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Dear Sir or Madam:

I oppose the petition submitted by RS Medical on February 7, 2005 requesting
that the Food and Drug Administration reclassify non-invasive bone growth
stimulator (BGS) devices from Class I1I to Class II.

I am an orthopedic surgeon with a foot and ankle specialization. I have been in
private practice since 1979 with the Fondren Orthopedic Group, a comprehensive
association of private orthopedic surgery practitioners located in Houston, Texas.
I have an active staff appointment at Texas Orthopedic Hospital and The
Methodist Hospital in Houston, and in the past I have served as a member of the
consulting staff of Hermann Hospital's Orthopedic Foot Clinic, Shriners Hospital
for Crippled Children, Diagnostic Center Hospital, Park Plaza Hospital, Sadler
Clinic in Conroe, Texas, and St. Luke's Episcopal Hospital. In addition, I
currently serve as the Editorial Reviewer for the journals Foot and Ankle and The
American Journal of Sports Medicine. 1 have attached a copy of my curriculum
vitae for your reference.

I regularly use BGS devices in my practice, including as adjuncts to surgery, in
treating delayed unions and nonunions of certain metatarsal bones in the foot, and
in treating failed fusions of fractured ankle joints.

. 1am also familiar with the scientific literature on these types of
devices. Based on my experience, [ believe that clinical testing in humans is
extremely important to confirm that a new type of BGS technology or device is
both effective and safe. There is much we do not know about how and why these
devices work at the cellular level. In fact, we do not fully understand the
mechanism of action and therapeutic effects of the various BGS devices, except to
the extent that we recognize that different types of BGS devices may work in
different ways. The scientific literature I have reviewed strongly suggests that
minor variations in the waveforms generated by a particular BGS device may
impact the device’s ability to successfully generate bone growth. Despite the
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gaps in our knowledge, I continue to use BGS devices in my practice because I
recognize that the devices currently on the market were subject to extensive
clinical testing demonstrating that they work and are safe.

I am concerned that the down-classification of BGS devices to Class 11 would
open the door for less effective devices, with unproven waveforms, to enter the
marketplace. 1 believe that the clinical data that are submitted to FDA to obtain
approval of a Class I1I device is necessary to ensure that less efficacious BGS
devices do not make their way on to the market. If FDA were to reclassify BGS
devices, and allow the marketing of a new BGS device without supporting clinical
data, I would not use the device in my practice because I would question whether
it works — despite FDA clearance pursuant to the 510(k) process. My own
extensive experience with BGS technology would compel this conclusion, but I
am concerned that other physicians who use these devices in their practice would
be unaware of the serious questions of effectiveness that would be raised by the
marketing of new BGS devices without supporting clinical data. If this were to
occur, the track record of effective and safe use of approved BGS devices could
be undermined.

The risks posed by an ineffective BGS device are serious. In my practice, the use
of a BGS device is based on a careful evaluation of the treatment options for a
particular patient, including surgery. If I prescribe the use of a BGS device, and
that device turns out to be ineffective in helping the patient, by, for instance,
failing to generate bone growth or prolonging healing time, the probability of
achieving a successful union decreases significantly. In fact, a failure or delay in
the healing of foot and ankle non-unions may require surgery, permanently
decrease the mobility of the patient, and in certain extreme cases, may even
require amputation. Therefore, it is absolutely critical that each BGS device that I
prescribe is safe and effective.

In conclusion, it is my professional opinion that the FDA should continue to
require full clinical testing for new BGS devices. We know that the currently
approved BGS devices work because they are supported by extensive clinical
data. Without such data, there would be no way to ensure that a new BGS device
that utilizes even a slightly modified waveform would be effective in treating
patients with unhealed fractures. 1 therefore urge FDA to deny the petition to
reclassify BGS devices from Class 11 to Class II.

Sthcerely,

y !
John O. Eiishopg/lf).
y
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77.

78.

79.

80.

8l.
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Os Calcis Fractures

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

January 1987

Chevron-Akin Bunionectomy

American Orthopaedic Foot and Ankle Society
San Francisco, CA

January 1987

Chevron-Akin Bunionectomy

American Academy of Orthopaedic Surgeons
San Francisco, CA

January 1987

Hallux Rigidus

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Raylor College of Medicine
Houston, TX

February 1987

Midfoot and Forefoot Fractures
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

March 1987

Nail Disorders

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

April 1987
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85.

86

87,

John Ollie Bishop, M.D.
Page 19

Disorders and Surgery of the Foot

Presented To: The Methodist Hospital Service Corps
Houston, TX

May 1987

Ankle Instability

Presented To; Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

May 1987

Radiographic Visualization of the
Metatarsal Heads

Orthopedic Grand Rounds
Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

June 1987

Rheumatoid Foot Surgery

Presented To; Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

June 1987

Lower Extremity Compartment Syndrome
Sports Medicine Symposium

University of Texas Medical Branch
Galveston, TX

July 1987

Metatarsal Osteotomy for Primary
Metatarsalgia

American Orthopaedic Foot Society
Santa Fe, NM

July 1987
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89.

90.

9L
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Lower Extremity Compartment Syndromes
Presented To; Orthopedic Residents
Medical Students

Division of Orthopedic Surgery

Baylor College of Medicine

Houston, TX

August 1987

Tendon Injuries of the Foot and Ankle
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine

Houston, TX

September 987

Nerve Disorders of the Foot and Ankle
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine

Houston, TX

October 1987

Heel Pain

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

November 1987

Amputations of the Foot and Ankle
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

December 1987
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96.

97.
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Arthrodesis of the Foot and Ankle
Presented To: Orthopedic Residents
Medical Students

Division of Orthdpedic Surgery

Baylor College of Medicine
Houston, TX
January 1988

Orthotics and Special Shoes
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

January 1988

The Dysvascular Foot

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

February 1988

Paralytic Foot Deformities
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

April 1988

Tarsal Coalition

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

May 1988
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PRESENTATIONS:

(continued)
08.  Avascular Necrosis and Osteochondritis Dissecans of the

Foot and Ankle

Presented To; Orthopedic Residents
Medical Students*

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

May 1988

99.  Anatomic Study of Subtalar Instability
Orthopedic Grand Rounds
Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX
May 1988

100,  Subralar Instability
American Orthopaedic Foot and Ankle Society
St. Paul, MN
July 1988

10l. A Review of Bunion Surgery
Presented To: Orthopedic Residents
Medical Students
Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX
August 1988

102.  Ankle Fracrures
Presented To: Orthopedic Residents
Medical Students
Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX
September 1988



PRESENTATIONS:

(continued)

103.

104,

105.

106.

107.

108.

John Ollie Bishop, M.D,

A Review of Orthopedic In-Training
Examination

Presented To: Orthopedic Residents
Medical Students*

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

QOctober 1988

Talus Fractures

Presented To; Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

November 1988

Forefoot Disorders

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

December 1988

Nerve Disorders of the Foot
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

January 1989

Ankle Ligament Reconstruction

Greater Houston Athletic Trainers Society
Houston, TX

February 1989

Hinged Implant Arthroplasty Great Toe
American Academy of Orthopaedic Surgeons
Las Vegas, NV

February 1989
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Hallux Rigidus

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

February 1989

Diabetic Foot Disorders
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

March 1989

Tendon Rupture of the Foot and Ankle
Presented To; Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine

Houston, TX

April 1989

Hinged Implant Arthroplasty Great Toe
Mid-America Orthopaedic Society
Southampton, Bermuda

April 1989

Subtalar Instability

Presented To; Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

May 1989
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7.
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Compartment Syndromes of the Lower
Extremity

Presented To: Orthopedic Residents
Medical Students”

Division of Orthopedic Surgery

Baylor College of Medicine

Houston, TX

August 1989

Anatomy of the Foot and Ankle
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

August 1989

Tendon and Ligament Injuries of the Foot
and Ankle

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery

Baylor Coliege of Medicine

Houston, TX

September 1989

Acute Ankle Ligament Injuries
Orthopedic Grand Rounds
Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

September 1989

OITE Review

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

October 1989
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121.

122.
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Nerve Disorders of the Foot and Ankle
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Bayior College of Medicine

Houston, TX

November 1989

Heel Pain

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

December 1989

Arthrodesis of the Foot and Ankle
Presented To: Orthopedic Residents
Medical Students

Division of Qrthopedic Surgery
Baylor College of Medicine
Houston, TX

July 1990

Dysvascular Foot and Lower Extremity
Amputations

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery

Baylor College of Medicine

Houston, TX

March 1990

Tarsal Coalition

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

May 1990
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126.

127.

128.
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Osteochondroses of the Foot and Ankle
Presented To; Orthopedic Residents
Medical Students

Diviston of Orthopedic Surgery

Baylor College of Medicine

Houston, TX

June 1990

Ligament Involvement in Subtalar
Instability and the Efficacy of
Lateral Ligament Reconstruction
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

June 1990

Common Foot and Ankle Problems
Presented To: Medical Students
(CORE curriculum)

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

July 1990

Bunions and Hallux Valgus
Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

June 1990

Common Foot Problems

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

July 1990
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I3L
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Hallux Valgus Surgery

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

August 1990

Forefoot Disorders

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

November 1950

Hallux Valgus Surgery

Presented To: Orthopedic Nurses In-
Service

The Methodist Hospital

Houston, TX

November 1990

Foot and Ankle Anatomy

Presented To: Orthopedic Residents
Medical Students

Division of Orthopedic Surgery
Baylor College of Medicine
Houston, TX

December 1990

Sports Injuries to the Foot and Ankle
Presented at: Joe W. King Sports
Medicine Symposium

Houston, Texas

May 1992

Disorders of the Foot

Presented at. Ortopedics for Family
Practitioners Symposium

Houston, TX

October 1993
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PRESENTATIONS EXHIBITS

1.
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Oh My Aching Feet

Presented to; Women's Foundation for
Health, Education and Research
Houston, TX

March 1994

Sports Injuries to the Foot and Ankle
Baylor College of Medicine's Annual
Revision Course in Family Medicine
Houston, TX

April 1994

Surgical Treatment of Onychocryptosis and
Onychomycosis

American Orthopaedic Foot Soctety
Anaheim, CA

March 1983

Plantar Surgical Approach for Recurrent
Morton's Neuroma

Anaheim, CA

March 1983

Meratarsalgia: A Pedobarographic Study
American Orthopaedic Foot and Ankle
Society

San Francisco, CA

January 1987

MEDIA PRODUCTIONS

1.

N

Common Foot Problems
KHOU Channel 1l
Houston, TX

July 1979

Sports Injuries to the Foot and Ankle
KHOU Channel 1l

Houston, TX

April 1981
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MEDIA PRODUCTIONS (continued)

3. Silastic Ymplant Arthroplasty
KPRC Channel 2
Houston, TX
April 1984

4. Athletic Foot Injuries: Prevention and
Treatment
Film for Office of Public Affairs
Baylor College of Medicine
Houston, TX
September 1984

5. Foot Disorders
Television Program for Office of Public
Affairs
Baylor College of Medicine
Houston, TX
November 1985

6. Shoppers Foot
KHOU Channel I
Houston, TX
November 1987

POST-GRADUATE
COURSES:
I American Academy of Orthopaedic Surgeons
Meeting
Las Vegas, NV
January 1977

)

American College of Surgeons Meeting
San Francisco, CA
March 1978

U

Ohio Orthopedic Society Meeting
Cincinnati, OH
November 1978

4. Sports Medicine Symposium
Baylor College of Medicine
Houston, TX
August 1981
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COURSES:

10.
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Lower Extremity Rehabilitation Symposium
Baylor College of Medicine

Houston, TX

January 1982

American Academy of Orthopedic Surgeons
Meeting

New Orleans, LA

January 1982

American Orthopaedic Foot and Ankle
Society Meeting

New Orleans, LA

January 1982

American Academy of Orthopaedic Surgeons
Meeting

Anaheim, CA

March 1983

American Orthopaedic Foot and Ankle
Society Meeting

Anaheim, CA

March 1983

Joe W. King Lectureship
Baylor College of Medicine
Houston, TX

June 1983

North American Traveling Fellows
Lectureship

Baylor College of Medicine
Houston, TX

October 1983

American Academy of Orthopaedic Surgeons
Meeting

Atlanta, GA

February 1984



POST-GRADUATE
COURSES:
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16.

19.

20.
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American Orthopaedic Foot and Ankie
Society Meeting

Atlanta, GA

February 1984

American Academy of Orthopaedic Surgeons
Meeting

Las Vegas, NV

January 1985

American Orthopaedic Foot and Ankle
Society Meeting

Las Vegas, NV

January 1985

Joe W. King Lectureship
Baylor College of Medicine
Houston, TX

November 1985

Orthopaedic Surgery Lectureship
Clinica de Merida Medical School
Merida, Mexico

November 1985

Joseph M. Barnhart Lectureship
Baylor College of Medicine
Houston, TX

November 1986

American Academy of Orthopaedic Surgeons
Meeting

San Francisco, CA

January 1987

American Orthopaedic Foot and Ankle
Society Meeting

San Francisco, CA

January 1987



POST-GRADUATE
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26.

27,
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Sports Medicine Symposium

The University of Texas Medical Branch
Galveston, TX

July 1987

—a ALl
d ATIKIE

American Orthopaedic Foot a
Society Meeting

Summer Institute

Santa Fe, NM

July 1987

American Orthopeaedic Foot and Ankle
Society Meeting

Summer Institute

St. Paul, MN

July 1988

Joe W. King Lectureship
Baylor College of Medicine
Houston, TX

October 1988

Edward T. Smith Lectureship

The University of Texas Medical School
Houston, TX

November 1988

American Academy of Orthopaedic Surgeons
Meeting

Las Vegas, NV

February 1989

American Orthopaedic Foot and Ankle
Society Meeting

Las Vegas, NV

February 1989

Mid-America Orthopaedic Society Meeting
Southampton, Bermuda
April 1989
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Wilhelmina Barnhart Lectureship
Baylor Coliege of Medicine
Houston, TX .

March 1950

Joe W. King Lectureship
Baylor College of Medicine
Houston, TX

October 1990

American Orthopaedic Foot and Ankle
Society Meeting

Comprehensive Foot Course

Chicago, IL

November 1990

American Academy of Orthopaedic Surgeons
Meseting

Anaheim, CA

February 1991

American Orthopaedic Foot and Ankle
Society Meeting

Anaheim, CA

February 1991

Baylor Orthopaedic Alumni Meeting
Carmel, CA
June 1991

American Academy of Orthopaedic Surgeons
Meeting

Washington, D.C.

February 1992

American Orthopaedic Foot and Ankle
Society Meeting

Washington, D.C.

February 1992



POST-GRADUATE
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39,

40.

41.

42.

43.

44,
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American Academy of Neurological and
Orthopedic Surgeons Meeting

Las Vegas, NV ~

September 1992

Reconstructive Orthopedics Meeting
University of Utah

Snowbird, UT

January 1994

American Academy of Orthopedic Surgeons Meeting
New Orleans, LA
February 1994

American Orthopedic Foot and Ankle
Society Meeting

New Orleans, LA

February 1994

Baylor College of Medicine
Family Practice Symposium
Sports Injuries

April 1994

American Orthopedic Foot & Ankle

Society Meeting

18th Annual Family Medicine Review Course
Houston, Texas

October 1994

American Academy of Orthopedic Surgeons
62nd Annual Meeting

Orlando, FL

February 1995

American Orthopedic Foot & Ankle Society
Annual Meeting - Specialty Day

Orlando, FL

February 1995



POST-GRADUATE
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45.

46.

47.

48,

49,

51,
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American Orthopedic Foot & Ankle Society
11th Annual Summer Meeting

Vail, CO ;

July 1995

University of California School of
Medicine

Wilderness Medicine

San Diego, CA

August 1995

Texas Medical Association
Impairment Evaluation Under Workers
Compensation

Dallas, Texas

October 1995

Mid American Orthopedic Association
Fourteen Annual Meeting

San Antonio, Texas

April 1996

Texas Orthopaedic Association Meeting
Austin, Texas
May 1997

Texas Medical Association

Plastic Reconstructive, Maxillo Facial
Symposium

May 1997

St. Luke's Hospital
Orthopedic Symposium
Houston, Texas

April 1998

University of Texas Medical Branch
at Galveston

16th Annual Conference
Innovations in Sports Medicine
Galveston, Texas

June 1998
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Texas Medical Association
Physician Stress/Burnout
Houston, Texas *

July 1998

American Academy of Orthopaedic Surgeons
Annual Meeting

Anaheim, California

February 1999

American Orthopaedic Foot and Ankle
Society

Annual Meeting

Anaheim, California

February 1999



