Kravec, LLC, Pittsburgh, PA

Special

Government

Employee (SGE)

Member

Marshall, Milton  11/22/2016  10/31/2020 Marshall & Associates, Houston, TX

Special

Government

Employee (SGE)

Member

McGrath, Mary  09/11/2019  08/31/2023 Professor of Surgery, Univ. of California, San Francisco, CA

Special

Government

Employee (SGE)

Member

McGuire, Michael  12/31/2018  10/31/2022 
Clinical Assistant Professor, Univ. of Texas Dental Branch, Houston,

TX

Special

Government

Employee (SGE)

Member

McLeod, Stephen  04/29/2019  10/31/2022 

Theresa M. and Wayne M. Caygill, MD Distinguished Professor and

Chair, Dept. of Ophthalmology, Univ. of California, San Francisco,

CA

Special

Government

Employee (SGE)

Member

Miller, Melissa  09/29/2017  02/28/2021 
Professor, Pathology and laboratory Medicine, Univ. of North

Carolina at Chapel Hill, Chapel Hill, NC

Special

Government

Employee (SGE)

Member



Miller, Michael  11/29/2017  08/31/2021 
Prof. & Chair, Dept. of Plastic Surg., the Ohio State Univ.,

Columbus. OH

Special

Government

Employee (SGE)

Member

Morgan, Charity  04/12/2019  12/31/2023 
Associate Professor, Dept. of Biostatistics, Univ. of Alabama at

Birmingham, Birmingham, AL

Special

Government

Employee (SGE)

Member

Morgan, Daniel  02/01/2020  01/31/2024 
Clinical Prof., Ob/Gyn, Univ. of Michigan, Women Hospital, Ann

Arbor, MI

Special

Government

Employee (SGE)

Member

Moxey-Mims,

Marva 
 04/20/2018  12/31/2022 

Chief of Pediatric Nephrology, Children's National Health System,

Washington, DC

Special

Government

Employee (SGE)

Member

Nathan, Steven  12/01/2018  11/30/2022 
Medical Director, Advanced Lung Disease and Lung Transplant

Program, Inova Fairfax Hospital, Falls Church, VA

Special

Government

Employee (SGE)

Member

Nishikawa, Robert  09/27/2017  01/31/2021 
Professor, Imaging Research Div., Univ. of Pittsburgh Dept. of

Radiology, Pittsburgh, PA

Special

Government

Employee (SGE)

Member

Norback, Diane  04/22/2020  02/28/2023 
Anatomic and Clinical Pathologist, Univ. of Wisconsin Hospital and

Clinics, Madison, WI

Special

Government

Employee (SGE)

Member

Norton, Susan  11/01/2013  10/31/2020 
Chief, Research and Clinical Audiology, Seattle Children's Hospital,

Seattle, WA

Special

Government

Employee (SGE)

Member

Park, Adrian  09/11/2019  08/31/2023 

Professor and Chairman, Dept. of Surgery, Johns Hopkins

University School of Medicine, Anne Arundel Medical Center,

Annapolis, MD

Special

Government

Employee (SGE)

Member

Pekar, Carol  09/20/2018  12/31/2022 Principal, Pekar Regulatory and Clinical Consultin, Stow, MA
Representative

Member

Petersen, Carolyn  12/01/2017  11/30/2021 
Consumer Representative: Web Communications Consultant, Mayo

Clinic Global Business Solutions, Rochester, MN

Representative

Member

Pfleger, Michael  01/28/2019  10/31/2022 
Vice President Head of External Affairs and Regulatory Policy,

Alcon, Inc., Div. of Novartis, Fort Worth, TX

Representative

Member

Pilitsis, Julie  12/14/2017  11/30/2020 
Chair, Dept., Neuroscience and Experimental Therapeutics, Albany

Med. College, Albany, NY

Special

Government

Employee (SGE)

Member

Pokrop, Frank  07/09/2020  02/28/2024 Director, Regulatory Affairs, Quidel, Inc., San Diego, CA.
Representative

Member

Pratt, Victoria  04/12/2019  05/31/2023 
Director, Pharmacogenomics and Molecular Genetics Laboratories,

Indian Univ. School of Medicine, Indianapolis, IN

Special

Government

Employee (SGE)

Member

Price, Amy  11/22/2019  08/31/2023 
Consumer Representative; Sr. Research Scientist/AIM Lab, Dept. of

Anesthesia, Stanford University, Palo Alto, CA

Special

Government

Employee (SGE)

Member



Punjabi, Naresh  04/09/2019  11/30/2023 

Professor of Medicine and Epidemiology, Johns Hopkins Univ.

School pf Medicine and Bloomberg School of Public Health,

Baltimore, MD

Special

Government

Employee (SGE)

Member

Quinn, Ann  02/27/2019  02/28/2023 
Worldwide Director, Regulatory Affairs, Ortho-Clinical Diagnostics,

Inc., Rochester, NY

Representative

Member

Reiser, Ingrid  09/27/2018  01/31/2022 Associate Professor of Radiology, Univ. of Chicago, Chicago, IL

Special

Government

Employee (SGE)

Member

Reynolds, Mark  11/05/2013  10/31/2021 
Prof. & Chair, Dept of Periodontics, Univ. of Maryland School of

Dentistry, Baltimore, MD

Special

Government

Employee (SGE)

Member

Richards,

Benjamin 
 11/22/2019  08/31/2023 

Prof., Orthopaedic Surgery, Texas Scottish Rite Hospital for

Children, Dallas, TX

Special

Government

Employee (SGE)

Member

Rivera, Arnaldo  04/09/2019  10/31/2023 
Associate Professor Otolaryngology, Univ. of Missouri School of

Medicine, Columbia, MO

Special

Government

Employee (SGE)

Member

Saubolle, Michael  09/20/2018  12/31/2021 
Dir., Infectious Diseases/Microbiology, Univ. of Arizona College of

Medicine, Phoenix, AZ

Special

Government

Employee (SGE)

Member

Schwaitzberg,

Steven 
 01/01/2017  12/31/2020 

Prof. and Chairman, Dept of Surgery, Univ of Buffalo Sch of Med

and Bio Science, Buffalo, NY

Special

Government

Employee (SGE)

Member

Smith, Harvey  09/30/2016  08/31/2024 
Assistant Professor of Orthopaedic Surgery at the Veteran's

Administration, Philadelphia, PA

Regular

Government

Employee (RGE)

Member

Spring, Bradford  09/29/2017  02/28/2021 
Vice President, Regulatory Affairs, Becton Dickinson & Company,

Sparks, MD

Representative

Member

Starling, Randall  01/21/2020  06/30/2023 

Prof. of Medicine, Dept. of Cardiovascular Medicine, Section of

Heart Failure and Transplant Medicine, Heart, Vascular and

Thoracic Inst., Cleveland Clinic, Cleveland, OH

Special

Government

Employee (SGE)

Member

Stetler-Stevenson,

Maryalice 
 08/22/2017  02/28/2021 

Chief, Flow Cytommetry Lab., NIH/NCI, Laboratory of Pathology,

Bethesda, MD

Regular

Government

Employee (RGE)

Member

Sully Sayeed,

Keziah (Kate) 
 01/01/2017  12/31/2020 

Consumer Representative; Interventional Pain Fellow, Melbourne,

FL

Special

Government

Employee (SGE)

Member

Thomson, Jr.,

Richard 
 01/28/2019  02/28/2022 

Consultant, Clinical Microbiology, North Shore University Health

System, Evanston, IL

Special

Government

Employee (SGE)

Member

Timberlake,

Sharon 
 09/04/2018  01/31/2022 Sharon Timberlake Consulting LLC, Wayland, MA

Representative

Member

Tsongalis, Gregory 08/29/2019  05/31/2022 

Professor, Vice Chair for Research and Director, Clinical Genomics

and Advanced Technology, Dartmouth-Hitchcock Medical Center

and Geisel School of Medicine, Lebanon, NH

Special

Government

Employee (SGE)

Member



Tung, Avery  09/20/2018  12/31/2022 
Professor, Dept. of Anesthesia and Critical Care, Univ. of Chicago,

Chicago, IL

Special

Government

Employee (SGE)

Member

Van Der Pol,

Barbara 
 01/28/2019  02/28/2022 Professor of Medicine, Univ. of Alabama at Birmingham

Special

Government

Employee (SGE)

Member

Wang, Helen  04/24/2019  02/28/2023 
Medical Director, Cytopathology, Beth Israel Deaconess Medical

Center, Boston, MA

Special

Government

Employee (SGE)

Member

Wang, Hom-Lay  11/29/2017  10/07/2020 
Prof. & Dir., Graduate Periodontics/Prevention/Geriatrics, School of

Dentistry, Univ. of Michigan, Ann Arbor, MI

Special

Government

Employee (SGE)

Member

Welch, Jacqueline  01/01/2019  12/31/2022 Director of Medical Affairs, Teleflex, Inc., Pleasanton, CA
Representative

Member

Wreh, Elijah  12/01/2017  11/30/2021 Regulatory Affairs Manager, Invacare Corp., Elyria, OH
Representative

Member

Wyne, Kathleen  02/20/2018  02/28/2021 
Director, Adult Type 1 Diabetes Prog., Ohio State Univ., Wexner

Med. Ctr., Columbus, OH

Special

Government

Employee (SGE)

Member

Yang, Lynda  12/01/2016  08/31/2022 Neurosurgeon, Univ of Michigan, Ann Arbor, MI

Special

Government

Employee (SGE)

Member

Yarmus, Lonny  03/30/2018  11/30/2021 

Assoc. Prof. of Medicine and Oncology/Dir. Div., Pulmonary and

Critical Care Medicine, Johns Hopkins Univ. Schol of Med.,

Baltimore, MD

Special

Government

Employee (SGE)

Member

Yeh, Robert  08/31/2020  06/30/2024 
Dir., Richard A. and Susan F. Smith Ctr. for Outcomes Research in

Cardiology, Beth Israel Deaconess Medical Ctr., Boston, MA

Special

Government

Employee (SGE)

Member

Yueh, Bevan  11/01/2013  10/31/2020 
Prof. & Chair, Dept of Otolaryngology, Univ. of Minnesota,

Minneapolis, MN

Special

Government

Employee (SGE)

Member

Zhang, Lanjing  03/01/2017  02/28/2021 
Consumer Representative; Dir. of Gastrointestinal and Liver

Pathology, Univ. Medical Center of Princeton, Plainsboro, NJ

Special

Government

Employee (SGE)

Member
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Special

Government

Employee (SGE)
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Number of Committee Members Listed: 123

Narrative Description

FDA’s strategic priorities in responding to the public health challenges of the 21st century

are to advance regulatory science and innovation; strengthen the safety and integrity of



Checked if Applies

Checked if Applies

the global supply chain; strengthen compliance and enforcement activities to support

public health; expand efforts to meet the needs of special populations; advance medical

countermeasures and emergency preparedness; advance food safety and nutrition;

promote public health by advancing the safety and effectiveness of medical products;

establish an effective tobacco regulation, prevention, and control program; and manage

for organizational excellence and accountability. The Panels (of the Medical Devices

Advisory Committee (MDAC)) of the Center for Devices and Radiological Health (CDRH)

Advisory Committee organized under 513(b) of the Federal Food, Drug and Cosmetic Act

supports the FDA mission and strategic plan by providing independent expert scientific

advice on the safety and efficacy of medical devices and radiation emitting products. The

Panels also offer an opportunity for public input on all the issues that attend the

introduction of new medical devices. 

What are the most significant program outcomes associated with this committee?

Improvements to health or safety

Trust in government

Major policy changes

Advance in scientific research

Effective grant making

Improved service delivery

Increased customer satisfaction

Implementation of laws or regulatory requirements

Other

Outcome Comments

NA

What are the cost savings associated with this committee?

None

Unable to Determine

Under $100,000

$100,000 - $500,000

$500,001 - $1,000,000

$1,000,001 - $5,000,000

$5,000,001 - $10,000,000

Over $10,000,000

Cost Savings Other



Cost Savings Comments

The utilization of Medical Devices Advisory Committee enables the Agency to obtain

required and frequently scarce professional services from medical and scientific experts

not otherwise available to the Agency; and to obtain the services of these experts only on

an as needed basis rather than on a full time basis. The services of the Committee

resulted in advice for the improvement of the public health for which it is difficult to assign

a financial value.

What is the approximate Number of recommendations produced by this committee

 for the life of the committee?

317 

Number of Recommendations Comments

The Committee made 317 recommendations from FY03 through FY20---See question 20a

of the ACR for specific accomplishments.

What is the approximate Percentage of these recommendations that have been or

 will be Fully implemented by the agency?

85% 

 % of Recommendations Fully Implemented Comments

The function of an advisory committee is purely advisory in nature. Although the FDA

most often accepts the recommendations from its committees, the advice is purely

advisory in nature, and therefore, the Agency has the option of not implementing the

advice.

What is the approximate Percentage of these recommendations that have been or

 will be Partially implemented by the agency?

10% 

 % of Recommendations Partially Implemented Comments

The function of an advisory committee is purely advisory in nature. Although the FDA

most often accepts the recommendations from its committees, the advice is purely

advisory in nature, and therefore, the Agency has the option of not implementing the

advice. This number represents an approximation of the percentage of recommendations

that the agency has fully implemented or plans to fully implement.

Does the agency provide the committee with feedback regarding actions taken to



Checked if Applies

Checked if Applies

 implement recommendations or advice offered?

Yes      No      Not Applicable

Agency Feedback Comments

It usually does. Product approval issues are first released to the sponsor. When

appropriate information is made available to the public. Actions related to guidance

documents or other general matters issues are available publicly when implemented.

What other actions has the agency taken as a result of the committee's advice or

recommendation?

Reorganized Priorities

Reallocated resources

Issued new regulation

Proposed legislation

Approved grants or other payments

Other

Action Comments

FDA approves or chooses not to approve an investigational new medical product.

Is the Committee engaged in the review of applications for grants?

 No

Grant Review Comments

NA

How is access provided to the information for the Committee's documentation?

Contact DFO

Online Agency Web Site

Online Committee Web Site

Online GSA FACA Web Site

Publications

Other

Access Comments

N/A


