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The hinge design of the two products is the same with slight modifications in the implant stem shape to 

accommodate differences in the anatomy of the phalanges. Drawing is included in Appendix D. 

The new Sutter PIP prosthesis is constructed of silicone, the material was originally approved for use in 

1981 under the Material Identification of PEHT 400 series. The material has twelve years of proven 

clinical performance. Material properties and independent laboratory testing of the material is included in 

Appendix E. 

Material testing performed includes: 

Hemolysis test 
Physic° Chemical 
MEM Elution 
Inhibition of Cell Growth 
Limulus Inhibition test 
USP Toxicity Class V1-121 deg C 

Systemic Injection 
Type B, Intracutancous::Saline 
Type B, Intracutaneous::Et0H 
Type B. Intracutaneous::Oil 
Type B, Intracutaneous::PEG 

Implantation test USP XX 
Gross and Macroscopic 

Flex testing 
Abrasion testing 
Shear testing 

7. SAFETY AND EFFECTIVENESS SUMMARY: 

Materials used in the Sutter linger implant are the same materials and manufacturing processed currently 

used in many Sutter implants including the Sutter MCP tinger joint implant. The implants are made of 

Bulk Silicone Elastomer. GMP controls are in place and adhered to for current manufacturing of all Sutter 

Products. 

We believe the proximal interphalangeal joint implant to be safe and effective. No new technologies are 

employed in the design or manufacture of the device. We believe that the device is substantially equivalent 

to other Sutter implants as well as the referenced competitors' product already in commercial distribution. 

We request clearance to introduce the device for distribution in ninety days. 

Sincerely, 

Louise M. Focht 
Director Quality Assurance 
Sutter Corporation 
619-569-8148 x 2213 

Enclosures: 
Appendix A Proposed Labeling 
Appendix B Surgical Technique 
Appendix C Equivalent Product Literature 
Appendix D Drawing 
Appendix E Material properties, testing, previously approved under 510k submission 
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Date:_ 

1)1-PARA \IFNI ()I: HEALTH 8.: I IUMAN SERVICES • er, ice 

Food and Drug .\ dministrat ion 

\Icanor.w.111111 

Date: 

From: DMC (IWZ-401) 

VC Z 
Subject: Premarket Notification Number(s):  

To: Division Director: 

 

 

 

 

 

The attached information has been received by the 510(k) DMC on the above referenced 510(k) 

submission(s). Since a final decision has been rendered, this record is officially closed. 

Please review the attached document and return it to the DMC, with one of the statements checked 

below. 
Information does not change the status of the 510(k); no other action required by the 

DMC; please add to image file. (Prepare K-25) THIS DOES NOT APPLY TO TRANSFER OF 

OWNERSHIP. PLEASE BRING ANY TRANSFER OF OWNERSHIP TO POS. 

Additional information requires a new 510(k); however, the information submitted is 

incomplete: (Noitify company to submit a new 510(k);[Prepare the K30 Letter on the LAN] 

No response necessary (e.g., hard copy of fax for the truthful and accuracy statement, 

510(k) statement, change of address, phone number, or fax number). 

CLIA CATEGORIZATION refers to laboratory test system devices reviewed by the 

Division of Clinical Laboratory Devices (1IFZ-440  

Information requires a CLIA CATEGORIZATION; the complexity may remain the same 

as the original 510(k) or may change as a result of the additional information (Prepare a CAT 

letter) 

Additional information requires a CLIA CATEGORIZATION; however, the information 

submitted is incomplete; (call or fax firm) 

No response necessary 

This information should be returned to the DMC within 10 working days from the date of this 

memorandum. 

Reviewed by: 

LLL) cs.,or-) ,)- s--  lu_ST" 

Draft 112 : 9/8/99 
Draft /13: 1/3/00 
Draft /14: 3/7/03 
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DEPARTMENT OF HEALTH 8.1. HUMAN SERVICES Public Health Service 

Food and Drug Administration 

9200 Corporate Boulevard 

FEB 25 2005 
Rockville MD 20850 

Mr. Mike Simpson 
President 
Small Bone Innovations 
505 Park Avenue, le Floor 
New York, NY 10022 

Re: k812691 — Silicone Implants 
k870200 — Sutter Finger Joint Prosthesis 
k931588 — Sutter Proximal Interphalangeal Joint 
k943853 — Distal Radius Fracture Fixation Plate System 
k943873 — Orthomet Anatomcially Guided Carpal Tunnel Release System 
k964359 Avanta Orthopaedics Tendon Spacer 
k965204 — Avanta Orthopaedics Trapezium Implant 
k974911 — External Fixator 
k981715 — Distal Radius Fracture Fixation Plate System 
k981716 — External Fixator 
k982268 — Ulnar Head Implant 
k982288 — Radial Head Implant 
k990596 — Distal Radius Fracture Fixation Plate System 
k002644 — Avanta Radial Head Implant 
k003033 — SCAPHIX Staple 
k010786 If Mar Head Implant 
k010847— K'fix pin cap 
k011819 — Radial Head Implant 
k013629 — Finger Joint Prosthesis 
k021859 — Wrist Implant 
k023604 — Radial Head Implant 
k030881 — Avanta Carpal Fusion Plating System 

Dear Mr. Simpson: 

We have reviewed your letter, dated January 31, 2005, stating that the rights to the above 
referenced premarket notifications (510(k)) have been transferred. Transfer of 510(k) rights 
alone does not require submission of new 510(k)s under 21 ('FR 807.81(a)(3). Consequently. 
we cannot change the name of the original 510(k) submitters in our database. We suggest that 
information showing the transfer of the 510(k)s and their current ownership should be 
maintained in the company's tiles for review by an FDA investigator. You may contact (he 

Center I'm Devices and Radiological Health's Office of Compliance at (240) 276-0100 if you 
have any questions on what iniormation we expect to be maintained in your tiles. 

Records Processed by CDRH DID on 3/31/2023



Page 2 — Mr. Mike Simpson 

If you have any other questions regarding this letter, please contact the 510(k) Staff at (301) 594-

1190. 

Sincerely yours, 

Heather S. Rosecrans 
Director, Premarket Notification Section 
Program Operations Staff 
Office of Device Evaluation - 
Center for Devices and 

Radiological Health 

cc: Don Guthner 
Vice President 
Musculoskeletal Clinical Regulatory Advisers, LLC 
505 Park Avenue, 14th  Floor 
New York, NY 10022 

A vanta Ortopaedics 
9369A Carroll Park Drive 
San Diego, CA 92121 

Orthomet, Inc. 
6301 Cecilia Circle 
Minneapolis, MN 55439  

H.Doug Plunkett 
Avanta Orthopaedics, Inc. 
9369 Carroll Park Drive, Suite A 
San Diego, CA 92121 

Sutter Corporation 
9425 Chesapeake Drive 
San Diego, CA 92123 

Wright Medical Technology 
5677 Airline Road 
Arlington, TN 38002 

3 
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Message vage i oi 

Stuart, Julie 

From: Garcia, Diane 

Sent: Thursday, February 17, 2005 1:23 PM 

To: Stuart, Julie 

Subject: FW: 

Diane Garcia 
ODE/Program Operations Staff 
1117-404 
3o1-594-119O ext.157 

Original Message 
From: 
Sent: None 
Subject: 

Dear Ms, Garcia, 

In response to your telephone inquiry this morning, we are providing the following information: 

In 1997, The Cretex Companies, Inc. acquired Avanta Orthopaedics Corp. as exhibited by the attached .pdf file of 
a copy of the 1998 Annual Registration Change. Since that time each annual registration up to 2004 has 
reflected the owner/operator as The Cretex Companies. 

If I can be of further assistance, please do not hesitate to contact me. 

Sincerely, 

Don Guthner 

Donald W. Gnthner 

I/ Ili;d t !\110/1 A ZiPtif.t.f. I .1.1.: 
505 141/' I. fool 

:\ ,.1"1.orl: • 1t022 
(21:' )  S ; ().')0 IS 

CONFIDENTIALITY NOTE 
This electronic message contains privileged information intended only for the use of the individual or entity named 
above. If the reader of this electronic message is not the intended recipient or the employee or agent responsible 
for delivering it to the intended recipient, you are hereby notified that any forwarding, storing, printing, 
dissemination or copying of this electronic message is strictly prohibited and may be unlawful.. If you have 
received this electronic message in error, please notify the sender immediately by telephone at 212-583-0250 ext. 
148 or by reply email and delete this message immediately. Thank you 

2/17/2005 

Lf 
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Sat 
K 

SMALL BONE INNOVATIONS 
Document Mail Center (HFZ-401) 
Center for Devices and Radiological Health 
Food and Drug Administration 
9200 Corporate Boulevard 
Rockville, MD 20850 

RE: Transfer of Ownership, Avanta Inc. product line. 

Dear Sir/Madam: 

January 31m, 2005 

1. Ownership of the referenced product line in attachment #1 is transferred from The Cretex • 
Companies, Inc., effective 12-31-2004, to Small Bone Innovations, LLC. 

cj 

2. A new FDA Form 3514 signed by an authorized agent of Small Bone Innovations, LLC is 
provided in attachment #2. 

3. Evidence for new ownership of the Avanta Inc. product line is provided in attachment #3. 

4. A complete copy of all product regulatory files has been provided to Small Bone Innovations, 
LLC by Avanta LLC. 

5. Revised draft labeling changes is provided as attachment #4. The revised labeling will be 
implemented in the first quarter of 2005, or to the exhaustion of the present labeling supplies, 
whichever comes first. 

6. Small Bone Innovations, LLC understands that all changes in approved products from those 
described by the original applicant will require an approved supplement before enacting unless 
specifically exempt from prior FDA approval. 

If there are any questions about this transfer please contact: 

Don Guthner, 
Vice President 
Musculoskeletal Clinical Regulatory Advisers, LLC 
505 Park Avenue, 14th  Floor 
New York, NY 10022 
(212) 583-0250 ext. 148 
clguthner mcrallc.com  

esiden 
mall Bone ii ovations 

505 Park Avenue, 14th Floor, New York, NY 10022 
Phone (212) 583. 9700 Fax (212) 826. 9509 
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Attachment #1 

Product 

Avanta Orthopedics, LLC. 
FDA Approval Status 

Device Name FDA Approval Type FDA Approval # 

Silicone MCP Metacarpophalangeal Prosthesis 510K K812691 

Silicone Pre-Flex MCP Metacarpophalangeal Prosthesis 510K K870200 

Silicone PIP Finger Joint Prosthesis 510K K013629 

Silicone TRL Trap. Implant Trapezia' Implant 510K K931588 

Silicone TR Trap. Implant Trapezial Implant 510K K965204 

      

Braun-Cutter CMC (Avanta CMC) Total Trapezia-Metacarpal Pros. PMA P960053 

uHead Ulnar Head Implant 510K K982268 

 

Ulnar Head Implant 510K K010786 

rHead Radial Head Implant 510K K982288 

 

Radial Head Implant 510K K002644 

 

Radial Head Implant 510K K011819 

rHead Recon Modification to Radial Head Implant 510K K023604 

Wrist Wrist Implant 510K K021589 

SCS Dorsal Plate Distal Radius Fracture Fixation Plate 510K K943853 

Dorsal Buttress Distal Radius Fracture Fixation Plate 510K K990596 

SOS Volar Plate Distal Radius Fracture Fixation Plate 510K K981715 

Scaphix, Staple Scaphix, Staple, Fixation, Bone 510K K003033 

K'Fix K'Fix 510K K010847 

Tendon Spacer Prosthesis, Tendon, Passive 510K K964359 

External Fixator External Fixator 510K K974911 

 

External Fixator 510K K981716 

GRS Carpal Tunnel Anatomically Guided CT Release 510K K943873 

Carpal Fusion Carpal Fusion Plating System 510K K030881 

' 's/2005 

Records Processed by CDRH DID on 3/31/2023



FORM FDA 3514 (12/03) PAGE 1 OF 5 PAGES 

PS( 1,4,114 A, ( ) 44,  10.X., EF 

TYPE OF SUBMISSION SECTION A 

(If Yes, please complete Section!, Page 5) Have you used or cited Standards in your submission? Yes 

Contact E-mail Address 

msimpson@vbIlc.com 

Michael Simpson 

Contact Title 

President 

USA NY 10022 

Company / Institution Name 

Small Bone Innovations, LLC 

Division Name (if applicable) 

Country 

USA 

ZIP/Postal Code 

10022 

State / Province 

NY 

Street Address 

505 Park Avenue, 14th Floor 

City 

New York 

PMA 

Original Submission 

Premarket Report 

Modular Submission 

Amendment 

Report 

Report Amendment 

Licensing Agreement 

PMA & HDE Supplement 

Regular (120 day) 

Special 

Panel Track (PMA Only) 

30-day Supplement 

30-day Notice 

fl
R

135-day Supplement 

Real-time Review 

Amendment to PMA & 
HDE Supplement 

El Other 

510(k) 

IEIOriginal Submission: 

n Traditional 

n Special 

III
Abbreviated (Complete 
section I, Page 5) 

Additional Information 

D Third Party 

Meeting 

I
Pre-510(K) Meeting 

Pre-IDE Meeting 

Pre-PMA Meeting 

Pre-PDP Meeting 

Day 100 Meeting 

Agreement Meeting 

A' 

Determination Meeting 

iiOther (specify): 

Transfer of Ownership 

IDE 

Original Submission 

Amendment 

Supplement 

Humanitarian Device 
Exemption (HOE) 

ri Original Submission 

Amendment 

Supplement 

Report 

Report Amendment 

Evaluation of Automatic 
Class III Designation 

(De Novo) 
Original Submission 

Additional Information 

Other Submission 

513(g) 

Other 
(describe submission): 

Class!! Exemption Petition 

Original Submission 

Additional Information 

SECTION B SUBMITTER, APPLICANT OR SPONSOR 

SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above) 
Company / Institution Name 

Musculoskeletal Clinical Regulatory Advisers, LLC. 

POP 

Original PDP 

Notice of Completion 

Amendment to PDP 

Establishment Registration Number (if known) 

Phone Number (including area code) 

( 212 ) 583-9700 

FAX Number (including area code) 

( 212 ) 826-9509 

Contact Name 

Division Name (if applicable) Phone Number (including area code) 

( 212 ) 583-0250 ext.148 

  

Street Address 

505 Park Avenue, 14th Floor 

FAX Number (including area code) 

( 212 ) 826-9509 

  

City State / Province ZIP/Postal Code Country 

New York 

Contact Name 

Donald W. Guthner 

Contact hue 

I
Vice President 

Contact E-mail Address 

dguthner@mcr3I1C.COM 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 

Form Approval 
OMB No. 9010-0120 
Expiration Date: September 30, 2004. 
See OMB Statement on page 5. 

Date of Submission 

01/31/2005 

User Fee Payment ID Number FDA Submission Document Number (if known) 
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Additional or Expanded Indications _ 

riProcess change: 

Manufacturing 

Sterilization 

Packaging 

Other (specify below) 

[]Response to FDA correspondence: 

[3 Change in design, component, or 
specification: 

Software /Hardware 

Color Additive 

Material 

Specifications 

Other (specify below) 

171 Labeling change: 

Indications 

Instructions 

Performance 

Shelf Life 

Trade Name 

Other (specify below) 

ElLocation change: 

Manufacturer 

Sterilizer 

Packager 

Report Submission: 

Annual or Periodic 

Post-approval Study 

Adverse Reaction 

Device Defect 

Amendment 

Change in Ownership 

Change in Correspondent 

Change of Applicant Address 

1

Withdrawal 

Request for Extension 

Post-approval Study Protocol 

Request for Applicant I told 

Request for Removal of Applicant Hold 

Request to Remove or Add Manufacturing Site 

Other Reason (specify). 

R
New Device 

New Indication 

ID Addition of Institution 

El Expansion / Extension of Study 

D IRS Certification 

DTermination of Study 

E" Withdrawal of Application 

Unanticipated Adverse Effect 

Notification of Emergency Use 

Compassionate Use Request 

Treatment IDE 

D Continued Access 

ciChange in: 

Correspondent/ Applicant 

Design /Device 

Informed Consent 

Manufacturer 

Manufacturing Process 

Protocol - Feasibility 

Protocol - Other 

Sponsor 

[]Report submission: 

Current Investigator 

Annual Progress Report 

Site Waiver Report 

Final 

ID Repose to FDA Letter Concerning: 

Conditional Approval 

Deemed Approved 

Deficient Final Report 

Deficient Progress Report 

Deficient Investigator Report 

Disapproval 

Request Extension of 
Time to Respond to FDA 

Request Meeting 

Request Hearing 

El New Device El Additional or Expanded Indications El Change in Technology 

Other Reason (specify): 

SECTION 03 REASON FOR SUBMISSION - 510(k) 

SECTION D1 REASON FOR APPLICATION - PMA PDP. OR HOE 

SECTION D2 REASON FOR APPLICATION -  IDE 

Other Reason (specify): 

FORM FDA 3514 (12/03) PAGE 2 OF 5 PAGES 
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS 

 

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning, 

1 

 

2 
, 

3 

   

safety and 

111 

effectiveness information 

510 (k) summary attached 

5 

 

6 1 
7 

 

8 

 

/ 510 (k) statement 

Int rmation on devices to wh ch substantial equivalence is cla med (if known) 

  

510(k) Number 

 

Trade or Proprietary or Model Name 

 

Manufacturer 

                                           

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS 

 

Common or usual name or classification 

Trade or Proprietary or Model Name for This Device VI - Model Number 

  

1 

              

5 

    

FDA document numbers of all prior related submissions (regardless of outcome) 

 

1 2 3 4 

      

10 11 12 

 

Data Included in Submission 
111 Laboratory Testing Animal Thais CI Human Trials 

 

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS 

 

Product Code C.F.R. Section (if applicable) Device Class 

j/ Class I 

IIII Class Ill 

a Class II 

1111 Unclassified 

 

Classification Panel 

Indications (from labeling) 

, 

I 

 

FORM FDA 3514 (12/03) PAGE 3 OF 5 PAGES 
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Note: Submission of this Information does not affect the need to submit a 2891 
or 2891a Device Establishment Registration form. 

FDA Document Number (if known) 

 

SECTION H MANUFACTURING / PACKAGING / STERILIZATION 
Number 

SITES RELATING TO A SUBMISSION 

  

FDA Establishment Registration 

 

Sterilizer 

/ Relabeler 

III Original 1 Manufacturer Contract 

il Add D Delete a Contract Manufacturer ig Repackager 

  

Company I Institution Name Establishment Registration Number 

 

Division Name (if applicable) Phone Number (including area code 

) 

 

Street Address FAX Number (including area code) 

) 

 

City State / Province ZIP Code Country 

 

Contact Name 

FDA Establishment Registration 

Contact Title 

Number 

 

Contact E-mail Address 

Sterilizer 

/ Relabeler 

 

I Original Ill Manufacturer a Contract 

a Add iii Delete ji Contract Manufacturer 111 Repackager 

  

Company / Institution Name Establishment Registration Number 

 

Division Name (if applicable) Phone Number (including area code 

( ) 

 

Street Address FAX Number (including area code) 

) 

 

City State/Province ZIP Code Country 

 

Contact Name 

D Original 
FDA Establishment Registration 

Contact Title 

Number 

 

Contact E-mail Address 

Sterilizer 

/ Relabeler 

 

11 Manufacturer 111 Contract 

[]Add III Delete Contract Manufacturer II Repackager 

  

Company / Institution Name Establishment Registration Number 

 

Division Name (if applicable) Phone Number (including area code) 

) 

 

Street Address FAX Number (including area code) 

( 

 

City State/ Province ZIP Code Country 

 

Contact Name Contact Title Contact E-mail Address 

    

FORM FDA 3514 (12/03) PAGE 4 OF 5 PAGES 
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SECTION I UTILIZATION OF STANDARDS 

Note: Complete this section if your application or submission cites standards or includes a 'Declaration of Conformity to a Recognized Standard' 
statement. 

1 

Standards No. Standards 
Organization 

 

Standards Title Version Date 

2 

Standards No. Standards 
Organization 

 

Standards Title Version Date 

3 

Standards No. Standards 
Organization 

 

Standards Title Version Date 

 

Standards No. Standards 
Organization 

 

Standards Title Version Date 

5 

Standards No. Standards 
Organization 

 

Standards Title Version Date 

6 

Standards No. Standards 
Organization 

 

Standards Title Version Date 

7 

Standards No. Standards 
Organization 

 

Standards Title Version Date 

Please Include any additional standards to be cited on a separate page 

Public reporting burden for this collection of Information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden 
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to: 

Food and Drug Administration 
CDRH (HFL-342) 
9200 Corporate Blvd. 
Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to. a collection of information unless it displays a currently valid OMB control 

I 
FORM FDA 3514 (12(03) PAGE 5 OF 5 PAGES 
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AVANTA Attachment #3 

ORTHOPAEDICS 

Document Mail Center (HFZ-401) 
Center for Devices and Radiological Health 
Food and Drug Administration 
9200 Corporate Boulevard 
Rockville, MD 20850 

January 20th, 2005 

I HEREBY transfer all rights and ownership to the following PMA, HDE, and 
510K's to Small Bone Innovations, Inc. 505 Park Avenue, 14th  Floor New York, NY 
10022 effective. 

Silicone MCP Metacarpophalangeal Prosthesis 510K K812691 
Silicone Pre-Flex MCP Metacarpophalangeal Prosthesis 510K K870200 
Silicone PIP Finger Joint Prosthesis 510K K013629 
Silicone TRL Trap. Implant Trapezial Implant 510K K931588 
Silicone TR Trap. Implant Trapezia! Implant 510K K965204 

 

(b)(4) 

  

Braun-Cutter CMC (Avanta 

   

CMC) Total Trapezio-Metacarpal Pros. PMA P960053 
uHead Ulnar Head Implant 510K K982268 

 

Ulnar Head Implant 510K K010786 
rHead Radial Head Implant 510K K982288 

 

Radial Head Implant 510K K002644 

 

Radial Head Implant 510K K011819 

 

Modification to Radial Head 

  

rHead Recon Implant 510K K023604 
Wrist Wrist Implant 510K K021589 

 

Distal Radius Fracture Fixation 

  

SCS Dorsal Plate Plate 510K K943853 

 

Distal Radius Fracture Fixation 

  

Dorsal Buttress Plate 510K K990596 

 

Distal Radius Fracture Fixation 

  

SCS Volar Plate Plate 510K K981715 
Scaphix, Staple Scaphix, Staple, Fixation, Bone 510K K003033 
K'Fix K'Fix 510K K010847 
Tendon Spacer Prosthesis, Tendon, Passive 510K K964359 
External Fixator External Fixator 510K K974911 

 

External Fixator 510K K981716 
GRS Carpal Tunnel Anatomically Guided CT Release 510K K943873 
Carpal Fusion Carpal Fusion Plating System 510K K030881 

H. Doug PI nkett 
Director 
Avanta, Inc. 

14. 9369A Carroll Park Drive • San Diego, California 92121 • (800)778-8837 • (858)452-8580 • (858)452-9945 facsimile 
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APPLICATION 
Specially instrumentation and suers are designed to aid the surgeon in installation, assembly, and/sr removal of a surer -

 

cal device. The surgical techniques for imptartlaticei of the device describe the proper application of specialty inslrumen - 

lotion and should be read and underslocd by the surgeon priOr 10 Use. 

WARNINGS 
• Clean. not sterile. instruments and suers most be sterikzed prior to each use. 
• Sizes are desired to aid hi implant site preparation only. They must never be used as Implants. 
• The most common cause of instrure.ent breakage m misuse. Specialty instrumentation should never be used for tasks it 
was not specifically designed to perform. Misuse of an instrument may result not only in damage to the rnstrument llut 
also trauma to the cabent and operating mom personnel. 
• If not heeled property. Instruments weft cuttino edges or sharp corners may compromise sterility by tearing surgical 
gloves. 
• If an instrument lip becomes bent, chipped. or otherwise damaged the instrument should be replaced or repaired before 
further use. Attempts to straighten bends are not advisee as Me metahurgical integ,ity of the metal may be comprommed 
in the process. anti Me instrument may sutrsequently break during use 

LW 'ARRANTY 
Au ropaedrcs Corporation warrants that this product meets me menulacturers specifications and is tree from 
ma.. ding defects at the time of delivery This warranty specifically excludes defects resetting from misuse. abuse. 
or improper handling of the produce subsequent to receipt by the purchase,. Avanta Orthopaedics does not warrant the 
outcome of the surgical procedure. 

CLEANING INSTRUCTIONS 
• New instruments are packaged clean, not sterile and should be assumed to be contaminated. Instruments must be 

Cleaned and sterilized before each use. 
• For your safety, be tamiliar with the procedures tor handling contaminated materials at your faddy before foaming 

these instructions. 
• Clean instruments as scorn as possible after use and avoid allowing soiled instruments to dry. Immerse. use Camp tow. 
ifs or sponges with di:ionized or distilled water to keep soiled estrements moist prior to cleaning. 
• Manually scrub with a clean, soft-bristled brush or soft cloth in mild detergent followirtg the detergent manulacturers 
instructions for use. Avoid using extreme detergent concentratteri levelS. Detergents with enzyme cleaners or separate 
enzyme solutions may be used. but their effectivity has not been evaluated. Warm o,  hot water (30F/149•C maximum) 
shoule be used to aid in deafen). Masonic cleaning is recommenned for instruments with internal surfaces or crevices 
which may be hard to clean maneally. 
• p11 neutral cleaners (pel 6.0-8.0) are recommended for longer lite of the instrumentS If acidic or alcakne solution are 
inert follow the manufacturers recornrrendaborts for neutralizing the pli by rinsing with water or neutralizing agent. 
Nighty alkaline or acidic cleaners (used in some mechanical washers) are not recommended as they will reduce the life of 
Pie instruments and may effect instrument perfomance. Averd prolonged exposure to ace* or alkaline solutions and 
solutions containing chlorides, brcmides or iodine. 
• Use of water soluble lubricants is recommenoed for instruments with moving parts or those intendec robe assembled 
intraoperatively to another instrument. 
• Rinse thoroughly with deionized water or distilled water. 
• Dry completely before 
• Inspect each instrure.ent thoroughly Mr cleanliness, especially in broach teeth. internal surfaces and crevices. 
Instrument should be re-washed if there are any signs of femora matter or residue. Check instruntents thwoughly for 
damage. Do not use damned instruments as they may Compromise the surgical outcome, replace damaged instruments 
before mul use. 
• Silicone elastomer sizes may develop a static charge winch attracts pa anutate matter. Suers may be kept in stelle 
saline solution to rninimee particulate pickup. 
• Use of mechanical washers have not been evaluated by tbe manufacturer. Qualification of specific rash cycles anti 
ectuipmere should be completed by the user 

STERILIZATION 
The recommended sterilization method is steam stertization. ttO sterilization is not recommended for silicone stem due 
to the lengthy airation brne fequired foe this material. The following sterilization eyries have been shown to produce a 
slentily assurance level Of 10.  when pals have been cleaned tc the instructions above. Other similar steam cyles and 
cleaning proceeures may be used but have Oct been evaluated. Sterilization qualification was performed using specific 
equipment and peocedures Use of cycles. equipment and procedures other than those listee should be qualdied by the 
use,  Do not exceed 300l1149T. 

Wrapped Gravity Steam Sterilization 2D minutes minimum 0 270-275T (132-135T) 
Wrapped Prevacurnm Steam Stenization 6 minutes nunknum 0270-275T (132-135V) 
Unwrapped Prevacumm Steam Stenlization 4 micelles minimum G 270-277P (132-135C) 

toe further in:mm.1ton on the above cleaning arid sterilization recommendations please contact: 
Ave "nopaelics. 936911 Carroll Path De, San Diego. CA 92121 

1837 / (619) 452-8580 I (6 /9) 452-9945 (Fax) 

EU RepresernaliveMedreal Products International, DV. Schirtweg 130. 
5115 NP Waalivek, The Netherlands 31 (0)416 563754 190351 rev D  

APPLICATION 
Specially instrumentation and sines are designed to aid the surgeon in installation. assembly. andior removal of a sur: 

Cal CleviCt,  The Ste*Vical lectinetues for implantation of the device OeScribe the proper applicaticn sl specially instrume 
tation and Sheuld be read and understood by the surgeon prier to use. 

WARNINGS 
• Clean. not Sterile, instruments and sizes must be sterilized prior to each use 
• Sizers are designed to aid in implant site preparation only. They most never be used as implarts. 
• lire most common cause of instrumere breakage is misuse. Specialty instrumentation should never be used for tasks 
was not specifically designed to perform. Misuse of an instrument may mutt not only in damage to the Instrument I. 
also trauma to the patient and operating room personnel. 
• II (tot handled properly. instruments wits cutting edges or sharp corners may compromise sterility by tearing sorry. 
gloves. 
• llama instrument tip becomes tent chipped, or otherwise damaged the instrument should be replaces or repaired bets 
further use. Attempts to straighten bends are not advised as the metallurgical integrity of the metal may be compromis 
in the process. and the instrument may subsequently break during use 

LIMED WARRANTY 
Annie Orthopaedics Corporation warrants that this product meets the manufacturer's specifications arid is free Irc 
manufacturing dent at Me time of delivery. This warranty Weefically excludes defects resetting from misuse. abu: 
or improper handling of the product subsequent to receipt by the purchaser. &ante Orthopaedics does not warrant t 
outcome of the surgical procedure. 

CLEANING INSTRUCTIONS 
• New instruments are packaged clean. not sterile and should be assumed to be contaminated. Instruments trust 
cleaned and sterilized before each use. 
• For your safety, be fernier with the proceoures for handling contaminated materials at your Medd., Deere follow 
these instructions. 
• Clean instruments as soon as possible after use and avoid all:nein soiled instruments to dry. Immerse, use damp tc 
also' speinges with deionized or distilled water to keep soiled instruments moist pear to cleaning. 
• Manually scrub with a clean, soll-bristled brush or soft cloth in mild detergent following the detergent manulactur 
instruCtions for use. Avoid using extreme detergent concentration levels. Detergents with enzyme cleaners or separ 
enzyme SOlutiOnS May be used. but their effectivity has not been (metaled. Warm or hot enter (3001f149% maernu 
Should be used lo aid in cleaning. Ultrasonic cleaning is recommended for Instruments with edemaf surfaces or are, 
which may be herd lo clean manually. 
• pti neutral cleaners (pH 6.0-8.0) are recommended tar longer lire of the instruments. If acidic et alkaline solutions 
used follow the manufacturers recommendations for neutralizing the pe by nosing with water or neutralizing age 
Highly alkaline or acidic cleaners (used in some mechanical washers) are not recommended as they will reduce the Mt 
the instrurreMs anc may effect Instrument performance Amin prolonged exposure tu acidic or alkaline SOlAnns 
solutions centime! chlorides, bromides or iodine. 
• Use of water soluble lubricants Is recommended for instruments with rravirra parts or those Intended to be assent 
intraoperativey to another instrument 
-Rinse thoroughly with deferent' waterer distilled water. 
• Dry completely before sterilizing. 
• Inspect each instrument thoroughly for cleanliness, especially in broach teeth. internal Surfaces and crevic 
Instruments should be re washed if Mere are any signs of loremn matter or residue. Check instruments thoroughly 
damage. Do riot use damned instruments as they may compromise the surgical outcome, replace damaged estrum( 
betore next use. 
• Siticone easterner sizers may dewlap a static charge wench attracts particulate matter. Sizes nay be kept in sir 
&aerie solution to minimize particulate pickup. 
• Use of mechanical washers have not been evaluated by the manufacturer. Qualification of specific wash cyders 
equipment shculd be completed by the user. 

STERILIZATION 
The recommended Sterilization mood is steam sterilization DO sterilization inert recommended tor seicone sines 
In the lengthy arratiOn time required fc, this material, the hallowing sterilization cycles have been Gwent to prodir 
sterility assurance level of 10' when parts have been cleaned to the instructions above. Other similar steam cyles 
cleaning procedures may be used but have not been evaluated. Sterilisation quakfication was performed using spe 
en,oment one procedures. Use of cycles, equipment and procedures other than those listed stiouil be qualified 1:) 
user. Do not eGeed 300•11149•C. 

Wrapped Gravity Steam Sterilization 20 minutes minimum 0 270-275T (132-135t) 
Wrapped Prevacumrn Steam Sterilization 6 minutes minimum ea 270-275T (132•135iC) 
Unwrapped Prevacumm Steam Sterifization 4 minutes minimum 270-275T (132-13n) 

For further information on the above cleaning and sterilization recommendations please contact 
Manta Orthopaedics. 9369A Carroll Part Dr.. San Diego, CA 92121 
(800) 7/843837 (619) 452-8580 e (619)452-9345 (Fax) 

FU Representatrve Medical Procucts International, BV. Schutweg 13a, 
5145 NP Waalwier, The Netherlands 31(0) 416 563754 18-0351 
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Pt , c5!.1 
Av.arita 

r...ekde4 OW • . • - 
ria:r30 putger;'A‘iaryt4TM 

A.;riirita 

ENGLISH 

CAUTION 
Federal (United Stems) Ow mark* ties drtma to sae. detribuban and use by or on 

the oder Cl. physic. 

DESCRIPTION 
The 0011 00n.00011 jom pronneeis con** of an Washer, edema vette nas-
al:y*4 (UTIAWPO debit component which is cemented to the SM0,1 of the pet*00 
metacarpel bare, and • cob0 chromium proximal component Men is cement. 

Irito the loWered *Perim bona Do Cobolt chroentan surtace erboulates with the 
UrtiAthiPs merdtrien1 to kern • mine-constreined prosthetic tedismonsent of the TUC 
joint of the hand I rei Implant Is email* In aerterel one.. Mob ol Minn can be used 
In need0 left hods. A range of trIel sues be men type ol ranee a evaiable to old 
to tone paper.. lha device la be oemented tre only 

Mennee 
• 05101 0-75 cob.0 drooled, 9000110 000010,10111 
• ASIMF.64e uttre huh =sours rapt polyethylene fUlent(Po until coopment 

INDICATIONS 
The Invent is ideated for total joint replacement I *Wendy 0051.0 000111. nub pee 
or iota:Ayer the Mint due to bourne Inforrreatory Orgenthenve 10110010 01 w.10l 
of powv.vs prOCeduree. ere 10010010000100.00 or renonseuceie savoy 

CONTRAINDICATIONS 
• Action Or Went race. 
• Bare. musculature. tendons, or adjacent soh tame common*od by daesse. 

Infection, or p 000 00,10000100. Mich cannot picvicle adenine efficort C0 fantion 

be the prostheses 
• Skeeter Itonettrity 
• Kneen sensrovey to resters* used 0 the dance 

WARNINGS be also the Peale% Camord Inrarmation end Adverse Events 
Semen) 
• Patents should be mode mare of the moored potential 00 0.140, Wore when 

issomerve depends re nude up.10 Strenuous *ring. excess* bobby. end 

*neuter Inetability. may kW to scorer*od wor ancl eventsnel talk.,1 by loos-

erred bead!, Or data:Cm 01 the donne 

PRECAUTIONS 
• Do not resterlgos The Moire as provided sten% el an undarnand pecker. It 

Mho the Meant o aer lockelao Wren drooped. aviation dote bee 400 

asoseded. 004100Ltyo01ed,00sdbe my:nasal, the invent **Ad not bound 
prepration a the Inward one end selection of One prone me soponl 

increase the potent. * • .000,0 40.1100010. 
The implant .004 00 remosed nom its stem Imam. onN alter the 00000 000 

a Peen Matheod edd ProPethe 0000 

name Mould be handed wet,  bard tessoments to avoid watched Wing or 
Mane the deem tio es not to adverse+, affect the moan performance 

POTENTIAL ADVERSE EVENTS 
Genoa* Surgery Related Risks 
• blowing • Menton - loos of nes of the herd • permanent cleabeity • troth 

Joint Realationere Paired Ram • emputation 
pen • boo, weekenne Nbittld 0,0 invent 
eery to strounceng nerves, blood • decrease n neve 01 :wenn 
vessels. lee*00 or soh bssue • abefpc other 'swoons to the 
*them metal ce paste matereis 
10040 .04 wester nelated pan ackkhonel mosey rory be marked 
loss of motion be motorman, meta. or fusion of 

Indent Metre the mint 
rotation of tom. Surgery may be started but • joint 

acceertged weer of the device replaconent Cannot be done mala-

 

eniteCenents ise to *eon of the jmnt 
loorthing of the smart from the Notthication 00 accontOnce with the 
boners California Sae 0000109 901.4.0 sot 
kotabiley ol the joent Toxic Enforcement Ath 00 19016 
desecalion of the jrant dffoposeion 65L The Pm** con-

 

ciernent edukten erheY tains achernittek.) knee01 to the 
nfeclion p.00 01 CON cent* 00 00.0 mincer 
lengthening or shortening of Ow anceor birth defects .14 0000 
Niger repecductior toxicity 

SURGICAL PROCEDURES 

A ,n to *Mica creosol* for use of these implant 
dertom, 00 the resoonsiblen of the matron le be Weber rah the procedure before 
we a these products In edition, it re the responetithy 0) 01, yawn to he *0,01-

 

w On Wen* pubications rind consult with experienced associates resorting the 
procedure beide tee 

PATIENT COUNSELING INFORMATION (See silo lreinards and Adverse 
Events Section' A patent Mod*e 10 0,00.00 for use in counseled the patient. 

In ackhOtn te the patient related InfOnnetiCri conleverd tre the Wteringe Old 
Adverse Events sect:ens. the Mewing intonnat)on should be conveyed to eve patient: 

• P10,10 010 expected Iffe of *00, 1(0101 replacement oonpofl51nlSle dflacta 10 esti-

nate, 4 is Idle These components ens Made of Sorei. miterlals. Meth ere 
pieced wthin the body ter the polanbat restoration of mobiity ix reduction of pen. 
Hovrever, doe to the many biological. roachaniced end phySinchemiced fated 
Mich effect these devices the oompcnents cannot be exited14 to vilthatend the 
actinty 1001 04 toed* 01 0070.0 healthy bone for an untanned period 01 1000 

• Achvee, effects 04 0,. deem nun nemoutete reoperation, moron, ne fusen of 

the meNved jont. 

STEFIIU7-ATION 
• she condoner0 nes been stenkted by ethylene ottele et wen. reeenen. 
• Do not resleriese. The imps* a prorated Marie in en undimmed package. II 

either the 0094100 07 the peckage Mead doomed, marslion doe hes been 

weeded. or ef rad* to questioned Ion ery meson. the implant should rot be 

• Trier wet canponents tWeitebie 10 *tied &lido In open the stenle packer 
prior to prosthesis Sneerer*. The mpg* should be MM.. *en es stole 

Pecksge orry alto the indent site has been ompared end onseny sued 

11E0 WARRANTY 
Chttoneedork Inc newt. the do 0100001 100.0010 ea rhanuttotteettt spec - 

Atom end a ITC frOT trnulkChend 40,0000 000., erne Ol deihery. The wore,  

tY Mecitically excludes dared resulting kern name. abuse or improper handling of 
the product mimed.* neteipt 09 00 pureheser Averrna OneopeedrOt 14000 001 
velment the oclehne the eurigunel pecedure. 

EU REPRESENTATIVE 
*Meal Ploololo novniiionel Europe DV 
Schurweg 13A 
5115 NP Maws* 
31 (0) 418583 75.4 

DEUTSCH 

ACHTUNG 
Nisch don. eursdesgeeete (Seceiragte Stearn+ ist these* Garet *LA Verksal. Vertrieb 

• yrie und *mending dwell eaten Ain odes In dem. Aulaid teschrinkt 

&SCRAM:RING 
Dem tellgekoppalta iternicenstnined) Goenktiothese 00 ,00 data* KOMponenie 
sus vershodunoletwavon Payethylen (UHMWPE). 4.0 ki dent Schaff des map.-

erten Metacerimisnocions sentential verrinkort tot. 000 000 podnele Kobeltducen. 
Koncenetre die in den preperenen Trapii‘knodwb einementort Zwlecton 
Kobedtchromoterfliche told WiLAWPE-Korraporiente besteht ere gelenkipe 
VerbenduIe fArtikulolori, sea aeon prothetechen Erma 010 taidskoccenern (5..-
Conalrained) Syttem 40. 00 Trapeilo-Metecoor-(TIAC-)Geenk der +OM zu 
Doe Implentrd en in nehmen Cinthen vertileber, de.0.0100  recta. oder Ink00 
lend ordered weirder, Mrs. FOr esid. Implentatyp PM en.... 114000 .1 
Probsprothmen. ao gen., * Sim die als Hiltarreta fro do Preparation des 
Knot:Noe vemendet wenien Deese Gera id nd par tatnennerten Verarikerune tea-
Orem 

44afenafren 
• Protimals Komponents aus Kaortrieurn paned ASTA V 75 
• Detre KOMponerrte on ultrahochmolakularem Polyettyon fUNSAINPQ gliwneb 

115101 0.1140 

ANWENDUNDSGEBIETE 
Cl.. inolental als TotalpeonAersen bei Patentee mit recerofter 
Skelettentwicklung, do had. von Trauma, entrancebher Odd 01.900.0,101. 
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DESCRIPTION 
This rlawl Pecan pointieds 0000le of • °abet doniniurn Men and a osbet 
chromium heed with a preys/yens ertkolnIng insert Tee stern of the Mean le 
designed to *4. 000440 k,to the shaft of 4* prosiest radius. The heed al the impled 
iniculates won the capitethen. The Moen is 0400(400 .4 emend sum, each ot which 

ren to Med k, o,  left hands. A talc* 04 505 woo for each type of moth'd le 
atonable a" aid In bate prreperegion 

Mensteis 
• AS1M F.1537 wasp cattail chrotnium Miglybamen any fis engine enplane 
• ASTal •1580 bunion, ponies to caging* of axone indents 
• ASTM 0448.0'. Mon molecuss weight polyethytene powder *taloned ken for 

singerd Meant& 

INDICATIONS 
deed Ream MOM Is Mended for mthacernent .4 04. Morena end of the radio. 

Nethecernies of Me radial hood for degenerative. a pOebtrosenstic asabdereo 
weeenbng pa00  capitabon end decreased motion el the radohurnerel end cc 
Proximal radOolner pint nth: 
it Joint deseucton or manner. Male on 0-fay 
S . Resetence to oonsaveitive treatment 

7. Penury replacement atter fracture of 4* hasel 

3. Stmetornate areathate nodal heed resection. 

CONTRAINDICATIONS 
1. thedequiste *54 04 ennettukNandrnous system 
2. Griming persona> yeth OPen efin0/ 686 
3. Provide open Sixtus or infection ki or errand *440 4054* 
e. Known someway to natertga used In 0.10 ctevioe 

WARNINGS (See Wo the Patient Coometng Into-meter; 5088004 
• Strenuous loading, manna mobtka. end etiouth Sabbath ei0  may eed to 

accelereted weer wet emottel tali. by 1000.04*9,00t404.04 deiccon•on al 480 
device. Penne Wend be made *were of the ncrearied potential tor device far • 
ure *madam defends are mole own It 

• intplente eni ret.tran+061 &Mee Viet con be want away. tangoed re broken. An 
IrnpIentene may ben.. 80.440 prenfol. *we'd, ce interned The mous of the 
'decent bone and sal tissue mey be inadequate to support the anclant or may 

• Oaterierarte In Lino resulting instobiey. adorn*. 04 both. The benefits from 
Implant surgery rraiy not men the patient's mpetalliens or day deteriorate voth 
ens $00040401419 5411004 surgery lo 'space the Implant 041004009041010000-

d* ancodure. Revision surgeries with Implants are not unCOMmon 

tECAUTIONS 
1. The implant Is provided *100*0051 undeneded iihkek*Ge. 

the package aopeel dernaged, espinkton dale has been exceeded. Or If tastily 
la questioned for any reason the Moan* should not be used. Do Mt rwsterthee. 

2. Imogene Shook! be handled Mal blunt mt.:unmet, to maid ectlectutn. 0010.9 04 
Noknod tetherico 40 080444 to adverts* Med the Meant peelormenco. POkihed 
beefing end taper sureives Mort not con* ki contact lath had ci abrasive sur-
twee 

3	 The heel and nen atiOnet not be sop/anted the ertsculeund sweicee are me - 
ebly demigod. dos includes *pealed attechng end detaching. 

4. The heal of de prosthesis Impacted on lo the MI of de stern Prix to mem, 

bly COnern dun tyhe artKiotar wren. we dy red free from comarnnant. 

ADVEftSE EVENTS 
Pow,tod wherse evens reported wee Iont prostheses Include pen. loosening. *400-
(4.00 delocetion co Manion. Thee have been Sane reports al patens vett metal 
sense,* reeCtOrke (0105405 Yent replanenlent. Indentetinn or maenad such m 
COban clean00 and/or 1115000 0.4, remit in foreign body react.,  winced* to tho 
Moen aka Injury to the smoundrig norms pined vessels. tendons Of 00*1 *400.04 
• CCCUr es a 0°000:pence of Moaning Me dome. 

SURGICAL PROCEDURES 
A surgical procedure IN we of less imbed device 4 ave011148. It la the responsIbi6i 
ny 01040 lurgeOn 10 be Wrier with the procedure below use of them deducts. In 
odunion, It le dm nownnsithey of tie surgeon to be anew, nth Memo tenni:Mons 
end cornet with expenenced assocines roweling the pinowarie beam we. 

PATENT COUNSEUNG INFORMATION (See also Werninge) 
PrOviling each petkint eChererierd Ice Woken worry with documented couneeing of 
Pnentel connewoons and allerretwee, when May isclude non-implent PinCedwitS 
such 05 0011 Mate reconstroctio,  or arthrodesis. prior to omen, is necessary. In 
acklition to the pattern related Mormation contained the WwUrga NV Adverse 

vents seams, the fonoweg nfonnabon Mould be conveyed to this patient 1: 
Adverse elects may necessitate recperation, ewision, lesion of dm involved pia 
2) WM. the expected jcint r09004454e1 COenpatents diffitult 10 01817161e. 

finite The.. =exponents are mede of toresn 0.1.410(0, 04044 are placed mean 
the body be the potentie restorabon ol mobley or reduction of OWL However. due 
to the many beagend. Inschen ice and physiochernea femora wad, Mect these 
devices. tho condonenli cannot be expected to withstand the achnly 8001 041000040 bads 
04 900105 heathy 0008 te an unlimited Penail at Meer 

STERILIZATION 
The camonent tea boon stersues by etnytene oxide or gamma redeem, . The 
insolent is provided stone in an undamaged package. d Mew the indent 04 0.0 

Package APPears damaged. anteration dare has been comeded. or il *lenity $909 
boned lor *mon the implant Would 1101 be wed. 00 not nrateritro. Trial Woe 
COnlyeeltota Ineleable 40 woid Noma to open lb NNW package pror 10 0000-
0000 smowitaton. The tenant should be removed torn is stank package. onty 
alter the inceent site has been ',unwed end moony $ized. 

LOADED WARRANTY 
Avenla Othopostece. Inc. danants that the product meets the mar...ductwork wee-
drawn. 504 *500 Irten n08n0t90510018 directs a* the terra o* 4.00, Thrs warran-
ty speedo* excludes defects editing ban maim. ubme o imdmois fending n 
the product ambseenrive le 0.801 by the purchaser. Arlene 04t1109800006. Inn. noes 
nay warrant tne 010,044000! the surgical pieced. 

DEUTSCH 

ACHTUNG 
laut US-Eurelesgosetz dart dieses PrOarld ros vat einern Ant odor In rleasen. 
00t1100 vereauft. vertrietren oder eingesnet warden. 

BESCHREIBUNG 
Diase Mead Neon Pmewiee besteht aus engem Cobalt•Clrorn-Scrod,  40 4.5440 

Cobett•Chron-Kopl mit Mien Green40tre0 0.0 Folyethylen. Der Sdal d. 
Impanels It rum Einanzen in den Sohn/ des proancen Palm, bestarent. Der 
Kopf des Implantets etkulied MI dem Humertleletntaw. 00,1 nthentei in in 
merman Ce08en Melted% die jewels Kir die Enke cder scene Nand remodel 
warden kennen Zoo Erteehterung der 140Chan94000et1100 et en $ate 
Prothenthawasee fOr mom Imteentattyp &Nines.. 

Inreasfoge 
• Cobalt-Chromeenybdan-koodethernind fredworgeohe Impacting, ge0118 ASTM 

1.15.17 
• Trenrsever 10, Beechtntungen von &Impact-ten Molansten gene& AS lb 

1580 
• PuNecpee whoa Corn ma oashochrroirkularern Polyettrnen Mid",  -PE) Kr 

chnedische trinartate gamed ASTIA F -648. 

INDIKATIONEN 
(*0 ,4100 Non Impel-Sal in men 14000 408 posionosien Radessendes besternmt. 
I. &mu des Relluskbakthem bei 009e0*4494000 oder posnyeurnelischen 

Oehinderingen Scheer:en. Oentla,ri urof Benvegunpleintschrithong Sn 

Radohumeral• undtsier dosimeter, Fbafrounargelenk me. 
• Aethologisch alchlberer Geientuvratenind oda Subtana, 
b. Resietent dedenOber koneenistrier Rehandung 

2. Parneranatz nett Freaks des RadluskOplcherre 
3 Snrotorneesdle Foarrerachernungan neon Reduckepronemdeekton 

KONTRAINDIKATONEN 
1. trodecerate Haut ocier Inedequense Musket•SohnemSnitem 
2 kr. Wrichatum begrInene Potent.0 reit oilmen riphysen 
3 Frtnere oetene Frame ods Menial trn Ge4onk oar en Unarm ens 

Defect,* 
4. Elekennie Oboreenfroadeert sementhsis den kintwootwenistoilen 

WARNINNWEISE (Sena girth Atocerrelt Pagen(enettonneennen) 
Enreme Bekinungen. Oberwilidge und GeterauesiNAULI kinnen 
trOhnettern Verschlei8 ted eventuelen, Verwiden der Protest, arch LOCitent 
Brennen oar Verkedern thaw. Der Padua mem Ober the when* Risiko 0*100 

Verugans dee Prothro. ON Obertesisprochung aufgekten Nem/en 
Protheeen and Ma0010*04le Produkte, veretitithret ermOden oder brochen 
Minoan. An der krabanualonsatelle kitmen Ineldioner, Scaneran Schweeurern 
Woe EnteGrukeven or/beton. Oes untiedende Molten- oder Weidfteggeweibe Kann 

einem Zoned mein, der Memo latheichenden Hat *Or deS anclantat Netel. din 
kern .04, ne 2e4 versoNechtern Led derketh Moe hematite oder Deformitth 
Oder WOK mph Nob Sewn. Oro Nutzen 4.. lanciantebon kann inter Un rehr• 
den Email...gen des Patenten neht geode *400400 00* mel der 20 abneanon. 
sodass 0 ,  Revisionsengrel zum Austauseh der Profess 0400 se OuichfOlound 
altanather Vertenren erlorderich et. Revesionseingrifle and bei Pmthosen nicht 

aeon 

VORSICHTSMASSt4AHMEN 
I. Die Frothed, win: sten in 8000 unbedenadoglan Vorpeclong deleted. Sone 

entweder 4.. Prattle* oda die Verde:hung beschedigt dos Vertatdothin 
Umiehnite Wee die Stenlitit mendelnem Gmnde rimilethaft WM, *04 41'. 
Poshest, nicht verwendet werden. Die Prothese nicht amid stedlisleten. 

2 Ploderser, molten aussdNe8lIch 014O1llr919000111,04059544 gereast wasken urn 
KrolLon. Schnee and Kerben de, eu uernwden, Coterie Galena- und 
thsnueoVerfietien Wean rifle Me arten ode abrasive, Oberetenen in Konlakt 
Meaner. 

3. Ow Kopf sod der Schen &Man niolft incanted werden. wen dre Gthendlathen 
rnothicherweise beschadtgl Mid dies Kr ouch he wieder-beam, 
Zusammensetren und Zerlegen FM. 

4. Der loop( der Prothese wed eel die Kugel des Senses gerSChlsopen. 4414. 400 
Zusarnmenoseran es dam? ru acMen, dem dm Gelenklecnon beckon und 
saner Sind. 

KOMPUICATIONEN 
Bekannte mOgliche Konthikahonen bel Gelenkprothesen sind Schrnerzen, 
Lockwood. Frani,. Disk:watt. odor Infelitionen. Bet wagon Patentee Innen 
Darernokaddikeilen gegen Mololl 'lath dem Delenithakiz ad. De Implantation 
001401n444900 one Cobalt-040m unnbdor Taw 0.0.01. Frenendaperresnionen in 

Langebong der Indebrallonanelie /Oven. Dabber ninatee Moven Venn:anger, 
der. umgetenden Nerve'*. EtlutgetMe. (Lander oder Weichtene auttraten 

OPEFIATIONSVERFAHRF-N 
611* Operationsverlahren 00 Vemendung dints Predate erthillich. Die Chinag 
muss sill vor der Vanvenclung diner Produkte loll dern Operatienwertahren 
sochen. Aulkasern fiegt at in der Verentwortund 4.0 0140.90., 04000 Verwardung 
dieser Pralukle de releventen Pubduelicran Dr Rale 04.4440005, und tacn crit 
ectelvenen Marvel Ober das Operstainwerlahren suarutauschw. 

PATIENTENINFORMATIONEN pate such Wtarawaberd 
Voi der Operation nods leder Mean schredith Ober polemic* KomPlikelthme und 
addicto eilteervateitn auipaidert Wertlen. Wenn karelan Wel Maanahmen ohne 
Roams.. wie Wechteeetionsbukhonen oder arthrodeaen Zusltdich 
den Futentenntonnetionen in den Absent**. Wanlonweise und KrenOkkebalert 
War der Patient Ober FoLgandes Snowden vendon: 1) Komplisaborten *440401 *049 
Mud Operaton. einem, ReAsioneeigrel odor erns Fusion des bevoltenen Gawks 
ertotdem. 21 Die lobertedaun der Cielibbersatz-Kornporonton ist nor same,  
vsterzusagen, '0 914040 Tal: titer begranzt Dia Komponenton bestehen aisa 
keroaframmen Material sod wed00 in den Korner eingeollend, um 40 
gewegrclarail Ineeticha seraeleeneramereo und Senmerzen 00 verreborn. Aufgrund 
rehlreiche biongischts mechenracher und physiodomeschre Fatoree de eddies 
Komponenten remikert 'Owen dose dem Alekkaraniverso und der Boastorg eNes 
petstruloc, Knochens nicht Ober eron unbetheneen Zeitheirti stsmlhalten 

STEFOUSATION 
Owes Produkt woe% me Ettedenoxict odes RN Hale von Garnmastraleen inewildelL 
Es wed stere in mew unbeschadigten Venmokung githothei SOil, ereweder  do 
Prod.* 040 44. Aspackung twchadot 0101 Verfaldaken 01401141811401 oder de 
810,0001 05* egraxteneen Grunds zweifetral sea, dad die Pretties. Mat vswerekrt 
warden ON Probe= nese erns* stortluderen. Urn de steel* Vetheckund recto 

Fesistelkong der manger, GrOee dee Prothose vor der, Impbetation 090547 zu 
Steen Probeimentine as VolOgung. De Plogreas dad Nat none aus der 

oxen Veroackund entrommen werden. wenn de knoleastionastele ausreatend 
vorowerlet und Cetiffe der Prothere ennittell verde. 

BEGRera-re GEWAIIRLESTUNG 
Mares Orthopaedics. Inc. derentierL deed doses Flocked den Sparelatimen des 
Rengellers onsareea cod rum Zoisainb der UNNung 1001 004 likereellungsfetbm 
bt Dieu Gewithrlersting schlekt ausotOcklich SChaden ilus, the ad unsedgendthe 
Behendktnp, tAissbnuch odor Nisch. Verweridong dutch dem gerorten 
rof.ekndelear, drat Aroma Orthopaedics kw. gibt keine Gewenostund ter men 
Ereolg onnevactien 

EU REPRASENTANT 
Medical Poducts Intematenal Europe 
904,00909 13. 
51450411 Waal.* The Nethenonds 
3,  itt 561754 

FRANCAIS 

ATTENTION 
Lro lois *6,40.50 0.0 Etate-Une Arnencoe aside. que 10mar11. Is detreoution et 
0.000.00,0 4. de Wipereil sok. assureee weacritea per un indrawn. 

DESCRIPTION 
Cons prottese *teed Peon nonage en une 6ge et um ithe cobah-dvone 
qua,  ut,  module dwiculaten tolYelnYlene. Ls Lige 4.0 rimplent aet p060089400 
une Ineenion dine 48 0006 011 nelioil Proxima. Le tete 40 10.404 eartatule .0, 40 
O0144410 4. Manama L'implarrt ed disponible en OAP.. Wino. valuables du onvf 
*504 corms IS. ebb gauche. 15,0 .1'. de catexess doss est aisconOte 
a,.,„„0  type riernprent. on Wit 0.6..imelencer la priperation 0860.08 

kletteriatuc . 
• ARK* de notal-cihram menYbderie Moose pow tropism chinned.. 

(content* nonne 4.5114 *4-15)11 
• Poem. di,  Inane par embed*, emplane chimp... kaftan** 6100001. 

ASTM F-15804 
• Forme de pax40 de polyethylene pads molecule. uftre Neve eaten par 

molints chologicoux (corn:erne els norm, AS TM F-6481. 

INDICATIONS 
Linetwt Mead Reath est mew pour re remade-neat de I' extremith proximate do 
radars 4 
1. flortipeoment de la Nu NAM. an rerecer drospacitee dagineneoved ou poet-

trawerentow socaripmneme de double: crerolumon owe de mouvement de 
0040,4.000 redlo-hurnerab sum rade 11110/0 prodimie avec 

a Dessuction fertkv40104 uyakreetion 0004000,0 wow 
b Reslawee un mermen consonarteur 

2. Reentelocareent premed spree 1.1.0Uff de 04191.4044, 

3 saooleoe thmotonsuroies slues reeect on de to tete red.,. 

CONTRE-INDICATIONS 
1 Incomfaintine de le peen on do eretente muecv10 tandem. 
2. Pabenta en omrs de croimence et ment InitnYom amok,. 
3. Antecedent de fracture owe. on ifinlectern 404* ou 0.4040 4. mower., 
4. Merge avenee natterwe, 400041,00.06 

AVERTISSEMENTS *Ad la section Coneobs 4*10*000 wtheng 

De /woe Weed*, me intent., 000.1008 01 ono Iretablese mime00 neuron* 
emelt., Nacre du deco*** at entraner othec troentuel par retictr.... awn. 
40. disiocaticc II taut Mame le paean 41. rimpnentsoon 4. Ma* Old*, du 
d o*.Mon om de solfeftsiene excessive. 
Les Imparts scat des deposktifs mac/news. 10 000, que teek lb peewee 10000 00 
se cameo. to see eFun aware peut *event reolenseux. en-teeter .'0*0040*40.10 
adige crinferrenabors. 4.. peut tine rote de red 04.0001 .1 dee teem rears ne 
permette pas10 post do 040905* 00 as Manors avec le burps, entnanant  00* 

instable& une dillornMe On bs deux 0.. peut dre les vantages de ronderrartior 
Necodent pas aux anent** ca, 0400001 dimeoent 0 fll car tenths. nedessaere 

UM chew* ele revision afar de nomplacer riveters ou la femurs * Means 
NoCikkrea a Mast 00 10'0 de prateNer une chrome de devisbn 0,10011501. 

PRECAUTONS 
1 Dm:Ant tett korai sterile dans Ls.  ernbabege *0090 81 renceent lanballage 

peek enekommate. si dais de cementation oat depurate ou is stirdie Mae en 
cams pour um reatOrl 04 une Nara I 00 *001 pea utilise,  1' Monet. No pas 
restellther. 

2. les enplane doivent etre mapped% ewe des Inernments tom mousse pour ne 
pm rater. coupe,  ou entailer le cathosibl et no pas parturber les parkernencos de 
rOpetra le poker pol. et los wanes conga* ne dolma pee entrer contert. 
0000 4.0 surfs:as eletrefirte enrol 

3. no hut pea andanter la We et 4 tm, y a un risque dendommege,  80 
writhes linens:es. mermen en cas dis pose et de Moron redeem. 

4. La tete de la modem est fake so le bilie 4. 04 toe. Arent ressernokog venfe• 
clue toe surfaces whom.* sore Millie et diem ne sent pas contemn/we 

Errers INDESIRABLES 
Les oboe nMeireolike Overtone qui ore eta woporlito avec des protheses articoMes 
sore le (fouler, le rakterrent, 10 hook. inec Loam no rnloceon. 1)00 004 de 
peens present.' do newtons enwrap au metal suite 11 un reripiamment 
derticularion ore Ott radindith Calthentaton de mantra. MI Quo 10  ouhni. 
chrome Woo 40 01100 mut enlivener ure reaction a. corps mender sapper* au Me 
de i'mplort L'implentation deco deocatil 00041 0100 pour consikkened 0,0 160,08 
empire:ems des nal. dee misseaux 45490 440, dee WOW* CY 080 041400 .000.0 

PROCEOURES CHRURGICALES 
Une procedure chivvies's ancernaut rutadabon de cat implant en disponible, ka 
canna/Nance de cene prooeckm est de IS reannatbdth  du 50,eVw-  I  leccmbe 
egelement au chiorgien de ad Lane au courted MS Oubliostions perthentes 01 we 
casuals des confreres experimenters au met de prOOSCIPTO 6 Oise, 

CONSEILS DONNES AU PATIENT Mr 110051Av90w000e0tel 
Avant rota/ration chiturpcolo. 4 est nommen, de Isom * cheque praient 
proudest's(' ooto une chinirge rientean des conseils et chts *Wm-Wens  01,  leO 

compactness eventoetlos et les sokrbons de remolsoment, determent la 
reconstruction de Mae mous au Yarairodess. Ouse Ontomation Maws tai Moth, 
contemn, dans les amt.* Avedeeernente et Mb ndesealves, In peen drel 
manna rinkinnelice, animas 14  Dos efts indteintlYei peewee nevermore lo 
reoperate.% la reasion co le fusion de Pertickleen concerned. 1*  It ettt data* 
damns0 la dtrito 40 01. pram, des comments de reopen...41 crrowiation. 
aria ne 100( 000 nusebles. Cos comporams sent en ewe taoraeues dens des 
mobrieos avenges en corps human, et nerlanlat rde mbar.,  al mobibe Ca de 
rdelorre I doubts. Toutefoe. en raison des 'amorous (amours b.:slope...a. 

mecarawes 11 PILYSer-chanelues QUi erector* ow thacesites. leo omnposents 4,0 
wawa pas suppoets to mime maw d'amente at Vs memos charges qu'un os sain 
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CAUTION 
P.4.44 11.111404 $tates) law netted Ws dad. to We, thatritakon and use by . 
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DESCR/PTION 
This dialed Flacon Melina eon.In ea a cobbol chromium darn and a cobalt chromi-

 

• m heed Met polyettelene arti.lehno insert. The darn 04th, endanl a dealer. 

tube Insetted IMO the shalt ea pretriniel reeds. The head ol the implint 
• bah the cepaeleen. The Morse 14 .0.01.15 r tornarel etas, each o siva con 
banned tri doll or WI ham. A range or trial kters for sash 306,0 04 bepbIot te even-

tide to ed In bone preparelon. 

Melees& 
• AST. F4537 seought coda chromium niebbdenum easy tor surgical orptierta 
• ASTM F•14130 Jeans. powders *X coaungs or surged 
• ASTM 11-848 uhra-tegh rooters040 weight odysthyierre model tabooed ions tot 

surobal Inmbnis 

INDICATIONS 
Mead ReCon amine le intended lor lopescement ot proalr* end of 128 
1. Repla.rniot 01 the radial heed for degenerellve poel-haumallc 114141 00 

onderning doh. oredtaban and decreased motion at tle radonbrerel and or 
overcool racSO-Ldner and web, 
I. Joint destruction or habituation viable on alay 
b. Reset mce to conservative treatment 

2. Piroutty replacement all.. fracture 04 0,0 radial hend 

• SY.PtOrtialm mountae eJter radial nun reseChon 

CONTRAINDICATIONS 
1. res.:Ware elm a rreiscolotehdinost soh. 
2. Gromno patients wen men epiphyses 
1. Previous amen tracture. election in or bard 0,0 0.01 
4. Known unstiney to mete:MPS used., INS dernee 

WARNINGS IS.. *so the Pstrent Couneetrg Monne. $ection) 
• Sowed. loadng, biCensna mobally. end articular indabilty ci 'nay lead to 

soceterated wax end enentud tAre by bowing, .0010 or OtteroCallon of do 
dontlee. Pebble Mould be made ewers 0111-a 000.014 00,30104 kr davit, tall-
ute I escuilve 'demands we made upon it. 
Implants me tormestroul apeces Mal un be ban taugued or dawn. :Or 
implore she nary become infected painful swollen er idlareed. The status 01 110, 
Mower bord *1.0 ,14 Issue tray be radsonito to support the Omani, or may 
deterronse tIrds reurrUng er 0551.nbdby. delormrty.tr tont. The benefits trom 
imptani surgery may not meet Me paternIS expectations or may debriarke 
taw nuesseateg mho. aegis),  to replace the implant or to carry out Merna • 
to, POCAPPren. bevition suigeries web nude04 are $01 5000001.00. 

AECAUTIONS 
I. The implant is provided sterile in tat redentaged package. II caber tare bided cif 

Vt. weeds appears damaged. rimed00 date has been exceeded. ode eterdy 
rs questioned be any rear., the implant shOuld nol be .and. On not restailize. 

2	 Implants should be handled inth blunt Instruments to mad screadVng, sonnet or 
nicking the deem so es not to adersety Men the imptant performance, Polish. 
Curing end tape. eatable mud net corn. er collect red 00,0 04 .04.314 OA. 
loses. 

3 Tie heed and stem shovel not be imploded lithe act.calaling enfacea ars cos-

 

h* damaged. MO insides revealed attaching and detaching. 
S. ltre head Use posahous is Snouted on le the bell &Ingrown Poor to *seem-

 

biy edam 0.1 the articular solaces ate dry end hee trim coots/naiad. 

ADVERSE EVENTS 

FP1. 4.1 11111404 met /Oen P.M..: rob40 peen. loosening. 

femora, delocetton or need.. 1110111 130.0 been some repots of dame well Mete 
unothey reactions followirep reed replacement. Implantation or thaterals saw as 
Gebel chronic endror benberi may Mull in totem, body reaction adjacent tot'. 
00014 11141. eery to de sumo. ng naves Nood vowels. tendons, or eat Owes 
.n coax as a consequence of implant no this device. 

SURGICAL PROCEDURES 
A bawd procedure be use or Ms Implant Oen. e availed*. P le the responsibt-
ty of the some'a,  lobe lashiliat wen the procedure beide use el these produces in 

addition, irs the responsbiby of de *spoon to be brediet e,01tmbeo1 pUbtmetiorel 
and cord.4* with toperiencest associated regards%) the booed.. before ode. 

PATIENT COUNSELING INFORMATION One ado Warnings) 
Reding ease patent achabled be mplere llepary Met documented o.nseling 04 
pore.01 creep...ions and elter.tives. which may 110000 non-imolere Preeedelo 
SUM BS loll bahle fecorestreCtion or &geodes's, 011.0 10 surgery Is necessary, In 

ed.. to One patient named blame. centered In the WernIngs end Adverse 
Eweoo sections, tha &slowing Monne:on should be omveyed to the mead. 1) 

Mouse Meets may mcessitate doperation. revise.. a MAXI 07 Me Irwithed 
21 Mile the expected file el OM rembcornant components 04 4114014 to estates, It 
In Onto. IToSe CemPonents ere nude of Jordon inateries whet, we placed wentn 

- ere body tor 114 otrearaial ossloratron ot 'hobby or 100004.00 01 pain. However. due 
to do many bedsgrcel. mederecat and rhysiodurried factore width died them 
chroces conmcnents cannot be expected to withstand the active/ it,* and bads 
01 eared toderry WOO WC 00 wended period ot time. 

STERILIZATION 
Ihrs component has besn stereo. by etnVone 00,11,1 IN gamma rechabon, The 

teldoe 0(01.14111 bole 61 en drdsmaged Package. V enter the Molest ix de 

PectoaeaPmers dredged. expration 0.15 1105 been exceeded, ore swift. is mos - 
1404 400 my reason. ed (001.1 40.0004 not be tided. De net rearedlize. IPA soter 
compcnents are analabb to seed having 10 Peon the sterile package prd to pros-
thesis Implantelloe. The imptere aimed ter rernoverl from lb desert peekape MS( 
010. em mplan1 see No been prepered poodelv sized. 

UMITED WARRANTY 
/Wants Orthooserks, Inc. wattages that thee product meets de maradadderS 51100 
buttons end re tree born manutamirerd detests al the Ind a 
lv ermocary ma:M ebbe% reseenp ban mibree. ear. or Momper handbm od 
the prOducl subte0Pent reCerpl by 055 40.1011.0.0. Av.,. Oremiderata. 4110.4005 
not .4000111 M. 01000,01. Cl the fumes, P1.0.1418,.. 

DEUTSCH 

BESCHREIDUNG 
Dn. rStead Recen Rude. bent.,  On Horn Colsall-Chrorn-Schee und rem 
Cobalt-Chrorn.Koce ml einem Golentoreatz nts PolyeUwlen. Det Schen du 

Impanlate iat 00011 Ensetzen in den Schee dm proximbed Radius tesheor*. 
Kopf des brolantes Midden me den Rententdmichco. Den Implored ist 
mdeereo Ortnen WAN.. die temils toeS. MI. oder die recht. Hand vernondet 

warden lotonen. Z. 61..00000 000 430000010100154000  01 00  Ont4 
Proboinolentste PP P.,. P.O./ .t). erhOokil. 

Werbtofte: 
Cobelt-Chnten-Motyaltn-Itnelleplerul tor chirdredche enrantate gensie 
ASTI 4-1537 

• lempulver II. Desetactuuneen we chewed.. enptentaten geoid 
ASTI 4-1580 

• Phdroetertipte Form as ultrahoderrelekutanan Pobranden 11.118.1W-PE) 43 

000.091401. Inidentele gernie ASTM 1-43.6 

ANWET4DUNGSGF-EUETE 
000 .11.10 Flacon Mplantat est nen Eddy des proxinialen Ilachnencloss bersierent. 

1. Ersatz des Radsderptchens be. rregencretiven oder posttraumatisclen 
Pobasionngeo roe Scimerren. Creeds. ood Emoduncpererchninbaso 00 
01400h000erak tralioder doxlmaien Radoulnargekrk rrd: 
I. Raddled.. astabarer Goterkzerstenirg oder Sublusalical 
K . Hesstrenz gegentreer wesennelver Behandtmg 

2. Fonaresortt loch 1 rektor dee Fladlusioapichens 
3. Symptom..., Foimeraddeungen nod, RadvsZokhwesekklan 

GE-GERANZIEGEN 
1. trusleouste Heut oder inacterien. keolvai-Eareon-SYreem 
2. Or. %Won. boorlteno Pahenten rrat olfenen EtaPhTem 
2. f erre oder* Fraiche oder Intetaton esnenk oder in Umfuis dot 

Geterad 
4. bekannte Oberempfrodhchrout 11094001.10 4.,  Imptantowerhei often 

WARISHINWEISE Miele auch Abschnitt ,Iniormationen zur Patientenberanagl 
• 501400 Oateetungern. dbennairge Mobile und GefrotoriOntslith keno. an 

lanzeirgern *redder/ MA eventoenern Verses. tke Proame durch Locum. 
Braden oder Vedagern Wm. Der Preen( mite Ober des erndite Redo ehea 
Vermeil. der Pr... bel Uborbeanscrudrurg nagektert wendon. 
Rothe:sr and rrechanledie Rodukte. dIn Versalbilkibeo *1.060.0, 04. beds. 
&bonen. An dor tmotentationsistelle Minoan Inlehtemen. Sdenerzeo, 

SCIW1.0. 11. 14. 1 saremen. Lad ondagends Knoche.,  ode 
Vedchteilgewebe &ire in einem Zealand adn, der Imam messideender 111410, 
410 111901.004 betel, oder hann itch MI der Zeit derseldedstern und dedurdi else 
1401:4101 odor Dekenstat °OW bodes rrecti urn MM.% Der Mann der 

Indeadation keno ureter Ornate.. den Emanungen 450 Patentee 00411 g5011 
madim ode, mit dor Zed aenehmen. soda= eh RevMotedeongrie ern Oustausch 
der Prot.. oder rut Duretairerung allorretser Verfahren erientherten O. 
Iterimonsengrirts sind he Paints. nicht ocean 

VORSICHTSMABNAHMEN 
1 00 Prothme wrd dent IS rem unberchishoren Verneekung Sale 

Mabee:a Me ProllteSe Oder do 510PK10109 4,00e100015. 010 Vedaldaled 
Oboe:Orem odor die Staab: sus egendereem Ce.rds rweectiett see% dad de 
Proems nicht untrenclet wocen. Ore Piddle. NOP mired atedisteren. 

2. Prothasen seem ausschledich d_ 5100r8401 Instrumentse,,  pease warden On, 
Wetter. Scent. und Kerber, &IA der Pedro. au sernerden. Polterin Golan. und 
Nambelberlbellen olden alatt me 0.1100 00.0 etraMen Oberliiehen In Korea. 
Isimmen. 

3. O.K./ end der Schaft eaten nicht replantien warden. wenn di. Galeradlicheo 
magIcherwerse bescruktgl send. dies ist auch be wietterholtern 
Zusarenenrataten end Zarteper 40.4101 

4. Der Kod der Prollosa sod .01 4. Kugel des Scheid gesdergen.14 crem 
Zurownersateen Ist dam. 01 =tun due 0.1 Colenkhechan troeken ond 
amber old. 

NEBENWTRKUNGEN 
Betannte reeiglsne KomplIkatton en bei Gelechorotheser and Schnerren, 
Locionag, Frektur. Dittelialen oder ereetionen. Bel wean Palienten eaten 
Dberereptediacrialen men Metall midi Cern Gelentianalz ed. Ole enotarnaton 
son Meldialen wee Cotelt-Chruni undo., 71ten ham or Rendkentencellionen 40 

Tan DeNleborit Cer endantatcrisslelle Waren. Osolber 11.0.00. 10400000 Veristoregen 
cur tengMencien boven, Flingerette Bander uter vtiokraelle auf mien 

CRIRURGISCHE VERFAHREN 
Ein Oberatonsvertatun sus Verumoung doses Prothro. et erhiekh. Use Chem 
moo MCIl VP/ der berwenclung 410000 41.1410,0, nut San Operetonsvalatun mead 
trochee. PaCerdem tete es n der berarevemung ded ladruegen 000 011 Von...dung 

dew Prod.o, dre trievarren Pubiloonnen ra Rate zu rotten und sich me 
erhaven. 43logn Ole. des Operatoneverharen evuuttruarium 

INFORMATIONEN ZUR PATTENTENSERATUNG (Siena such Wanreinwelei 
• de. Operation muss jester Patient wares. Goo pod:meet Komplidermen wed 
moped* Allemetiven adored*,  warden. Hem &been au. Maitnalmen ohne 
(04uesiden. soloa.B. Weentallrakenstruktionan oder Nerredissen =Men. Zusetzlen 7. 
der. Patentenidonnallonen In den Abschtutren Warthertmee rand Keeneibilbeen 
mete dr Patent Ober Foloonnes Wormed werden: 1) Konddiketionen ado. owe 
neue Doeraticn. einen Revismosomb oder eine FuLan del betrottenen 04050 54 

aderdem. 21 Do lremsdaum der Orreneentate-Komponenten rhs radewer 
somensmagm. n leder, Pal ober bconstrt. DO Konmenenten bestehen ors 
kaperherridern wore*, or den Korp*0 eingeptlend. um do 
Beweglichkeit nsfiglehei twaserhernisteien und Selma-zed dergem. Aden,00d 
losheercher biologies... methane. and phystochemischer Falooren 6. aul dose 
Komparenteo sneaky., irennen des,. dem NevriereniveaU und der Eideleirrg enee 
• 11,1.11850 004 Ow wan unbegiensien Zeranun stendlotten 

STERIUSATION 
Doses Primed wade net Ebrytencedd oda trat *500 14 Gamma:4nel. steriedert. 
Es wed mai is Nom unbeschildiglen VerOnCiang pante& Solite entweiler dre 

Proeme oder die Verpeclung beschidgt. des Webbed.. Caistschtlen oder che 
Sherbet sus agenCenern Grundo zwedelneft wen. darl de Protease event verwanclat 
were.. Ole Prebend nicht dereut eterehelerm. larn de dente Veripeclueva nue 

Zs Feinsiefung der ololdOSO GO. ce. Proems vor der Implentation benen  51 
mfissen. Pootreirnotortele as Vertitaring. Lte /Wineno 4.04 0111 4000 0..,, der 

areribn Vorpacioreg entnendoen vordon, warn do Mplantahomdicee ausreshend 

tbfbereeei 1411. richtioe Gr.. der Pledge ermine. vasdr. 

BNGESCHRANICTE GEWAHRLEISTUNG 
Manta Onnopeedex, Inc. daratelen. 0400 11145* Pnoduid den Smythe.. 0en 

eoldesidlt und bre Zeitpurad dm befehng ter son Hersttlegdemm 
M. Deese Gewterbalung sada% eusdracknA Schad. aus. NJI dissolver.. 
8e0and1,ng. Misabrauch oder talsche Verwendung dutch dm Elenutzer 

arrOclauCenen sed. Averret Dreamed. he. MN ken. Gavrawleistung Wren 
FrIelp deichhortaten briefs. 

EU REPRASENTANT 
04.0001 41,000011. Internal onel Europe 
Senotwep I1a 
5145 HO WeelwOt De reederlande 
31 (01110 583754 

FRANcAIS 

DESCRIPTION 
Crete prattles. rHead /boon consist. en one (.91 11 yew tele . COnel-chrorne altdi 
qUen mostJe tralialeion en dresffitnyiade.. hpe de 4100001 50 *sc11 ime 
um keen'a,  dans le corm 00 14010 poornil La late de rimplent earticuie sur Is 

condyla de 051000.0. 12 Implant loll destonbie en plusoura lades, utrisaNes 1. ts 
nen 010005 00900145. tine eine de cditraurs Tessa su clepOrriele pod daft, 
type dimpled. m tart plassistance La preoerstion otiose. 

540001*00, 
• Miami de oobalt-cdorne-irobtidene femme pore implants chituru Maur 

knot.. bawd ASTM 4.1537) 
• Pabtet blele pour ennoluges d'ariciwits chinegicaux fccatormas k la name 

ASTII F-158C1 
• Penne de poodle de poldforeybos I nest. moticinare ultra ikwa twee oar 

molons cbrumsaa. iccotorme II. nome ASTI F.848I 

INDICATIONS 
eerlibml Mead %OM *el m43 pas le neepleument de resterebe prourenale do 
radius 
1. Remplacement 00 b tate morale en room crinCapabrlas dogineralhas or, 

post-tourneticasol n000mpagreies de Winos, crdpitai ion parte de movement 
de rertirsithon radlohomersle 000.1 reclinmlialre pitneneta 
0.0.01.1,010*' de faticailelon latituaton dub14 sue rayons 
b. Redden. Irsitcrrord =wawa., 

2. Rernobsertient porno11 30.40 trestles 40 14 tete rade. 
3. Sequels) cyrnplornatiques aped readebrin de le She radiate 

CONTRE-INDICATIONS 
I. InceelPellheie doll P•ao Ou do eyeletre minculoaandineux 
2 Pedants en ooze de adders. et want des epiphyees ouvertes 
3. Antecedent de besture omen*. Oldest400 dans ou autour de 10000401,00 

1 Aid* mwee 0.0.1t01411100 de ea dem.. 

MISES EN OAS= emk eldsoi sootkm Corneas domes SU poonit 
• Oe Oct., chuges, une mobile exceroave el um instabdite ansubre oeuvre. 

ember. (more du deposed el mindw un lidec event,44 par redchornerti. 
eadure OU dobrotion. II loot reformer le meant de faugnerrenne do rthare 
dec.° du deposed en cas de troddlebord  430001046. 
Las bripterAs 001 400 disposedu nrecesethree tant oue 100 ,.1 cerwm 
ou en thud. Le ate dun Ombra patil dem. doulotema, enlverme. s'Intomne 
ou vow.. II se pew quo Met de f0*1 eddcant .4 40. 00*,, roe permatte 
toas de timpani ou dreidure .550 11 tamps. antrabent une hatelerhe, 
tee dinoteder 01< bs deux_ I se pet. char lies *smug511 de limplentat. ne 
»sondem pas Merl. du Xtehent Os diniment N du Woo roceoldtant 
une beagle de redden en de templed. ferment Pa le moors 1 crudes 
procedures. II n'rdi a de patent. tine 0000090 4$ OLIO.= *0 00 

PRECAUTIONS 
I. 105141 0-I herd bole dans L. madame mile. Si tredve rentmettge 

Pee endcmcnage, 01 10 doe de Oran peon ad clepashre OP In Write set nate 
00 010,50 pan 000 0.00 au one date. I no taut pas Mbar rirnpk.t. N. pas 
restedirser. 

2 Las readants doivent tee maricubs .100 0,0 ablemicolf I boot mousse pour ne 
pas myer. cooper ou ge damsel et ne parkebee les performences de 
trimient. La prier poi et be bribes COreetelS ere Solvent pee entre, 00 0001101 

avec des wham terasires ou &res. 
3 In. tan pes Inearter 4. NM et 10 00* se y aun risque dandarniager 

mimes 100,40005, nwl44etesrtll, 00.0 tie Pour et de deur. repetees. 
4. La 161a de la med. era Rule sur Mb de tit hoe. Marl reseerriblem. valet 

00. mimes resulares cent Metres .150.*.r,o •trn pss codeneded. 

EFFETS INDESIRAOLES 
100 001(3 mdesubles noenhists 90001 ate recpcnis eves d00 eminent artioulares 
soot doubar, etbananenl, treallep bastion PP Mesh.. Ord cas de parents 
present/int des rescuers o'derote m mat. sone tai mrroaaseinere erertioramen 
de Ere rad... i'mplambdion do reeteraur lett que le coballawarne eked le 
Ohio 41041 marshes um ettecion nu Mid 411.9.10.1 1TO no 1450 00 field.t 
larolantation de . deposed peal ame Pod cm.e... one Wen emended* 
des 0040, 0.11 550150e004 armours, des tended ou des tes.1110VS. 

PROCEDURES CH1RURGICALES 
Una proOldre Clenageole CaMernatel 14110.010040000 warm 00101000144. 10. 

connussande de odte doped" 110 40 Is responnethel 40 00.11103041. income's 

thOalerthint au chorgisn de se lertir au courant dee dedication. Padentee et dm 
consulter des confrere. expinmenten 4010 Pmcorloo I  oleo* 

CONSERS MIMES AU PATIENT Nor r Mass en garde) 
Amni toserau.10 chbegrale, est nicembre de tow* I data00 grotthe dentni 
514 00 Implore den coedits et Oct iolcotuttons au b,0 00004000010* evanarehes et 

los sobliaro de triMIXOCAPIMI. nOterreneal I. rotOOMPCIOn Oa beaus mote ou 
I retteedese. Otare radonhalbon relative au patient contend) dans lee settions WiSeS 

9004104 Etto 146510a140.,. 100014.10 dolt ruese irdortnabal hasente : 1 Lod 
Olds indessatese cement neseasser 0. reopkeren, 14 revision ou 15 Anon de 
rartspletch Conconie. 2) I ea d'eatrnet la dale 0. de 0,540 deS 
oomposants de rempleoement dartisublion. robs 00 ne asint pas nowdons. Gee 
cornposarris eon en abet labricues dam den toothier. Mangers m corps homer 
al repent. dr de reelable ta moblito ea dr rehab: bd./ea Tornalols. en rabon 
des nombreux Incisors biologiotree. eniunputra OhYrb, <AtrntOreS 0 050114 
0.000010445. 00 composares ne orsudint pas succorts Is memo rm.,  dun,. 

les Mimed ..dee du. us san pendant tee pd.. itherete. 

STERIIJSATION 
Co conlossant a ide dentwd par oxyde d'ethybire ou ray.) gamma Orme.ro est 
*000010.040000W endentage mob. Samara*. F embalm. bun enoommede. 
SI la slate de pedinerlion mi (dress60 ou 14  er sem. WI nub en oboe pour Lee 
f5001110 autte, il no Ion Ortat/MISOr tImPitiet N. Ms materdolm Se, dhareevl 
4,0.0144 .010 disported0 indent detain re...allege stole avant 1 sr dentelion 
40 4. pothese. S foul enterer implant d,0111 emtothge aerie unicsiedent apt. la 
peoarelen ni chnensionroment correct done. tie Omptern. 

GMANTIE LIMITEE 
Avant, onnopeed.ce. inc. peranel ono ot0404 est conforms asi speoressmone du 
Noncom et quit eel ivri sans dead do labricaten. Cabe pronto excIA 
spedfiquernent les debuts ttrautant done utilsalon embeds ou abeam ou Mee 
mania-dation nconrocte du prod. posterior. 114 diced. Per 410400.4 Ausnta 
Orthopaedics. 43 0. goatee peS l blue del. chrome. 

REPRESENTANT POUR VUE 
bledeLtd N10:11.43 Iniernationat Eurece OV 
80104000 13. 
5145 HP bluedek, Pays-Ort 
31 (0) 416 563754 

s'U REPRESENTATIVE 
Medical Products Interrodonal Europe eV 
Sauteed 130 
5145 HP mares& 1 Ire tanned. s 
21 (al 416 563754 

1e.0386 rev. Is 

:53 

Records Processed by CDRH DID on 3/31/2023



ESPANOL 

bEscapaou 
La protease diced Roan este campmate de en 0000090 00 CObaSnal04110 y de Una 

whams dd rearm 011000 11 ono unt insercon eitorhnle de pcialecoo. El vistago 

del implant. ha $tlo doeiado pans bedlam an el e enema 0140,4000 0. la eller del 

redo. la where del empbele aloft dan captellue. Este enplane se summon 

en sands tornado& coda uno de 400 0144.0 puede •Ww.ne indedintareole pas b 

mano defect* 0200400. Con el ovate/to de babel it reanimate, del hueso. se 

surnirsant ass perm de prates de poet* de dtortos hanonce page cacla hoc de 

Abs. 
(PM 4.1537. Needed Iodide dc colaello-cronomoialano oast anplantes 

.4diagosa 
ASTM 40-1580 Potvo &Manic wea el resenneolnoto no .4,010010. 41,0000) 

ASTIA 0-648 Forma 1040 iced. de need do 904410.00 dm0  eidleraftes 
otraelevarlo cora Implentes ornacrcos 

INDICACIONES 
El mares 04.44 400000 to ado cliwilado 00oU stalramOn potence do /a wean 

lanamel 0404,00's 
1. SteelenClen do la cabs. rad00 on cam de aiecConeLe dammaretede 0 rest-

emeniocee clus. isdamen clolno caeolaciOn y redatookn de Is movilded • Owl 

de ft marmIncean tornerpredel yea de la atledsclei radio-orbital pommel con-

 

a. DeeeorselOn adios*/ o eiblosecien *able • reyos 
b. Redolence balonlenro conerveder; 

2. Sueleuelen pranoria en caw d• erector. de la cahoot malel 
3. 1(044010010 .0000000401 eirandatices coeldwoodon de la abbe radial 

CONTRAINOICACIONES 
1. Condicanes bolocoadaS de 10 410.40 del sistema rellealialendienac; 

2. Peceentes on Med de creamed*. can spells eh:arias; 

3. f rectum 400000 4400 inleccion .no alfedolor do 1004100104440 

4. almerecesibillead conocala a las ausenalml ul kudos pare le tabricacen de vele 

Mande. 

ADVERTENCIAS lease tarnban 4,  moven Ireamerbe de amcorareerno oar+ 

Peconteal 
• LA iletrecarge romenice extrem& U roovilldod moos. y 101044101(104 0410040 

feleden COMMA tat rbageste euniellek• pa on Odle eserrhAll ner. relciornremo, 

0000.00 dIsioceoien Od molerde. Debora exclecaree a bs resents" que drama 

de Sao del depose ma *amnia el tem es sornelido • uns sobrocerga meearera 

exceelso. 
Lea Moline, son disposalwe meoludcm euseeplIbM de diegeee. Irby de 

maned o *acme El elko de encllantecion puede paserder ammo ctkr. 

Neonatal o Onernecein. la Weed de hobo y 0. los twdos areas 

adflioentee 90.0. 00 Inedewecla 000 *00000.00001 euelerneefon Of nerlarile c 

Puede Oelenceme $014 10400400. pudenda produces., inestalbidad. didoendan 

o ant. 00nn604101crie0. 100 berseaaw de Is dingo implaniatorta deeded on 

sad:Vac00 las canaansall 0•1 4ee09/10 o wieder,  arenarerse con el tempo. 
Isesenda noses/fie Is caw, de wee/0. pare WM.* estslaree 0  Pere draw,  
orocedenienlos eiunseensie. 104 Ineenenennee de leneen de vs:Santee no Oen 

anomalies 

PRECAUCIONES 
t .III weelente se surnfrisne Wert en ....mop irenclo. Ito 1.6140r 10010000101010 

meanie 004 04004.1040 danados. si le led* do wader 0.140 sebrepasedo, 

o ei, por owiceser oda rude,. ee dada de I, estorildol. No needdefillater 01 

Prodeilo. 
2. los module. debased nainazitsrae oon lostionardw nano* pea mew be 

reyadures, to codes o las nneaduraL y pare no sitsrm krouensmento. 100 

euperecee (101000044d05 040 soder o &Peados no deben entre en ossiaclo con 

suraerticles does ru *weaves. 
3. La cabera p ef akesar no debris,  armhole** a se sosoecha nue MA 

Su pent.. artinuLlveS peed. este, clanadee. Ego incluse el coo de 00 000000 

V extraeoesn referedas.. 
4. La cabe10 de la protes0 se ancleela ebbe le wide del slalom. Anies del 

mantes, comprobe/ 500 Sae aeperlesein erhcadales essen moos y Mos de 

suslanoas contamrwees. 

IITOS ADVERSOS 
Peebles mangos adonis obsesvadoe on CaSo de rrrmerlea5n di 

atebbnee peoliences Incluyen 40400, adrearniento. eactvra. 00404.664, 0 

nieseehn. Se hen dopabranado &wines 00e0e 0. paCeetee Oen noosionee de 

hoeseneibaciad 10 metal despues Os le avatewOido erhester. la arolantaden de 

Materna* 45401 00400 el cobaho-crosno yfo el titan* p0.1000 0040 Corns 001,06.10nae 

Una raaCeion 0040 041 IMMO e stone alrededOr del sek, de top.antesion. Pueden 

prod./me Melanie de 100 00-4000. los seem sanpiareeca. endonee o be tended 
blendos siroundeeles 0000 eoreecuende de 10 4000.03400 Ms este dispowtvo. 

PROCEDIMIENTOS OUIRORGICOS 
So smirkers ono deeerbolon del Procedenento quhrpeo aide44 oars in 
roplatacial del produce, Cl Owns tame la nespeneetateled de fainellenaarve our, 

el peobelltnlerild 0040000t0  maw de use. estos produced. G boo sdonLns, LI 

insdornablided de MAInenerse nforrnado de les putarackmes cientlecas relevant. 

aloes:moo y de comas • exclerbe mama del prOCtellisen40 antes ta aplenelen 

rents del coxiodo. 

INTOFIMACION DE ASESORAMIENTO PARA PACIENTES Neese ternben 

10 ,00000 Adostenciasl 
Antes tie la irenvenCiOn. aS Indispensable netendaree nue ludo 03001440 500 lass do 

eameleree a la cirtnna de Implanted& 00004* 000 docurnentado 410,00. 30000 do 

Us can Pleaames ortenciebs y sob* los OCObieS AlienninCASISS eternalised. las 

etudes pueden endue procedinvienlen 4041 anolarrte tabs como la teconstruccinn de 

tepios Paolo& o la artrodesit. Mends de la ink...mem:in carloads en be apataclos 

"Advertenclee y 'Eventre ocMireoe, deb• poportionarse el cadent 16 slguienle 

Monacan. 11 Los maccineee .1000,000 4004000 lacer nemesia 10 MOPereaat la 

mashy o mentmaneran andel de is ernes-dad:0 Cemponada. p241 Si Ueda rib 

(0440.04cabe scorned* los OorriPsnontes artiarlares çooldonooal Mee de edlidas 
beta no es Mesita bans Componeans den hones de matenabs ',teak)* al 

organism* y ors whom ewe o..,0401000 1040000010 0 pale mama el dote. En Wu 

Com. doted° • la Tern canddad de LoAcree biolagaos, 00.0040002 Paccquirrilcos 

cere &Sedan saw dopoelliv,s. no prole escerane quo neaten ei mono nivel de 

ecinbad y10S Siebewansas mecans100 000 el hoes° noon* sane deeded. Ine0d0 
604044000 limeade. 

ESTERIUZACION 
Eve ceenocnenie he feCO enarteade con ludo de deem o por faros gamma. 

El mplente .0 01300000 eete0110a410 pen un inns. memo. No Wird el proem° 

• MOWS* o el crease listen deeds's, 0.1010th. de eilder se na soteeposado. 
000 por dueled. Mrs noon. se dud& de le esterikkid. No rewledizar el Podoeto. 
Se docone do cormenentes 0. psalm pea due O woo.s no neve quo err el 
enema morel nada el momenta demo de implanter la wawa. El 008100410 0014080 
0400004 0* au wows WWI moments demob de quo al OW de anaernaclen Nye 

Orb complelamorrie creasedo deep.% de rat's,' detaminado sprodoononte 

tames dadoeddd. 

GARANliA IJANTADA 
knots Onhcasedos, otrantias cue. co el mondeno Os su entraps. este croducto 
ample los esclosieseciones del labocante y eine bee de dOecios err teamed:an. ta 
Preente preemie pcluy• mpecifeamente los I albs ow re-sullen Corm 

COnSecslenCial del use indebido, del abuso o 40 10 InanonactOn mconscla del 

potbdo. con oodettended • SU reCenekee Me pale del camped". Asses 

Orthopaedics. P.C. stO garreatia resollado del Proaadaniento candagoo. 

NEDERLA NOS 

BESCHRUVING 
De Heed Ream amebae Wawa 441 .0, Med van kobalichoorn or isen 4000 ode 
katalldscom rnet eon ardoderend rusadvk van polyethybon. De Steel Van het 

rnMeniad chant on, le *cam ingebomM In Ps oiled* van de lacon‘be ddoA Oe 
kop son hat mod/east eruculeert del hot Caplarlan. 1444 moisten is is 

voncheskre nolo. Se04e119e0aL dye Oa in de reader- 04 Iniestsend lemon 

worded meowed. Voor elk typo kophintaat Is eon reeks Oralorderrielen mar 

danenonneling vakrildbms 045 NAP de boll:MO.ale. 

Matenard 
• ASTM 0-1537 isarneoe leonine ran kobelt, cansorn er molvtaleen svor 

crinagiaChe implerdalon 
• A5144 F-1500 amnposears ova he Water. van olikaapeche Senlentaten 

• 105144 40-644 UHAIWP 40040.100 molecular weight polyelnyiene sewmcild 

00 10.80 van een modes soor chlturgasche Mobraelen 

INDICATIES 
HO Mead Pecan koperbot dant veer de wivanwo o.01004 900400(4600000 (00 

de salve 
1. VelvaeXong elm 60 raclioesoo Yansimpe depeneesteeve 04 ocslifaurne dose 

aneddlort 4110  246041 g000 pan. depute on verronorme asseepleknetl 

leen In( facheramende nodt oroondis vids,taners 9,0304000 01000, 
0. Gewochterbraak of cubical* es ritatoar at op een ratgeoon ern e 

13. Ongesettatheld soar ern 00reeesehene behancleing 
2. *main vanangog na son *sew. van de redheekuo 
3. Scl.e.4.....et4sone Seq. tee nil raalrene van de redaAkop 

OONTRA4NDICA11ES 
I. Onvotbende teschetese 0( apeerenepaeen 
2. Patierenn Y1 de mod me splfyeen 
1. Ho eerdere own keener of n fond het p•wrIrlit 

4. Bekenda 0534e..0001104 on 00 00 pod*004 peened rnaleoul 

WAARSCHLIVANGEN Ins ook hot hooldstok Irionnale *se poinhoortichringt 

• Zware belsetoa. rearniabge rnebilded en Widen netabibnit 1100044 04.0044 

beer 41000,00400 *taw werdefak talon door lovaken brook el disaccathe 

win M pollsese. PetEnten mote duldelek warden wove* dal ar een se:Moog& 

kana on defect oken 5.0 d• proshose Waded 00 50005 word snerbehat. 
trnolaniaten zen mechanache holgeolddelm die Mown iddlion, ow/weapon 

een ear ereleraalmoolesel en Minn. broken. Eon Implartstieriarci kron 

gointecusord, blade. Rerebeen ol ontsesken reken. He. nolaunde WI en de 

nussiggende since dem broom onwskloenda Nem geon Jun net Invented 

ol lemon In de loco do Id echtendigaan, wawa. booms& 4001,0040*05 04 

romoming kan donde% De VOtnieler Yen onsets... Impurestis 40,4,00 0.0 

owecorsornan rrafl de vensechlown 000 de petard a bra Implanted 44, 4,0 

waloola ticl echienemon, weackor noble bar serusemeno uan nee impainteei 

of ammo*, memos nerd.** Is 1141,00 000900. Rennes van srplarbtes 
de mei ondebrnikelIk. 

VOORZORGSMAATREGELEN 
I. Het irnolarteat .004( 00..1 n een cnoeschadode yeriAndens geleyerd. 0,10 4110 

00414040010 en vendidusp 4004001.dlod 904 0( 00 selseldenen " 'A/roe.... 04 
als de isiereled on image reran weal beveled, 0.0 10005 net Mamba/ mei 

wonle, gebrulkt. bled bedew,  eterillsenert. 
2. Imploredofl moot00 warden gen/andel mei stones Instnenentan 010 le 

sookorom dst basses sorden of lumen 0400. ;adhere ontgeol do hot 
luncianoren war mode icemen beinseseden. Gaminen tegeroppenelakken on 

tans ipetsande vesseen mown eine n ansaidno scow nun Nebo of acrenende 

copenlakkan. 
3 Do hop an sleet nlogsn rosi wddee otionbentodd mks de anctdosende 

oPoendakken moryAk besChaapd Mr: 04 is ook ten Revel h4 bedsore! 

tentormen tos wean-amen. 
4 Ue kop an de praecox *oat op de bi van de sleet dear.padeerd. Centrobo. 

&howls de tamed sateen se sleben. 01 de ano.tare 040401400 04009 en see sat, 

eborarentegingfri ricl 

0000004 444540 BLAVERKINGEN 
Poteniele compicebes 40005000400 .004 gevechtsimplartsten An °ode weer pin, 

baaken, break, dislocatie ol ecte. Er bin pollarded beschreven mel 

moaalsvergoweeghod ennenehLseenengino. irnreantaits van leatenakel ale 
kobaitchwoorn erdol lawn kundm een reader co Scounnenvernds vend...rpm nogg 
de 1-rolan04004plairls tot gesolg habben. Er ion Waal on de oresicande ninower. 

Wow:viten, wan d wele lobo 'Worded els (avoid en iresslanabe yen Moe 
own. 

CHIRURGISCHE PROCEDURES 
Er is en, charged* orocedoe soot gehrok van de mama* treschalaam. 810 ,04 

onder veadwoodelfalteld van cle durum ore. MOralgaand ?tin,* van CCP! 

produmen, sobered te 01411 met de procedure. Deana= vat hel Onder de 
vrarevmenalikheel van de cheap serttouwd It tin nal de misname publeet04 
an sennelpased aan cleave adees 10 wagon aan males, Cellopme 00e4001 ele 
procedme. 

N4FORMARE VOOFI PATIENTVOORLICHTING die ods indatteronsInden) 
404 0 noobsksAk ae Woe Wed* do anceantalle 04 endergean. Venom 

dos...merle* en Owes la gown toddle/nee cle polenlale carnelicaties on 
0540010100000, waseenclee ender0 den armored* ingrown, 00010 40 reconOnsaw van 

woks Malec ol astrodome. Need de patieregereedeende blonnstie ei hal onderdeei 
Waseschownpen en NA coderdialGewoacaues moot de volorde Seamans aan dO 

went kentoar woden genosikt 1) amperaCes brown een Mown Maven, 

revise Cl Mae van het bontlerde cervericht noodukelek male,. 24 bowel de 

vareachte !mamas. wo de codadelen van de goveldswervaimmg moMek 000 

ethane.% 01 due Onde. Daze ondesdebn min neenaald van Ichaarrnenered 

14,01444401 0.4 wooden .4110 edeern neiehrectl on% wear mowak de 1004041e4 le 

andeant Ot do  nen le vermlnderen. Als amok; van de diverse belcoactie, 

fresIseneche haochemlsche Ismael che Weed telsten op ea. dovelike 

reelnese. 4441 sonde 0480004040 10011 weeder,  orwacht dal ze Redmond* Calbeeeklo 
NO be 11410 van sedated en de beteslog van 'semen gezond boo noon weerstes 

STERILISATZE 
04 onderdral gobnIneerd coo middal van elnyleenosido of gernmarrtrahrg. Sot 

mpaniaat mat sone en In son orosecleadepe expeklenc gekron.1. 1000 hit 

e00110I000 onsiodoci boson00W Id of de vervaidafien 04 veretrelten, of as 

de *004(05 00 ande sedan wadi 4.05 00*, b. den meg hot anplantaar worelso 

pet suit. Net sissies,* Marillseren. Er rIn croefoolordean val.:nimbus, =dal de 
steed° vendable: searalgaand sin de oneldoe-Oesereatte del noon .0  *olden 
georrod. (1.400p441001 meg oasiumend 4.1 de 'lend, yeepaldere weedengsmornen 
0040 100 remora/moon ms is sooreeed 00 1.0 moianoent 0. eindkonnsmeeld. 

BEPERKTE GARANTIE 
events Orthopaedics. Inc. gmeoleel dal Mt product len hide van de levering soldoet 
aan do 60600001400 van do Magma an of is von peoduceekenen Den pranks 
oak spot-doh debase oft do no doses me 010 verksond 0040014. renew& 04 

0011.4.sr orsgarg trot het poem/ na ontsbnpel door de Kopec Avant& 

0,00041000110, goal wen gammas ontnert de unitorere van d• dammed* 
norm. 

E1J-VERIEGENWOORDIGER 
AbdiCal Products Wonalloral Europe BV 

110010045 439 
31044040 Maw*. Nederland 
31 401 316 56375( 

ITAUANO 

DESCRIZJONE 
La preemie proton dleed Rncoo10 cosakilla de uno stab • de um Irate in leffe 

Celaido-cromo con mere, @denim in polletaene. lo sgeb defendant° 10 slam 

dogettsto per rieserinorito nel hato del radio possanale. 14 0440 &Tend:and 14 

mixed nal cayman. L'inpanto it disponible in twit webs 6460Ae0 deb add pod 

00000 0114030 per 10 01.00 destra o abbe& Inotre, a ore leo sefoe lot:nate una 

sone di eattratrei se peva, oho xenon° knee tas mode on b onsoaradone 

delrosso. 

MeCerlek 
• Loge 05144 0-1537 di coballo-crorno-rocialefo Po 10 levcamone Oasts* P 

Moire derunie 
• Pawn dr Menlo ASTM F-1580 per I nwrearnenlo ch Meant dunes*, 

• Canoe-est poems rik 50404440. 0,40110 40-648 ed obweino pew mobookuo 

pe la maidens,* a Mann cranaod 

INDICAZIONI 
lIrramamo Mead Bacon derinine sostemone delrestrooda 4000001500 del 

redo. 
1. Sceseanone dela testa reffele In WOAD • meabiled degenerate. o 

fraumaboket cerenedonete de dialers. emplace./ o nobble rirkata 
deratcolsouns nerhoornerale aro sadoc-urnare pmesenele cen: 
a. dirtnalone o eureassanor* dedarteolanom debit re rood 
b. naraence GI inetletnenlo nonsense,. 

2. Seabee:me primer* dcoo I *Mare deb teed redone 
3. Sequel. Ontomatiche dopu 10 teserione deb testa reef,* 

CONTROINDICAZIONI 
1. Appensto comma o Inatcolo-tostore Inedeguato 
2. Pereira in 4,00*1400040414*04 090411 
3. Frisbee spate o freedoms morose elisions* o Momo aralcolvione 
• Accertata Iparsensbati al ineteneli inowegeh In Pleb ddrosihr 

AVVERTEKZE (Si sada smile LI sours lolconsaoni pet la corautenta si pedant,: 

• I mon peoodannend obarb la mobile goosed.% • kneaded artimine. 

cameo occeleaere rust. • detmossare Imo's& damn deb probe: ow 

allereernereo, fork. o delccatrola. Se reccomends informem I pulordl stela 

nudge" pobobilai 090 04 solaced ego teenage, as gli Inmare vengoro 

eollocosti a solbotaboni roccesebe. 
GI anpleal *ono onocefthl sreccenle espostr • woe. Odra* o ranee. II silo d 
101 Implenlo gotrobbe *mere cotes de intazons, wood0* doionr. gm/We o 

beeernarei. lo Maio Wawa, • del dew* moat &decent melbas /amain. 

1.044.01e a eollenet• fleeter/le owe, palatable deteriorate, 004 0004 del 
tempo 5000000040 *4010010111, demob o antrum, twoblerni. 1 Penedo della 
derurpia inplantolowea peorebesend nen lodestars le esperatow de papaw. 

deneateni nal corm del tones. richaderdo Sr normal° di /mamma pat 

aostauie roman* o reseo.mose re rammed. ellendeue. 0..  Onfelanslnl 
cluneeedne 0,00100010 non *ono entequenb. 

PRECAUZIONI 
I. Unwonted suns Icenito Glenn n =Monona ntegot Nen telelesterlo ee I 

thsclesitivo Pedalo o la contedone sontrano  dannediAall se 6 super** 410 0040 dt 

Goadenta o el dublre 1001. *00*1*90 eoeensal n.tovn Neo debeebbee. 
2. Nerepolas WOO; con ftnlnlentl Mislead par event doff/ tagi o incarbe 

che rse comixometheobbero 440900000.00. Le oop.,104 bdrade dal 0000 0401 

support° nen deems) nen. • COntan0 COn pere duo o Wrens*. 

3. 140,  lopieriase lesla e lo deb. guidon le amok/ di arleolazione aouesearo 

Pmeentane dame down stele el Menne roc. a doloato. 

4. 10 *0150 dela Notes s'ilosses 04450 .40.0 dello slab. Prima delIabenstagps... 

sewer* the le overt o di artcoadone sore *mune • piss di centenarians. 

EVENT! AVVERSI 
I potential, eneno ewers, mai nob in mettio Nle pones; etteolen cemprendono dolor& 

Wads anemone o Marione. Akan papenh mono noonato mane, de 

berseosbai si rneten dopo la sostbasono der onmobnow_ armierilo di donna* 

tom Ss babe d cobedinoorro 6/0 II Menlo pre &Momenta term reeekne eerp0 

elaseneo prossnela del sto dellenlclenlo. Immoild 
depostevo possono virthara 'moo di IIPM 0 von 5509uker.1 al lerchni o a teSsuto 

carnet's* 

PROCEDURE CHIIWRGICHE 
cespooltale una procedure 010400900 400031510 arose de preeente dowsed, or 

404030(0, 40 response:Ole del cnrcleclo ander. lamied.anel an III. pacedon Com 
d uoidrans wean model_ 11 chlnego woe teomo a cowmen la eloomeentannoe 

5.1013(90000(0 • consumes/ con college teserti in neap 001 coacedunt cone di 
0111040MIE1.1.71..4e01O. 

INFORMAZIONI PER LA CONSULENZA Al PAZENI1 Ei word. snone 

Awerverne 
Prima di envisage l'Iniersento. onI clmente Ir• WA detest cer 8cningla 
beaaniolopea /ewe licence one consuleno document/ea aele Deborah 
cureplicalue • sub allernatIve. nee  corepreodere wooed..0 dn... 

• repeento COO* Al ncootnalone del leerniti reollt 0 females& Elbe alb 

areonrazionl epode:ha debrief. ask Avverlense e node Evan. areerel. 03 

iresconenda comunicanal pariente riche Quante ogee 11 itvandorr edoeilalia 
di evert' neer* pot:tote nommen un *rondo Intervento la sesesione o luso* 

• enicolexkine comolia. 24 i compsonti module del articolotione Nemo we 

arab ideate one. ourtroppo. deuiLe di dicta Nan+. Eesi sono enslinsti coo 
material Mane, de *macro mtrorfolli nee corco per Omelette le o sidare 

dolor. corairkaando I mob tatted Nologo. mocanci • Samodarie 

aged a dune disoosadvt non e WO cares dal presurensin de slam in mob ch 

women a Ivelb di Ohre& 0 4 canchi 44 tor osso Savo res WI WOW° a *moo 

alreltato. 

S1F-RILIZZAZI001E 
II pound 01016000140 0 Sine 112016:17040 CM Wade di ethane 0 repoi gamma 

Usstparnto rear, slob nella amicable Mean. Hon utd‘nriu se 11 dsoosano 

614430 0 la nrolenone sembreno dannsoolatl, tie a ettborss la eats do *00404123 004 

m dates dell stoke per qoaessei mobs°. Non rtsterillccars. Sono dcloonibil dei 

Cideamol Maw Ws oboe reassure rbia mob:sone 54000 90440 adneardon  lo 

prtsesi. Wes." 4.09009 dais conk...terse sten* 0.60. deco asee pmreiand e 

comet/anent° denenscrato ono detimpideo 

GARANZIA IJMITATA 
Awns+ Odhoowdes. Inc. palsrderi 510 4 0000000 modal0 mccede alb *nectar* 
del fabbncaree 0000 present& Obeli di Imoradow el tronnoto dela memos. Le 

reeeente ow.010 ended. soeciecemedo I Med. remorti de um 004004004, 140010 
nwdpolarone mama dal yrOdono dopo I iicevanecilo da lane dated:sworn. 

Avente Orthoosedvos. Inc. noo nsponde detwoo dolts procedaa chimera 

RAPPRESENTANTE PER L'UE 
1.4034010 Products 5044110140101 4000010, En' 
Scenario; 130 
5105090 Weahvek Pate Baosi 
31 101 416 563754 

REPRESENTANIE EH LA LIE 
Medical Product.. iniemenonal 440000, 90 

semeo 13e 
elP waaleek Nate Peen 

al 418 503754 

Records Processed by CDRH DID on 3/31/2023



it 7 

1:1 1 

11 
iq

 
011111 

1 
II 

.-: 
int 

pi 
111 

t 
d

i
 11'0 I 

! Id i1 .111 
h
ill 

1 111411 hi 
hliii 

ji 
al 1111 211 

1:1110 
Lepigi ig 111-

 

11 
1111: 

i41.11.1 .d 

9 I 

Records Processed by CDRH DID on 3/31/2023



c 
E
 I
 9 

g 
g

 
A 

A 
A. 

4

i
i
i
 
ii
I 

F
U

U

I
I
I
I
I
I
I
I
i
 
1
1
1
1
 
M
i
l
l
 
i
I
I
I
I
I
I
I
 
I
I
I
/
1
1
1
1
1
1
1
 
1
1
1
1
1
1
 

22
 ;
es
 

•
 

4
:
4
1
1
1
7
 
e
l
l
 

1
1
1
:
!
 

1
1

 i
 
0
1
1
1
i
 1
1
1
1
1
1 1 1
1
 
i
l
l
i
l
l
i
l
i
r
 
1
1
1
0
1
 

t
0
1
1
1
1
1
 

1
1
1
1
1
1
 
k
l
g
i
 

1
 
1
 
*
1
1
;
g
 

1
1
1
1
1
 
L

 i
l 

i
f

 i
 

"
1

4
1

 1
? ,
1
 

l
i
f
:
 

i
e
 

""
 
1
1
0
0
 

t
-
5
/
6
1

 *
 
1
1
:
 
i
.
 

1
:
1
1
1

 
e
l
i
l
l
i
g
 

S
i
l
a
i
l
g
l
e
 

1
 

g
 
I
I
I
I
I
 

W
i
g
:
 

1
1
1
1

 
0
1
!
 

;
A
 

1
1
 

*
l
i
l
t
 

r
i
a
l
l
i
j
i
 

1
.
 
1
 
I
 
[
 

y
i
p
;
 

i
f
r
i
4
1
1
:
1
 

0
1
;
 

I
l
i
!
 i
g
 

I
l
l
i
i
 
'1
1 

i
t
 
1
 

l
i
 

1
0
0
 

1
1
5
:
i
g
g
i
l
 

a t
:
 il

 
1,
1.
 

-
s1
: - ,
10
 
!
g
 

1
2
 2
 

1
1
-
4
1
 

s'
xi
el
it
F 

;
0
!
-
R
1
 

1 1
1
1 1
11
 

!
I
i
i
i
i
l
l
:

 !
! 

I
l
l
 

f
i
l
l
!
!
 
i
l
t
l
i
n
 

l
q
 
Il

i 
li

t 
':
i 

I
 
W

i
l
l
 
i
i 

1 
i
i
 I

 
H
I
T
 

f 
I
V
 ;

ix
 

li
c 
1

 i
 

il
l 

II
I 

i 
;:
fI
ll
ii
a 
4
 i
 

t5
 !
 

Ad
he

i 
g 
un
it
e 
 

li
pl
il
 i
fl

iw
il

 I1
1:
11
11
i 
fq

 I
ii

ii
 T
If
li
 1
P1

11
0
1
 .1

11
1:
i 

I 

1-
11
 12

 4
! 
1
1
 ii

 11
1:

#1
!!
0!
 11
A 

1;
1 

1 
ii
ir

ri
l.

 4
1:
4 

tl
if
li
l I
li
gl
ig
 1
 '
11

11
44

11
1 
i 
- 1

11
11
1 
II
I i

l 
fl
ii
ll
It
y 

11
1 11

1 
:
N
I
 

f
 
3
I
A
 
t
 

la
i
d
 

A
l
i
f
l
i
f
!
 
1
 

'
l
i
l
t
 

1
4
1

11
1

 !
 

1
1
/
1
1
 

4
1
1
1
 

;
 

3
;
1
 

;
1
8
 
I
D
 
I
 

1
1
1

I
 

r
!
 
i
l
l
 
I
 

II
"
 

e
t
 
-
1
9
'
 1
 

5
1
1
!
 

!
I
I
 
H
I
 
/
 

'
d
i
l
l
!
 F
i
l
l
,
 
V
i
g
i
l
!
 

1
;
1
1
 
1
1
1
4
1
 
r
i
l
i
l
l
 
I
l
i
r
i
l

 
q
1
1
1
1
1
 
i
i
i
i
r
:

 
/
4
1
1
1
1
f
i
r
 

1
1
1
 
P
T
A
 

Y 

I
 
i
 

1
 
I
I
I
 

i
 

`
I
t
i
i
N
g
l
e
l
 
i
l
 
3
 
.
1
1
 
I
I
I
I
I
I
I
 
1
1
/
1

 1
11

1
"

;.
'
1
1
1
1
 

"
4
1
i
i
 
1
1
1
/
1
4
 
i
i
'
l
l
g
O
1
 

I
I
 

1
1

 I
 

1
 

1
 

1
1
 
1
1
1
 
e
l
l
 
1
1
1
1
1
/
1
 

2
 

t 
:
i
l
 

il
 1
!
3
;
4
1
4
 
i

 t
' 
4
4
1
 t
e
a
l
 
P
1
1
°
 

,!
. 
i
l
l
 

H
I!

 

11
01
:1
1 

li
 
;
1
0
.
q
1
1
1
 
11

41
11
:1

 1
1'
01
10
1 

i 
„I

t 
. 

r-
 

5t
 
f
.
.1

 

W
O
 

p
i
l
l
 

0
1
 

11
11

11
1,
 

I
 l
q
!
1
1
1
1
/

 1
 !
 

11
11

 
11

11
1

 l
il
t

 i
li
l 

l
i
 

il
ii
i 

11
 
i

vi
 

i 
;
1
1
1
1 1

1
1i
i 

E
 i

 
h

i 
4
4
1
1 1

 1
91
11
11
:1
1 

I
I
 l
il

 

0
4
 

i
i
 

I
I 
I
i
l
l
f
I
l
l
e
 
l
i
 
/
 
1
1
1
!
 
I
l
i
V
i
l
 
tr

il
li

ii
i 

i
ll
 
II
I
 

W
i
l
 

11
 
il
 

!
 
H
i
l
i
t
i
 
!
 (
 
11

5!
 
1
1
1
4
 
°

I
n
'
 

1 
I 
i
l
l 

,
.
 
. 

J !
 .
 11
 

dd
it

 4
1.1
ii
ii
 

i 
i 
il
l 

. 
0
 1
 

1 i t 11
 

.1
3,
9 

§0
( .
 

of
t1

1.
1 

* I
 l
lt
 Fi

 11
 

11
 '

if
! 

lo
pa

it
 1 

di
n 

hi
 

I T
il
 11

1:
1 

s !
pi

 
p i

 ;
1 

ell
 4

 
01

11
0 11

 
f 

ha
ll 

1 1)
 

illi
:11

11/
1 

gli
 1

11
;

 
- 

a 
li

t 
-c

li
c 

ag
 

!
 

"
5
1
-$1
1
1
i 

t 
11

 f
t;

 1
11
11
!i
ii
 
;
 
'
 

!I
 !

hi
! 

Hi
ll

!!
 

8
9

 I
I 

Records Processed by CDRH DID on 3/31/2023



3
. :
1
1
1
1
1

 

1
1
0
2
1

, 

s F 
t p

i
 

1 .
4
e
6
i
 

1
3
1
 

W
q
 

A
j
l
 

a 
i
 
E
,
g
 t 

4
i
4
 

aili ;;;11 

zi4 1
0

1 
0
4 1§4111 

   

 
 

 

illitli 
IT

 
w

ill!! 
i
n
t
i
l
l
 
I
N
!
 

t
h
i
i
 

'
1i-i

 
i
i
i
p
 
i
l
i
 

"
1
4
4
1
 

4
1
1
1
 

P
1
s
1
1
7
g
,
 

-s;
;
P
I
s

 
a
p
o
l
l
q
 

p
i
l
l
 
1.1

 
W
i
l
 
i

 
l
i
p
i
l
o
 

i
 ,0 

1
3
1
A
l
i
!
 

1
 ga 

-
2
1
.
1
g
1

 111 
J
i
l
l
 
;
I
s
 

4
0
;
 

0
 

;
V
I

I
I
!
 

1
1
1
1
1
1
1
1
 

f
]
:
1
1
 

1.TfT; 
g 

,
z
 
.
4
 

i
i
s
q
 

"
1

1 
i 
"
A
P
O
!
 

i
g 

1
4
0
.
 

3
4
1 

1
1
1 X
I
S
 

1
l
 

l
 

i
 
1
 
A
 

i
 
a
 

:
1
4

 
L
i
q
I
 

i
l
l
 
1
 

t
-
,
 

f
g
2
i

 
O
t
 
$ g'1113 H

r
h
 
i
i
l
 '
°
'
 

1
 112 

t
i
i
!
t
2 

1
&
4
1
 ;

4!
 
q
 "
C
I
 

lifg
 ii 

g*
 '44

1 

1
0
1
°
1
 h
t
k
"
 5
1
"
12

 Fi l l
i
 

gfi 
h
i
l
l
 0 4

 It 
.
 xElitill W

i p
 .

111111§;
k1

 pliciq 1231§1 
V
I
 .
N
I
 
1;,1 

j
11 1.13$ If 11 telt A

o
i
l
 

P
i
 1-N

1
 Wii

-giehlii wigil$4 
i
o
 $4 a1

 
'
 

1
1
W
 =:11111rit M

.
1 '4
9.1 Rg; Ill 

illt l
i
 

4
 

r4.,r 1
 ,p1;,-, m

a
i
l
i
ll si tlig! 

tt 
g
a
.
;
i
h
 
a.!it 

mokv.244 
t

 

le! 
I M

IT
 

VI • I 0
1
1
 

LI i 
1 1111101 

11-2 
dt* 

ir 
i
f
i
 Itil 

t 
1/ i

i
!
 

i
 
I
 1 

li 
I
I
 1
 

i 
1
1
1
0
1
 

Bali 
k
i
.
O
R
 

0
 

i
 

1
1
 
i
 
l
i d !

I
 

1
1
1
1
1
:
1
1
1
1
1
 

i
 1
 !; 

a
 -; 

Z
t
i
f
t
v
 

I
 i 1 il li ii i gill!! 

Illielrgil 
k
i
z
l
i
i
i
i
i
g
 

,
i
e
.
9
 
t
o
r
 

E 
2
 
- 

II 
1
4
1
1

 i 
i
l
l
'
1
T
 

a 
:
 

.
 

i
l
a

 1 ,
 

!..
5

 1 
kg 

i 
i
t
s
b
e
 

!
 

1
1
8Z
 
1
 

i
 

i
i
i
q
 

i
 
1
1
/

1
1
1
3
 

i
 

;
 

1
 
1

 
1
1
4
1

8
0
1
 

L
O
I
N
g
b
i
i
l
l
 

i
l
q
!
!
 

1
 
;
P
h
i
l
 

+
 

i 
#. #22§:h al  

!
d
i
 

i' iibil 1 I
r
a
!
 Willitiliti 

i 
g- 1 9

1g!!! 6-11
 lip! 

EttiitTalli 
ilitli li 1 1 '

 11
 ilii 8:71i; 

411i !
L
i
p
 

. 
._ 

a 
.A .. .40,12.., .,:i 

4
=
K
4
 :
a
 

4
 At 

i
i
 
!
 

8
 

4
1
1
1
i
 
!
M
i
l
l
*
"
 

i
 
4
1
0
;
 

"
11
0
1
4
i
 

P
 
1 1 

1
 

II
 

P
8
1
1
t,21

2
 

V 
E 

L
 

i
1
1
1
0
1
 

s
.
 

.t,z 
T'N 

/
 
t
 

4
 

i
l
q
i
i
 

/
5
g
 

&
 

l
e

tti 

Ii

 

%
i

t
 ElajitNig 

11 F
 16.' 

g
 t 

4; 
It 1. 1 
ii i $ 

1 
i. -

i
-
 

W
I '
 
I
O
W
:
 

4
 I

fr
l

i 
lf,

2
1
1
4
§

4t 
al 

-; 
0
 

.galt ,
 .
 
Is, 

010111,0,1 
It 

a i 
all 

4
 

v
°

 /t 
E
l
 

21 
i 

X
2
1
 
1
 

B
 

4
4

 3.
 
Itga$2Wil 
i 041;1;i11 

1E i 
$t 

p
-
-

 .E 
2
4

 t; 
1 

..& 
.: 

-
 

t
 

2.t 
g 
s
f
g
g
r
.
 

l' 
e% 

1
 

/
I
 
a
l
l
i
 
I
!
 
P
 

t
i
g
i
l
a
c
 

t
a
 
!
 

i
l
l

 
P
i
l
l
 
/
I
 
l'
 4
1
1
'
 

1
 

i'
ll' 

111 1 /0iiiil l 
/,,,,, H

p
 20

i 
§i i.

) 1 1 
psio.- 1

1,0 
tq
 
q
n
 
4
1
1
11 i! 0

24
1'
 gliie

lr. Isl 
q
l
 
'
 

i'1' 
3.'' 4'. '.! ililtfilli M

6 giglgt g ,
 

•§
 
g
 

3
8
 

1
1
 

i
f
5
3

 
1

1
 

'
l
l

 i 
i
 

i llill 
illi 

I
!
 

i 1 
1, 

y -, 
fw 

.t 
..§1, I t 

it 
A
i
!
 f
l
 
1
4
 

I 
i t 

4
 

0
 

s a i 
1,11,ig 

lil
t 

K
5
2  

-
 
t
l
 

!
 

l
i
 

1
1
 

1
0
 

I
I
I
 

g
l
 

,5 
t
8
 g
p
 

si 
il 

-: 
za,.! 2.i 

11 
K t 1 

e4. 1 .0
,1 

a i
l
E
p
t
 

i
i
i ;
 

!
il
t
 
1
 
1
 1
 

I
T
 

!
!
 

1
3
 

k
a
i
e
 

JIL,
 

1
1
1
 
i
l
l

 i 
l
i
 
I
I
 

0
 

i
 
"
1
1
-
1
:
1
 

Ig 
il t 

1 3 -Pliii 
IIPt;2. 

.s .
 
a
 

;
 
S
 

A
—
 

I
I
I

B
;
:
;
;
:
1
1
1
 

i
l
l
i
 

i
i
 

V
 

i
 

1
-i
 

.1-;
 

0
 
i i 

.
 1 !

W
I
 

il 
'11 i

 ifill
t
 

ill srfil 
41
4
4
1
 
1111 

11 
I 

i 
Illtria 

,
 

if s !AEI ale ..-1
 .1 

:t; plii 
gtilgill 6

41 1? (4 
4 ti 

i l 
;: 

9=. i
v ilftilz- 

1
 Il t„

 
.
m
r , 1

1
 
& Eit 

i 5 ! 
;k

,i 
! 

Z
O

O
° 3111c 141

 001 ik
ilif V

iii°1
 

W
h

i P
 

11F- ,i,
 E i 

11.111 .
 11-51P l

e
,
 ig. gi T

q
l
!
 -1ggis 0

 
'iv-I Pli 

.,101 f
l
y
1
r
0
 

l
i
n
-

 v 
i .

 g= 
4
P
s
 
1
 
0
1
 

U
l
l
 
g.- 

E
l
t
n
 Vis01.51 gsl i 14;Ii §211 '/ 

'
 W

g '
 

*94)382 rev. A 

 

Records Processed by CDRH DID on 3/31/2023



ESPANOL 

CUlDADADO 
La leoeleclun NM. de 00 feud* Uniceoe .0656050 4. write, 00 dectrInican y usu 

de sees producto, autortbandolos 0060000 cvado seen electuacles Por 0,01065.410 

o per ord000 do on melba. 

DESCRIPC66N 
Est. pmeeses serniconstrelide pen la erneuencon de la mune. comb do 0. 041000.

 

• meal de conso-coberbe. mosponente careen° de cenroocobalio. dm al 

woke cerpimos de nornoConelle y una weer. come. de warbler. de peso 
oar ultramlio (UNAMIPe). La mama caroms de LIMAYIN. arneula con los 

=Mee nada/ y carpet.. La pare oda mle disaiadle p01... 

do en 40 0,0000 del radio. Menem ente oatie dna' teat diseAsda pet* to 
..or a be News del neve. 00 5.41106000 .0100 PP... Poe melne mle,  

Motet de Is mune.. El inpMee 654 dedontle cera nano 

donee. y mem tzulertla. Para buds a ha 6•P•M601  del h.. edete 00090.000 

de caltradorea de Mete taate dude Sod. *manta 

Ibterlata• 
• ASTII 00•648. tonna uthrinda Pato do  OnEbbno de 00.0 4404440 elee' 

Mo Gera irepaardee goiniejno6 
• A3116 41-1537: aleeddin lode. do oototto-oomo-motbsein pea irolaves 

qufnagloes 
• ASTM F-15800 p06.06 de Maio pea revestimernten 010 .03000165 dIneqeda 

INDICACIONES 
linplento de rnalora de At. Orthopedics esti pronslo pod eenleudon de 

• artoolecion cerpana dobosa en cue de ertrres reornat000 00000. o bens 

CONTRAINDICACIONES 
• HtliaCe. MUI0.1111tdre. tendOnee 01*003 blandos so yerannots aleclados par on. 

erdermedect, o inteocl. o on entalerne *Von. de no.,... doe no deder. 
Wenner un sonde 19dCien adscuadm pus la yeleas. 

• genskalidad conooda a Ina neferelee uhlimelos to este decoellon 
• Pane... en dowels can epraces &Pierian 

ADVERTENCIAS Neese Uneaten 6 Patefo I40,00a0/00 sone Amt... at 

Pareerial 
Caves egceadoras, moynded erten. y InenatAltled ertiarlat Medan undo*, a un 

deseede aced/goo y wool tempo Wen ceereados por softies* goodness 000..-
6,0.00 el thaposevo. Los pecieerdes deben tice consciantes de b postslIdad a un 
leao de tan disposahe mown, egnIreathernente 4.0$. Insponen mummies arca-
seem Noltocacaren de mud. el Acta de Seponded del op. potable y de apleacto 
de *maned. 090100 5. Suede the Cabionis. de 1066 res40o,ie40n 65) -Lea rae-
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TO: 'CONT. CONF.: 
ODE/DMC !STATUS : R 

IREV PANEL : OR 
IPAN/PROD CODE(S): OR/ 

TYPE OF DOCUMENT: 
510 (k) 

FROM: 
SUTTER COPPORA'ION 
ATTN: LOUISE M FOCHT 
9425 CHESAPEAK DRIVE 

LETTER DATE 'LOGIN DATE 
03/29/93 03/31/93 

DUE DATE 
06/29/93 

CONTROL # 
K931588 

SAN DIEGO, CA 92123 
PHONE NO: 619-569-8148 

SHORT NAME: S TTER ESTABLISHMENT NO: 2028601 

DO NOT REMOVE THIS ROUTE SLIP!!!! 

ozo)) 
e((;\ 

K-93-1588 4/16/93 TJV 

SUBJECT: 
SUTTER PROXIMiL INTERPHALANGEAL JOINT 

DECISION: 
DECISION DATE: / / 

MARI 0 1994 

RQST INFO DATE: / / 
DATE: / / 
DATE: / / 
DATE: / / 
DATE: / / 
DATE: / / 

INFO DUE DA: / / 
DA7E: / / 

/ / 
DAE: / / 
DATE: / / 

/ / 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Memorandum 

Date 3- (k9 
From Mark Wright Clerk-Typist, (CDRH, ODE, DMC) HFZ-401 

Subject Premarket Notification Number(s) q 5 7t2f  

To Division Director 

The attached information has been received by the 510(K) 

Document Mail Center (DMC), on the above referenced 510(K) 

file(s). Since a final decision has been rendered, the record 

is officially closed. 

Please review the documents(s) and return to DMC directed to 

my attention, with one of the statements checked below. Feel 

free to note any additional comments below. If there are any 

questipris, please contact me on 594-3027. 

Information does not change status of 510(K); no other 
action required by DMC; please file. The Division should 

prepare a confirmation letter - example attached. 

Additional information requires a new 510(K); please 
process. 

Requests CLIA Categorization 

Comments: 

This information should be returned by  

Reviewed by: 

Panel: Date: 

Attachment 
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I tit1.1 alit) t hug Admin ration 1390 Piccard Drivo 
Rockville. MO 20850 

Re: BeYiCe_ Name 
Dated: 
Received: 

Dear 

We have reviewed cite information dared 
, regarding 

the 510(k) notification (K  ) previously submitted for the device 
referenced above. boned solely on the information that you have provided, 

it does not appear that you have significantly changed or modified the 
design, components, method of manufacture, or intended use of the device 
referenced above (ace 21 CPR 602.81(a)())). It is, however, your 
responsibility to determine if the change or modification to the device or 

Ito labeling could significantly affect the device's safety or 
effectiveness and thus require submission of a new 510(k). The information 

you have supplied will be added to the file. 
If you have any queaCionG regarding the contents of Chia letter, please 
contact 

 at (301) 427-

 

i 
Sincerely yours, 

Division Director 
Division of 
Office of Device Evaluation Center for Devices and 
Radiological health 
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Facsimile Cover Sheet 

To: Mark N. Melkerson 
Company: DGRD/Orthopedic Branch 

Phone: 301-594-2036 
Fax: 301-594-2358 

From: Louise M. Focht 
Company: Sutter Corporation 

Phone: 619-569-8148 
Fax: 619-279-8249 

C , 
r , i 

Date: 03/08/94 
Pages including this 

cover page: 4 

Comments: 
File K931588 

Please let me know if there are additional questions or any information submitted is unclear. The 
original copy of the letter will be delivered Thursday March 10. 

Thanks, 

Louise Focht 
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# SUTTER CORPORATION 
SMALL JOINT ORTHOPAEDICS 

1=7" 

March 8, 1994 510 (k) Number:1311588 r 

Food and Drug Administration 
510(k) Document Mail Center (HFZ-401) 
1390 Piccard Drive 
Rockville, MD 20850 

9425 CHESAPEAKE DRIVE 
SAN DIEGO, CA 92123 
7Fl.. (800) 854-2216 
FAX (619) 279-8249 

Attn.: Mark N. Melkerson DGRD/Orthopedic Branch 

This document has been sent by FAX March 8, 1994 and a follow-up copy has been sent to be delivered 
March 10, 1994. 

Dear Mr. Melkerson: 

Thank you for your FAX and reference to the draft guidance for the preparation of premarket notification 
applications for orthopedic devices. The following information is provided in response to your questions 
regarding Sterilization of the Proximal Interphalangeal Joint Implant, and the information follows the 
outline of the draft guidance for orthopedic devices. 

STERILITY INFORMATION, IMPLANT 

Radiation Sterilization Method 

1. Gamma Sterilization 
2, Cobalt 60 
3. Minimum dose 25 kGy, Maximum dose 
4. Sterility Assurance Level 10E-6 

 

(b)(4) 

 

5. Sterilization Validation according to AAMI Method 1. Routine audit is performed using AAMI 
Method 3B. 

6. There is no claim in the labeling that the device is pyrogen-free. 

For implants provided sterile the labeling is being changed to not recommend resterilization. The statement 
is being changed from the following: 

Sterilization: 

These implants are provided sterile in an undamaged package. 
Warning: If either the implant or the package appears damaged, or if sterility is questioned for any reason 
the implant should nor be used. 

These devices may be removed from their package and resterilized by steam autoclaving at 27017( 132C) for 
15-20 minutes (fast cycle) or at 252F(121C) for 35-40 minutes (standard cycle). Ethylene oxide gas 
sterilization may be used but is not recommended because of the aeration time necessary to dissipate the 
absorbed sterilant from the silicone elastomer. 

Labeling for implants is being changed to the following: 
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Sterilization: 

These implants are provided sterile in an undamaged package. 

Warning: If either the implant or the package appears damaged, or if sterility is questioned for any reason 

the implant should not be used Resterilization of this product iv not recommended. 

STERILITY INFORMATION FOR NON-STERILE DEVICES THAT MUST BE STERILIZED PRIOR 

TO USE 

STERILITY INFORMATION, SIZER (The sizer is used as a trial) 

ETHYLENE OXIDE GAS STERILIZATION METHOD. (labeling is being changed to not recommend 

ethylene oxide gas sterilization, see below) 

1. Temperature 54°C ±1°C 

2. Humidity 60% ±10% 

3. Gas concentrations 6-7 psig of 12/88 Ethylene 0 de/dichlorodifuoromethane. 

4. Exposure time 4 hours 

5. Aeration cycle IS hours 

STEAM STERILIZATION METHOD 

1 Cycle Standard Gravity 

2 Temperature 250°F (121°C) 

3. Exposure time 35-40 min. 

I. Cycle Prevacuum 

2. Temperature 270°F (132°C) 

3. Exposure time 15-20 min. 

Labeling for trials is being changed from: 

Sterilization: 

Instruments and sizers may be sterilized using either steam or ethylene oxide gas. Ethylene oxide gas is not 

recommended for silicone elastomer because of the aeration time necessary to dissipate the absorbed 

sterilant from the silicone elastomer. 

Labeling for trials is being changed to: 

Sterilization: 

Instruments and sizers may be sterilized using steam. Ethylene oxide gas is not recommended for silicone 

elastomer because of the aeration time necessary to dissipate the absorbed sterilant from the silicone 

elastomer. The product maybe resterilized using an autoclave by one of the following methods: Standard 
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gravity sterilization at 250° F (121° C) for 5-40 min, 0 T prevacuum sterilization at 270° F (132' C) 

for 15-20 min. 

Since the submission of this 510 (k)1 have been obtaining the guidances via the Flash FAX. I have found 

them Lobe very helpful in the preparation of our 510(k) applications. 

Please let me know if I may clarify any of the information provided 

Sincerely, 

autcy c711 
Louise M. Focht 

Director of Regulatory Affairs 

619-569-8148x 2213 
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OEPARTMENT OF HEALTH & HU14-4.,SERVICES Public Health Service 

Food and Drug Administration 

9200 Corporate Boulevard 

FEB 25 2005 
Rockville MD 20850 

Mr. Mike Simpson 
President 
Small Bone Innovations 
505 'Park Avenue, 14'1  Floor 

New -York, NY 0022 

Re: k812691 - Silicone implants 
k870200-  Sutter Finger Joint Prosthesis 

.--93I58.3)- Sutter Proximal Interphalangeal Joint 

k943853 - Distal Radius Fracture Fixation Plate Systerri 

k943873 Orthomet Anatomcially Guided Carpal Tunnel Release System 

k964359 - Avanta Orthopaedics Tendon Spacer 

k965204 Avanta Orthopaedics Trapezium Implant 

k974911 - External Fixator 
k981715 - Distal Radius Fracture Fixation Plate System 

k981716 - External Fixator 
k982268 - Ulnar Head Implant 

k982288 - Radial Head Implant 

k990596 - Distal Itadius Fracture Fixation Plate System 

k002644 - Avanta Radial Head Implant 

k003033 - SCAPHIX Staple 

k010786 - Ulnar Head Implant 

k010847- K' fix pin cap 
1:011819 - Radial Head Implant 
k013629 - Finger Joint Prosthesis 

021859 - Wrist Implant . 
k023604-- Radial Head Implant 

k03088 Avanta Carpal Fusion Plating System 

Dear Mr. Simpson: 

We have reviewed your letter, dated January 31. 2005, stating that the rights to the above 

referenced premarket notifications (510(k)) have been transferred. Transfer of 510(k) rights 

alone does not require submission of new 510(k)s under 21 CFR 807.81(a)(3). Consequently. 

we cannot change the name of the original 510(k) submitters in our database. We suggest that 

information showing the transfer of the 510(k)s and their current ownership should be 

maintained in the company's files for review by an FDA investigator. You may contact the 

Center for Devices and Radiological Health's Office of Compliance at t 40) 276-0100 if you 

have any questions on what information we expect to be maintained in your files. 
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Page 2 Mr. Mike Simpson 

If you have any other questions regarding this letter, please contact the 510(k) Staff at (301) 594-

1190. 

Sincerely yours, 

Heather S. Rosecrans 
Director, Premarket Notification Section 
Program Operations Staff 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

cc: Don Guthner 
Vice President 
Musculoskeletal Clinical Regulatory Advisers, LLC 
505 rark Avenue, 14th  Floor 
New York, NY 10022 

A vanta Ortopaedics 
9369A Carroll Park Drive 
San Diego, CA 92121 

Orthomet, Inc. 
6301 Cecilia Circle 
Minneapolis, MN 55439  

H.Doug Plunkett 
Avanta Orthopaedics, Inc. 
9369 Carroll Park Drive, Suite A 
San Diego, CA 92121 

Sutter Corporation 
9425 Chesapeake Drive 
San Diego, CA 92123 

Wright Medical Technology 
5677 Airline Road 
Arlington, TN 38002 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Neagh Service 

 

MAR 1 0 1994 Food and Drug Administration 
1390 Piccard Drive 
Rockville MD 20850 

Ms. Louise M. Focht 
Director Quality Assurance 
Sutter Corporation 
9425 Chesapeake Drive 
San Diego, California 92123 

Re: K931588 
Sutter Proximal Interphalangeal Joint 
Regulatory Class: II 
Dated: March 29, 1993 
Received: March 31, 1993 

Dear Ms. Focht: 

We have reviewed your Section 510(k) notification of intent to 
market the device referenced above and we have determined the 
device is substantially equivalent to devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date 
of the Medical Device Amendments. You may, therefore, market 
the device, subject to the general controls provisions of the 
Federal Food, Drug, and Cosmetic Act (Act). The general 
controls provisions of the Act include requirements for 
registration, listing of devices, good manufacturing practice, 
and labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II 
(Special Controls) or class III (Premarket Approval) it may be 
subject to such additional controls. Existing major 
regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 895. In addition, 
the Food and Drug Administration (FDA) may publish further 
announcements concerning your device in the Federal Register. 
Please note: this response to your premarket notification 
submission does not affect any obligation you might have under 
the Radiation Control for Health and Safety Act of 1968, or 
other Federal Laws or Regulations. 

This letter immediately will allow you to begin marketing your 
device as described. An FDA finding of substantial 
equivalence of your device to a legally marketed predicate 
device results in a classification for your device and permits 
your device to proceed to the market, but it does not mean 
that FDA approves your device. Therefore, you may not promote 
or in any way represent your device or its labeling as being 
approved by FDA. If you desire specific advice on the 
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Page 2 - Ms. Louise M. Focht 

labeling for your device, please contact the Office of 
Compliance, Promotion and Advertising Policy Staff (HFZ-326) 
at (301) 594-4639. Other general information on your 
responsibilities under the Act, may be obtained from the 
Division of Small Manufacturers Assistance at their toll free 
number (800) 638-2041 or at (301) 443-6597. 

Sincerely yours, 

ge-Paul R. Beninger, M.D. Director 
Division of General and 

Restorative Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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REVIEW: 
(DATE) 

FINAL REVIEW: (DATE) 
c
f mr_ (

DIVISION DI CTOR) 

Aa:Le:664 '2,  
(BRANCH CHIEF) [447)?..5  

BRANCH CODEI  

_yrd/fic 

• DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

1 

Memorandum 

Date 

From REVIEWER(S) - NAME(S) 
14tat4mwe---

 

Subjea 510(k) NOTIFICATION X93/577  
To THE RECORD 

It is my recommendation that the subject 510(k) Notif
ication: 

(A) Is substantially equivalent to marketed devices. 

(B) Requires premarket approval. NOT substantially 

equivalent to marketed devices. 

(C) Requires more data. 

(D) Other (e.g., exempt by regulation, not a device, 

duplicate, etc.) • 

Additional Comments: 

Is this device subject to Postmarket Surveillance? Yes El No 

This 510(k) contains: (check appropriate box(es)) 

El) A 510(k) summary of safety and effectiveness, or 

D A 510(k) statement that safety and effectiveness information 

will be made available 

0  The required certification 'and summary for class III devices
 

The submitter requests under Predicate Product Code w/panel 

21 CFR 807.95:* and class: 

KY  
Additional Product Code(s) 

w/Panel (optional): 

 N Confidentiality 

Confidentiality for 90 days V 9 

Continued ConfidentialitY 

exceeding 90 days 

*DOES NOT APPLY TO ANY "SE" DECISIONS 
Revised 11/18/91 
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No 

'Not Sabstaadally 
Equivalent' 

Detenahutioa 

DamIptive Informados 
abowt New r Marketed 

Derk-c ested 
as Needed 

Yes 

Are Performaime Data AvaRame No 
to Assess Effects of New i 

Charadalstlal••• 

NO Are Perrot-mousse Data Avsliable 
[ to Assess Equivalence?'" 

, 

Pa-tonneaus 
Data 

Required 

Performance 
Data 

Required 

Da the New Characteristics yes 
Rake New Types of Safety or 
EffectIvatea OrieStIous?” 

I No 

0 
Do Accepted Maid& Methods 
Rohl for Assasing Effects of  

the New Chancteristics? No 

0 
Performance Data Dan 0 

Equivalence? CS I 

No 

® 

Equivalence? 

No 

a 
Perla matte Data Demonstrate owl —0  

Yes 

To® C•Stobstan
Dci

dally Equivolent 

Do the ourerawes Alter the handed 
Ileropeutlerritagwastterete. 

Effect On Dorian. May 
Consider Impact ea Safety and 

Effeetiveneser" 

Yes 

New Device Has New 
Inte•ded On 

510(k) "SUBSTANTIAL EQUIVALENCE" 
DECISION-MAKING PROCESS (DETAILED) 

510(k) submissions compare new devices to marketed devices. FDA requests additional information if the relationship 
between marketed and 'predicate*  (pre-Amendments or reclassified post-Amendments) devices is unclear. 

• • This decision is normally based on descriptive information alone, but limited testing informatiafi is sometimes required. 

"• Data may be in the 510(k), other 510(k)s, the Center's tiassification files, or the literature. 
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- IF YES STOP 

- IF YES CO TO 7 

- IF YES GO TO 8 

IF NO GO TO 10 
- IF YES STOP -/SE 

- IF NO STOP 

1 - IF NO REQUEST DATA 

  

  

  

  

Page - 1 

K C/31.!.CC "SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION 

REVIEWER: MA DIVISION/BRANCH:  7)&t o/ IE 
TRADE NAME: SyTTL-a. COMMON NAME:  G 1-45112-4-ii100 5 /46at  ?OlYmiort 

g0 a:lqa K 8 3' 6  (C)40 

5 1vAaNJ,SoN) SILAs;r7c 7--1"/66.2 

[ YES 60) 

PRODUCT TO WHICH COMPARED: 
(510(k) NUMBER IF KNOWN) 

—41.*--sivrAgYvboter-171 

1. IS PRODUCT A DEVICE? 

  

- IF NO STOP 

2. DEVICE SUBJECT TO 510(k)? 

 

- IF NO STOP 

  

3. SAME INDICATION STATEMENT? 

    

- IF YES GO TO 5 

0  DO DIFFERENCES ALTER THE EFFECT 
OR RAISE NEW ISSUES OF SAFETY OR 
EFFECTIVENESS?. 

5: SAME TECHNOLOGICAL CHARACTERISTICS? 

.0 COULD THE NEW CHARACTERISTICS .AFFECT-
' SAFETY OR EFFECTIVENESS? ' 

7. DESCRIPTIVE CHARACTERISTICS PRECISE 
ENOUGH? 

NEW TYPES OF SAFETY OR EFFECTIVENESS 
QUESTIONS? 

9. ACCEPTED SCIENTIFIC METHODS EXIST? 

10.PERFORMANCE DATA AVAILABLE? 

(E) DATA DEMONSTRATE EQUIVALENCE? 

NOTE-  IN ADDITION TO COMPLETING PAGE TWO, "YES" RESPONSES TO QUESTIONS 4, 6, 8, AND 
11, AND EVERY "NO" RESPONSE REQUIRES AN EXPLANATION ON PAGE THREE AND/OR FOUR 
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3/4/951 
MEMO RECORD RECORD DATE: 3/7/94  
FROM: M.N. MELKERSON, Engineer Center/Office: CDRH/ODE 
TO: File Division/Branch: DGRD/ORDB 
Document Number: 1<931588  
Common Name: Proximal InterPhalangeal (PIP) Joint Prosthesis, 

Finger & Toe 
Trade Name: Sutter, Proximal Interphalangeal Joint Prosthesis  
Classifications: 1) 21 CFR 888.3230, Finger Jt. Polymer 

Constrained Prosthesis 
Class: II 
Product Codes: KYJ: Finger 
Products To Which Compared: 

Preamendments Dow Corning Wright (Wright Medical), Swanson Silastic 
Jt. Spacers for metacarpal phalangeal (MCP), proximal 
interphalangeal (PIP), and distal interphalangeal (DIP) joints of 
fingers 

K802342 and K870200, Sutter, Medical grade silicone (PEHT 400 
series) Jt. Spacers for MCP and PIP joints of fingers 

Contact Person: Louise M. Focht, Director of Quality Assurance 
(619) 569-8148, ext. 2213 

Summary: 

This 510(k) original dated 3/29/93, received on 3/31/93 
and assigned on 3/4/94 was reviewed for a SE or NSE 
recommendation. 

Recommendation: 

I recommend that this 510(k) be found SE. 

Basis of Recommendation: 

INTENDED USE: Intended for total joint arthroplasty of the PIP 
joint of fingers for clinical indications of 
Rheumatoid arthritis (RA), Osteoarthritis (OA), 
Ankylosed joints or those with limited range of 
motion which have not responded to conservative 
treatment, Nonfunctional joint due to inadequate 
body alignment and joint space which cannot be 
restored by soft tissue reconstruction alone, and 
Destroyed articular surfaces. 

DEVICE DESCRIPTION: 

A constrained, flexible hinge design, joint space made out of a 
medical grade silicone elastomer (PEHT 400 series) with or without 
medical grade polyester mesh or fibers for reinforcement, sutures 
for temporarily securing the implant, and polyester mesh or velour 

1 
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surfaces to provide stabilization through tissue ingrowth. These 
design features are identical to the predicate Sutter MCP. The PIP 
implants will be offered in 6 sizes (i.e., 10, 20, 30, 40, 50, and 
60 ) . 

Is the device life-supporting or life sustaining? no 
Is the device implanted (short-term or long-term)? long-term 
Does the device design use software? no 
Is the device sterile? Yes 
Is the device for single use? Yes 
Is the device for home use or prescription use? Restricted to use 
by physicians. 
Does the device contain drug or biological product as a component? 
- no 
Is this device a kit? no 

MATERIALS: 

Medical grade silicone elastomer ( ), 12 years of use 
in other Sutter products (i.e.,  j, Material properties and 
testing were supplied in Appendix E. 

"SUBSTANTIAL EQUIVALENCE" (0E) DECISION-MAKING DOCUMENTATI9N" 

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS STARTING ON 
PAGE 1 - NOTE: QUESTIONS WHICH ARE NOT APPLICABLE ARE FOLLOWED BY 
"N/A". 

1. IF THE ANSWER TO QUESTION 1 IS NO, EXPLAIN WHY THE PRODUCT IS 
NOT A DEVICE. - Product is a device. 

2. IF THE ANSWER TO QUESTION 2 IS NO, EXPLAIN WHY THE DEVICE IS 
NOT SUBJECT TO 510(K). - Is subject to 510(k). 

3. IF THE ANSWER TO QUESTION 3 IS NO, EXPLAIN HOW THE NEW 
INDICATION DIFFERS FROM THE PREDICATE DEVICE'S INDICATION. - 
Same intended use and clinical indications. 

4. IF THE ANSWER TO QUESTION 4 IS YES OR NO, EXPLAIN WHY THERE 
IS/IS NOT A NEW EFFECT OR SAFETY OR EFFECTIVENESS ISSUE. - N/A 

5. IF THE ANSWER TO QUESTION 5 IS NO, DESCRIBE THE NEW 
TECHNOLOGICAL CHARACTERISTICS. - Hinge design of Sutter MCP 
and PIP are identical while overall dimensions and stem of PIP 
has been modified to accommodate differences in the anatomy of 
the phalanges. 

6. IF THE ANSWER TO QUESTION 6 IS YES OR NO, EXPLAIN HOW THE NEW 
CHARACTERISTICS COULD/COULD NOT AFFECT SAFETY OR 
EFFECTIVENESS. - No, the modifications to the dimensions and 
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stem are slight (i.e., less of taper, thus greater cross-
sectional areas) and should not adverse effect the mechanical 
properties of the device. The modifications did not change 
ratios of dimensions. 

7. IF THE ANSWER TO QUESTION 7 IS NO, EXPLAIN HOW THE DESCRIPTIVE 
CHARACTERISTICS ARE NOT PRECISE ENOUGH. - Yes, the sponsor 
supplied drawings with dimensions allowing for the comparison 
to predicates dimensions and geometry. 

8. IF THE ANSWER TO QUESTION 8 IS YES OR NO, EXPLAIN THE NEW 
TYPES OF SAFETY OR EFFECTIVENESS QUESTIONS RAISED OR WHY THE 
QUESTIONS ARE NOT NEW. - N/A 

9. IF THE ANSWER TO QUESTION 9 IS NO, EXPLAIN WHY THE EXISTING 
SCIENTIFIC METHODS CAN NOT BE USED. -N/A 

10. IF THE ANSWER TO QUESTION 10 IS NO, EXPLAIN WHAT PERFORMANCE 
DATA IS NEEDED. - N/A 

11. IF THE ANSWER TO QUESTION 11 IS YES OR NO, EXPLAIN HOW THE 
PERFORMANCE DATA DEMONSTRATES THAT THE DEVICE IS/IS NOT 
SUBSTANTIALLY EQUIVALENT. - N/A 

The following additional information also provides the basis for my 
recommendation: 

LABELING: Provided Adequate labeling. 

STERILIZATION: 

Device is supplied sterile. Radiation Type: gamma,  Radiation 
source: Cobalt 60, Minimum and maximum:  
Sterility validation method: AAMI Method I routine auda is 
performed using AAMI Method 38, Statement whether pyrogen-free and 
method used to make that determination: There is no claim of being 
pyrogen-free. 

RESPONSE: The sponsor supplied the omitted information. 

Device may be resterilized as described in labeling. Identified 
the cycle parameters (Did not specify cycle type: gravity or 
vacuum ????): 270° F (132° C) for 15 - 20 minutes (fast cycle) or 
at 252° F (121° C) for 35-40 minutes (standard cycle), SAL: ???, 
Sterility Validation Method ????, Statement whether pyrogen-free 
and method to make that determination 

RESPONSE: Sponsor removed all recommendations for resterilization 
either by steam or ETO. 

States may be ETO sterilized but does not recommend due to aeration 
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time necessary to dissipate the absorbed sterilant. Sponsor should 
supply the following: Temperature (in 0  C and F), humidity, gas 
concentration; exposure time, and aeration cycle. 

RESPONSE: Sponsor removed all recommendations for resterilization 
either by steam or ETO. 

TEST METHODS & RESULTS: 

Material properties and testing were supplied in Appendix E. The 
sponsor provided the following material testing which was supplied 
in previous Sutter 510(k)s (K802342 and K870200) found to be SE: 

Hemolysis test: Same response as negative control, test 
included a positive control 

Physcio Chemical	 Results provide pass/fail criteria for 
allowable heavy metals, buffering capacity, 
nonvolatile residues, and residues on ignition 

MEM Elution	 Same response as negative control, test included a 
positive control 

Inhibition of Cell Growth Less of a response than negative 
control, a positive control was used 

Limulus Inhibition test Same results as negative control, a 
positive control was used 

LISP Toxicity Classl  
Systemic Injection No toxicity noted systemically: non-toxic 
Type B, Intracutaneous:: Saline, Et0H, Oil, and PEG 

No toxicity noted intracutaneously 
Implantation test LISP XX 7 Day implant study, No significant 

response noted some fibrosis and 
inflammation but no giant cells and 
necrosis. Similar response to 
UHMWPE reference standard 

Gross and Macroscopic 
Flex testing PEHT series 400 (2.5Mrads): 

#Cycles Flexed Quantity Tear Strength 
Millions lbs/in 

Dow Corning Wright lbs/in - literature 

Abrasion testing, Abrasion wheel method: 

Abrasion rate: inch/hour) 

PEHT series 
Dow HP silastic >» 
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Shear testing: (psi) 

PEHT-400 465 
Dow HP 420 

REVIEW OF OTHER 510(K)S FOR SF: Preamendment Swanson Silastic 
finger spacers, 1<870200 and K802342 

SUMMARY: 

My recommendation is based on the following information. The 
device is made of same materials and has undergone the same testing 
as Sutter MCP joint prosthesis, 1<870200. Hinge design of Sutter 
MCP and PIP are identical while overall dimensions and stem of PIP 
has been modified to accommodate differences in the anatomy of the 
phalanges. The clinical indications are identical to the Sutter 
MCP prosthesis with the exception of being intended for the PIP 
joint. The clinical indications are identical to the preamendments 
Swanson finger implants except the Sutter PIP is not intended DIP 
joint replacement, only PIP and MCP joint replacement. 

CONTACT HISTORY: 

3/7/94, I faxed Louise Focht a copy of the ORDH guidance for 510(k) 
submissions and requested that omitted sterilization information be 
submitted. I also requested that the omitted re-sterilization 
information be submitted for the suggested steam or ETO re-
sterilization methods. 

3/8/94, I spoke with Louise Focht. She stated that she would fax 
in the response and follow it with a hard copy by overnight mail. 

M.N. Melkerson 
Disc: Mark025, File: MK931588. 

LP 
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03/08/94 17:29 111 819 279 8249 SUTTER CORP EXEC Z002 

SUTTER CORPORATION 
SMALL JOINT ORTHOPAEDICS 

9425 CHESAPEAKE DkivE 
SAN DIE;710. CA 92123 
71 CAM) 854-2216 
FAX (6191 179-8249 

March 8, 1994 510 (k) Number: 931588 

Food and Drug Administration 
150 (k) Document Mail Center (HFZ-401) 
1390 Piccard Drive 
Rockville, MD 20850 

Attn.: Mark N. Melkerson DORD/Orthopedie Branch 

This document has been sent by FAX March 8, 1994 and a follow-up copy has been sent to be delivered 

March 10, 1994. 

Dear Mr. Mellserson: 

Thank you for your FAX and reference to the draft guidance for the preparation of promarket notification 

applications for orthopedic de‘ices. The following information is provided in response to your questions 

regarding Sterilization of the Proximal Interphalangeal Joint Implant, and the information follows the 

outline of the draft guidance for oithopedic devices. 

STERILITY ENFORMATION, IMPLANT 

Radiation Sterilization Method 

1. Gamma Sterilization 
2. Cobalt 50 

Minimum dose 25 kCiy, Maximum dos 

4. Sterility Assurance Level 10E-6 
5. Sterilization Validation according to A A MI Method I. Routine audit is performed using AAMI 

Method 3B, 
6. There is no claim in the labeling that the device is pyrogcn-free. 

For implants provided sterile the labeling is being changed to not recommend resterilization. The statement 

is being changed from the following: 

Sterilization: 

These implants are provided sterVe in an undamaged package. 

Warning: If either the implant or the package appears damaged, or if sterility is questioned for any reciacot 

the implant should no: be used. 

These devices may be removed front their package and resterilizecl by steam autoclaving al 270F(132C) for 

15-20 minutes (fast cycle) or at 252F(12 IC) for 35-40 minutes (standard cycle). Ethylene oxide gas 

sterilization may be used but is not recommended because of the aeration rime necessary to dissipate the 

absorbed steritant from the silicone elacromer. 

Labeling for implants is being changed to the following: 

cj 
( 
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03/08/94 17:29 el 619 279 8249 SLITTER CORP EXEC 003 

Sterilization: 

These implants are provided sterile in an undamaged package. 

Warning: If either the implant or the package appears damaged, or if sterility is quesiione4jOr any reason 

the implant should not be used Resterilization of this product is nor recommended 

STERILITY INFORMATION FOR NON-STERILE DEVICES THAT MLISI HE STERTT.I7ED PRIOR 

TO USE 

STERILITY INFORMATION, SUER flhe sizer is used as a trial) 

ETHYLENE OXIDE GAS SEER I I .RATION METHOD. (labeling is being changed to not recommend 

ethylene oxide gas sterilization, see Wow) 

1. Temperature 54°C ±1°C 

2. Humidity 60% -110% 

3. Gas concentrations 6 7 psig of 12/88 Ethylene Oxide/dichlorodifuoromerbane. 

4. Exposure time 4 hours 

5. Aeration cycle 18 hours 

STEAM STERILIZATION METHOD 

I i Cycle Standard Gravity 

2. Temperature 250°F (121°C) 

3. Exposure time 35-40 min. 

1. Cycle Prevacuum 

2. Temperature 270°F (132°C) 

3. Exposure time 15-20 min. 

Labeling for trials is being change/A from: 

Sterilization: 

Instruments and size's may be sterilized using either steam or ethylene oxide gas Ethylene oxide gas is not 

recommended for silicone elaSionicr because of the aeration time necessary to dissipate the absorbed 

sterilant from the silicone elastomer 

Labeling for trials is being changed to: 

Sterilization: 

Instruments and sizers may be sterilized using steam Ethylene oxide gas is not recommended for silicone 

elastomer because of the aeration time necessary to obstinate the absorbed stenlam from the silicone 

elasiomer. 77te product may be resterilized using an autoclave by one of the following methods. Standard 

0/1 
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graviry nerilization at 250° F (121°  C) for 35-40 min, or pit WIC ULIITI sterilization =270 F (132' Cl 

for 15-20 min. 

Since the submission of this 510 (k) I have been obtaining the guitJanccs via the Flash FAX. T have found 

them to be very helpful in the preparation of our 510 (k) applications. 

Please let me know if I may clarify any of the information provided. 

Sincerely, 

-7(4ft 
Louise M. Focht 
Director of Regulatory Affairs 
619.569 8148x 2213 
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ORTHOPEDIC 510(k) SUBMISSION CHECKLIST cuing-

 

spons.„ CutttA lop  
Based on the draft Orthopedic 510(k) Guidance Document, the nformotion checked in the "NO" 

,
colion 

ismissing and must be addressed before the review can begin. 

AdditionaL Information Required 
MANUFACTURER IDENTIFICATION 

0 
DEVICE IDENTIFICATION 

0 
PROPOSED REGULATORY CLASS. 

0 
INTENDED USE 

0 
DEVICE DESCRIPTION 

MATERIALS 

LABELING 

TESTING OR OTHER ADDITIONAL INFORMATION 

CLINICAL DATA 

STERILITY INFORMATION 

PACKAGING DESCRIPTION 

SUBSTANTIAL EQUIVALENCE INFORMATION 

510(k) SUMMARY OR STATEMENT 

These are thebasicelements thatmust be addressed before ODE wiLIbegin comprehensive review of the 

510(k). AIL applicabletopicstonteined in the 510(k) guidance must be addressed in sufficientletaIltoenoble 

ODE to determine the equivalence of the device. 

Recommendation: t proceed with a comprehensive review of the docavent CI 'saute modified K-CR-3.A1 fetter 

Reviewed by: 

Date: 

%.(did1,1  
271-4113 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 Public Health Service 

Food and Drug Adminia.ration 

Center for Devices am 

Radiological Health 

Office of Device Evaliation 

Document Mail Center HFZ-401) 

1390 Ficcard Drive 

Rockville. Maryland 2.050 

APRIL 16, 1993 

SUTTER CORPORATION 

ATTN: LOUISE M. FOCHT 

9425 CHESAPEAKE DRIVE 

SAN DIEGO, CA 92123 

510(k) Number: 
Received: 
Product: 

K931588 
03-31-93 
SUTTER PROXIMAL 
INTERPHALANGEAL 
JOINT 

We have received the Premarket Notification
 you submitted in accordance 

with Section 510(k) of the Federal Food, 
Drug, and Cosmetic Act (Act) for 

the above referenced product. We have assigned your submission a unique 

510(k) number that is cited above. Please refer prominently to this 510(k
) 

number in any future correspondence that re
lates to this submission. We 

will notify you when the processing of your
 premarket notification has been 

completed or if any additional information 
is required. 

The Safe Medical Devices Act of 1990 (
SHIM), signed on November 28, states 

that you may not place this device into 
commercial distribution until you 

receive a letter from FDA allowing you 
to do so. As in the past, we intend 

to complete our review as quickly as p
ossible. Generally we do so within 

90 days. However, the complexity of a submission or 
a requirement for 

additional information may occasionally ca
use the review to extend beyond 

90 days. Thus, if you have not received a written 
decision or been 

contacted within 90 days of our receipt dat
e, you may want to check with FDA 

to determine the status of your submission.
 

In addition, the SMDA requires all persons
 submitting a premarket 

notification submission to include either (1) 
a summary of the safety and 

effectiveness information in the premarket 
notification submission upon 

which an equivalence determination could be
 based (510(k) summary), OR 

(2) a statement that safety and effectiven
ess information will be made 

available to interested persons upon reques
t (510(k) statement). Safety aid 

effectiveness information refers to informa
tion in the premarket notification 

pubmission, incliding adverse safety and ef
fectiveness information, that Ss 

relevant to an assessment of substantial eq
uivalence. The information cotld be 

descriptive information about the new and p
redicate device(s), or performssce 

or clinical tes-Lng information. We canner issue a final decision en r v sl(Wl) 

unless you comply with this requirement. 

Although FDA ack 
alternative, FDA 
FDA and to make 
the public, excl 
lieu of submitti 
a regulation on 

fowledges that the law provides the 510(k) 
submitter pr 

encourages manufacturers to provide a 510(k
) statesep, 

their safety and effectiveness information 
available to 

iding confidential manufacturing preceos in
formatios in 

Ix a 510(k) summary to the agency ustri FDA
 promulgates 

:he content and format of 510(k) summaries.
 Since the la-
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requires that FD) must make the 510
(k) summary, or the source of info

rmation 

referred to in the 510(1) statemen
t, publicly available within 30 days of

 

making a substantial equivalence d
etermination, we advise you that w

e may no 

longer honor any request for extended 
confidentiality under 21 CFR 807.9

5, 

Additionally, the new legislation a
lso requires any person who asserts 

that 

a device is subE:antially equivalent 
to a class III device to (1) certify 

that he or she has conducted a reasonab
le search of all information known,

 

or otherwise available, about the gener
ic type of device, AND (2) provide 

a summary descri)tion of the types 
of safety and effectiveness problems 

associated with :he type of device and 
a citation to the literature, or 

other sources of information, upon whi
ch they have based the description 

(class III summary and certification).
 The description should be 

sufficiently comprehensive to demonstra
te that an applicant is fully 

aware of the types of problems to which
 the device is susceptible. If 

you have not provided this class III su
mmary and certification in your 

premarket notifitlation, please provide 
it as soon as possible. We 

cannot complete the review of your subm
ission until you do so. 

Furthermore, the new legislation, sect
ion 522(a)(1), of the Act, states 

that if your device is a permanent impl
ant the failure of which may cause 

death, you may be subject to required p
ostmarket surveillance. If the 

premarket notification for your device was 
originally received on or after 

November 8, 1991, is subsequently found 
to be substantially equivalent to 

an Aneurysm Clip, Annuloplasty Ring, Ar
tificial Embolization Device, 

Automatic Implarzed Cardioverter Defibr
illator System, Cardiovascular 

Intravascular Filter, Cardiovascular Pe
rmanent Pacemaker Electrode (Lead). 

Central Nervous System Fluid Shunt, Co
ronary Vascular Stent, Implantable 

Pacemaker Pulse lenerator, Implanted Di
aphragmatic/Phrenic Nerve 

Stimulator, Intlacardiac Patch or Pledg
et. Intravascular Occluding 

Catheter, Replacement Heart Valve, Tota
l Artificial Heart, Tracheal 

Prosthesis, Vascular Graft Prosthesis (
less than 6 mm diameter), Vascular 

Graft Prosthesis (6 mm or greater diame
ter), Vena Cava Clip, or Ventricular 

Assist Device - Implant, you will be su
bject to the required postmarket 

surveillance and so notified of this de
termination in your substantially 

equivalent letter. (Some of the above listed types of devices
 may require 

a premarket approval application). This list is subject to change without 

notification. If you have any questions as to whether or 
not your device 

may be subject to postmarket surveillan
ce or about this program, please 

contact the Postmarket Surveillance Studies
 Branch at (301) 227-9006. 

Please note that the ODA may have additio
nal requirements affecting 

your device. YOJ will be informed of these requireme
nts as they becoss 

effective. 

Please remember that all correspondence 
discerning your submission SHST 

sent to the Document Mail Center (H
FZ-401 at the aboue letterhead edcbrs . 

Correspondence sent to any address other t
han the Document Fail Cendsr 

will not be considered as part of your 
official premeu*et noiflua!:on 

submission. Because of equipment and personnel lim
itetions se cannot asc st 

telefaxed materiel as part of your officia
l premarket notification submis:ion, 

unless specifically requested of you by 
an FDA official. 
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If you have procedural or policy questions, please contact 
the Division of 

Small Manufacturers Assistance at (301) 443-6597 or their 
toll-free numbel 

(800) 638-2041, or contact me at (301) 427-1190. 

Sincerely yours, 

Marjorie Shulman 
Supervisory Consumer Safety Officer 
Premarket Notification Section 
Office of Device Evaluation 
Center for Devices and 
Radiological Health 
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it SUTTER CORPORATION 
BIOMOTION SPECIALISTS-m 

March 29, 1993 510(k) Notification 
Proximal Interphalangeal Joint 

Food and Drug Administration 
510(k) Document Mail Center (HFZ-401) 
1390 Piccard Drive 
Rockville, MD 20850 

Sutter Corporation hereby submits a Premarket Notification Submission pursuant to Section 510(k) of the 
Federal Food, Drug and Cosmetics Act and in accordance with regulations established in 2ICFR807. This 
submission is to notify the Agency of our intent to market a new device as an extension of our orthopedic 
implant product line. We intend to continue production and distribution of our other devices. 

1. DEVICE NAME: 

a. Proprietary Name - Sutter Proximal Interphalangeal Joint 
b. Classification Name - Prosthesis, Finger and Toe 
c. Panel Classifying Device - Orthopedic (87) 

2. ESTABLISHMENT REGISTRATION NUMBER: 

Owner Operator Number 9002987 
Registration Number: 2028601 C 

3. CLASSIFICATION UNDER SECTION 513: Class II 

4. PERFORMANCE STANDARDS: N/A 

S. REPRESENTATIVE LABELING: 

Proposed labeling and draft of surgical techniques are included in Appendix A and Appendix B 
respectively. The product is terminally sterilized by gamma radiation at 25 KGy. 

6. SIMILARITIES TO DEVICES IN DISTRIBUTION: 

The finger implant is substantially equivalent to several silicone implants in commercial distribution both 
before and after May 28, 1976. These include the Sutter PIP, Sutter MCP, and Dow Coming Wright 
Swanson design implants which are used both in the Proximal Interphalangeal and Metacarpal Phalangcal 
joints and distal interphalangeal joints. Literature is in Appendix C. 

Sutter PIP finger joint implant currently on the market consists of silicone rubber molded over an inner 
layer of reinforcing mesh and polyester anchoring sutures. The stems are covered with polyester mesh to 
permit infiltration of bone and fibrous tissue. Over 15 years of clinical experience with this design has 
demonstrated long term functional stability. The surgical technique for the Sutter PIP prosthesis follows 
the same protocol as for other flexible hinge silicone implants. 

The Sutter implant is substantially equivalent in materials, design principle and intended clinical function to 
Dow Corning Wright implants. The Silastic Finger Joint Implant manufactured by Dow Coming Wright is 
used in the metacarpophalangeal (MP), proximal interphalangeal (PIP) and distal interphalangeal (DIP) 
joints. Both the Sutter and the Dow product are fabricated of medical grade silicone and are used clinically 
to maintain normal joint space and provide an acceptable range of motion . The Dow design utilizes a 
single design implant for use in three different joints of the hand. The new Sutter PIP design is similar in 
principal to the existing Sutter Metacarpal Phalangeal joint which has been on the market for five years. 

9425 CHESAPEAKE DRIVE S SAN DIEGO CA 92123 S (619) 569-8146 S (800) 854-2216 S FAX (619) 279-8249 
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As* The hinge design of the two products is the same with slight modifications in the implant stem shape to 

accommodate differences in the anatomy of the phalanges. Drawing is included in Appendix a 

The new Sutter PIP prosthesis is constructed of silicone, the material was originally approved for use in 

1981 under the Material Identification of PEHT 400 series. The material has twelve years of proven 

clinical performance. Material properties and independent laboratory testing of the material is included in 

Appendix E. 

Material testing performed includes: 

Hemolysis test 

Physic° Chemical 

MEM Elution 

Inhibition of Cell Growth 

Limulus Inhibition test 

USP Toxicity Class VI-121 deg C 

Systemic Injection 

Type B, Intracutaneous0Saline 

Type B, Intracutaneous::Et0H 

Type B, Intracutaneous0Oil 

Type B, Intracutaneous::PEG 

Implantation test USP XX 

Gross and Macroscopic 

Flex testing 

Abrasion testing 

Shear testing 

7 SAFETY AND EFFECTIVENESS SUMMARY: 

Materials used in the Sutter finger implant are the same materials and manufacturing processed currently 

used in many Sutter implants including the Sutter MCP finger joint implant. The implants are made of 

Bulk Silicone Elastomcr. GMP controls are in place and adhered to for current manufacturing of all Sutter 

Products. 

We believe the proximal interphalangeal joint implant to be safe and effective. No new technologies are 

employed in the design or manufacture of the deuce. We believe that the device is substantially equivalent 

to other Sutter implants as well as the referenced competitors product already in commercial distribution. 

We request clearance to introduce the device for distribution in ninety days. 

Sincerely, 

Louise M. Focht 
Director Quality Assurance 

Sutter Corporation 

619-569-8148 x 2213 

Enclosures: 

Appendix A 

Appendix B 

Appendix C 

Appendix D 

Appendix E  

Proposed Labeling 

Surgical Technique 

Equivalent Product Literature 

Drawing 

Material properties, testing, previously approved under 5108 submission 
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# SUTTER CORPORATION 
BIOMOTION SPECIALISTS' 

March 29, 1993 510(k) Notification 

Proximal Interphalangeal Joint 

Food and Drug Administration 

510(k) Document Mail Center (HFZ-401) 

1390 Piccard Drive 

Rockville, MD 20850 

Sutter Corporation hereby submits a Premarket Notification Submission pursuant to Section 510(k) of the 

Federal Food, Drug and Cosmetics Act and in accordance with regulations established in 21CFR807. This 

submission is to notify the Agency of our intent to market a new device as an extension of our orthopedic 

implant product line. We intend to continue production and distribution of our other devices. 

1. DEVICE NAME: 

Proprietary Name - Sutter Proximal Interphalangeal Joint 

Classification Name - Prosthesis, Finger and Toe 

c. Panel Classifying Device - Orthopedic (87) 

ESTABLISHMENT REGISTRATION NUMBER: 

Owner Operator Number 9002987 

Registration Number: 2028601 

CLASSIFICATION UNDER SECTION 513: Class II 

PERFORMANCE STANDARDS: N/A 

5. REPRESENTATIVE LABELING: 

Proposed labeling and draft of surgical techniques are included in Appendix A and Appendix B 

respectively. The product is terminally sterilized by gamma radiation at 25 KGy. 

SIMILARITIES TO DEVICES IN DISTRIBUTION: 

The finger implant is substantially equivalent to several silicone implants in commercial distribution both 

before and after May 28, 1976. These include the Sutter PIP, Sutter MCP, and Dow Corning Wright 

Swanson design implants which are used both in the Proximal Interphalangeal and Metacarpal Phalangcal 

joints and distal interphalangeal joints. Literature is in Appendix C. 

Sutter PIP finger joint implant currently on the market consists of silicone rubber molded over an inner 

layer of reinforcing mesh and polyester anchoring sutures. The stems are covered with polyester mesh to 

permit infiltration of bone and fibrous tissue. Over 15 years of clinical experience with this design has 

demonstrated long term functional stability. The surgical technique for the Sutter PIP prosthesis follows 

the same protocol as for other flexible hinge silicone implants. 

The Sutter implant is substantially equivalent in materials, design principle and intended clinical function to 

Dow Corning Wright implants. The Silastic Finger Joint Implant manufactured by Dow Corning Wright is 

used in the metacarpophalangeal (MP), proximal interphalangeal (PIP) and distal interphalangeal (DIP) 

joints. Both the Sutter and the Dow product are fabricated of medical grade silicone and are used clinically 

to maintain normal joint space and provide an acceptable range of motion . The Dow design utilizes a 

single design implant for use in three different joints of the hand. The new Sutter PIP design is similar in 

principal to the existing Sutter Metacarpal Phalangeal joint which has been on the market for five years. 

9425 CHESAPEAKE DRIVE SAN DIEGO, CA 92123 (619) 569-8148 (800) 854-2216 FAY (619) 279-8249 
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As* The hinge design of the two products is the same with slight modifications in the implant stem shape to 

accommodate differences in the anatomy of the phalanges. Drawing IS included in Appendix D. 

The new Sutter PIP prosthesis is constructed of silicone, the material was originally approved for use in 

1981 under the Material Identification of PEHT 400 series. The material has twelve years of proven 

clinical performance. Material properties and independent laboratory testing of the material is included in 

Appendix E. 

Material testing performed includes' 

Hemolysis test 

Physico Chemical 

MEM Elution 

Inhibition of Cell Growth 

Limulus Inhibition test 

USP Toxicity Class VI-I21 deg C 
Systemic Injection 
Type B, Intracutaneous::Saline 

Type B, Intracutaneous:Et0H 

Type B, Intracutaneous::Oil 
Type B, Intracutaneous:TEG 

Implantation test USP XX 
Gross and Macroscopic 

Flex testing 
Abrasion testing 

Shear testing 

SAFETY AND EFFECTIVENESS SUMMARY: 

Materials used in the Sutter finger implant are the same materials and manufacturing processed currently 

used in many Sutter implants including the Sutter MCP finger joint implant. The implants are made of 

Bulk Silicone Elastomer. GMP controls are in place and adhered to for current manufacturing of all Sutter 

Products. 

We believe the proximal interphalangeal joint implant to be safe and effective. No new technologies are 

employed in the design or manufacture of the device. We believe that the device is substantially equivalent 

to other Sutter implants as well as the referenced competitors' product already in commercial distribution. 

We request clearance to introduce the device for distribution in ninety days. 

Sincerely, 

cute-, A/( 
Louise M. Focht 
Director Quality Assurance 

Sutter Corporation 
619-569-8148 x 2213 

Enclosures: 
Appendix A 
Appendix B 

Appendix C 
Appendix D 

Appendix E  

Proposed Labeling 
Surgical Technique 
Equivalent Product Literature 
Drawing 

Material properties, testing, previously approved under 510k submission 
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SUTTER CORPORATION 
310MOTION SPECIAL'S-15'm 

March 29, 1993 510(k) Notification 
Proximal Interphalangeal Joint 

Food and Drug Administration 
510(k) Document Mail Center (HFZ-401) 
1390 Piccard Drive 
Rockville, MD 20850 

Sutter Corporation hereby submits a Premarket Notification Submission pursuant to Section 510(k) of the 
Federal Food, Drug and Cosmetics Act and in accordance with regulations established in 21CFR807. This 
submission is to notify the Agency of our intent to market a new device as an extension of our orthopedic 
implant product line. We intend to continue production and distribution of our other devices. 

1. DEVICE NAME: C-3 
C, 

72 

 

a. Proprietary Name - Sutter Proximal Interphalangeal Joint ...... 

 

b. Classification Name - Prosthesis, Finger and Toe 0 
ir, 

 

c. Panel Classifying Device - Orthopedic (87) rn ... 
trl 

2. '4‘ 
ca ESTABLISHMENT REGISTRATION NUMBER: 

 

Owner Operator Number 9002987 

  

Registration Number: 2028601 

 

3. CLASSIFICATION UNDER SECTION 513: Class II 

 

4. PERFORMANCE STANDARDS: N/A 

 

5. REPRESENTATIVE LABELING: 

 

Proposed labeling and draft of surgical techniques are included in Appendix A and Appendix B 
respectively. The product is terminally sterilized by gamma radiation at 25 KGy. 

6. SIMILARITIES TO DEVICES IN DISTRIBUTION: 

The finger implant is substantially equivalent to several silicone implants in commercial distribution both 
before and after May 28, 1976. These include the Sutter PIP, Sutter MCP, and Dow Corning Wright 
Swanson design implants which are used both in the Proximal Interphalangeal and Metacarpal Phalangeal 
joints and distal interphalangeal joints. Literature is in Appendix C. 

Sutter PIP finger joint implant currently on the market consists of silicone rubber molded over an inner 
layer of reinforcing mesh and polyester anchoring sutures. The stems are covered with polyester mesh to 
permit infiltration of bone and fibrous tissue. Over 15 years of clinical experience with this design has 
demonstrated long term functional stability. The surgical technique for the Sutter PIP prosthesis follows 
the same protocol as for other flexible hinge silicone implants. 

The Sutter implant is substantially equivalent in materials, design principle and intended clinical function to 
Dow Corning Wright implants. The Silastic Finger Joint Implant manufactured by Dow Corning Wright is 
used in the metacarpophalangeal (MP), proximal interphalangeal (PIP) and distal interphalangeal (DIP) 
joints. Both the Sutter and the Dow product are fabricated of medical grade silicone and are used clinically 
to maintain normal joint space and provide an acceptable range of motion . The Dow design utilizes a 
single design implant for use in three different joints of the hand. The new Sutter PIP design is similar in 
principal to the existing Sutter Metacarpal Phalangeal joint which has been on the market for five years. 

9425 CHESAPEAKE DRIVE SAN DIEGO, CA 92123 S (619) 569-8148 (800) 854-2216 S FAX (619) 279-8249 
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3/10/9V 
MEMO RECORD DATE: 3/11V94  °fever' 
FROM: M.N. MELKERSON, Engineer Center/Office: CDRH/ODE 

TO: File Division/Branch: DGRD/ORDB 

Document Number: K931$88  
Common Name. Proximal InterPhalangeal (PIP) Joint Prosthesis, 

Finger 64 Toe 
Trade Name: Sutter, Proximal Interehalandeal Joint Prosthesis  

Classifications: 1) 21 CFR 888.3230, Finger Jt. Polymer 
Constrained Prosthesis 

Class: II 
Product Codes: ATJ: Firmer 
Products To Which Compared: 

Preamendments Dow Corning Wright (Wright Medical), Swanson Silastic 

Jt. Spacers for metacarpal phalangeal (MCP), proximal 

interphalangeal (PIP), and distal interphalangeal (DIP) joints of 

fingers 

1<802342 and 1(870200, Sutter, Medical grade silicone (PEET 400 

series) Jt. Spacers for MCP and PIP joints of fingers 

Contact Person: Louise M. Focht, Director of Quality Assurance 
(619) 569-8148, ext. 2213 

Summary: 

This 510(k) original dated 3/29/93, received on 3/31/93 
and assigned on 3/4/94 was reviewed for a SE or NSE 
recommendation. 

Recommendation: 

I recommend that this 510(k) be found SE. 

Basis of Recommendation: 

INTENDED USE: Intended for total joint arthroplasty of the PIP 
joint of fingers for clinical indications of 
Rheumatoid arthritis (RA), Osteoarthritis (OA), 
Ankylosed joints or those with limited range of 
motion which have not responded to conservative 
treatment, Nonfunctional joint due to inadequate 
body alignment and joint space which cannot be 
restored by soft tissue reconstruction alone, and 
Destroyed articular surfaces. 

DEVICE DESCRIPTION: 

A constrained, flexible hinge design, joint space made out of a 
medical grade silicone elastomer (PERT 400 series) with or without 
medical grade polyester mesh or fibers for reinforcement, sutures 
for temporarily securing the implant, and polyester mesh or velour 

1 
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surfaces to provide stabilization through tissue ingrowth. These 
design features are identical to the predicate Sutter MCP. The PIP 
implants will be offered in 6 sizes (i.e., 10, 20, 30, 40, 50, and 
60). 

Is the device life-supporting or life sustaining? no 
Is the device implanted (short-term or long-term)? long-term 
Does the device design use software? no 
Is the device sterile? Yes 
Is the device for single use? Yes 
Is the device for home use or prescription use? Restricted to use 
by physicians. 
Does the device contain drug or biological product as a component? 
- no 
Is this device a kit? no 

MATERIALS: 

Medical grade silicone elastomer (PEHT 400 series), 12 years of use 
in other Sutter products (i.e., MCP jt.), Material properties and 
testing were supplied in Appendix E. 

"SUBSTANTIAL EOUIVALENCE" (SE) DECISION-MAKING DOCUMENTATIONH 

FXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS STARTING ON 
PAGE 1 - NOTE: QUESTIONS WHICH ARE NOT APPLICABLE ARE FOLLOWED BY 
"N/A". 

1. IF THE ANSWER TO QUESTION I IS NO, EXPLAIN WHY THE PRODUCT IS 
NOT A DEVICE. - Product is a device. 

2. IF THE ANSWER TO QUESTION 2 IS NO, EXPLAIN WHY THE DEVICE IS 
NOT SUBJECT TO 510(K). - Is subject to 510(k). 

3. IF THE ANSWER TO QUESTION 3 IS NO, EXPLAIN HOW THE NEW 
INDICATION DIFFERS FROM THE PREDICATE DEVICE'S INDICATION. - 
Same intended use and clinical indications. 

4. IF THE ANSWER TO QUESTION 4 IS YES OR NO, EXPLAIN WHY THERE 
IS/IS NOT A NEW EFFECT OR SAFETY OR EFFECTIVENESS ISSUE. - N/A 

5. IF THE ANSWER TO QUESTION 5 IS NO, DESCRIBE THE NEW 
TECHNOLOGICAL CHARACTERISTICS. - Hinge design of Sutter MCP 
and PIP are identical while overall dimensions and stem of PIP 
has been modified to accommodate differences in the anatomy of 
the phalanges. 

6. IF THE ANSWER TO QUESTION 6 IS YES OR NO, EXPLAIN HOW THE NEW 
CHARACTER/ST/CS COULD/COULD NOT AFFECT SAFETY OR 
EFFECTIVENESS. - No, the modifications to the dimensions and 

c74-r/ 
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stem are slight (i.e., less of taper, thus greater cross-

sectional areas) and should not adverse effect the mechanical 

properties of the device. The modifications did not change 

ratios of dimensions. 

7. IF THE ANSWER TO QUESTION 7 IS NO, EXPLAIN HOW THE DESCRIPTIVE 

CHARACTERISTICS ARE NOT PRECISE ENOUGH. - Yes, the sponsor 

supplied drawings with dimensions allowing for the comparison 

to predicates dimensions and geometry. 

8. IF THE ANSWER TO QUESTION 8 IS YES OR NO, EXPLAIN THE NEW 

TYPES OF SAFETY OR EFFECTIVENESS QUESTIONS RAISED OR WHY THE 

QUESTIONS ARE NOT NEW. - N/A 

9. IF THE ANSWER TO QUESTION 9 IS NO, EXPLAIN WHY THE EXISTING 

SCIENTIFIC METHODS CAN NOT BE USED. - N/A 

10. IF THE ANSWER TO QUESTION 10 /S NO, EXPLAIN WHAT PERFORMANCE 

DATA IS NEEDED. - N/A 

11. IF THE ANSWER TO QUESTION 11 IS YES OR NO, EXPLAIN HOW THE 

PERFORMANCE DATA DEMONSTRATES THAT THE DEVICE IS/IS NOT 

SUBSTANTIALLY EQUIVALENT. - N/A 

The following additional information also provides the basis for my 

recommendation: 

LABELING: Provided Adequate labeling. 

STERILIZATION: 

Device is supplied sterile. Radiation Type: gamma, Radiation 

source: Cobalt 60, Minimum and maximum: 25kGy - 50kGy, SAL: 104, 

Sterility validation method: AAMI Method I routine audit is 

performed using AAMI Method 3B, Statement whether pyrogen-free and 

method used to make that determination: There is no claim of being 

pyrogen-free. 

RESPONSF: The sponsor supplied the omitted information. 

Device may be resterilized as described in labeling. Identified 

the cycle parameters (Did not specify cycle type: gravity or 

vacuum ????): 270° F (132° C) for 15 - 20 minutes (fast cycle) or 

at 252° F (121° C) for 35-40 minutes (standard cycle), SAL: ???, 

Sterility Validation Method ????, Statement whether pyrogen-free 
and method to make that determination 

RESPONSE: Sponsor removed all recommendations for resterilization 
either by steam or ETO. 

States may be ETO sterilized but does not recommend due to aeration 
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time necessary to dissipate the absorbed sterilant. Sponsor should 

supply the following: Temperature (in 
0  C and F), humidity, gas 

concentration; exposure time, and aeration cycle. 

RESPONSE: Sponsor removed all recommendations for resterilization 

either by steam or ETO. 

TEST METHODS & RESULTS: 

Material properties and testing were supplied in Appendix E. The 

sponsor provided the following material testing which was supplied 

in previous Sutter 510(k)s (K802342 and 1(870200) found to be SE: 

Hemolysis test: Same response as negative control, test 

included a positive control 

Physcio Chemical	 Results provide pass/fail criteria for 

allowable heavy metals, buffering capacity, 

nonvolatile residues, and residues on ignition 

MEM Elution	 Same response as negative control, test included a 

positive control 
Inhibition of Cell Growth Less of a response than negative 

control, a positive control was used 

Limulus Inhibition test Same results as negative control, a 
positive control was used 

US? Toxicity Class VI-121°C 
Systemic Injection No toxicity noted systemically: non-toxic 

Type B, Intracutaneous:: Saline, Et0H, Oil, and PEG 
No toxicity noted intracutaneously 

Implantation test US? XX 7 Day implant study, No significant 
response noted some fibrosis and 
inflammation but no giant cells and 
necrosis. Similar response to 
UHMWPE reference standard 

Gross and Macroscopic 
Flex testing PEHT series 400 (2.5Mrads): 

#Cycles Flexed Quantity Tear Strength 

Millions lbs/in 
(b)(4) 

Dow Corning Wright 190 lbs/in - literature 

Abrasion testing, Abrasion wheel method: 

Abrasion rate: 
(b)(4) inch/hour) 

PENT series (b)(4) 

Dow HP silastic >» (b)(4) 
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Shear testing: 

PERT-,_ 
Dow HP 

REVIEW OF OTHER 51000S FOR SE: Preamendment Swanson Silastic 

finger spacers, K870200 and K802342 

SUMMARY: 

My recommendation is based on the following information. The 

device is made of same materials and has undergone the same testing 

as Sutter MCP joint prosthesis, K870200. Hinge design of Sutter 

MCP and PIP are identical while overall dimensions and stem of PIP 

has been modified to accommodate differences in the anatomy of the 

phalanges. The clinical indications are identical to the Sutter 

MCP prosthesis with the exception of being intended for the PIP 

joint. The clinical indications are identical to the preamendments 

Swanson finger implants except the Sutter PIP is not intended DIP 

joint replacement, only PIP and MCP joint replacement. 

CONTACT HISTORY: 

3/7/94, I faxed Louise Focht a copy of the ORDB guidance for 510(k) 

submissions and requested that omitted sterilization information be 

submitted. I also requested that the omitted re-sterilization 

information be submitted for the suggested steam or ETO re-

sterilization methods. 

3/8/94, I spoke with Louise Focht. She stated that she would fax 

in the response and follow it with a hard copy by overnight mail. 

M.N. Melkerson 
Disc: Mark025,rile: MK931588. 
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The hinge design of the two products is the same with slight modifications in the implant stem shape to 

accommodate differences in the anatomy of the phalanges. Drawing is included in Appendix D. 

The new Sutter PIP prosthesis is constructed of silicone, the material was originally approved for use in 

1981 under the Material Identification of PEHT 400 series. The material has twelve years of proven 

clinical performance. Material properties and independent laboratory testing of the material is included in 

Appendix E. 

Material testing performed includes: 

Hemolysis test 
Physico Chemical 
MEM Elution 
Inhibition of Cell Growth 
Limulus Inhibition test 
USP Toxicity Class VI-12I deg C 

Systemic Injection 
Type B, Intracutaneous::Saline 

Type B, Intracutaneoux:Et011 

Type B, Intracutaneous:011 
Type B, Intracutaneous::PEG 

Implantation test USP XX 
Gross and Macroscopic 

Flex testing 
Abrasion testing 
Shear testing 

SAFETY AND EFFECTIVENESS SUMMARY: 

Materials used in the Sutter finger implant are the same materials and manufacturing processed currently 

used in many Sutter implants including the Sutter MCP finger joint implant. The implants are made of 

Bulk Silicone Elastomer. GMP controls are in place and adhered to for current manufacturing of all Sutter 

Products. 

We believe the proximal interphalangeal joint implant to be safe and effective. No new technologies are 

employed in the design or manufacture of the device. We believe that the device is substantially equivalent 

to other Sutter implants as well as the referenced competitors' product already in commercial distribution. 

We request clearance to introduce the device for distribution in ninety days. 

Sincerely, 

Louise M. Focht 
Director Quality Assurance 
Sutter Corporation 
619-569-8148 x 2213 

Enclosures: 
Appendix A 
Appendix B 
Appendix C 
Appendix D 
Appendix E  

Proposed Labeling 
Surgical Technique 
Equivalent Product Literature 
Drawing 
Material properties, testing, previously approved under 510k submission 
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+ Appendix A 
Proposed Labeling 
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Page 085 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 086 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 087 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 088 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 089 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 090 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 091 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Appendix C 
Equivalent product literature 
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Proximal Radius Implant 
The Sutter Proximal Radius Implant 
replaces the proximal radial head when 
radial head resection is indicated in the 
presence of rheumatoid degeneration, 
traumatic arthritis, or radial head fracture. 
The implant has a smooth SilflexIm silicone 
articular head and a stem with a polyester 
ingrowth surface for stability. Immediate 
stabilization is possible with the anchoring 
sutures. 

Carpometacarpal Implant 
The Sutter Carpometarcarpal Implant is 
indicated for patients with disabled CMC , 
joints secondary to degenerative arthritis, 
post-traumatic arthrosis or instability of the 
CMC joint. The design is a captured ball-
in-socket prosthesis with total range of 
motion. It is composed of the UHMWPE 
cup which is inserted into the prepared 
trapezium, and a titanium alloy (Ti-6A1-4V) 
metarcarpal component. Both components 
are fixed to bone with bone cement. 

Distal Ulnar Implant 
The Sutter Distal Ulnar Implant is designed 
for replacement of the distal ulnar head. It is 
indicated when resection of the distal end of 
the ulna is required for either rheumatoid 
destruction or traumatic disruption of the 
distal radio-ulnar joint. Constructed of 
SilflexTIA silicone rubber, the implant 
features reinforcing mesh, external stem 
jacket for bony ingrowth, and anchoring 
sutures for stabilization. 

+SUTTER CORPORATION 
DIOMOTION SPECIALISTS 
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Trapezium Implant 
The Sutter Trapezium Implant is for 
replacement of the trapezium in cases of 
carpometarcarpal arthritis or failed previous 
resection arthroplasty of the trapezium. The 
prosthesis, available in two stem sizes, is 
constructed of SiIflexTM  silicone rubber, 
polyester mesh, and braided polyester 
cords. The polyester mesh jacket on the 
stem provides long-term fixation through 
bony ingrowth into the mesh. The braided 
polyester cords facilitate immediate and 
long-term stabilization by attachment to the 
flexor carpi radialis tendon or the index 
metacarpal. 

Finger Joint Implant* 
The Sutter Finger Joint Implant is a total 
joint replacement for the metacarpo-
phalangeal and proximal interphalangeal 
joints. The prosthesis consists of SiIflexTv 
silicone rubber molded over an inner layer 
of reinforcing mesh arid polyester 
anchoring sutures. The stems are covered 
with polyester mesh to permit infiltration of 
bone and fibrous tissue. Over 15 years of 
clinical experience with this design has 
demonstrated long term functional stability. 

S Patent Number 3,593,342 
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Finger Joint Implant 

 

Short Stem 

 

Distal Ulnar Implant 

 

Catalog 

 

Trapezium Implant 

 

Catalog 

 

Number Size Catalog 

 

Number Size 
MPIP-00 00 Number Size UH-10 10 
MPIP-10 ID STR-10 10 UH-20 20 
MPIP-20 20 STR 20 20 UR 30 30 
MPIP-30 30 STR-30 30 UH-40 40 
MPIP-40 40 

    

Sizer 

 

Sizer 

   

Sizer 

 

Catalog 

 

Catalog 

 

Catalog 

 

Number Size Number Size 
Number Size STR 105 10 UH-105 10 
MPIP-005 00 STR-205 20 UH-205 20 
MPIP-105 10 STR-305 30 UH-305 30 
MPIP-205 20 

  

UH-405 40 
MPIP-305 30 Trapezium Burr 

   

MPIP-405 40 

    

Slier 

Catalog 
Number 
TR-105 
TR-205 
TR-305 

Carpometacarpal 
Implant 

Size 

  

Catalog 
00 

  

Number 
10 
20 Proximal Radius Implant TM 0-10 

TMC 20 
30 Catalog 

 

TMC-30 
40 Number Size TMC-15 

 

RH 10 10 TMC-25 

 

RH 20 20 

  

RH 30 30 

  

Slier 

   

Catalog 

   

Number Size 

  

RH-105 10 

 

Size 

    

RH-205 20 

 

10 

    

RH-305 30 

 

20 

   

30 

   

Size 
10 • All Sutter implants, except for the 
20 Carpometacarpal Implants, are shipped 
3D prestenlized by gamma radiafion 

• Sizers are not for implantation 

Finger Joint Broach 

Catalog 
Number 
TB -I 

 

  

    

Catalog 
Number 
FJBR-DO 
FJBR-10 
FJBR-20 
FJBR-30 
FJBR-40 

Standard Stem 
Trapezium Implant 
Catalog 
Number 
TR 10 
TA-20 
TR 30 

Size 
Small 

Medium 
Large 

Replacement Head 
Replacement Head 

+SUTTER CORPORATION 
BIOMOTION SPECIALISTS ® 

Silflex is a trademark of Sutter Corporation 
0 Sutter Corporation 1983. All rights reserved. 

SUE 33 2/12/90 
9425 CHESAPEAKE DRIVE j SAN DIEGO, CA 92123 
(619) 5698148f FAX (619) 279-8249 (800) 854-221O 
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Now. 
A full range of motion. 
No volar impingement. 
Same surgical technique. 

Introducing the Sutter MCP" 
Finger Joint Pnisthesiss 

SUTTER CORPORATION 
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Distal Stem 

Velar Hinge Axis--
Provides anatomical 
balance 

Biomechanically engine 

The surgical technique for the 

Sutter MOP Finger Joint 

Prosthesis follows the Sattle pro-

tocol for other flexible hinge 

silicone implants currently in 

use. The technique requires 

neither sutures for fixation 

nor groirunets for protection of 

the pros-thesis. 

Bevelled Hinge Block 
Allows anatomical gelde 
of tendon  

Closely Dup4icates Normal 
EIIiptca JoInt 'Amon 

Hinge Exterior 
Prevents vo/ar impingement 
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Interior Hinge Radius 
Disspates flex stresse6 

Honge Bock Buttress 
Provides a full seating 
surtace for bone 

•OX St 

eted for superior results. 

With the hinge axis in the volar 
position, the Sutter MCP 
Prosthesis maintains an 
anatomical balance between the 
flexor and extensor tendons 
thereby reducing extensor lag 
and providing well over 90 of 
flexion;  without volar impinge-
ment. This offset of the hinge 
axis also creates an elliptical arc 
of motion similar tn that of the 
anatomical MCP joint, 
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The Complete Sutter 

The Sutter MCP Implant 

System includes a complete sct 

of 11 broaches 7 implant sizers, 

a double-ended MCP rasp, MCP 

awl, and a custom sterilization 

tray The System also includes 
implants ranging in size from the 

'Oa to size -60. iSee Ordering 

Information on back panel for 

complete list of sizes and 

dimensional 

The MCP System also 

includes the surgical technique 

reference in print and video 

versions. The video is available 
in 1,/li IS formal. 

Sizers in the Sutter MCP Implant 

System are color-coded to 

coordinate with a large minx 

marker which appears on each 

implant package. This color -

coding system provides added 

convenience to the ease of set 

up and surgical pryredure. 
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MCP Implant System 

 

canal and light- weight, formed 

handles for superior procedural 

management. All broaches art , 

color-coded to match sizers for 

fast and accurate identification. 

 

A full set 0114 custom MCP 

broaches is available. Each im-
plant is supported by two 
broaches, a metacarpal broach 
and a phalimgeal broach for 
more efficient bone 
preparation, Broaches 

feature twt tAvity 

cutting teeth for 
quicker and easier 

broaching of the 

intramedullary 

With over five years of proven 

clinical performance the Sutter 

Silflex silicone hinge has 

demonstrated unmatched flexural 

durability in rigorous laboratory 
tests Through machine testing, 

the prosthesis has been flexed 

from to 90° and back to 0° at a 

rate of 315 cycles per minute 

producing over 450 000 cycles 

per day Today, the Sutter MCP 

Implant has been flexed over 

50 000,000 cycles with no wear 

or tear propagation observed. 
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A simple technique 

Step Two 
A blunt dissection is performed 

to expose extensor tendons and 

to preserve superficial veins 

and nerves, 

Super 
surgical res 
durability and p 
formance 
The new Sutter MCP joint pro-

sthesis, constructed of Silliex" 

silicone, offers post-sur0.cal 

results unavailable in any other 
finger joint implant. Its bio-

mechanically engineered hinge 

block delivers a full range of mo-

tion and superior durability 

without the addition of grommets. 

111.-  Step One 
A skin incision is made over the 

necks of the metacarpal bones. 

This incision can be a single 

transverse incision, or two 

longitudinal incisions, one 
between the second and 

third metacarpals and the 

other between the fourth 

and fifth metacarpals. 

Step Three 
The metacarpal head is resected 

and the intramedulbry canal is 

prepared to receive the implant 

stem. This procedure may be 

performed by a variety of 

techniques with the most com-

mon being the use of a hand-

held broach or awl. An alterna-

 

tive is the use of power 

equipment such as a small burr 

or oscillating 
broach head. 
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for long-term results 

The intramedullary canal of the 

proximal phalanx is then pre-
pared in the same manner as the 

metacarpal. Since, resection of 

the proximal phalanx is not 

commonly done, preparation of 

the intramedullary canal is 

usually started with an 

awl„ and then prepared 
to receive the 
implant stem. 

Implant size is determined by 
trial use of color-axial implant 
sizers. Once the proper size is 
determined, a range of motion is 
performed. 

After size is determined and the 

intramedullary canals have been 

prepared, the implant is inserted 

into the metacarpal and then the 

proximal phalanx. A final range 

of motion is then 
performed. 

If ligament and 

tendon reconstruction and align-
ment are done at this time. Then 
the capsule is repnred and the 
wound is closed in the usual 

manner. 
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On , 
  , 

30 

60 
TISCELIAN RBIS 

uled MOP Rip 

C m de Me ;bosun] 

Ordering Information 

Degenerative Cr inflammatory Knfll 
of the motacarpophatangeal joints. 

Dislocation or subluxation of the 
metticarpophalangent joints. 

Funful metacarpephatangeal joints with 
limitation of motion. 

Ulna,. drift not correctable by ..555ft tissue 
procedure alone 

Psychologically unstable patient 

Medically compromised patient. 

Infection 

is Inadequate bone stock. 

Irreignable flexor and exe nsorgtd tus. 

SIZE A  
1/15 13 7 51.115113 7 45 55 .1 17531S 
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Description 
A flexible, intramedullary-stemmed. one-piece implant 

developed to help restore function to hands disabled by 

rheumatoid, degenerative or traumatic arthritis. 

Designed for metacarpophalangeal (MP). proximal inter-

phalangeal (PIP) and distal interphalangeal (DIP) joint im-

plant arthroplasty, this medical-grade high performance 

silicone elastomer implant serves to preserve normal joint 

space relationship during formation of the supportive cap-

sule. Flexible, hinge-like construction helps maintain proper 

internal joint alignment with good lateral stability and 

minimal flexion-extension restriction, 

The SILASTIC9  Finger Joint Implant H.P. (designed and 

developed by Alfred B. Swanson, M.D.) is available in 11 

sizes to adequately meet various operative requirements. A 

sizing set supplied non-sterile and not suitable for implanta-

tion is available for proper size determination during surgery 

High Performance Silicone 
Elastomer 
The letters H.P. in the product name indicate the implant is 

fabricated from medical-grade high performance silicone 

elastomer. This elastomer shows greater resistance to tear 

propagation than conventional silicone rubber." 

Implant Design 
The mid-section has been designed to flex easily while at the 

same time maintaining vertical stability, This load 

'distributing flexible hinge in the mid-section of the implant 

acts as both a spacer and a flexible hinge mechanism. The 

absence of stress concentration during repeated flex loading 

contributes to the tolerance of the implant by the host and to 

the durability of the implant, 

Specific Advantages 
• Minimal irritation to bone and surrounding soft tissue. 

• Pliable medical-grade silicone elastomer (softer than bone) 

unlikely to cause necrosis or bone resorption. 

• Fabricated from medical-grade, high performance silicone 

elastomer. 
• Design characteristics include: Intramedullary-stemmed, 

flexible one-piece hinge-like construction of homogeneous 

material with stiffness/flexibility balance of implant 

material, and proper compression-tension force distribu-

tion in midsection. 
• No intramedullary permanent fixation required. 

• Extensive testing has demonstrated high flexural durabili-

ty over 600 million flexion repetitions to 90 0  without 

evidence of material fatigue or fracture). 
• Anatomical sizing (length, height, width) available in 

eleven sizes to meet various operative requirements. 

• Visible on X-ray evaluation. 
• Product sterilized; if resterilization is indicated refer to sec-

tion ''To Clean and Resterilize." 

Clinical Advantages 
1. Improves range of motion (especially extension) 

2. Makes results more predictable, reproducible, and durable 

3. Maintains joint space and alignment 
4. Orients and supports joint encapsulation 

5. Intramedullary stem gliding: less stress to bone and less 

stress to implant: allows joint to find its own center of axis 

of rotation 
6. Early post-operative motion 
7. Facilitates post-operative rehabilitation 

Concept of Fixation 
by Encapsulation 
The following explanation is furnished by Dr. Alfred B. Swan-

son for information purposes only. Each surgeon must, of 

course, evaluate the appropnateness of this explanation based 

on his own medical knowledge and erpnrWnce, 

Joint Resection + Implant + Capsule = New Joint 

Regular joint resection arthroplasty works well in the hand if 
7 1 

the joint space and alignment can be maintained. 3,2829
 

This frequently requires excessive postoperative fixation with 

pins and external support. The fixation, if overused, will com-

promise the expected range of motion. In a considerable 

number of these cases, the joint space gradually narrows and 

stiffness and subluxation may result. Excellent results do oc-

cur however, and are related to the development of a suppor-

tive fibrous joint capsule organized during the time when a 

guarded range of motion is allowed. In finger joint ar-

throplasty, the proper amount of flexion-extension, ap-

propriate lateral movement and reduction of darsopalmar 

subluxation are difficult to obtain, but necessary for a good 

result. Therefore, one of the most important functions of a 

successful implant is to maintain proper joint alignment in-

ternally while allowing early motion as this new, functionally 

adapted, fibrous capsule matures. :9 33  By continuing to sup-

port the important fibrous capsule and acting to keep the 

joint surfaces apart, the implant further serves its useful pur-

pose in the post-operative course. This important 

phenomenon has been named the ''Encapsulation Process.'' 

The intramedullary stems of the implant help to maintain 

alignment and prevent joint displacement. Orientation of the 

proper capsule is extremely important in the early stages of 

healing. The immediate post-operative positioning and con-

trol of joint movement during the six to eight week 

rehabilitation period are as important as the surgery itself 

and these are achieved by dynamic bracing and 

physiotherapy. 

Because the implant becomes so well stabilized by the cap-

su loligamentous system, it is felt that no other fixation of the 

implant is required: in fact, it is contraindicated. Dr. Swan-

son's early experiences with permanent fixation of flexible 

implants with cross pins, cement, or Dacron cover on the in-

tramedullary stems of the implants and some nonabsorbable 

suture fixations have led to early breakage of the implants. 

In fact, lateral stability decreased in time because of 

bone absorption at the fixation site. Most of these implants 

have been removed. and it has been found that Dacron in a 

synovium-lined cavity can cause severe inflammatory reac-

tion, which in turn enlarges the joint capsule and results in in-

stability. An implant should cause no inflammatory reaction 

if it is to be long tolerated. 

Stability of a reconstructed Joint cannot be dependent on any 

implant if it is to be tolerated on a long-term basis. Long-

standing host-implant reciprocal tolerance requires achieve-

ment of joint stability from the extrinsic capsular ligamen-

tous and musculotendinous systems. The flexible implant 

concept respects this biological requirement. What appears 

to be a reasonable biornechanical model for an implant may 

not be tolerated physiologically because of failure of con-

sideration of these facts. 

The smooth flexible implant is completely included in the en-

capsulation process (Fig. I), A slight amount of movement of 

the stems increases the life of the implant because forces that 

develop around the implant on motion are not concentrated 

in any particular area but rather spread over a broader sec. 

tion, and because the flexible hinge implants can find the 

best position with respect to the axis of rotation of the joint. 

This distribution of forces on the implant is also reflected at 

its interface with the bone or cartilage. The bone is less likely 

to react at the juncture with the implant if the forces are 

within the strain tolerance of the bone. Furthermore, the in-

tramedullary stem of the implant has a supportive action on 
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the cut end of the amputated bone: it prevents the excessive 

resorption and remodeling phenomena that frequently occur 

after amputation, as noted in a 15-year study of the finger 

joint arthroplasty. The low modulus implant is softer than 

bone and has force-dampening characteristics that further 

protect the bone or cartilage and soft tissues. 

Salvageability of an arthroplasty procedure must be one of 

the important considerations; this implies preservation of 

bone and soft tissues so that a secondary procedure can be 

performed. This requirement was of particular importance in 

the flexible implant arthroplasty procedure we designed. The 

capsuloligamentous structures around any flexible implant 

can be reconstructed to improve the stability, alignment, and 

durability of the arthroplasty, and revision procedures to fur-

ther reinforce, release or realign the capsule and ligaments 

when necessary are easily performed. Because the implants 

are not firmly attached to bone, replacement of an implant 

for either infection, fracture, or subluxation is a relatively 

simple procedure. Furthermore, if a fracture of an implant 

develops or removal becomes necessary, a functioning resec-

tion arthroplasty remains. In case of fracture, the implant 

continues to function by maintaining the joint space and the 

integrity of the capsular space. In case of implant removal, 

the implant has fulfilled much of its mission as a spacer to 

support the development of the capsule-ligament system. 

The bone stock removal is minimal, and bone absorption 

practically never occurs, so that an arthrodesis procedure 

with a bone graft can easily be accomplished. 

The results of rnetacarpophalangeal and proximal inter-

phalangeal joint flexible implant arthroplasty have shown 

that this method can provide a pain-free, durable, mobile, 

stable, and salvageable arthroplasty. This method has re-

ceived an overwhelming acceptance as the method of choice 

in most countries throughout the world.1j6 0.9 " 13 1° 20 24' 26 

27 47 49  The correction of the deformity is predictable if the 

operative and postoperative techniques are followed. The 

range of motion obtained has varied in clinics. depending in 

part upon their aggressiveness in the rehabilitation program. 

The average range of motion in our clinic for 1506 metacar-
pophalangeal joints was found to be from 4 of lack of exten-

sion to 67 0  of flexion. It is of interest to note that the range of 

motion on long-term evaluations has not changed 

significantly. The average range of motion in 493 operated 

proximal interphalangeal joints has been from 80 of lack of 

extension to 64° of flexion. Most of these cases were 

reconstructed for osteoarthritis or posttraumatic arthritis. 

This procedure also requires aggressive and detailed 

postoperative therapy. It should be emphasized that other 

surgical procedures necessary to balance the hand are equal-

ly important in flexible implant arthroplasties as in any ar-

throplasty. 

General Indications 
Any joint implant reconstruction requires consideration of 

the fallowing general indications: 

• Good condition of the patient. 
• Good neurovascular status. 
• Adequate skin coverage. 
• Possibility of a functional musculotendinous system. 

• Adequate bone stock to receive the implant. 

• Availability of postoperative therapy. 
• Cooperative patient. 

Contraindications 
• Physiologically Or psychologically inadequate patient. 
• Inadequate skin, bone and/or neurovascular status. 

• Irreparable tendon system. 

Flo. I: The stems of itie &lashes' rmplani are included in The encapsulabon pro-

cess and the rmplant glides within the Intramedullary canals a distance of I or 2 

mm on flexion/ extensron mouemenis This girding allows a grea,er range of mo 

lion to occur and permits the implant W find he best posthan wr/h respecl 0 he 
axis of rolatzon of the foini the gliding flexible ImPlani is  subleded 0 ress suess 
and rn urn causes less stress on the surrounding bone 

Metacarpophalangeal Joint 
Implant Arthroplasty 
Indications 
Rheumatoid or Post Traumatic Disabilities with: 

1.Fixed or stiff MP joints. 
2. X-ray evidence of joint destruction or subluxation. 

3. Ulnar drift, not correctable by surgery of soft tissues alone. 

4. Contracted intrinsic and extrinsic musculature and liga-
ment system. 

5. Associated stiff interphalangeal joints. 

Note: Severe and disabling flexor synovitis should preferably be 

treated before implant arthroplasty After a reasonable rehabilita-
tion period, the arthroplasties can be performed Excessive manual 
labor and awkward weight bearing on hand(s) such as occasionally 
occurs in some crutch walkers should be avoided after surgery. 

If crutches are absolutely necessary, platform crutches should be 
used. Lower extremity reconstructive surgery should be carried out 
first if feasible. 

Surgical Technique 
Proper surgical procedures and techniques are necessarily the 

responsibility of the medical profession. The following pro-

cedure is furnished for information purposes only as a tech-

nique used by Dr Alfred B. Swanson. Each surgeon must, of 

course, evaluate the appropnateness of the procedure based on 

his own medical training and experience. 

Reconstruction of complex hands, those that have severe in-
volvement of both MP and PIP joints or wrist joints, require 

special consideration. It is impossible in this data sheet to 

cover this topic in detail. Further study of this problem is 
strongly recommended in the appropriate references listed, 
including the recently published test book on flexible im-
plant resection arthroplasty.. 

Incision and Exposure 
A long transverse skin incision is made on the dorsum of the 
hand over the necks of the metacarpals. The dissection is car-
ried down through subcutaneous tissue to expose the exten-
sor tendons. The dorsal veins which lie between the metacar-
pal heads are carefully released by blunt longitudinal dissec-

tion and are retracted laterally. The extensor hood is exposed 
to the base of the proximal phalanx. Its radial portion is 
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Fig. 2: nw dislocated exlensor tendon is released by incosJon on as ulnar border 

The ulnar inthnsics are released if light The sagiltal frbets of the dorsal hood are 

reefed on the radial srde 0 mamtain the correciion 

usually stretched out and the extensor tendon dislocated 
ulnarward. A longitudinal incision is made in the extensor 
hood fibers parallel to the extensor tendon on its ulnar aspect 
(Fig. 2). In the little finger, the approach is made between the 
extensor communis and proprius tendons. The hood fibers 
and capsule are carefully dissected from the underlying 
synovium and retracted to the radial side. The joint is ex-
posed and the head of the metacarpal identified. 

Resection of Metacarpal Head 
The neck of the metacarpal is exposed sub-periosteally and 
transected with an air drill, motor saw or bone cutting 
forceps leaving part of the metaphyseal flare (Fig. 3). Care 
should be taken to avoid splintering the bone. The head of 
the metacarpal is grasped and the collateral ligaments and 
capsule attachments are incised and preserved. The head of 
the metacarpal along with the hypertrophied synovial 
material is thereby removed en masse. Further involved 
synovia of the joint cavity and surrounding tissues is re-
moved. A pituitary rongeur has been found to be useful for 
this purpose. 

Soft Tissue Release 
A comprehensive soft tissue release procedure must be done 
at this stage so that the base of the proximal phalanx can be 
displaced dorsally above the metacarpal. This may require 
incision of the palmar plate and collateral ligament at-
tachments from the proximal phalanx. This release should be 
symmetrical and complete. Identify the ulnar intrinsic ten-
don at its point of insertion into the extensor mechanism. If it 
is tight, pull it up into the wound with a blunt hook and sec-
tion at the -myotendinous junction. 

In some patients who have demonstrated evidences of a flex-
or synovitis, the flexor sheath can be incised longitudinally in 
its dorsal aspect. The long flexor tendons can be identified 
and pulled up gently into the wound with a blunt hook. The 
degree of involvement of the flexor tendons can be 
evaluated. In some cases a partial synovectomy and tendon 
sheath release or injection of corncosteroids is done through 
this incision. 

The tendon of the abductor digiti minim' is exposed on the 

ulnar aspect of the fifth metacarpophalangeal joint, pulled 

into the wound with a blunt hook and sectioned. Care should 
be taken to avoid the ulnar digital nerve in the dissection. It is 

thought that this tendon eventually reattaches but in a . - 

lengthened position. The tendon of the flexor digiti minimi is 

preserved because of its importance to obtain flexion at the 
metacarpophalangeal joint of the little finger. 

Fig. 3: Resets:on of metacarpal head anti inseroon of Jmplant stems into in 
iramedullary canal. Use the 'awes, implant lhal can be properly sealed .The tip 
umpuiale joint space should be obtained by bone removal and 1 necessary sol 
essue release. Bone should be remoued from the metacarpal head aria also th 
base of the proxfmal phalanx parneulady if a is eroded. A comprehensroe so( 
'issue release should be done depending on the seventy of Ihe contracture. 

Preparation of Proximal Phalanx and 
Intramedullary Canals 
Bony resection of the base of the proximal phalanx is not 
usually performed except for marginal osteophytes which 
might interfere with the implant. Occasionally in patients 
with osteoporosis and longstanding dislocation, deformities 
of the base of the proximal phalanx will be severe. In these 
cases, a shaping of the base of the phalanx may be necessary. 
The intramedullary canal of the metacarpal is prepared with 
a curet, broach or air drill with a special bur. These burs 
have a smooth leader point which helps keep them in the 
canal and prevents inadvertent perforation through the cor-
tex. The occasional constriction in the intramedullary canal 
of the proximal third of the proximal phalanx can easily be 
enlarged with the bur. Care should be taken to avoid too 
much reaming of the canal, especially in patients with thin 
bones,Test implants are used to select the proper size.The im-
plant stems should fit well down into the canal so that the 
transverse midsection of the implant abuts against the bone 

' Do* Corning *right 
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end, The largest implant possible should be used. Implants of 

sizes 4 through 9 are generally used. A rectangular hole is 

then made in the joint surface of the proximal phalanx with 

an osteotome. knife, broach or air drill. The intramedullary 

canal is reamed in the same fashion as the metacarpal to 

receive the distal stem of the implant selected for the 

metacarpal. This procedure is repeated for all digits. The in-

tramedullary canal of the ring metacarpal is frequently quite 

small and requires careful preparation. Any sharp points or 

rough surfaces on the bone ends should be completely 

smoothed. 

Implant Insertion 
The wound is thoroughly irrigated with saline to remove 

debris. Blunt instruments should be used with a 'hno-touch 

technique-  when inserting sHicone finger joint implants. 

First the implant is firmly inserted into the intramedullary 

canal of the metacarpal and then by slight traction on the 

finger, the joint is distracted and the implant is flexed so that 

the distal stem can easily be inserted into the proximal 

phalanx. With the joint in extension, there should be no im-

pingement of the implant. If there is. soft tissue release or 

bone resection has not been adequate. 

Note 
The implant should be handled with blunt instruments to avoid 

traumatizing its surface or contamination with foreign bodies. 

Reshaping of the implant should be avoided because modifica-

tion might create mechanical weakness. Shortening of the end 

of the stem is permissible. 

Extensor Hood Reefing 
The radial portion of the sagittal fibers of each extensor hood 

mechanism is reefed in an overlapping fashion so that the ex-

tensor tendon is brought slightly to the radial side of the 

center of the joint. Three to five 4-0 Dacron sutures with a 

buried-knot technique are used. In certain cases of severe or 

long standing flexion deformity, the extensor tendons may 

become stretched and an extensor tendon lag may persist if 

not corrected. In these cases, the extensor tendon should be 

reefed not only transversely as described, but also 

longitudinally. Exceptionally, an extensor tendon tenodesis 

can be accomplished by suturing it to the dorsal base of the 

proximal phalanx through small drill holes. 

Rheumatoid patients often present an inadequate first dorsal 

interosseous muscle or have a tendency for pronation defor-

mity of the index finger and occasionally the middle finger; a 

reconstruction of the radial collateral ligament is then in-

dicated. A distally based flap made of the collateral ligament 

and related structures is prepared by releasing the radial col-

lateral ligament from the neck of the metacarpal and sutur-

ing it to the dorsoradial aspect of the neck of the metacarpal 

through small drill holes using 3.0 Dacron sutures. The radial 

capsule that has been preserved, may also be included in this 

repair (Fig. 4). The sutures are placed before the implant is 

inserted and are tied as the finger is held in supination and 

abduction. Note that the first dorsal interosseous muscle 

fibers which attach to the ligament become dorsally 

relocated with this repair. When the radial collateral ligament 

is inadequate, a palmar plate flap may be used to reconstruct 

this ligament (Fig. 5). This procedure has seemed to be im-

portant in correction of pronation deformities and provides 

some improved lateral stability for pinch. It seems to 

decrease flexion of the index metacarpophalangeal joint by 

10 to 20 degrees by tightening the capsule, but this loss is 

outweighed by increased stability and a better correction of 

the pronation deformity. 

Meticulous evaluation and correction of the balance of the 

capsuloligamentous and musculotendinous structures will 

be rewarded by improved results. 

Fig. 4: Radial collateral ligament reconstruction. A: The radial collateral ligament 

and .1 ant capsule are incised from their attachment to Me neck of the metacarpal 

Two small drill holes ( Immi are made on he radio-dorsal aspen( and one small 

drill holes made on the dorsal ulna, aspect of the neck of the melaCarPal 

136C: 3.0 Dacron sutures am passed in the dnll holes. After the implant Ks in. 

serted, the radiocollaleral ligament and capsule are firmly sutured to he bone 

Fig. 5: Collateral ligament reconsimcoon at he MP Joint when he radial col-

lateral ligamem is rnadeguate The palmar plate and its attachments are incised 

longrtudrnally through the middle The sesamood bone i/ present is resected A 

distally based flap is made from Me radial half of the palmar mate and collateral 

ligameni which are separated from the underlying trilnnsrc muscles and flexor 

tendons This flap I 5 lo 2 cm in length is attached to the radial aspect of the 

neck of.  I he metacarpal through a hole rn the clorsoradial corlex of the neck of the 

bone with nonabsorbable suture matenal 
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Closure and Dressing 
The skin incision is closed with interrupted 5-0 nylon sutures; 
two small drains made from strips of silicone elastomer 
sheeting are inserted into the wound under the skin. A non-
adherent dressing such as rayon is applied over the wound 
'ong with a Furacin or alternate gauze overlay. A 

_ olurninous hand conforming dressing is applied, gauze is 
placed between the fingers but not down into the clefts which 
might cause vascular constriction. A roll of Dacron batting is 
placed across the palm and is layered across the dorsal and 
palmar aspect of the forearm, wrist, hand and fingers. Sheet 
wadding or Webril is then applied. A narrow plaster splint is 
applied to the palmar aspect and the entire dressing Es 
wrapped in a conforming bandage such as Kling. 

Post-Operative Care and Bracing 
The ideal motion would provide adequate flexion of the ulnar 
digits, allowing the surface of their pulps to touch the palm at 
the distal palmar crease for adequate grasp of smaller ob-
jects. Full flexion of the index and middle fingers is less 
critical for grasping as these digits are mainly used for pinch 
activities. A degree of spreading of the fingers into abduc-
tion, especially of the index finger, is important. Full exten-
sion at these joints is also important to perform normal hand 
activities and to maintain the balance of the distal joints. 
Chronic flexion deformity of the metacarpophalangeal joints 
can further aggravate hyperextension tendencies at the prox-
imal interphalangeal joints. Pronation deformity of the index 
finger and occasionally the middle finger can be a problem in 
the rheumatoid hand and can, to some degree, be corrected 
in the postoperative program. 

Immediate and continuous elevation of the hand and the 
forearm during the post-operative course is very important. 
The wound is usually checked on the second day and the 

'ains removed. Swelling is generally minimal so use of the 
—ynamic brace • can begin on the third to fifth post-operative 
day. A light dressing is applied to the hand and forearm and 
the dynamic brace is fitted and adjusted enabling the patient 
to start finger movements in a protected arc. A Va' felt pad is 
placed between the forearm and the brace. 

Flg. 6: An adjustable dynamic brace is placed over a slightly padded dress-
ing afier the third lo fifth day.The patient is encouraged w flex joints walun 
his limits of pan and fatigue 

The rubber band slings are placed on the proximal phalanges 
to guide the alignment of the digits into the desired position 
(Fig. 6). The pull of the slings in the radial direction will 
usually require adjustment to prevent recurrent ulnar drift. 

le tension of the rubber bands should be tight enough to 
-support the digits and yet loose enough to allow 70 degrees  

of active flexion: this is especially true of the little finger, 
which may have weak flexion power. The brace may require 
adjustment once or twice a day in the early postoperative 
course. Joint motion is measured with a goniometer and 
recorded. 

The thumb outrigger is usually applied in all cases because ( 
of the tendency for the patient to bring the thumb over the 
fingers on flexion. This movement should be avoided 
because the pressure applied by the thumb to the index 
finger would be in the ulnar direction, thus aggravating the 
tendency toward ulnar drift deformity. 

If there is a tendency toward medial rotation (pronation) of 
the metacarpophalangeal joint of the index or middle 
fingers, additional outrigger bars are applied to provide a 
supinatory force to the joint. 

The extension portion of the brace is worn continuously day 
and night for the first 3 weeks, alternating with specific flex-
ion exercises. The exercises are started 3 days after surgery. 
Exceptionally, if there is severe flexor weakness of the little 
finger with adequate extension, the extensor slings can be 
removed during the exercise periods. 

During the second and third weeks, the extension portion of 
the brace is also worn continuously day and night. If there is 
severe flexor weakness and good extension, the extensor 
sling can be removed I to 2 hours a day to achieve greater ac-
tive flexion of the metacarpophalangeal joints. The joints 
have a tendency to tighten up in the second week post-
operatively. The patient is encouraged to flex his joints 
within his limits of pain and fatigue. 

Patients who have normal proximal interphalangeal joints 
frequently will not gain the full expected motion at the 
metacarpophalangeal joint after arthroplasty because they 
tend to flex the proximal interphalangeal joint during their 
exercise program and thus relatively immobilize their 
metacarpophalangeal joints. To gain active motion of the ( 
metacarpophalangeal joints in these patients, we occasional. ` --
ly will tape small, padded aluminum splints on the dorsum of 
the proximal interphalangeal joints for the first three or four 
weeks after surgery which encourages the patient to localize 
all flexion force at the metacarpophalangeal joint. 

At 3 weeks any residual flexor weakness should be 
energetically treated. The flexion cuff may be worn I to 2 
hours twice a day to flex the metacarpophalangeal joints 
passively in some cases of flexor weakness. As this cuff is 
used, the figure eight elbow strap should be applied to pre-
vent distal migration of the brace (Fig. 7). Other traction 
devices have also been designed to improve flexion in 
presence of adequate extension. 

Fig. 7: The flexion cull may be used Fr/term/I/entry lo assrs1 flexion 
mouemems Proper use o/ bracrng 5 essenlial W insure depilate range of mg 
/Ion 

• Pope Brace Co.. Greenwood. South Carolina 
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Fig. BA: Preoperative radiogram s De/amid igP4444  deformities tri 

a rheumatoid hand. 

The extension portion of the brace is usually worn at night 

only, starting on the fourth postoperative week for another 3 

weeks. In a few cases where there is a persistent extensor lag 

or a tendency for flexion contracture or deviation of the 

digits, continued part-time support by the use of the brace 

must be prescribed for several more weeks or even months. 

The patient should follow a continued exercise and stret-

ching program for 3 months postoperatively to maintain the 

movement obtained in the earlier phase. After this time the 

final range of motion will have been established. 

This most important rehabilitation program has been 

thoroughly described in previous publications and should be 

faithfully followed to obtain the ideal resu1t42(Fig. 8). 

Fig. BB: Radiogram 4 years after implant arthroplasty orail MPJaints and 

of the dLSEdi rathoulner pint. Nose Me excellent correction of delormthes and 

acceptance csi the implants. 

The Proximal Interphalangeal 
Joint 
Indications 
Rheumatoid, degenerative or post-traumatic disabilities with: 

1. Destroyed or subluxated joints. 

2. Stiffened joints in which a soft tissue release alone would 

be adequate. 

Surgical Technique 
Technique for a stiff PIP joint without collapse deformity 

(Fig. 9). 
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Fig. 9 A-F: Technique for Implant Arthroplasty in a Stiff Handel ormed Ar-
thritic Joint: A: The longituchnal 5 shaped incision b made ouer Me dorsum of 
he PIP joint. B: The extensor mechanisms incised longitudinally and proximatlu 
om the hose of the middle pnalarut Cares taken to maintain tendon onsedion 

-- on he base of the middle phalanx C: The .thth extensor lendon is retractea 
laterally and the head of the proximal phalanx is exbohed Using an air drill the 
head of the proximal phalanx is sectioned through me neck and removed if the 
pont is lightly contracted, he hone may have to be removed piecemeal before ihe 
tendon can be sal fly retracted. D: To prepare the intramedulland canal a sPeeral 
bur with a smooth bp extension, used to avoid perforation through he cortex of 
ihe phalanx E: A blue colored sizing unit is Used 10 determine correct implant 
size. Sizes 0 through 4 are usually used for PIP arthroplasty. Implant in place 
with the linger in extension Proper bone removal and soft tissue release must be 
done so that on extension Mere is enough spacers:417am' impingement on She moo-
section of the implant F: Using an inverted knot technique the extensor 
mechanism is reapproximated with 3 0 Dacron sutures. Arthroptasly for bouton-
niere and swan-neck doormmes uhuallu requrrec an individualized tendon 
reconstruction 

Incision 
A gentle or preferrably "C" shaped incision is made over 
the dorsum of the joint so that the skin suture line does not 
lie directly over the tendon repair. In the little and index 
fingers, the incision is placed away from the presenting sur-
face. The dorsal veins are respected. If associated flexor ten-
don surgery is also indicated, a mid-lateral incision or palmar 
incision IS used. Thrs allows accessibility to both the joint and 
the tendon. 

Exposure 
The extensor mechanism is exposed by sharp and blunt 
dissection avoiding injury to its surface. The central tendon 
is identified and incised longitudinally in a proximal fashion 
-om its insertion at the base of the middle phalanx through 

me distal two-thirds of the proximal phalanx. In flexible  

deformities of the PIP joint, the extensor mechanism can be 
gently dislocated palmarward as the joint is flexed. The col-
lateral ligaments are left intact when possible. If they are in-
cised for joint exposure, they should be reattached. The in-
sertion of each half of the central tendon into the middle 
phalanx should not be disturbed. However, in hypertrophic (-
osteoarthritic joints, it may be necessary to section this at-
tachment of the central tendon to excise bony spurs. The ten-
don is later reattached to the bone with a suture passed 
through small drill holes (1mm) made in the base of the mid-
dle phalanx. If the joint is contracted, the extensor 
mechanism cannot be readily dislocated and therefore the 
head of the proximal phalanx may be excised first by cutting 
it transversely at the neck with an air drill and then removing 
it piecemeal or it can be removed with the burring tool of the 
air drill. 

Joint Release 
Adequate release of the joint is essential for good results. If 
the joint is severely contracted, it may be released by remov-
ing bone from the proximal and middle phalanges. If this is 
inadequate, the pal ma r plate and collateral ligaments may be 
incised at their proximal insertion. However, the collateral 
ligaments should be reattached in a lengthened position 
passing the sutures through small drill holes (1mm) made in 
the dorsal aspect of the neck of the proximal phalanx (Fig. 10). 

Fig. 10: Technique I or reattachment of the collateral ligament of he proximal on 
rerphatangeal thint on the neck of the proximal phalanx passing 0-0 Dacron 
sutures through Iwo one millimeter drill holes made rn the dorsal aspect of the 
neck of Ihe proximal phalanx 

A radial collateral ligament can be reconstructed in certain 
cases requiring correction of ulnar deviation or cases of in-
creased radial instability as in the index finger. A distally 
based flap made of the radial collateral and accessory col-
lateral ligaments is prepared. The flap is attached through a 
small drill hole to the radial aspect of the neck of the prox-
imal phalanx, using nonabsorbable sutures. This procedure 
seems to limit flexion of the proximal interphalangeal joint 
slightly but can be important in the cases mentioned earlier. 
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Bone Preparation 
After resecting the head of the proximal phalanx at the 
metaphyseal flare with a rongeur or on a side cutting bur. the 
intramedullary canal is prepared to receive the implant stem. 
Its first penetrated with a thin broach, then reamed into a rec-
tangular shape to accept the implant stem with an air drill 
and smooth leader point bur. The intramedullary canal of the 
middle phalanx is prepared in a similar fashion. The base of 
the middle phalanx is usually not resected except in cases of 
severe joint contracture as mentioned above; osteophytes 
are trimmed if present. 

Implant Section and Insertion 
Using the sizing set, the largest acceptable implant is 
selected (sizes 0 through 4 and most often size 1). The 
midsection of the implant should seat well against the adja-
cent surfaces of the phalanges. With the joint in extension, 
there must be no impingement of the implant midsection by 
the bone ends: if this fit is not ideal there should be addi-
tional bone resection and/or soft tissue release. The bone 
ends should be smoothened to avoid sharp edges that could 
cut into the implant. 

Prior to the insertion of the selected implant, the required 
sutures are placed in the drill holes made in the proximal 
phalanx for reconstruction of the collateral ligament system 
and, in the base of the middle phalanx for reconstruction of 
the central tendon. 

Following wound irrigation with saline, the implant is inserted 
in a similar fashion as that described for the metacar-
pophalangeal joint. 

Sizing Set 
A reuseable sizing set containing one of each size implant is 
available to assist proper size determination during surgery. 
Numentally marked and blue in color for easy identification, the 
sizing set is supplied non-stenle and is not suitable for implanta-
tion. For use, follow instructions under section. "To Clean and 
Resterilize.-

 

Fig. I Technique for repair and reattachment of Ui e central slip to the 'noddle 
phalanx passing a 3-0 Dacron suture through a one millaneter droll hole mane m 
Vie daredi aspect 01 he middle phalanx 

Closure 
If sectioned, the collateral ligament is firmly reattached to 
the proximal phalanx using 4,0 Dacron sutures previously 
passed through small drill holes in the bone. The radial col-
lateral ligament reconstruction, if used, is similarly secured 
to the proximal phalanx. The tension of the repair must be 
sufficient to obtain good lateral stability and alignment and 
to allow passive motion of the joint from full extension to 90 
degrees of flexion. 

The halves of the incised central tendon are drawn together 
and sutured to the base of the middle phalanx with a 3-0 
Dacron suture previously passed through a drill hole in the 
bone (Fig. 11). The suture to the bone of the central tendon is 
especially important if the central tendon has been 
elongated, ruptured or divided. Wherever possible, tendons 
or ligaments must be sutured to bone to obtain a firm fixa-
tion. 

At the end of the procedure, full passive range of motion 
should be present and slight traction on the joint should 
show an adequate joint space. The most common causes of 
failure of extension, are, inadequate bone removal and soft 
tissue release, failure to obtain proper tension of the central 
slip and scar formation. 

The skin is reapproximated with 5-0 Nylon and small silicone 
rubber strips are used as drains. The hand dressing is applied 
similarly as that described for the metacarpophalangeal joint 
arthroplasty. 

Extensor Mechanism in 
Collapse Deformities 
Special consideration must be given to the extensor 
mechanism in collapse deformities of the digits. Adjustment 
of the unbalanced tension of the central and lateral tendons 
is essential to the correction of these deformities in resection 
implant arthroplasty of the proximal interphalangeal joints. 
Simply stated, in swan-neck deformity the central tendon is 
relatively tight as compared to the tension of the lateral ten-
dons, and in the boutonniere deformity the central tendon is 
relatively loose as compared to the tension of the lateral ten-
dons_ Readjustment of the tension of these structures is im-
portant to avoid recurrence of these collapse deformities. 

Swan-Neck Deformity 
In swan-neck deformity, flexor synovitis is treated first and 
the hyperextension of the proximal interphalangeal joint is 
corrected through readjustment of the joint system. At least 
10 degrees of flexion contracture of the proximal inter-
phalangeal joint should be obtained and associated deform. 
!ties of the contiguous joints should be corrected. In mild 
flexible deformity in weak hands, dermadesis of the proximal 
interphalangeal joint is indicated. In severe cases of swan-
neck deformity. a fusion of the joint is preferred. 

The technique for implant arthroplasty in a swan-neck 
deformity differs slightly from that for a nondeformed stiff 
proximal interphalangeal joint. The central tendon is 
separated from the dorsally displaced lateral tendons, which 
are allowed to relocate paimarward. The central tendon is 
step-cut transversely and dissected proximally, thereby 
lengthening it (Fig. 12). After insertion of the implant, the cut 
ends of the central tendon are reapproximated with inter-
rupted sutures. with the knots buried. Occasionally, if the 
distal joint is severely flexed, it is fixed in a position of exten-
sion by an intramedullary Kirschner wire to increase the flex-
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ion force on the proximal interphalangeal joint during the 

early postoperative period. 

A modification of the Littler procedure for the treatment of 
the swan-neck deformity can also be used in sortie moderate. 
ly involved cases. 

Fig. 12: Technique for a stiff swan-neck deformay The central tendon is 

separated from the darsagy displaced lateral tendons, which are allowed to 

relocate palmerward. The central tendon is slep.cut transversely and dissected 

proximally. thereby lengthening FL After insertion of the rmplant. the cut ends of 

the central tendon are reapproximaled with interrupted sutures. wrlh the knots 

burned. 

Boutonniere Deformity 
In a boutonniere deformity caused by rheumatoid arthritis. 
the central tendon has usually been relatively lengthened and 
the lateral tendons are usually displaced palmarward and the 
connecting fibers stretched out. Implant arthroplasty must 
be accompanied by reconstruction of the extensor 

mechanism. Two methods of reconstruction have been used. 
In one method the attachment of the central tendon to the 
mse of the middle phalanx is repaired by suturing the 

- stretched-out central tendon to the bone by means of a one 
millimeter drill hole in the base of the middle phalanx (Fig. 
13A). The lateral tendons are released and relocated dorsally 
by suturing their connecting fibers or overlapping the fibers 
if they are redundant. In the alternative technique (Matey 
technique), a lateral tendon, usually the one on the radial 
side, is used to reconstruct the central tendon, attaching it to 
the insertion of the central tendon. The other lateral tendon 
may be reattached in a lengthened position distally (Fig. 
I3-B). Release of the lateral tendons may be required to cor-
rect hyperextension deformities of the distal joint if passive 
flexion cannot be accomplished after reconstruction. This 
release is usually done proximal to the insertion of the fibers 
of Landsrneer's ligament by sectioning the lateral tendons 
over the middle phalanx. 

--Fig. 13A: The pre/freed method for repair of the extensor mechanism rn bouton-
niere deformity. The lengthened central tendon is advanced and the lateral ten-
dons are released and relocated dorsaily by suturing their connectehe fibers.  

Fla. 13a: Maims method of renew of the extensor mechanism in a boutonniere 

deformity. A lateral tendon, usually on the radial side, is used to reconstruct the 

central tendon. The other lateral tendon is reattached in a relatively lengthened 

posruon distally. 

Post-Operative Care 
The type of postoperative care depends on the situation 
presented. 

Stiff Proximal Interphalangeal Joint 
Active flexion/extension movements are started 3 to 5 days 
after surgery. The ideal range of motion would be full exten-
sion to 70 degrees of flexion. A small taped on padded 
aluminum splint to hold the digit in extension is worn mainly 

at night for 3 to 6 weeks after surgery depending on the 
degree of extensor lag present. The splint may also be ap-

plied slightly to the ulnar or radial side of the dorsum of the 
digit to correct any associated angulatory deformity. The ex-
ercises are performed with a variety of devices always taking 
care to support the metacarpophalangeal joint in extension. 
If necessary, after 3 weeks, passive flexion devices such as a 
flexor cuff or rubber band traction from a special wrist 
strap to finger nail hooks can be useful. 

Swan-Neck Deformity 
It is important in any of these tendon reconstructions for 
swan-neck deformities to obtain a permanent flexion con-
tracture of the PIP joint of at least 10 degrees. For approx-
imately 10 days the proximal interphalangeal joint is held in 
10 to 20 degrees of flexion with a small, taped-on aluminum 
splint. Active movements are then begun and encouraged, 
and flexion exercises are performed while the proximal 
phalanx is supported. The flexor splint is still worn on a part 
time basis. After 2 weeks, gentle passive flexion exercises of 
the proximal interphalangeal joint are started if necessary. 
Hyperextension of the reconstructed joints must be avoided 
in the first three to six weeks so that a slight flexion contrac-
ture will develop and correction of the hyperextension 
deformity will be maintained. 

Boutonniere Deformity 
The proximal interphalangeal joint is maintained in exten-
sion for 3 to 6 weeks with a dorsal taped on padded 
aluminum splint. The distal joint should be allowed to flex 
freely. Active flexion/extension exercises are started from 10 
to 14 days after surgery in alternation with the use of the ex-

tension splint at night: night splinting should be continued 
until the joint is stable and this may require 10 weeks. 

G 0 
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Flg. I 4A: Long.slandrng etslocation of proximal interphalangeal Mini of fatly 
laver in young alhleltc man Si HoenlgenOgram shoukng excellent position and 
lolerance of implant i years alter surgery C and D: Palrenl recovered lull use or 
hand with excellent Nexron aria extension 

The Distal 
Interphalangeal Joint 
Indications 
Degenerative or posttraumatic disabilities when preservation 
of joint motion is desired and, the following conditions are 

present: 
1. Destroyed and painful joints 
2. Stiffened joints in which soft tissue release alone would be 

inadequate 
3. There should be adequate bone, ligamentous integrity, a 

potential tendon system and adequate skin and 
neurovascular system. 

Surgical Technique 
A "Y" shaped incision is made over the distal phalanx ap-
proximately 3mm from the base of the nail (Fig. 15-A). The 

skin flaps are carefully dissected as to ayes(' injury to the 
underlying extensor tendon and the dorsal nerves and 
vessels. The extensor tendon is tncised transversely one cen-
timeter proximal to the distal interphalangeal joint and 
carefully elevated from the bone; its distal insertion on the 
distal phalanx is preserved (Fig. 1513). The dorsal capsule is 
incised transversely and the joint surfaces are exposed by 
sharply flexing the distal phalanx. hi some cases, the dorsal 
half of the collateral ligaments are incised to facilitate the ex-
posure: however, these ligaments are always retained to 
preserve lateral stability. With a side cutting or a rounded bur 
of the air drill, enough bone is removed from the base of the 
distal phalanx and the head of the middle phalanx to obtain a 
sufficient joint space to accomodate the midsection of the 
implant without bony impingement as the joint is fully ex-
tended. Lateral and palmar osteophytes or bony irregularities 
are carefully smoothed with a rounded bur. The in-
tramedullary canals are penetrated first wdh a thin broach: 
their preparation in a rectangular shape to accept the implant 
sterns is carefully completed with the special leader point bur 
of the air drill. The correct size implant, usually sizes 0. 1 or 
2. is then selected. The cut bone ends must be smoothened. 

Fig. 15: Technrque lot omplant arthroplasig of he distal inlerphalangeal fount 
Fig. 15A:A Y shaped rnctskon is made 3 mm from the base of Me natl and the 
skin Yaps are elevated preserving the underlying tendon and the dorsal nerves 
and veins 
Fig. I5B: rite extensor tendon 15 from.] Iransversely one centimer proximal lo 
he distal rnterphalangeal looni and caret ully elevated from he Pone 

Records Processed by CDRH DID on 3/31/2023



Following irrigation of the wound with saline, the proximal 

implant stern is inserted in the intramedullary canal of the 

middle phalanx with a no touch technique and atraumatic in-
struments. As the joint is flexed, and slightly distracted, the 

distal stem is fitted in the distal phalanx. Perfect position of 

the implant is assured by gently pushing it in position with a 

[ounded instrument as the joint is in full extension. The ex-
tensor tendon is then repaired with a Bunnel type - figure of 

8° suture using 4-0 Dacron sutures inverting the knots. A few 

additional 5-0 Dexon sutures are placed to complete the 

reapproximation of the tendon ends. This tendon is easily 
damaged and must be handled with care throughout the pro-

cedure. The skin is meticulously reapproximated with inter-
rupted 6-0 nylon sutures. Silicone strip drains are inserted 

subcutaneously. Following application of a non-adherent 

dressing, the distal joint is maintained in full extension with a 

dorsal padded aluminum splint. Occasionally a small 0.035' 
Kirschner wire can be carefully introduced through the distal 

pulp into the flexor tendon sheath to maintain full extension 

of the distal joint during the first 2 to 3 days of postoperative 

swelling: the proximal interphalangeal joint is not transgress-

ed by this fixation. 

The postoperative care is similar to that of a maliet finger. 

Using a dorsal half inch padded taped on aluminum splint, 

the distal joint and the proximal interphalangeal joint are 

maintained in full extension for the first 2 weeks. Following 

this, the distal joint only is immobilized in extension and the 
proximal interphalangeal joint is allowed to flex freely. After 

this time, use of the digit is resumed. Active extension and 
flexion exercises are prescribed. Rough activity is not recom-

mended for these or the other finger joint arthroplasties. 

Fig. 16A: Pas, Iraumaire oamful &TIM s of disial inlerohalangeal rim( of Jrd 
chga of a 35 year old man who desrred a surgical procedure whrch would provide 
rnouemera as well as pain 'Tire, 

Fig. 160: Posl-operalwe stheone flexible hinged implant resectron arIhroplasly of 

distal inlerphalanceal .pmnl. Paneni has a siable pamlree. runrhonai fern, will, 

enge or matron or 5 r  la JO°  Mrs rneehod offers an aenemanue 0 arthroderrs en 

selecled case& 

To Clean and Resterilize 
The MASTIC® Finger Joint Implant H.P. (Swanson Design) 
has been sterilized. 

However in the event that the implant is contaminated prior 

to use and resterilization is indicated, the following sequen-

tial steps to clean and resterilize are recommended: 

1. Scrub the implant thoroughly with a clean, soft-bristled 

brush in a hot water-soap solution to remove possible 

surface contaminants. Use a non-oily mild soap such 

as Ivory Flakes or Ivory bar soap. Do not use synthetic 

detergents or oil based soaps, as these soaps may be 

absorbed and subsequently leach out to cause a tissue 

reaction. 
2. Rinse thoroughly with distilled water. 

3 Wrap in a lint-free cloth or place on a clean open tray, and 

autoclave by one of the following methods: 
a. High speed instrument sterilizer - 10 minutes at 270°F 

(132°C). 
b. Standard gravity sterilizer 30 minutes at 250°F 

(121°C). 
c. Prevacuum high temperature sterilizer - either 10 

minutes at 270°F (132°C). or 30 minutes at 250°F 

(121°C). 

Caution 
Evidence suggests that repeated sterilization may affect the 
physical characteristics of the implant. Accordingly, 

resterilization in excess of three times is contraindicated. 

The foregoing statement does not apply to the blue sizers 
where ultimate physical properties are medically irrelevant. 

NOTE: Gas sterilization is not recommended for silicone 
rubber elastomers. Should this be the only available method 
of sterilization, it is essential to avoid inserting these im-
plants within 10 days of the gas sterilization: otherwise 

severe tissue reaction might ensue from the vivo release of 
ethylene oxide. 

Caution 
Federal (United States) law limits this device to sale by or on 
the order of a physician. 
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A Clinical Case History 
This 58 year old patient with an eight year history of 

Rheumatoid Arthritis had severe loss of function of the 

hands. He had marked ulnar drift and subluxation of the MP 

joints with extensor tendon subluxation and also Bouton-
niere deformity of the thumb. The patient had trnplant resec-

tion arthroplasty of the MP joints of the fingers and thumb. 
Postoperatively he was pain free and very pleased with his 

functional and cosmetic result. He was able to return to all his 

previous activities including playing the violin, which he had 

not been able to do since the onset of his disease. 

Fig: A. B: Preoperative clinical views. 

Fig: C, D. E, F; Postoperative clinical views. Note the good cor-

rection of the deformities and the excellent range of flexion and 

extension of the digits. 

Fig: G; Preoperative roentgenogram. 

Fig: H Postoperative roentgenogram showing correction of the 

deformities and good tolerance of the implants. 
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Typical Dimensions 

How Supplied 
The S1LASTIC Finger Joint Implant H.P. (Swanson Design) has been sterilized and packaged as follows: 

' Quantity Description Catalog Number 

1 box One each, Size 00 1470-0020 

1 box One each, Size 0 1470-0010 

1 box One each, Size 1 1470-0001 

1 box One each, Size 2 1470-0002 

1 box One each. Size 3 1470-0003 

1 box One each, Size 4 1470-0004 

1 box One each. Size 5 1470-0005 

1 box 
, 

One each. Size 6 1470-0006 

1 box One each, Size 7 1470-0007 

1 box One each. Size 8 1470-0008 

1 box One each, Size 9 1470-0009 

1 sizing 
set 

One each, Sizes 00.0, 1, 2, 3. 4, 5, 6. 7, 8. 9. 

Numerically marked, color blue (non-sterile) 

NOT FOR IMPLANTATION 

1480-0000 
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Appendix E 

Material properties and testing, previously approved under 510k submission 

Material testing performed includes: 

Hemolysis test 
Physic() Chemical 
MEM Elution 
Inhibition of Cell Growth 
Limulus Inhibition test 
USP Toxicity Class VI- 121 deg C 

Systemic Injection 
Type B, Intracutaneous::Saline 
Type B, Intracutaneous::Et0H 
Type B, Intracutaneous::Oil 
Type B, Intracutaneous:TEG 

Implantation test US? XX 
Gross and Macroscopic 

Flex testing 
Abrasion testing 
Shear testing 
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Material Properties 

Property Test Method Range 

Tensile Strength ASTM D412 1200-1500 psi 

Ultimate Elongation ASTM D412 650-950 

Tear Propagation 
Strength, Die B ASTM 642 190-300 

Durometer, Shore A ASTM 2240 45-55.5 
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ACCELERATED FLEX TESTING OF 

MDX-4-4515 AND SUTTER PEHT-40 

SILICONE ELASTOMERS 

By: Jim Christensen 
Sutter Biomedical 
August, 1981 
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ABRASION TESTING OF 

MDX-4-4515, DOW HP, AND SUTTER PEHT-40 

SILICONE ELASTOMERS 

By: Jim Christensen 
Sutter Biomedical 
August, 1981 
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SHEAR TESTING OF 

MDX-4-4515, DOW HP, AND SUTTER PEHT-40 

SILICONE ELASTOMERS 

By: Jim Christensen 
Sutter Biomedical 
August, 1981 
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/C/9.Y /s-cte 
DEPARTMENT OF HEALTH & HUMAN SERVICES 

   

REDACTED 

   

BY 

 

MFR Food and Drug Administration 

Rockville MO 20857 1 

c1.2 — . 2 — 9' 

IMPORTANT PREDISCLOSURE NOTIFICATION (PDN) 

REPLY REQUIRED WITHIN FIVE DAYS OF RECEIPT 

Attn: Manager, Regulatory Affairs In reply to: F9741315 

9425 Chesapeake Dr. 
San Diego, CA 92123 
619-569-8148 

The Food and Drug Administration (FDA) has received a Freedom of Information request for a copy of your Premarket 

Notification (510(k)) submission(s) K931588, k943354 

Enclosed is a copy of the letter of request and a copy of your 510(k) submission(s) in order to provide you with 

opportunity to review the records prior to their release. You may indicate whether any information should not be 

released because it is exempt from disclosure under the Freedom of Information Act. Please see Attachment A for the 

types of information that may be deleted from your records prior to disclosure. This Predisclosure Notification (PDN) is 

required by Executive Order 12600 (June 23, 1987) and by FDA's Public Information Regulation (21 CFR 20.61). A 

claim of confidentiality must he justified and is subject to the False Reports to Government Act (18 USC 1001). 

The FDA Regulation provides you with 5 working days after you receive this letter in which to respond. If we do not 

receive a response from you, we will release the records following review of the 510(k)(s) by this office. If you need 

additional time to review the 510(k)(s), please endorse below and fax response to (301) 594-4792 Mail any written 

response to: 
Freedom of Information Staff, HFZ-82 

Center for Devices and Radiological Health, FDA 

2094 Gaither Road 

Rockville, Maryland 20850 

If FDA disagrees With any statement you make relating to deletions of confidential material we will notify you by 

separate letter. You will then have 5 days from receipt of that letter to file suit in court to prevent FDA from releasing 

the records.. As the FDA Regulation requires, we are also notifying the individual who submitted the request for your 

records that you have received this notice. 

I HAVE RECEIVED THE PDN AS NOTED ABOVE AND I WISH TO REQUEST AN EXTENSION NOT TO 

EXCEED TWO WEEKS. A REDACT D CO,PY OF THE 510(k) SUBMISSION(s) WILL BE MAILED TO YOUR 

OFFICE NO LATER THAN 313 /75  
I HAVE RECEIVED THE PDN AS NOTED ABOVE AND HAVE DETERMINED THERE IS NO TRADE 

SECRET OR CONFIDENTIAL COMMERCIAL INFORMATION IN THE SUBMISSION. THE 510(k) 

SUBMISSION MAY BE RELEASED IN ITS ENTIRETY. 

SIGNED 

Sincerely 

/ a 
Freedom of Info on Staff 
Office of Systems Management 
Center for Devices and Radiological Health 
Food and Drug Administration 

Attachments 
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DEPARTMENT OF HEALTH 8: HUMAN SERVICES Public Health Service 

MAR I 0 1994 Food and Drug Administration 
1390 Flocard Drive 
Rockville MD 20850 

Ms. Louise M. Focht 
pirector Quality Assurance 
Sutter Corporation 
9425 Chesapeake Drive 
San Diego, California 92123 
(e09— 37‘e 
Re: K931588 

Sutter Proximal Interphalangeal Joint 
Regulatory Class: II 
Dated: March 29, 1993 
Received: March 31, 1993 

Dear Ms. Focht: 

We have reviewed your Section 510(k) notification of intent to 
market the device referenced above and we have determined the 
device is substantially equivalent to devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date 
of the Medical Device Amendments. You may, therefore, market 
the device, subject to the general controls provisions of the 
Federal Food, Drug, and Cosmetic Act (Act). The general 
controls provisions of the Act include requirements for 
registration, listing of devices, good manufacturing practice, 
and labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II 
(Special Controls) or class III (Premarket Approval) it may be 
subject to such additional controls. Existing major 
regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 895. In addition, 
the Food and Drug Administration (FDA) may publish further 
announcements concerning your device in the Federal Register. 
Please note: this response to your premarket notification 
submission does not affect any obligation you might have under 
the Radiation Control for Health and Safety Act of 1968, or 
other Federal Laws or Regulations. 

This letter immediately will allow you to begin marketing your 
device as described. An FDA finding of substantial 
equivalence of your device to a legally marketed predicate 
device results in a classification for your device and permits 
your device to proceed to the market, but it does not mean 
that FDA approves your device. Therefore, you may not promote 
or in any way represent your device or its labeling as being 
approved by FDA. If you desire specific advice on the 

tfr 
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Page 2 - Ms. Louise M. Focht 

labeling for your device, please contact the Office of 
Compliance, Promotion and Advertising Policy Staff (HFZ-326) 
at (301) 594-4639. Other general information on your 
responsibilities under the Act, may be obtained from the 
Division of Small Manufacturers Assistance at their toll free 
number (800) 638-2041 or at (301) 443-6597. 

Sincerely jyours, 

Av-Paul R. Beninger, M.D. 
Director 
Division of General and 

Restorative Devices 
Office of Device Evaluation 
Center for Devices and 
Radiological Health 
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DO NOT REMOVE THIS ROUTE SLIP!!!! 

K-93-1588 4/16/93 

FROM: 
SUTTER CORPORA' ION 
ATTN: LOUISE M FOCHT 
9425 CHESAPEAK' DRIVE 

LETTER DATE 1LOGIN DATE 
03/29/93 1 03/31/93 

TYPE OF DOCUMENT: 
510 (k) 

SAN DIEGO, CA 92123 

SHORT NAME: 5; TTER 
PHONE NO: 619-569-8148 

ESTABLISHMENT NO: 2028601 

TO: (CONT. CONF.: ? 
ODE/DMC [STATUS R 

1REV PANEL : OR 
1PAN/PROD CODE(S): OR/ 

DUE DATE 
06/29/93 

CONTROL # 
K931588 

SUBJECT: 
SUTTER PROXIM1L INTERPHALANGEAL JOINT 

 

  

RQST INFO DATE: / / 
DATE: / / 
DATE: / / 
DATE: / / 
DATE: / / 
DATE: / / 

INFO DUE DATE: 
DATE: 
DATE: 
DATE: 
DATE: 
DATE: 

/ / 
1/ 
1/ 
/ / 
/ / 
/ / 

DECISION: 
DECISION DATE:  

MAR I 0 994 
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31(d/f7 

3;et0'51  
(DATE) 

(DATE) 

1
490 -7), 
BRANCH CODE' 

REVIEW: 46,4 
(BRANCH CH 4  ) 

FINAL REVIEW: 
66_ (DIVISION DI CTOR) 

DEPARTMENT OF HEALTH Lk HUMAN SERVICES Public Health Service 

Memorandum 

Date 

Fmm REVIEWER(S) — NAI4E(S) rintil It -TILL—

 

Subject 510(k) NOTIFICATION /95/5V? 
To THE RECORD 

 

It is my recommendation that the subject 510(k) No
tification: 

(A) Is substantially equivalent to marketed devices. 

(B) Requires premarket approval. NOT substantially 

equivalent to-marketed devices. 

Requires more date. 

Other (e.g., exempt by regulation, not a device, 

duplicate, etc.) 

Additional Comments: 

Is this device subject to Poetmarket Surveillance? Yes 0 

This 510(k) contains: (check appropriate box(es)) 

Eg A 510(k) summary of safety and effectiveness, or 

0  A 510(k) statement that safety and effectiveness inform
ation 

will be made available 

0  The required certification and summary for class III de
vices 

y 

The aubmitter requests under Predicate Product Code w/panel 

21 CPR 807.95:* and class: 

" N Confidentiality 

I./..  Confidentiality for 90 days_ 

 Continued Confidentialit? 

exceeding 90 days 

Additional Product Code(s) 

w/Panel (optional): 

 

  

 

*DOES NOT NOT APPLY TO ANY "SE" DECISIONS 
Revised 11/18191 

?4,1  
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Do dm Dlacreema Akar dm lateeritid 
TherspaelaingeortitIctm  
Ural (le Deckles. Play 

Gadder impact ea Safety aed 
Errectivemee0!" 

Yes 

I No 

De:ripen Info nutlet 
*beta New or Merin:tad 

Device Requested 
Needed 

-Not Saistastlety 
k eivaker 

Determination 

New Date lias New 
Istroadad Ust 

No Art raananec Data Available 
[ to Ares Equivalamer le 

Yes 

Performance 
Data 

Required 

Palatal mace 
Dela 

Required 

Do the New Oterecterlalca yes 
Rake New Types et Sakti or ...on 
Err retirees Qiiestitieflo• 

a I No 

Do Accepted Sclealific Methods 
&1st for Amemlag Wear of 

the New ClaancterlitIcs? No 

L Perrone ante Data 
retardate Yes 

To 

F.rptvalamc? 

No 

a • 

restermacc Dma DCZOOttiltat J 

To 

rue PerfaneaNce Data Avallsble No Co AS Er r etts of New --1 
Claramettatiestin• 

Yes 

510(k) •SlUBSTANTIAL EQUIVALENCE' 
DECISION-MAKING PROCESS (DETAILED) 

• 510(k) stibrnissioas compare now devices to marketed devices. FDA requeus additional information if ths relationship 
between marketed and 'predicate (pre-Amendmeats or reclassified post-Amendments) devices is unclear. 

• • This decision is normally based on descriptive information alone, but limited tcstiog 4110mi/idol is sometimes required 

• • • Data may be in the 510(k), other 510(k)s, ike Center's classification files, or the literature. 
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- IF NO REQUEST DATA 

- IF NO STOP 

A 1 

- IF YES GO TO 7 

- IF YES CO TO 8 . 

- IF NO STOP 

- IF NO STOP 

- IF YES GO TO 5 

- ins 'STOP -A 

›C 

Page - 1 

IC 931SciC "SUBSTANTIAL EQUIVALENCE' (SE) DECISION MAKING DOCUMENTATION 

      

REVIEWER:  /1/ 111 DIVISION/BRANCH: rb&aW 6 21).3 

 

 

TRADE NAME: &arta. —PIP 'CC COMMON SAKE:  GNst1t41eJnza  ni6ert g  Pcuy Fa 

PRODUCT TO WHICH COMPARED: g so ayea K 83a a00 -Pantoinvainw-ni 
(510(k) NUMBER IF KNOWN) 5  a bacri sor.) Sit-Ma-7c Fi rob fret 

1. IS PRODUCT A DEVICE? 

2. DEVICE SUBJECT TO 510(k)? 

3. SAME INDICATION STATEMENT? 

4) DO DIFFERENCES ALTER TUE EFFECT 
OR RAISE NEW ISSUES OF SAFETY OR 
EFFECTIVENESS? 

5:-  SAME TECHNOLOGICAL CHARACTERISTICS? 

(I:) COULD THE NEW CNARACTEEISTICS-AFFECT: 
' SAFETY OR EFFECTIVENESS? ' 

7. DESCRIPTIVE CHARACTERISTICS PRECISE 
ENOUGH? 

NEW TYPES OF SAFETY OR EITECrIVENEss 
QUESTIONS? 

9. ACCEPTED SCIENTIFIC METHODS EXIST? 

10.PERFORMANCE DATA AVAILABLE? ' 

0  DATA DEMONSTRATE EQUIVALENCE? 

YES I (NO) 

NOTE:  IN ADDITION TO COMPLETING PAGE TWO, 'YES° RESPONSES TO QUESTIONS 4, 6, 8. AND 
11, AND VW 'NO RESPONSE REQUIRES AN EXPLANATION ON PAGE 'MEE AND/OR FOUR 
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.310 9 MA) tr.• 
DATE: 3,7/94  
Center/Office: CDRH/ODE 
Division/Branch: DGRD/ORDB 

MEMO RECORD 
FROM: M.N. MELKERSON, Engineer 
TO: File 
Document Number: 1<931588  
Common Name: Proximal InterPhalangeal (PIP) Joint Prosthesis, 

Finger & Toe 
Trade Name: 
Classifications: 

 
 

 

1) 21 CFR 888.3230, Finger at. Polymer 
Constrained Prosthesis 

Class: II 
Product Codes: FYJ: Firmer 
Products To Which Compared: 

Preamendments Dow Corning Wright (Wright Medical), Swanson Silastic 

at. Spacers for metacarpal phalangeal (MCP), proximal 

interphalangeal (PIP), and distal interphalangeal (DIP) joints of 

fingers 

K802342 and K870200, Sutter, Medical grade silicone (PERT 400 

series) Jt. Spacers for MCP and PIP joints of fingers 

Contact Person: Louise M. Focht, Director of Quality Assurance 
(619) 569-8148, ext. 2213 

Summary: 

This 510(k) original dated 3/29/93, received on 3/31/93 
and assigned on 3/4/94 was reviewed for a SE or NSE 
recommendation. 

Recommendation: 

I recommend that this 510(k) be found SE. 

Basis of Recommendation: 

INTENDED US?: Intended for total joint arthroplasty of the PIP 
joint of fingers for clinical indications of 
Rheumatoid arthritis (RA), Osteoarthritis (OA), 
Ankylosed joints or those with limited range of 
motion which have not responded to conservative 
treatment, Nonfunctional joint due to inadequate 
body alignment and joint space which cannot be 
restored by soft tissue reconstruction alone, and 
Destroyed articular surfaces. 

DEVICE DESCRIPTION: 

A constrained, flexible hinge design, joint space made out of a 
medical grade silicone elastomer (PEHT 400 series) with or without 
medical grade polyester mesh or fibers for reinforcement, sutures 
for temporarily securing the implant, and polyester mesh or velour 

1 
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11. IF THE ANSWER TO QUESTION 5 IS NO DESCRIBE THE NEW 
TE ICAL CHARACTER' 

2 

surfaces to provide stabilization through tissue ingrowth. These 

design features are identical to the predicate Sutter MCP. The PIP 

implants will be offered in 6 sizes (i.e., 10, 20, 30, 40, 50, and 

60). 

Is the device life-supporting or life sustaining? no 
Is the device implanted (short-term or long-term)? long-term 
Does the device design use software? no 
Is the device sterile? Yes 
Is the device for single use? Yes 
Is the device for home use or prescription use? Restricted to use 
by physicians. 
Does the device contain drug or biological product as a component? 

- no 
Is this device a kit? no 

MATERIALS: 

"SUBSTANTIAL EOUIVALENCE" (0E) DECISION-MAKINO DOCUMENTATION" 

I/ 

PAGE 2 - NOTE: QUESTIONS WHICH ARE NOT APPLICABLE ARE FOLLOWED BY 
"N/A". 

1. IF THE ANSWER TO QUESTION 1 IS NO, EXPLAIN WHY THE PRODUCT IS 
NOT A DEVICE. - Product is a device. 

2. IF THE ANSWER TO QUESTION 2 IS NO, EXPLAIN WHY THE DEVICE IS 
NOT SUBJECT TO 510(K). - Is subject to 510(k). 

3. IF THE ANSWER TO QUESTION 3 IS NO, EXPLAIN HOW THE NEW 
INDICATION DIFFERS FROM THE PREDICATE DEVICE'S INDICATION. - 
Same intended use and clinical indications. 

4. IF THE ANSWER TO QUESTION 4 IS YES OR NO, EXPLAIN WHY THERE 
IS/IS NOT A NEW EFFECT OR SAFETY OR EFFECTIVENESS ISSUE. - N/A 

5. IF THE ANSWER TO QUESTION 6 IS YES OR NO, EXPLAIN HOW THE NEW 
CHARACTERISTICS COULD/COULD NOT AFFECT SAFETY OR 
EFFECTIVENESS. - No, the modifications to the dimensions and 
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stem are slight (i.e., less of taper, thus greater cross-
sectional areas) and should not adverse effect the mechanical 
properties of the device. The modifications did not change 
ratios of dimensions. 

7. IF THE ANSWER TO QUESTION 7 IS NO, EXPLAIN HOW THE DESCRIPTIVE 
CHARACTERISTICS ARE NOT PRECISE ENOUGH. - Yes, the sponsor 
supplied drawings with dimensions allowing for the comparison 
to predicates dimensions and geometry. 

S. IF THE ANSWER TO QUESTION 8 IS YES OR NO, EXPLAIN THE NEW 
TYPES OF SAFETY OR EFFECTIVENESS QUESTIONS RAISED OR WHY THE 
QUESTIONS ARE NOT NEW. - N/A 

9. IF THE ANSWER TO QUESTION 9 IS NO, EXPLAIN WHY THE EXIST/NG 
SCIENTIFIC METHODS CAN NOT BE USED. - N/A 

(10. IF THE ANSWER TO QUESTION 10 IS NO, EXPLAIN WHAT PERFORMANCE 
DATA IS NEEDED. - N/A 

11. IF THE ANSWER TO QUESTION 11 IS YES OR NO, EXPLAIN HOW THE 
PERFORMANCE DATA DEMONSTRATES THAT THE DEVICE IS/IS NOT 
SUBSTANTIALLY EQUIVALENT. - N/A 

The following additional information also provides the basis for my 
recommendation: 

JAMELIRg: Provided Adequate labeling. 

STERILIZATION: 

Device is supplied sterile. Radiation • 
source: Cobalt 60, Minimum and maximum: 
Sterility validation method: AMC Me od 
performed using AAMI Method 3B, Statement whether 
method used to make that determination: There is 
pyrogen -free. 

 

 

amma, Radiation 

pyrogen-free and 
no claim of being 

 

 

=ppm- The sponsor supplied the omitted information. 

Device may be resterilized as described in labeling. Identified 
the cycle parameters (Did not specify cycle type: gravity or 
vacuum ????): 2706  F (132° C) for 15 - 20 minutes (fast cycle) or 
at 252 F (121° C) for 35-40 minutes (standard cycle), SAL: ???, 
Sterility Validation Method ????, Statement whether pyrogen-free 
and method to make that determination 

RESPONSE: Sponsor removed all recommendations for resterilization 
either by steam or ETO. 
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SUTTER CORPORATION 
SMALL JOINT ORTHOPAEDICS 

44.23 EICAPEAKi DRivf 
SAN DIE3Q. CA 42123 
Tri (Pf)(1) 854-7214 
FAX (614) 2794269 

March 8, 1994 510 (k) Number: 931588 

Food and Drug Administration 

150 (k) Document Mail Cent= (HF2-401) 

1390 Picoard Drive 
Rockville, MD 208.50 

Attn.: Mork N. Melkerson DORD/Orthopedic Branch 

This document has been sent by FAX March 8, 1994 and a follow-up copy has been sent to be delivered 

March 10, 1994. 

Dear Mr. Melkersoo: 

Thank you for your FAX and reference to the draft guidance for the preparation of prernarket notification 

applications for orthopedic devices. The following information is provided in response to your questions 

regarding Sterilization of the Proximal Interphalangeal Joint Implant, and the information follows the 

outline of the draft guidance for orthopedic devices, 

STERILITY INFORMATION, IMPLANT 

Radiation Sterilization Method 

1, Gamma Sterilization 
2_ Cobalt 60 
3. Minimum dose 25 LGy. Maximum dose 

4. Sterility Assurance Level 1C18-6 

5. Sterilization Validation according to A AMY Method I. Routine audit is performed using AAMT 

Method 38. 
6. There is no claim in the labeling that the device is pyrogen-free. 

For implants provided sterile the labeling is being changed to nor recommend resterilizarion. The statement 

is being changed from the following: 

Sterilization: 

These implants are provided sterile in an undamaged package, 

Warning: If either the implant or the package appears damaged or if sterility is questioned for any reason 

the implant should nor be used. 

These devices may be removed from their package and resterilizeci by steam auiociaving 270F(132C) for 

15-20 minutes (fan cycle) or as 252F(I2IC) for 35-40 minutes (standard cycle), Ethylene oxide gas 

sterilization may be used bur is not recommended because of the aeration time necessary to dissipcue the 

absorbed 4teril a n r from the silicone elcuromer. 

Labeling for implants is being changed to the following: 

/J/7-
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Sterilization: 

Then implants are provided sterile in an undamaged package. 

Warning: If either the implant or the package appears damaged, or sreriliry is questionedfor any reason 

she implant should not be used. Resterilittrion of this product is nor recommended. 

STERILITY INFORMATION FOR NON-STERILE DEVICES TEAT MUST BE STFRIT:It_bu PRIOR 

TO USE 

STERILITY INFORMATION, SIZER (The Size' is used as a trial) 

ETHYLENE OXIDE GAS STERILIZATION METHOD. (labeling is being changed to not recommend 

ethylene oxide gas sterilization. see below) 

1. 

 

54°C ±1°C Tempi:ran:re 
2. Humidity 60% t10% 

3. Gas concenntions 67 pi g Of 12/88 Ethylene Oxideldichlorodifuoromethane. 

4. Exposure time 4 hours 

5. Amnon cycle 18 hours 

STEAM STERILIZATION METHOD 

1. Cycle Standard Gravity 

2. Temperature 250op (12I°C) 

3. Exposure time 35-40 min. 

L. Cycle Prevacuum 

2. 

 

270°E (I32°C) Temperature 
3. Exposure time 15-20 min. 

Labeling for trials is being changed from: 

Srerilization: 

Instruments and:kers may be sterilized using either steam or ethylene oxide gas. Ethylene oxide gas is not 

recommended for silicone elastomer because of rhe aeration tone necessary ro dissipate the absorbed 

"replicas from the silicone stammer. 

Labeling for trials is being changed to: 

Stcrilizadon: 

Instruments and sizers may be sterilized using steam. Ethylene oxide gas is not recommended for silicone 

elartomer because of rhe aeration time necessary to disstpate the absorbed verdant from the silicone 

elasromer. The product may be resterilized using an autoclave by one of the following methods: Standard 

rt. 
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gravity sterilization at 250° F (121* C)for 3540 MIN or prewacuuns aicrilizue ion a:2700  F (1320  C) 

for 15-20 min. 

Since the submission of this 510 (k) I have been obtaining the guidancts via the Flash FAX. I have found 

them to be very helpful in the preparation of our 310(k) applications. 

PICASC itt Tne know if I may clarify any of the information provided_ 

Sinecrely, 

Ce -o2t.r.44 7 , 444  

Louise M. Focht 
Dimmor of Regulatory Affairs 
619569814k 2213 
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itesefeued by: A (111‘ • CrAil l 

Date: tki 11 3 

ORTHOPEDIC 510(k) SUBMISSION CHECKLIST 
K tag .  

Sponsor: 5.1:J ttell  

Based on the draft Orthopedfc 510(k) Guidance Document, the information checked in the "NO" column 
Is missing and must be redresser: before the review can Sevin. 

Additional Information Rewired 
MANUFACTURER IDENTIFICATION 

DEVICE IDENTIFICATION 

PROPOSED REGULATORY CLASS. 

INTENDED USE 

0 
DEVICE DESCRIPTION 

Cl 
MATERIALS 

LABELING 

o 
TESTING OR OTHER ADDITIONAL INFORMATION 

CLINICAL DATA 

STERILITY INFORMATION 

PACKAGING OESCRIPT1ON 

SUBSTANTIAL EQUIVALENCE INFORMATION 
0 

510(k) SUMMARY OR STATEMENT 
0 

These are the basic elements thataust be addresaed before (CE will begin a ccaprehensive review of the 
510(k). Alt ropticabletopicsteraitined in the 510(k) guidance must be addressed in suf f iclentietallto enable 
ODE to determine the equivalence of thedevice. 

Recommendation: proceed with a comprehensive review of the docutent 0 issues :Edified K--3.A1 letter 
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DEPARTMENT OF HEALTH AND HUMAN SERV
ICES Public Health Service 

Food and Drug Adminim,ration 

center for Damian 11.11“ 

xertielevinei Ee•lth 
Office of DeViCe Evaluation 

Document Mail Center IEZ-401) 

1390 Plccerd Dace 

Rockville, Naryland 2L850 

APRIL 16, 1993 

SUTTER CORPORATION 
510(k) Number: K931588 

ATTN: LOUISE M. FOCHT 
Received: 03-31-93 

9425 CHESAPEAKE DRIVE 
Product: SUTTER PROXIMAL 

SAN DIEGO, CA 92123 
INTERPHALANGEAL 
JOINT 

We have received the Premarket Notific
ation you submitted in accordance 

with Section 510(k) of the Federal 
Food, Drug, and Cosmetic Act (Act) for

 

th& above' referenced product. We have assigned your submission a uni
que 

510(k) number that is cited above. Please refer prominently to this 510(k
) 

number in any future correspondence th
at relates to this submission. We 

will notify you when the processing of
 your premarket notification has been 

completed or if any additional informa
tion is required. 

The Safe Medical Devices Act of 1990 (
SMDA), signed on November 28, states 

that you may not place this device int
o commercial distribution until you 

receive a letter from FDA alloying you
 to do so. As in the past, we intend 

to complete our review as quickly as p
ossible. Generally we do so within 

90 days. However, the complexity of a submission 
or a requirement for 

additional information may occasionally 
cause the review to extend beyond 

90 days. Thus, if you have not received a written 
decision or been 

contacted within 90 days of our receipt da
te, you may want to check with FDA 

to determine the status of your submiss
ion. 

In addition, the SMDA requires all per
sons submitting a premarket 

notification submission to include either 
(1) a summary of the safety and 

effectiveness information in the premarket
 notification submission upon 

which an equivalence determination could be
 based (510(k) summary), OR 

(2) a statement that safety and effect
iveness information will be made 

available to interested persons upon r
equest (510(k) statement). Safety sad 

effectiveness information refers to in
formation in the premarket notification 

submission, inclading adverse safety and 
effectiveness information, that is 

elevant to an assessment of substantial 
equivalence. The information could be 

descriptive information about the new and 
predicate device(s), or performance 

or clinical testing information. ye cannot issue a final decision on yo
u 510(k) 

unless you comply with this requirement. 

Although FDA ackaowledges that the law pro
vides the 510(k) submitter an 

alternative, FDA encourages manufacturers 
to provide a 510(k) statement 

FDA and and to make their safety and effectiveness
 information available to 

the public, exclading confidential man
ufacturing process information, in 

lieu of submittilg a 510(k) summary to the
 agency until FDA promulgates 

a regulation on :he content and format
 of 510(k) summaries. Since the lay 
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requires that FDA Must make the 510(
k) summary, or the source of inf

ormation 

referred to in the 510(k) statement,
 publicly available within 30 day

s of 

making a substantial equivalence 
determination, we advise you that we

 may no 

longer honor any request for extende
d confidentiality under 21 CFR 80

7.95. 

Additionally, tha new legislation 
also requires any person who asser

ts that 

a device is substantially equivale
nt to a class III device to (1) 

certify 

that he or she bms conducted a reaso
nable search of all information known, 

or otherwise available, about the 
generic type of device, AND (2) pro

vide 

a summary descri?tion of the types o
f safety and effectiveness problems 

associated with the type of device a
nd a citation to the literature, or 

other sources of information, upon which 
they have based the description 

(class III summary and certification).
 The description should be 

sufficiently comprehensive to demo
nstrate that an applicant is fully 

aware of the types of problems to which 
the device is susceptible. If 

you have not provided this class III 
summary and certification in your 

premarket notification, please provide 
it as soon as possible. tie 

cannot complete the review of your sub
mission until you do ab. 

Furthermore, the new legislation, secti
on 522(a)(1), of the Act, states 

that if your device is a permanent impl
ant the failure of which may cause 

death, you may be subject to required 
postmarket surveillance. If the 

premarket notification for your device 
was originally received on or after 

November 8, 1991, is subsequently found 
to be substantially equivalent to 

an Aneurysm Clip, Annuloplasty Ring, Ar
tificial Embolization Device, 

Automatic Implanted Cardioverter Defib
rillator System, Cardiovascular 

Intravascular Filter, Cardiovascular P
ermanent Pacemaker Electrode (Lead), 

Central Nervous System Fluid Shunt, Coro
nary Vascular Stent, Implantable 

Pacemaker Pulse generator, Implanted D
iaphragmatic/Phrenic Nerve 

Stimulator, Intracardiac Patch or Pledg
et, Intravascular Occluding 

Catheter, Replacement Heart Valve, Tot
al Artificial Heart, Tracheal 

Prosthesis, Vascular Graft Prosthesis (
less than 6 mm diameter), Vascular 

Graft Prosthesis (6 mm or greater diam
eter), Vena Cava Clip, or Ventricular 

Assist Device - Implant, you will be su
bject to the required postmarket 

surveillance and so notified of this d
etermination in your substantially 

equivalent letter. (Some of the above listed types of dev
ices may require 

a premarket approval application). This list is subject to change without 

notification. If you have any questions as to whether or
 not your device 

may be subject to postmarket surveilla
nce or about this program, please 

contact the postmarket Surveillance St
udies Branch at (301) 227-8006. 

Please note that the SHDA may have add
itional requirements affecting 

your device. You will be informed of these requirem
ents as they become 

effective. 

Please remember that all correspondence con
cerning your submission MUST 

sent to the Document Mail Center (EFZ-
401; at the above letterhead addresc. 

Correspondence sent to any address othe
r than the Document Mail Center 

will not be considered as part of your 
official premarket notification 

submission. Because of equipment and personnel lim
itomions ye cannot ack)t 

telefaxed material as part of your off
icial premarket notification submission, i 

unless specifically requested of you b
y an FDA official. 
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If you have procedural or policy questions, please contact the
 Division of 

Small Manufacturers Assistance at (301) 443-6597 or their
 toll-free number 

(800) 638-2041, or contact me at (301) 427-1190. 

Sincerely yours, 

Marjorie Shulman 
Supervisory Consumer Safety Officer 
Premarket Notification Section 
Office of Device Evaluation 
Center for Devices and 
Radiological Health 
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+ SUTTER CORPORATION 
1310M0110N SPECIALIST5n. 

March 29, 1993 510(k) Notification 
Proximal Interphalangeal Joint 

1=i 
cc 

Food and Drug Administration 
510(k) Document Mail Center (HPZ-401) 
1390 Piccard Drive 
Rockville, MI) 20850 

Sutter Corporation hereby submits a Premarket Notification Submission pursuant to Section 510(k) of the 
Federal Food, Drug and Cosmetics Act and in accordance with regulations established in 21CFR807. This 
submission is to notify the Agency of cur intent to market a new device as an extension of our orthopedic 
implant product line. We intend to continue production and distribution of our other devices. 

1. DEVICE NAME: 

a. Proprietary Name - Sutter Proximal Interphalangeal Joint 
b. Classification Name - Prosthesis, Finger and Toe 
c. Panel Classifying Device - Orthopedic (87) 

2. ESTABLISHMENT REGISTRATION NUMBER: 

Owner Operator Number 9002987 
Registration Number: 2028601 

3. CLASSIFICATION UNDER SECTION 513: Class II 

4. PERFORMANCE STANDARDS: N/A 

5. REPRESENTATIVE LABELING: 

Proposed labeling and draft of surgical techniques are included in Appendix A and Appendix B 
respectively. The product is terminally sterilized by gamma radiation at 25 KGy. 

6. SIMILARITIES TO DEVICES IN DISTRIBUTION: 

The finger implant is substantially equivalent to several silicone implants in commercial distribution both 
before and after May 28, 1976. These include the Sutter PIP, Sutter MCP, and Dow Coming Wright 
Swanson design implants which are used both in the Proximal Interphalangeal and Metacarpal Phalanges] 
joints and distal interphalangeal joints. Literature is in Appendix C. 

Sutter PIP finger joint implant currently on the market consists of silicone rubber molded over an inner 
layer of reinforcing mesh and polyester anchoring sutures. The stems are covered with polyester mesh to 
permit infiltration of bone and fibrous tissue. Over 15 years of clinical experience with this design has 
demonstrated long term functional stability. The surgical technique for the Sutter PIP prosthesis follows 
the same protocol as for other flexible hinge silicone implants. 

The Sutter implant is substantially equivalent in materials, design principle and intended clinical function to 
Dow Corning Wright implants. The Silastic Finger Joint Implant manufactured by Dow Coming Wright is 
used in the metacarpophalangeal (MP), proximal interphalangeal (PIP) and distal interphalangeal (1)11') 
joints. Both the Sutter and the Dow product are fabricated of medical grade silicone and are used clinically 
to maintain normal joint space and provide an acceptable range of motion. The Dow design utilizes a 
single design implant for use in three different joints of the hand. The new Sutter PIP design is similar in 
principal to the existing Sutter Metacarpal Phalangeal joint which has been on the market for five years. 

9425 CHESAPEAKE DRIVE S SAN DIEGO, CA 92123 (619) 569-8/48 S (81:10) 854-2216 S FAX (619) 279-8249 
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Material testing perfo al includes: 

7. SAFETY AND EFFECTIVENESS SUMMARY: 

Materials used in the Sutter finger implant are the same materials and manufacpzring propessed cuqentl 

used in lants including the Sutter MCP finger joint implant. 
GMP controls are in place and adhered to for current rnanutachmng of all Su r 

rroaucts. 

We believe the proximal interphalangeal joint implant to be safe and effective. No new technologies are 

employed in the design or manufacture of the device. We believe that the device is substantially equivalent 

to other Sutter implants as well as the referenced competitors product already in commercial distribution. 

We request clearance to introduce the device for distribution in ninety days. 

Sincerely, 

Louise M. Focht 
Director Quality Assurance 
Sutter Corporation 
619-569-8148 x 2213 

Enclosures: 
Appendix A Proposed Labeling 
Appendix B Surgical Technique 
Appendix C Equivalent Product Literature 
Appendix D Drawing 
Appendix E Material properties, testing, previously approved under 510k submission 

2-0 
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# SUTTER CORPORATION 
1310MOTION SPECAUS15TM 

March 29, 1993 510(k) Notification 
Proximal Interphalangeal Joint 

Food and Drug Administration 

510(k) Document Mail Center (HFZ-401) 

1390 Piccard Drive 
Rockville, MD 20850 

Sutter Corporation hereby submits a Premarket Notification Submission pursuant to Section 510(k) of the 

Federal Food, Drug and Cosmetics Act and in accordance with regulations established in 21CFR807. This 

submission is to notify the Agency of our intent to market a new device as an extension of our orthopedic 

implant product line. We intend to continue production and distribution of our other devices. 

1. DEVICE NAME: 

a. Proprietary Name - Sutter Proximal Intemhalangeal Joint 

b. Classification Name - Prosthesis, Finger and Toe 

c. Panel Classifying Device - Orthopedic (87) 

ESTABLISHMENT REGISTRATION NUMBER: 

Owner Operator Number 9002987 

Registration Number: 2028601 

3. CLASSIFICATION UNDER SECTION 513: Class II 

4. PERFORMANCE STANDARDS: N/A 

5. REPRESENTATIVE LABELING: 

Proposed labeling and draft of surgical techniques are included in Appendix A and Appendix B 

respectively. The product is terminally sterilized by gamma radiation at 25 KGy. 

6. ammmunEs TO DEVICES IN DISTRIBUTION: 

The finger implant is substantially equivalent to several silicone implants in commercial distribution both 

before and after May 28, 1976. These include the Sutter PIP, Sutter MCP, and Dow Coming Wright 

Swanson design implants which are used both in the Proximal Interphalangcal and Metacarpal Phalangeal 

joints and distal interphalangeal joints. Literature is in Appendix C. 

Sutter PIP finger joint implant currently on the market consists of silicone rubber molded over an inner 

layer of reinforcing mesh and polyester anchoring sutures. The stems are covered with polyester mesh to 

permit infiltration of bone and fibrous tissue. Over 15 years of clinical experience with this design has 

demonstrated long term functional stability. The surgical technique for the Sutter PIP prosthesis follows 

the same protocol as for other flexible hinge silicone implants. 

The Sutter implant is substantially equivalent in materials, design principle and intended clinical function to 

Dow Corning Wright implants. The Silartic Finger Joint Implant manufactured by Dow Coming Wright is 

used in the metacarpophalangeal (MI)), proximal interphalangeal (PIP) and distal interphalangeal (DIP) 

joints. Both the Sutter and the Dow product are fabricated of medical grade silicone and are used clinically 

to maintain normal joint space and provide an acceptable range of motion The Dow design utilizes a 

single design implant for use in three different joints of the hand. The new Sutter PIP design is similar in 

principal to the existing Sutter Metacarpal Phalangeal joint which has been on the market for five years. 

9425 CHESAPEAKE DRIVE 5  SAN DIEGO, CA 92123 5 (619) 569-81405(800) 854-2216 S FAX (619) 279-8249 
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The hinge design of the two products is the same with slight modifications in the implant stem shape to 

accommodate differences in the anatomy of the phalanges. Drawing is included in Appendix D. 

7. SAFETY AND EFFECTIVENESS SUMMARY: 

Materials used in the Sutter finger implant are the same materials and manuf n cunentl 

used in many Sutter im Ian including the Sutter MCP finger joint implan 

controls are in place and adhered to for curren mann tu ng 01 an ou r 

Products. 

We believe the proximal interphalangeal joint implant to be safe and effective. No new technologies are 

employed in the design or manufacture of the device. We believe that the device is substantially equivalent 

to other Sutter implants as well as the referenced competitors product already in commercial distribution. 

We request clearance to introduce the device for distribution in ninety days. 

Sincerely, 

• 

Louise M. Focht 
Director Quality Assurance 

Sutter Corporation 
619-569-8148 x 2213 

Enclosures: 
Appendix A 
Appendix B 

Appendix C 
A  

Proposed Labeling 
Surgical Technique 

Equivalent Product Literature 

Drawi 

air
ndix 13
maiiimmaassot 
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# SUTTER CORPORATION 
BIOMOTION SPECIALISTS" 

March 29, 1993 510(k) Notification 
Proximal Interphalangeal Joint 

Food and Drug Administration 
510(k) Document Mail Center (HFZ-401) 
1390 Piceard Drive 
Rockville, MD 20850 

Sutter Corporation hereby submits a Prern.arket Notification Submission pursuant to Section 510(k) of the 

Federal Food, Drug and Cosmetics Act and in accordance with regulations established in 21CFR807. This 

submission is to notify the Agency of our intent to market a new device as an extension of our orthopedic 

implant product line. We intend to continue production and distribution of our other devices,; 

1. DEVICE NAME: 

a. Proprietary Name - Sutter Proximal Interphalangeal Joint 

b. Classification Name - Prosthesis, Finger and Toe 
c. Panel Classifying Device - Orthopedic (87) 

2. ESTABLISHMENT REGISTRATION NUMBER: 

Owner Operator Number 9002987 
Registration Number: 2028601 

3. CLASSIFICATION UNDER SECTION 513: Class II 

4. PERFORMANCE STANDARDS: N/A 

5. REPRESENTATIVE LABELING: 

Proposed labeling and draft of surgical techniques are included in Appendix A and Appendix B 

respectively. The product is terminally sterilized by gamma radiation at 25 KGy. 

6. SIMILARITIES TO DEVICES IN DISTRIBUTION: 

The finger implant is substantially equivalent to several silicone implants in commercial distribution both 

before and after May 28, 1976. These include the Sutter PIP, Sutter MCP, and Dow Coming Wright 

Swanson design implants which are used both in the Proximal Interphalangeal and Metacarpal Phalangeal 

joints and distal interphalangeal joints. Literature is in Appendix C. 

Sutter PIP finger joint implant currently on the market consists of silicone rubber molded over an inner 

layer of reinforcing mesh and polyester anchoring sutures. The stems are covered with polyester mesh to 

permit infiltration of bone and fibrous tissue. Over 15 years of clinical experience with this design has 

demonstrated long term functional stability. The surgical technique for the Sutter PIP prosthesis follows 
the same protocol as for other flexible hinge silicone implants. 

The Sutter implant is substantially equivalent in materials, design principle and intended clinical function to 
Dow Corning Wright implants. The Silastic Finger Joint Implant manufactured by Dow Corning Wright is 
used in the metacarpophalangeal (MP), proximal interphalangeal (PIP) and distal interphalangeal (DTP) 
joints. Both the Sutter and the Dow product are fabricated of medical grade silicone and are used clinically 
to maintain normal joint space and provide an acceptable range of motion. The Dow design utilizes a 
single design implant for use in three different joints of the hand. The new Sutter PIP design is similar in 
principal to the existing Sutter Metacarpal Phalangeal joint which has been on the market for five years. 

9425 CHESAPEAKE DRIVE SAN DIEGO, CA 92423 (ó1Q)569-814..8 (800) 854-2216 FAX: (619) 279-8249 
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W/0/91Vme..„ 
DATE: 3/18/94 -- 
Center/Office: CDRH/ODE 
Division/Branch: DGRD/ORDB 

MEMO RECORD 
FROM: M.N. MELKERSON, Engineer 
TO: File 
Document Number: $931588  
Common Name: Proximal InterPhalangeal (PIP) Joint Prosthesis, 

Finger & Toe 
Trade Name: Sutter. Proximal Interohalanaeal Joint Prosthesis  
Classifications: 1) 21 CFR 888.3230, Finger Jt. Polymer 

Constrained Prosthesis 
Class: II 
Product Codes: FYJ: Fincrer 
Products To Which Compared: 

Preamendments Dow Corning Wright (Wright Medical), Swanson Silastic 
Jt. Spacers for metacarpal phalangeal (MCP), proximal 
interphalangeal (PIP), and distal interphalangeal (DIP) joints of 
fingers 

1(802342 and 1(870200, Sutter, Medical grade silicone (PEHT 400 
series) Jt. Spacers for MCP and PIP joints of fingers 

Contact Person: Louise M. Focht, Director of Quality Assurance 
(619) 569-8148, ext. 2213 

Summary: 

This 510(k) original dated 3/29/93, received on 3/31/93 
and assigned on 3/4/94 was reviewed for a SE or SSE 
recommendation. 

Recommendation: 

I recommend that this 510(k) be found SE. 

Basis of Recommendation: 

INTENDED USE: Intended for total joint arthroplasty of the PIP 
joint of fingers for clinical indications of 
Rheumatoid arthritis (RA), Osteoarthritis (OA), 
Ankylosed joints or those with limited range of 
motion which have not responded to conservative 
treatment, Nonfunctional joint due to inadequate 
body alignment and joint space which cannot be 
restored by soft tissue reconstruction alone, and 
Destroyed articular surfaces. 

DEVICE DESCRIPTION: 

ned, flexible binge design,on 

1 
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surfaces to provide stabilization through tissue ingrowth. These 

design features are identical to the predicate Sutter MCP. The PIP 

implants will be offered in 6 sizes (i.e., 10, 20, 30, 40, 50, and
 

60). 

Is the device life-supporting or life sustaining? no 
Is the device implanted (short-term or long-term)? long-term 
Does the device design use software? no 
Is the device sterile? Yes 
Is the device for single use? Yes 
Is the device for home use or prescription use? Restricted to use 

by physicians. 
Does the device contain drug or biological product as a component? 
- no 
Is this device a kit? no 

MATERIA/q: 

"SUBSTANTIAL BOUIVALBNCE" (SE) DECISIONMANINO DOCUMENTATION" 

rXPLANATIONS TO "YES" AND "NO" ANSWERS TO OUESTIONS STARTING ON 

2Aati_t_Elria_Ogratrata.111152LAEILIEZT-Italaraka-ME-EaLag 
"N/A". 

1. IF THE ANSWER TO QUESTION 1 IS NO, EXPLAIN WHY THE PRODUCT IS 
NOT A DEVICE. - Product is a device. 

2. IF THE ANSWER TO QUESTION 2 IS NO, EXPLAIN WHY THE DEVICE IS 
NOT SUBJECT TO 510(K). - Is subject to 510(k). 

3. IF THE ANSWER TO QUESTION 3 IS NO, EXPLAIN HOW THE NEW 
INDICATION DIFFERS FROM THE PREDICATE DEVICE'S INDICATION. - 
Same intended use and clinical indications. 

4. IF THE ANSWER TO QUESTION 4 IS YES OR NO, EXPLAIN WHY THERE 
IS/IS NOT A NEW EFFECT OR SAFETY OR EFFECTIVENESS ISSUE. - N/A 

5. IF THE ANSWER TO QUESTION 5 IS NO, DESCRIBE THE NEW 
TECHNOLOGICAL CHARACTERISTICS. - Hinge design of Sutter MCP 
and PIP are identical while overall dimensions and stem of PIP 
has been modified to accommodate differences in the anatomy of 
the phalanges. 

6. IF THE ANSWER TO QUESTION 6 IS YES OR NO, EXPLAIN HOW THE NEW 
CHARACTERISTICS COULD/ COULD NOT AFFECT SAFETY OR 
EFFECTIVENESS. - No, the modifications to the dimensions and 
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stem are slight (i.e., less of taper, thus great
er cross-

sectional areas) and should not adverse effect the m
echanical 

properties of the device. The modifications did not change 

ratios of dimensions. 

7. IF THE ANSWER TO QUESTION 7 IS NO, EXPLAIN HOW THE 
DESCRIPTIVE 

CHARAuTNNISTICS ARE NOT PRECISE ENOUGH. - Yes, th
e sponsor 

supplied drawings with dimensions allowing for the compar
ison 

to predicates dimensions and geometry. 

8. IF THE ANSWER TO QUESTION 8 IS YES OR NO, EXPLAIN THE
 NEW 

TYPES OF SAFETY OR EFFECTIVENESS QUESTIONS RAISED OR WH
Y THE 

QUESTIONS ARE NOT NEW. - N/A 

9. IF THE ANSWER TO QUESTION 9 IS NO, EXPLAIN WHY THE EXIS
TING 

SCIENTIFIC METHODS CAN NOT BE USED. - N/A 

10. IF THE ANSWER TO QUESTION 10 IS NO, EXPLAIN WHAT PERFOR
MANCE 

DATA IS NEEDED. - N/A 

11. IF THE ANSWER TO QUESTION 11 IS YES OR NO, EXPLAIN HOW
 THE 

PERFORMANCE DATA DEMONSTRATES THAT THE DEVICE IS/IS NOT 

SUBSTANTIALLY EQUIVALENT. - N/A 

The following additional information also provides the basis fo
r my 

recommendation: 

TABEL/NG: Provided Adequate labeling. 

STERTLIZATION: 

Device is supplied sterile,Radiation Type: gamma, Radiat19n 
source: 
Sterility va • . lid t IS 

performed using AAMI Method 3B, Statement whether pyrogen-free and 

method used to make that determination: There is no claim of being 

pyrogen-free. 

RESPONSE:.  The sponsor supplied the omitted information. 

Device may be resterilized as described in labeling. Identified 

the cycle parameters (Did not specify cycle type: gravity or 

vacuum ????): 270 F (132' C) for 15 - 20 minutes (fast cycle) or 

at 252' F (121' C) for 35-40 minutes (standard cycle), SAL: ???, 

Sterility Validation Method ????, Statement whether pyrogen-free 

and method to make that determination 

EESPONSP: Sponsor removed all recommendations for resterilization 

either by steam or ETC. 

States may be ETO sterilized but does not recommend due to aeration 
919 

el
,(g 
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This page represents whole page redaction(s). 
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4. This page represents whole page redaction(s). 
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This page represents  7",  whole page redaction(s). 
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Appendix A 
Proposed Labeling 

so 
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Page 193 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 194 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 195 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 196 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 197 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 198 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Page 199 of 267 

Withheld pursuant to exemption 

(b)(4) Draft Labeling 

of the Freedom of Information and Privacy Act 
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Appendix C 
Equivalent product literature 
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Sutter 
Implants 
for the 
Hand 
and 
Forearm 

SUTTER CORPORATION 
BIOMOTION SPECIALISTS° 
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•Proximal• Radius Implant 
The Sutter Proximal Radius Implant 
replaces the proximal radial head when 
radial head resection is indicated in the 
presence of rheumatoid degeneration, 
traumatic arthritis, or radial head fracture 
The implant has a smooth SilflexTm silicone 
articular head and a stem with a polyester 
ingrowth surface for stability. Immediate 
stabilization is possible with the anchoring 
sutures. 

carpometacarps Implant

 

The Sutter Carpometarcarpal irtvlant is 
indicated for patients with disabled CMC 
joints secondary to degenerative arthritis, '—
post-traumatic arthrosis or instability of the 
CMC joint. The design is a captured balk 
in-socket prosthesis with total range of 
motion. It is composed of the UHMWPE 
cup which is inserted into the Prepared 
trapeaum, and a titanium alloy (Ti-6A1-4V) 
metarcarpal component. Both components 
are fixed to bone with bone cement. 

Distal Ulnas, Implant 
The Sutter Distal ifinar Implant a designed 
for replacement of the distal ulnar head It is 
indicated when resection of the distal end of 
the ulna Is required for either rheumatoid 
destruction or traumatic disruption of the 
distaf radio-ulnar joint Constructed of 
SilflexTm silicone rubber, the implant 
features reinforcing mesh, external stem 
jacket for bony ingrowth, and anchonng 
sutures for stabilization. 

SUTTER CORPORATION 
MOMOTION SPECIALISM® 

Records Processed by CDRH DID on 3/31/2023



Trapezium Implant 
The Sutter Trapezium implant is for 
replacement of the trapezium in cases of 
carpometarcarpal arthritis or failed previous 
resection arthroplasty ot the trapezium. The 
prosthesis, available in two stem sizes, is 
constructed al SilfIexTM  silicone rubber, 
polyester mesh, and braided polyester 
cords The polyester mesh jacket on the 
stem provides long-term fixation through 
bony ingrowth into the mesh. The braided 
polyester cords facilitate immediate and 
long-term stabilization by attachment to the 
flexor carpi radial's tendon or the index 

\ metacarpal. 

Finger Joint Implant* 
The Sutter Finger Joint Implant is a total 
joint replacement for the metacarpo-
phalangeal and proximal interphalangeal 
joints. The prosthesis consists of SifflexTm 
silicone tubber molded over an inner layer 
of reinforcing mesh and polyester 
anchoring sutures. The stems are covered 
with polyester mesh to permit infiltration of 
b n

.
e fibrous tissue. Over 15 years of 

clinical experience with this design has 
demonstrated long term functional stability. 
n.I.S Patera Ntanber 3 583.342 
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Finger Joint implant 

 

Short Stem 

 

Distal Ulnar implant 

 

Catalog 

 

Trapezium implant 

 

Catalog 

 

Number Sim Catalog 

 

Number Size 
MP1P-00 00 Number Stria UH-10 10 
MPIP-10 10 STR-10 10 UH-20 20 
MPIP-20 20 STR-20 20 UH-30 30 
MPIP-30 30 ST R-30 30 U11-40 40 
MPIP-40 40 

Star 

 

Sber 

   

Mater 

 

Catalog 

 

Catalog 

 

Catalog 

 

Number Size Number Size 
Number Size STR-105 10 UH-105 10 
MPIP-005 00 STR-205 20 UH-205 20 
MPIP-105 10 

 

30 UH-305 30 
MPIP-205 20 

  

U11-405 40 
MPIP-305 30 Trapezium Burr 

   

MPIP-405 40 

    

Size 

  

Catalog 
00 

  

Number Size 
10 
20 Proximal Radius implant TMC-10 Smell 

TMC-20 Mectum 
Catalog 

 

30 TMC-30 Large 
40 Number Size TM 0-15 Replacement Head 

 

RH-10 10 TMC-25 Replacement Head 

 

R11-20 20 

  

PH-3D 30 

  

Sizer 

   

Catalog 

  

altunter Size 

   

RH-105 10 

 

Size 

   

10 1111-205 20 

  

RH-305 30 

 

20 

   

3,3 

   

10 

  

• All Sutter knplants, except for the 
20 

  

Cantiometecarpal Implants, are snipped 
30 

  

presterilized by gamma radiation. 
• Sizers are not for implantation. 

42 

+SUTTER CORPORATION 
BIOMOTION SPECIALISTS® 

9425 CHESAPEAKE DRIVE f SAN DIEGO. CA 92123 
(619) 569-6148J FAX: (619) 279-8249[ (8CC) 854-2216 
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Finger Joint Broach 
Catalog 
Number 
FJB11-00 
FJI3R-10 
FJBR-20 
FJER-30 
FJBR-40 

Standard Stem 
Trapezium implant 
Catalog 
Number 
TR-10 
TR-20 
111-30 

Stan 
Catalog 
Number 
TR-105 
TR-205 
TR-305 

Catalog 
Number 
TB-1 Carpometacarpal 

implant 
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Distal Stem 

War Hinge Axis--
Provides anatomical 
balance 

Hinge Exterior—

 

Prevents velar impingement 

Biomechanically engitit 

Bevelled Hinge Block—
Allows anatomical glide 
of tendon  

110.-  The same surOcal 
technique as other 
silicone MCP 
implants 
The surgical technique for the 

Sutter MCP-  Finger Joint 

Prosthesis follows the same pro-

tocol for other flexible hinge 

silicone implants currently in 

use. The technique requires 

neither sutures for fixation 

nor grommets for protection of 

the prosthesis. 

Closely ottpacatos Normal 

Elliptical Joint Motion 

dl 
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Interior Hinge Radius—
Dissipates flex stresses 

Hinge Block Buttress--
Provides a full seating 

surface for bone 

Proximal Stem 

eked for superior results. 

axis 
noe 

With the hinge axis in the volar 
position, the Sutter MCP 
Prosthesis maintains an 
anatomical balance between the 

flexor and extensor tendons 
thereby reducing extensor lag 
and providing well over 901  of 
flexion, without \Polar impinge-
ment. This offset of the hinge 
axis also creates an elliptical arc 
of motion similar to that of the 

anatomical MCP joint. 
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The Sutter MCP Implant 

System includes a complete nt't 

of 14 broaches, 7 implant sizers, 

a double-ended MCP rasp, MCP 

awl, and a custom stehlization 

tray. The System also includes 

implants ranging in size from the 

"00' to size -60: !Sec Ordering 

fluorination on back panel for 

complete list of sizes and 

dimensions. 

The MCP System also 

includes the surgical technique 

reference in print and video 

versions. The video is available 

in ½' VIES format  

Sizers in the Sutter MCP Implant 

System are color-coded to 

coordinate with a large color 

marker which appears on each 

implant package. This color-

coding system provides added 

convenience to the ease of set 

up and surgical procedure. 
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canal and light- weight, formed 

handles for superior procedural 

management. All broaches are 

color-coded to match sizers for 

fast and accurate identification. 

 

A full set of 14 custom MCP 

broaches is available Each im-

plant is supported by two 

broaches, a metacarpal broach 

and a phalangeat broach, for 

more efficient bone 

preparation. Broaches 

feature two-way 

cutting teeth for 

quicker and easier 

broaching of the ,fl 47 
intramedullary-

 

With over five years of proven 

clinical performance, the Sutter 

Sil.flex silicone hinge has 

demonstrated unmatched flexural 

durability in rigorous laboratory 

tests Through machine testing, 

the prosthesis has been flexed 

from 00  to 90' and back to 0° at a 

rate of 315 cycles per minute, 

producing over 450,000 cycles 

per day Today the Sutter MCP 

Implant has been flexed over 

50,000000 cycles with no wear 

or tear propagation observed, 
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A simple technique 

Pi- Superior post 
surgical results—

 

durability and per-

 

formance 
The new Sutter MCP" joint pro-

sthesis, constructed of Silflex-

silicone, offers post-surgical 

results unavailable in any other 

finger joint implant. Its bio-

mechanically engineered hinge 

block delivers a full range of mo-

tion and superior durability 

without the addition of grommets. 

0"-  Step One 
A skin incision is made over the 

necks of the metacarpal bones. 

This incision can be a single 

transverse incision, or two 

longitudinal incisions, one 

between the second and 

third metacarpals and the 

other between the fourth 

and fifth metacarpals. 

Step IVO 

A blunt dissection is performed 

to expose extensor tendons and 

to preserve superficial veins 

and nerves. 

IP- Step Three 
The metacarpal head is resected 

and the intramedullary canal is 

prepared to receive the implant 

stem. This procedure may be 

performed by a variety of 

techniques with the most coim 

mon being the use of a hand-

held broach or awl. An alterna-

 

tive is the use of power 

equipment such as a small burr 

or oscillating 

bnaach head. 
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for long-term results 

0" Step Four 
The intrarnedullary canal of the 
proximal phalanx is then pre-
pared in the same manner as the 
metacarpal. Since resection of 
the proximal phalanx is not 
commonly done, preparation of 
the intramedullaw canal is 
usually started with an 
awl, and then prepared 
lo receive the 
implant stem. 

tiv- Step Five 
Implant size is determined by 
trial use of color-coded implant 
siwrs. Once the proper size is 
determined, a range of motion is 
performed. 

II" Step Six 
After size is determined and the 

intramedullary canals have been 
prepared, the implant is inserted 
into the metacarpal and then the 
proximal phalanx. A final range 
of motion is then 
performed. 

110- Step Seven 
If necessary ligament and 

tendon reconstruction and align-
ment are done at this time Then 
the capsule is repaired and the 
wound is closed in the usual 
manner. 

-6-c 

Lt7 
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VI A ) s.' 

484/12.4 
cA2114.2 
5111115.0 

0116.5. 

20 

30: 

c 50 
.284/212,5 
SIZE 's/MII 

SITS.? 5 7 ]7*45 s 
Si 10 4 4l t,71S0 

24&6 Z 
270./ 
21017 

/ NUMBER 
I tic iii 000 
I 'ACP ;05 

I

SIC? 205 
NICP-305 

I 21212105 
i kyr cio 

-or too5 

SIZE 

20 
30 

Ordering Information 

0- The Sutter 
IONS 

st Degenerative or inflammatory joint disease 
of the motaempophatangeal joints. 

Dislocation or sublimation of the 
metaearpophalangeal joints. 

Painful tnetacarpophalangital joints with 
limitation of motion. 

w Ulnas drift not correctable by soft tissue 
rem:adore alone. 

Pnsthesis System 
l i t int Attaolti 

Psychologically unstable patient, 

rrit Medically compromised patient 

rs Infection 

*is Inadequate bone stock. 

3;,•  Irreparable flexor and extensor ripparatus 

Siker Implant  Broaches  Broaches, cont. 

CATALOG 
NUMBER SIZE 
AMR MOO 04c5 00 Metacarpal 
LIM-PM Ticscacti W PhalasseR 
MBE-15110 Ers4sch 9:151e55045•51 
MBR-E10 Bench 10 Phalang4a1 
M1RA120 Stoasi, 20 MetsicArstsl. 
5113B-P20 Broath 30 Phalar444a1 
51/IF 54.4 30 Metacarpal 

155 PIRRaRgeal 
40 WM-UM 
40 Phalange-al 

NIER-M51 Eroccci, 50 Mel4caspil 
MER-050 IRLach '10 flobnges1 
MBR-5A60 1l,roach 151 Metacalpal 
M8P-Pf0 I3pv,lc CR Phalange:a/  

CATALOG 
NUMBER 
MBRA InstrumentlSizer Set 

14 Brow-Res 
1 Awl 
1 DouhRat PAT 

NTISCEIIANF,OltS 
LAsuble•sralal MCP Rasp 16114301 
MC'E Awl SAL-002 

Cuslwrn StenbAstt•J 'Ray mom 

CA I'M 06 
NUMBER SIZE 
MC? OO 
MCP-id 
51CP-22 
MCF-15 
5402-4; 40 
MCP All 
51CPAI 

cr-t) 

SUTTER CORPORATION 
uicmoroN SKCIALiSTS* 

942:3 crAL&APEAKE IEUVE 
SAN I SI2(7.(1), CA 92 2: 

5.522215 • FAX Elf4 279-8249 
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Concept of Fixation 
by Encapsulation 
The following explanation is furnished by Dr. Alfred B. Swan - 

son for Information purposes only. Each surgeon must. of 

course. evaluate the appropriateness of this eqyariatbn based 

on his own medical knowledge and experience. , , 

Joint Resection + implant + Capsule — New Joint + 

Regular joint resection arthroplasty works well in the hand if 

the Joint space and alignment can be maintained. 7 ' 132829  

This frequently requires excessive postoperative fixation with 

pins and external support. The fixation, if overused, will com-

promise the expected range of motion. In a considerable 

number of these cases, the joint space gradually narrows and 

stiffness and subluxatian may result. Excellent results do oc-

cur however, and are related to the development of a suppor-

tive fibrous joint capsule organized during the time when a 

guarded range of motion is allowed. In finger joint ar-

throplasty. the proper amount of flexion-extension, ap-

propriate lateral movement and reduction of darsopalmar 

subluxation are difficult to obtain, but necessary for a goad 

result. Therefore, one of the most important functions of a 

successful implant is to maintain proper joint alignment in-

ternally while allowing early motion as this new, functionally 

adapted, fibrous capsule matures. '9'33  By continuing to stip-

port the important fibrous capsule and acting to keep the 

joint surfaces apart. the implant further serves its useful pur-

pose in the post-operative course. This important 

phenomenon has been named the "Encapsulation Process." 

The intramedullary stems of the implant help to maintain 

alignment and prevent joint displacement. Orientation of the 

praper capsule is extremely important in the early stages).of 

healing. The immediate post-operative positioning and con-

trol of joint movement during the six to eight week 

rehabintation period are as important as the surgery itself 

and these are achieved by dynamic bracing and 

physiotherapy. 

Because the implant becomes so well stabilized by the cap-

sulolicamentous system, it is felt that no other fixation of the 

implant is required: in fact, it is contraindicated. Dr. Swan' 

Sons early experiences with permanent fixation of flexible 

implants with cross pins. cement, or Dacron cover an the in-

tramedullary stems of the implants and some nanabsorbable 

suture fixations have led to early breakage of the implants. 

30 37  In iact, lateral stability decreased in time because of 

bane absorption at the fixation site. Most of these implants 

have been removed. and it has been found that Dacron in a 

synovium.lined cavity can cause severe inflammatory reac-

tion, which in turn enlarges the joint capsule and results inln. 

stability. An implant should cause no inflammatory reaction 

if it is to be long tolerated. 

Stability of a reconstructed joint cannot be dependent on any 

implant if it is to be tolerated on a long-term basis. Long-

standing host-implant reciprocal tolerance requires achieve-

ment of joint stability from the extrinsic capsular ligamen-

tous and musculotendinous systems. The flexible implant 

conceal respects this biological requirement. What appears 

to be a reasonable biomechanical model for an implant May 

not be tolerated physiologically because of failure of con-

sideration of these facts. 

The smooth flexible implant is completely included in the'en-

capsulation process (Fig. 1). A slight amount of movement of 

the stems increases the life of the implant because forces that 

develop around the implant on motion are not concentrated 

in any particular area but rather spread over a broader sec-

tion. and because the flexible hinge implants can find:the c_ 

1,

51f 
best position with respect to the axis of rotation of the joint. 

This distribution of forces on the implant is also reflected at 

its interface with the bone or cartilage. The bone is less likel 

to react at the juncture with the implant if the forces:are 

within :he strain tolerance of the bone. Furthermore, the in-

trameti oriary stem of the implant has a supportive action on 
6 D- --

 

Description 
A flexible, intraMedullary-stemmed, one-piece implant 

developed to help restore function to hands disabled by 

rheumatoid, degenerative or traumatic arthritis. 

Designed for metacarpophalangeal (MP), proximal Inter-

phalangeal (PIP) and distal interphalangeal (DIP) joint Im-

plant arthroplasty, this medical-grade high performance 

silicone elastomer implant serves to preserve normal joint 

space relationship during formation of the supportive cap-

sule. Flexible. hingelike construction helps maintain proper 

internal joint alignment with good lateral stability and 

minimal flexion-extension restriction. 

The SILASTIC4  Finger Joint Implant M.P. (designed and 

developed by Alfred B. Swanson. M.D.) is available in 11 

sizes to adequately meet various operative requirements. A 

sizing set supplied non-sterile and not suitable for implanta-

tion is available for proper size determination during surgery. 

High Performance Silicone 
Elastomer 
The letters H.P. in the product name indicate the implant is 

fabricated from medical-grade high performance silicone 

elastomer. This elastomer shows greater resistance to tear 

propagation than conventional silicone rubber."' 

Implant Design 
The mid-section has been designed to flex easily while at the 

same time maintaining vertical stability. This load 

' distributing flexible hinge in the mid-section of the implant 

acts as both a spacer and a flexible hinge mechanism. The 

absence of stress concentration during repeated flex loading 

contributes to the tolerance of the implant by the host and to 

the durability of the implant. 

Specific Advantages 
rt Minimal irritation to bone and surrounding soft tissue. 

• Pliable medical-grade silicone elastomer (softer than bone) 

unlikely to cause necrosis or bone resorption. 

• Fabricated from medical-grade, high performance silicone 

elastomer. 
nDesign characteristics include: Intramedullary.stemmed, 

flexible one-piece hinge-like construction of homogeneous 

material with stiffness/flexibility balance of implant 

material, and proper compression-tension force distribu-

tlOrl in midsection. 

• No intramedullary permanent fixation required. 

• Extensive testing has demonstrated high flexural durabili-

ty (over 600 million flexion repetitions to 900  without 

evidence of material fatigue or fracture). 

OAnatomical sizing (length, height, width) available in 

:lever' sizes to meet various operative requirements. 

• Visible on X-ray evaluation. 

• Product sterilized: if resterilization is indicated refer to sec-

tion 'To Clean and Resterilize.° 

Clinical Advantages 
i Improves range of motion (especially extension) 

2. Makes results more predictable, reproducible, and durable 

3, Maintains joint space and alignment 

4. Orients and supports joint encapsulation 

5. intramedullary stern gliding: less stress to bone and less 

stress to implant: allows Joint to find its own center of axis 

of rotation 
6. toady post-operative motion 

7 Facilitates post-operative rehabilitation 

6), 
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the cut end of the amputated bane; it prevents the excessive 

resorption and remodeling phenomena that frequently occur 

after amputation. as noted in a 15-year study of the finger 

joint arthroplasty. The law modulus implant is softer than 

bone and has farce-dampening characteristics that further 

protect the bone or cartilage and soft tissues. 

Salvageability of an arthroplasty procedure must be one of 

the important considerations; this implies preservation of 

bone and soft tissues so that a secondary procedure can be 

performed. This requirement was of particular importance in 

the flexible implant arthroplasty procedure we designed. The 

capsulaligamentous structures around any flexible implant 

can be reconstructed to improve the stability, alignment, and 

durability of the arthrOplasty, and revision procedures to fur-

ther reinforce. release or realign the capsule and ligaments 

when necessary are easily performed. Because the implants 

are not firmly attached to bone, replacement of an implant 

for either infection, fracture, or subluxation is a relatively 

simple procedure. Furthermore, if a fracture of an implant 

develops or removal becomes necessary, a functioning resec-

tion arthroplasty remains. In case of fracture, the implant 

continues to function by maintaining the joint space and the 

integrity of the capsular space. In case of implant removal. 

the implant has fulfilled much of its mission as a spacer to 

support the development of the capsule-ligament system. 

The bone stock removal is minimal, and bone absorption 

practically never occurs. so that an arthrodesis procedure 

with a bone graft can easily be accomplished. 

The results of rnetacarpophalangeal and proximal inter-

phalangeal joint flexible implant arthroplasty have shown 

that this method can provide a pain-free, durable, mobile. 

stable, and salvageable arthroplasty. This method has re-

ceived an overwhelming acceptance as the method of choice 

in most countries throughout the world. 1-6. 6' 9' "' 13-la 26-24i 96 

21' 49'49  The correction of the deformity is predictable if the 

operative and postoperative techniques are followed. The 

range of motion obtained has varied in clinics, depending in 

part upon their aggressiveness in the rehabilitation program. 

The average range of motion in our clinic for 1506 metacar-

pophalangeal joints was found to be from 4° of lack of exten-

sion to 67 0  of flexion. It is of interest to note that the range of 

motion on long-term evaluations has not changed 

significantly. The average range of motion in 493 operated 

proximal interphalangeal joints has been from 80  of lack of 

extension to 64° of flexion. Most of these cases were 

reconstructed for osteoarthritis or posttraumatic arthritis. 

This procedure also requires aggressive and detailed 

postoperative therapy. It should be emphasized that other 

surgical procedures necessary to balance the hand are equal-

ly important in flexible implant arthroplasties as in any ar-

throplasty. 

General Indications 
Any joint implant reconstruction requires consideration of 

the following general indications: 

Goad condition of the patient. 
Good neurovascular status. 
Adequate skin coverage. 
Possibility of a functional musculotendinous system. 

Adequate bone stock to receive the implant. 
Availability of postoperative therapy. 
Cooperative patient. 

Contraindications 
* Physiologically or psychologically inadequate patient. 
• Inadequate skin, bone and/or neurovascular status. 

• Irreparable tendon system. 

Fig.,: The SILTS oft?,. Silaslica anplani are trickided nh. MC404014004 /7ro 
cess and the implant glides within Me nlramSulMnj canals a dislance of! of 2 

mm. an flenan/eriension mouements. This glidng allows a greater range of mo• 

'ton Co occur and permils the implant co find he bes1 postlion with respect la The 

ang of r0ld110•1  of he Join,. The doling litriNe I mod'', is subjected of less stress 

and in lam causes less siress on the surrounding bOne 

Metacarpophalangeal Joint 
Implant Arthroplasty 
Indications 
Rheumatoid or Post Traumatic Disabilities with: 

I. Fixed or stiff MP joints. 
2. X-ray evidence of joint destruction or subluxation. 

Ulnar drift, not correctable by surgery of soft tissues alone. 

4. Contracted intrinsic and extrinsic musculature and liga. 

ment system. 
5. Associated stiff interphalangeal joints. 

Note: Severe and disabling flexor synavitis should preferably be 

treated before implant arthroplasty. After a reasonable rehabilita-

tion period, the artnroplasties can be performed. Excessive manual 

labor and awkward weight bearing on hand(s) such as occasionally 

occurs in some crutch walkers should be avoided after surgery. 

If crutches are absolutely necessary, platform crutches should be 

used. Lower extremity reconstructive surgery should be carriechfout 

first if feasible. 

Surgical Technique 
Proper surgical procedures and techniques are necessarily the 

responsibility of the medical profession. The following pro-

cedure is furnished for information purposes only as a tech-

nique used by Dr. Alfred B. Swanson. Each surgeon must, of 

course. evaluate the appropriateness of the procedure based on 

his own medical training and experience. 

Reconstruction of complex hands, those that have severe in-

volvement of both MP and PIP joints or wrist joints. require 

special consideration. It is impossible in this data sheet to 

cover this topic in detail. Further study of this problem is 

strongly recommended in the appropriate references listed, 

including the recently published test book on flexible im-

plant resection arthroplasty. 10.1231.32.34.3537 sawows 

Incision and Exposure 
A long transverse skin incision is made on the dorsum &the 

hand over the necks of the metacarpals. The dissection iscar-

red down through subcutaneous tissue to expose the exten-

sor tendons. The dorsal veins which lie between the metacar-

pal heads are carefully released by blunt longitudinal dissec-

tion and are retracted laterally. The extensor hood is expOsed 

to the base of the proximal phalanx. Its radial portion i 
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Fig. 2: The dislocated extensor tendon is released by incision on as iilnar. border. 

The Soar intrinsics are released if lighb The agate: fibers of the dorsal hood are 

reefed on he eddal ide maintain the correctio.t 

usually stretched out and the extensor tendon dislocated 

ulnarward. A longitudinal incision is made in the extensor 

hood fibers parallel to the extensor tendon on its ulnar aspect 

(Fig. 2). In the little finger, the approach is made between the 

extensor communis and proprius tendons. The hood fibers 

and capsule are carefully dissected from the underlying 

synovium and retracted to the radial side. The joint is ex-

posed and the head of the metacarpal identified. 

Resection of Metacarpal Head 
The neck of the metacarpal is exposed sub-periosteally and 

transected with an air drill, motor saw or bone cutting 

forceps leaving part of the metaphyseal flare (Fig. 3). Care 

should be taken to avoid splintering the bone. The head of 

the metacarpal is grasped and the collateral ligaments and 

capsule attachments are incised and preserved. The head of 

the metacarpal along with the hypertrophied synovial 

material is thereby removed en masse. Further involved 

synovia of the joint cavity and surrounding tissues is re-

moved. A pituitary rongeur has been found to be useful for 

this purpose. 

Soft Tissue Release 
A comprehensive soft tissue release procedure must be done 

at this stage so that the base of the proximal phalanx can be 

displaced dorsally above the metacarpal. This may require 

incision of the palmar plate and collateral ligament at-

tachments from the proximal phalanx. This release should be 

symmetrical and complete. Identify the ulnar intrinsic ten-

don at its point of insertion into the extensor mechanism. If it 

is tight, pull it up into the wound with a blunt hook and sec-

tion at the Tnyotendinous junction. 

In some patients who have demonstrated evidences of a flex-

or synovitis, the flexor sheath can be incised longitudinally in 

its dorsal aspect. The long flexor tendons can be identified 

and pulled up gently into the wound with a blunt hock. The 

degree of involvement of the flexor tendons can be 

evaluated. In some cases a partial synovectomy and tendon 

sheath release or injection of corticosteroids is done through 

this incision. 

The tendon of the abductor digiti minimi is exposed on the 

ulnar aspect of the fifth metacarpophalangeal joint, pulled 

into the wound with a blunt hook and sectioned. Care should 

be taken to avoid the ulnar digital nerve in the dissection. It is 

thought that this tendon eventually reattaches but in a 

lengthened position. The tendon of the flexor digiti minimi 

preserved because of its importance to obtain flexion at the 

metacarpophalangeal joint of the little finger. 

Hg. 3: Resection of metacarpal head and Insertion or implant stems onto In 

rameettreartx canal. Use the Large% tropism that can be pmpefly sealed iThe ad 

propnam Jan, space should be obtatned by bone removal and if necessary sot 

issue release. Bone should be removed (mm the metacarpal head and also th 

base of he proximal phalanx particularly If a is eroded. A comprehensive sot 

issue release should be done depending On he Seffilffiffi Of he contracture. 

Preparation of Proximal Phalanx and 
Intramedullary Canals 
Bony resection of the base of the proximal phalanx is .not 

usually performed except for marginal osteophytes which 

might interfere with the implant. Occasionally in patients 

with osteoporosis and longstanding dislocation, deformities 

of the base of the proximal phalanx will be severe. In these 

cases, a shaping of the base of the phalanx may be necessary. 

The intramedullary canal of the metacarpal is prepared with 

a curet. broach or air drill with a special bur*. These burs 

have a smooth leader point which helps keep them in the 

canal and prevents inadvertent perforation through the cor-

tex. The occasional constriction in the intramedullary canal 5  
of the proximal third of the proximal phalanx can easily be 

enlarged with the bur. Care should be taken to avoid too 

much reaming of the canal, especially in patients with thin k„ 

bones.Test implants are used to select the proper size. The im-

plant stems should fit well down into the canal so that the 

transverse midsection of the implant abuts against the bone 

' Clew ( creme Nertghl 

stc 
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end. The largest implant possible should be used. Implants of 

sizes 4 through 9 are generally used. A rectangular hole is 

then made in the joint surface of the proximal phalanx with 

an osteotome, knife, broach Cr air drill. The intramedullary 

canal is reamed in the same fashion as the metacarpal to 

receive the distal stem of the implant selected for the 

metacarpal. This procedure is repeated for all digits. The in-

tramedullary canal of the ring metacarpal is frequently quite 

small and requires careful preparation. Any sharp points or 

rough surfaces an the bone ends should be completely 

smoothed. 

Implant Insertion 
The wound is thoroughly irrigated with saline to remove 

debris. Blunt instruments should be used with a "no-touch 

technique" when inserting siticone finger joint implants. 

First the implant is firmly inserted into the intramedullary 

canal of the metacarpal and then by slight traction on the 

finger, the joint is distracted and the implant is flexed so that 

the distal stem can easily be inserted into the proximal 

phalanx. With the joint in extension, there should be no im-

pingement of the implant. If there is, soft tissue release Cr 

bone resection has not been adequate. 

Note 
The implant should be handled with blunt instruments to avoid 

traumatizing its surface or contamination with foreign bodies. 

Reshaping of the implant should be avoided because modifica-

tion might create mechanical weakness. Shortening of the end 

of the Stern is permissible. 

Extensor Hood Reefing 
The radial portion of the sagittal fibers of each extensor hood 

mechanism is reefed in an overlapping fashion so that the ex-

tensor tendon is brought slightly to the radial side of the 

center of the joint. Three to five 4-0 Dacron sutures with a 

buried-knot technique are used. In certain cases of severe or 

long standing flexion deformity, the extensor tendons may 

become stretched and an extensor tendon lag may persist if 

nor corrected. In these cases, the extensor tendon should be 

reefed not only transversely as described, but also 

longitudinally. Exceptionally, an extensor tendon tenodesis 

can be accomplished by suturing it to the dorsal base of the 

proximal phalanx through small drill holes. 

Rheumatoid patients often present an inadequate first dorsal 

interosseous muscle or have a tendency for pronation defor-

mity of the index finger and occasionally the middle finger: a 

reconstruction of the radial collateral ligament is then in-

dicated, A distally based flap made of the collateral ligament 

and related structures is prepared by releasing the radial col-

lateral ligament from the neck of the metacarpal and sutur-

ing it to the dorsoradial aspect of the neck of the metacarpal 

through small drill holes using 3.0 Dacron sutures. The radial 

capsule that has been preserved, may also be included in this 

repair (Fig. 4). The sutures are placed before the implant is 

inserted and are tied as the finger is held in supination and 

abduction. Note that the first dorsal interosseous muscle 

fibers which attach to the ligament become dorsally 

relocated with this repair. When the radial collateral ligament 

is inadequate, a palm& plate flap may be used to reconstruct 

this ligament (Fig. 5). This procedure has seemed to be im-

portant in correction of pronation deformities and provides 

some improved lateral stability for pinch. It seems to 
decrease flexion of the index metacarpophalangeal joint by 

10 to 20 degrees by tightening the capsule, but this loss is 

outweighed by increased stability and a better correction of 

the pronation deformity.  

Meticulous evaluation and correction of the balance of the 

capsuloligamentous and musculotendinous structures will 

be rewarded by improved results. 

H4.4: Radial' collateral ligament reconstruction: A: The recital codA4&a kgarnent 

and Joni capsule are nosed from their attachment loth. neck of Me meads/pre 

Two small drill holes ( mm) are made on the radio-dorsal asped and one small 

deal hole is made on the dorsal ulnar tuned of the neck of Me rnerecergar. 

BM: 3,0 Dacron sutures are passed in the drill hots. Alter the implant Is In. 

seated the radioed:wend ligament and capsute are !array sutured to the bone. 

Flg. 5: Collateral ikeznant mconscruciton at the MP John when the radial col. 

lateral ttgamenz rs madechiate. The palmar plate and is anachmenls are incised 
longaudmally through he noddle. The Sesamord benne I p esent csecled A 
distally based Rap is made from the radial hair of the pelmet' plate and collateral 

trgameni. which are separated from the underlying inifinsto Muscles and flexor 

lendons. This flap. 1.5 ro 2 cm on length is attached W the radial aspecr of the 

neck of the metacarpal through a hole on he corsoiscsai cone% of Me neck of the 

DOTE with ToTabSOrbdtgE suture matertal. 
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Closure and Dressing 
The skin incision is closed with interrupted 5.0 nylon sutures: 

two small drains made from strips of silicone elastomer 

sheeting are inserted into the wound under the skin. A non. 

adherent dressing such as rayon is applied over the wound 

long with a Furacin or alternate gauze overlay. A 

°luminous hand conforming dressing is applied, gauze is 

placed between the fingers but not down into the clefts which 

might cause vascular constriction. A roll of Dacron batting is 

placed across the palm and Is layered across the dorsal and 

palmar aspect of the forearm, wrist, hand and fingers. Sheet 

wadding or Webril is then applied. A narrow plaster splint is 

applied to the palmar aspect and the entire dressing is 

wrapped in a conforming bandage such as Kling. 

Post-Operative Care and Bracing 
The ideal motion would provide adequate flexion of the ulnar 

digits, allowing the surface of their pulps to touch the palm at 

the distal palmar crease for adequate grasp of smaller ob-

jects. Full flexion of the index and middle fingers is less 

critical for grasping as these digits are mainly used for pinch 

activities. A degree of spreading of the fingers into abduc-

tlon, especially of the index finger, is important. Full exten-

sion at these joints is also important to perform normal hand 

activities and to maintain the balance of the distal joints. 

Chronic flexion deformity of the metacarpophalangeal joints 

can further aggravate hyperextension tendencies at the prox-

imal interphalangeal joints. Pronation deformity of the index 

inger and occasionally the middle finger can be a problem in 

the rheumatoid hand and can, to some degree, be corrected 

in the postoperative program. 

Immediate and continuous elevation of the hand and the 

larearm during the post-operative course is very important. 

the wound is usually checked on the second day and the 

ains removed. Swelling is generally minimal so use of the 

. -ynarnic braces can begin on the third to fifth post-operative 

day. A light dressing is applied to the hand and forearm and 

the dynamic brace is fitted and adjusted enabling the patient 

la start finger movements in a protected arc. A 1/4 " felt pad is 

placed between the forearm and the brace. 

a: Arg adazdable dynamic brace L. placed ooera sightly padded data 
dig alter the Oilnl th fifth da4 The patient u encouraged to flex lama Lualan 
ha &rues of peen and fatigue. 

The rubber band slings are placed on the proximal phalanges 
to guide the alignment of the digits into the desired position 
(Fig. 61. The pull of the slings in the radial direction will 
usually require adjustment to prevent recurrent ulnar drift. 

le tension of the rubber bands should be tight enough to 
.uppor t the digits and yet loose enough to allow 70 degrees  

of active dexion: this is especially true of the little finger, 

which may have weak flexion power. The brace may require 

adjustment once or twice a day in the early postoperative 

course. Joint motion is measured with a goniometer and 

recorded. 

The thumb outrigger is usually applied in all cases because 

of the tendency for the patient to bring the thumb over the 

fingers on flexion. This movement should be avoided 

because the pressure applied by the thumb to the index 

finger would be in the ulnar direction, thus aggravating the 

tendency toward ulnar drift deformity. 

If there is a tendency toward medial rotation (pronation) of 

the metacarpophalangeal joint of the index or middle 

fingers, additional outrigger bars are applied to provide a 

supinatzry farce to the joint. 

The extens.on portion of the brace is worn continuously day 

and night for the first 3 weeks, alternating with specific flex-

ion exercises. The exercises are started 3 days after surgery. 

Exceptionally, if there is severe flexor weakness of the little 

finger with adequate extension, the extensor slings can be 

removed during the exercise periods. 

During the second and third weeks, the extension portion of 

the brace is also worn continuously day and night. If there is 

severe flexor weakness and good extension, the extensor 

sling can be removed 1 to 2 hours a day to achieve greater ac-

tive flexion of the metacarpophalangeal joints. The joints 

have a tendency to tighten up in the second week post-

operatively The patient is encouraged to flex his joints 

within his limits of pain and fatigue. 

Patients wno have normal proximal interphalangeal joints 

frequently will not gain the full expected motion at the 

metacarpophalangeal joint after arthroplasty because they 

tend to flex the proximal interphalangeal joint during their 

exercise program and thus relatively immobilize their 

metacarpophalangeal joints. To gain active motion of the C 

metacarpophalangeal joints in these patients. we occasional-
ly will tape small, padded aluminum splints on the dorsum of 

the proximal interphalangeal joints for the first three or four 

weeks after surgery which encourages the patient to localize 

all flexion force at the metacarpophalangeal joint. 

At 3 weeks any residual flexor weakness should be 

energetically treated. The flexion cuff may be worn 1 to 2 

hours twice a day to flex the metacarpophalangeal joints 

passively in some cases of flexor weakness. As this cuff is 

used, the figure eight elbow strap should be applied to pre-
vent distal migration of the brace (Fig. 7). Other treenail 

devices have also been designed to improve flexion in 

presence ol adequate extension. 

Fig. 7: The flexion cull rnaa be used nier 1idlen7Y c° a

 

s

 

s
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' ne X I"  / 6  

morremenrs Proper use Of bracmg rs eyentral to insure an adequate range of rno 

ton. 

'Pope .O.rice Co.. Greenwood, South Caroline 
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FN. lAs Preopnatiue radlograrn 
a rseurriatims tkind 

The extension portion of the brace is usually worn at night 

only, starting on the fourth postoperative week for another 3 

weeks. In a few cases where there is a persistent extensor lag 

or a tendency for flexion contracture or deviation of the 
digits, continued part-time support by the use of the brace 

must be prescribed for several more weeks or even months. 

The patient should follow a continued exercise and stret-

ching program for 3 months postoperatively to maintain the 
movement obtained in the earlier phase. After this time the 

final range of motion will have been established. 

This most important rehabilitation program has been 

thoroughly described in previous publications and should be 

faithfully followed to obtain the ideal resu1142(Fig. 8). 

Flg. BB: Radlogrem 4 yews alter Implant earigraplaalL Mail P4P-Rinla and 
of Ole distal redioulnarjoInt note the excelient correction or deformities and 
acceptance of the minivan. 

The Proximal Interphalangeal 
Joint 
Indications 
Rheumatoid, degenerative or post-traumatic disabilities with: 

I. Destroyed or subluxated joints. 
2. Stiffened joints in which a soft tissue release alone would 

be adequate. 

Surgical Technique 
Technique for a stiff PIP joint without collapse deformity 
(Fig. 9). 
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Fig. 9 lh-F, Technique for Implant Artless!irate In a Stiff Nondaterrned Ar: 

t heat Paint: A: The longeudelal F.'s/laded InFdlon ‘s made overlie chystirro( 
P/P)oene B: The extensor mechanism is incised longiludinally and arca/dual/a 

Urn he base of Ihe middle phalanx Care is aken a rnainlam (Erdal onsertion 

on the bast o/ Me middle phalanx. C: The sold extensor tendon II regraded 

laterally and the head of he proximal Phalanx II exposed. Using an afr dnfl °.1e 
head of he aroximal phalanx is set-Oohed ihrOtigh Me neck and removed,  If /Fe 
jomf is tightly congealed. he bone may have to be remnued piecemeal before Fine 

iendorr can be safely regraded. D: To prepare the giramedullary canal a special 
bur with a 5117001h Lip C/101.1404113 used lo avoid per/deaden Mforigh the codex of 

INC paalarse. E: A bill( colored suing um, is used W deem, ne U ta 
sire Si IT1 0 through 0 an usually used for PIP arevoplasly. Implani on place 

with the linger Fri extension. Proper bone removal and soil !Issue release mud be 
Jane so Old on enenspon Mere is enough space wahowiMpingement on them/d-

ue-me of 'he implant F: Using an notate/ knot lecher/aye he extensor 

mechawsm is reapproximaled Loth 3.0 Dacron sulures. Art hropleoly /or &talon. 

,nere and swauneck delormaies usually regwres an individualized iendon 
wronsfr, (flan 

incision 
A gentle "S" or preferrably "C" shaped incision is made over 
the darsum of the joint so that the skin suture line does not 
lie directly over the tendon repair. In the little and index 
fingeis, the incision is placed away from the presenting sur-
face. The dorsal veins are respected. If associated flexor ten-
don surgery is also indicated, a mid•lateral incision or palmar 
incision is used. Tiles allows accessibility to both the joint and 
the tendon. 

Exposure 
The extensor mechanism is exposed by sharp and blunt 
dissection avoiding injury to its surface. The central tendon 
is identified and incised longitudinally in a proximal fashion 
-um its insertion at the base of the middle phalanx through 
qe distal two-thirds of the proximal phalanx. In flexible  

deformities of the PIP joint, the extensor mechanism can Se 

gently dislocated palmarward as the joint is flexed. The ca-

lateral ligaments are left intact when possible. If they are in-

cised for joint exposure, they should be reattached. The in-

sertion of each half of the central tendon into the middle 

phalanx should not be disturbed. However, in hypertrophic 

osteoarthritic joints, it may be necessary to section this at-

tachment of the central tendon to excise bony spurs. The ten-

don is later reattached to the bone with a suture passed 

through small drill holes (1mm) made in the base of the mid-

dle phalanx. If the joint is contracted, the extensor 
mechanism cannot be readily dislocated and therefore the 

head of the proximal phalanx may be excised first by cutting 
it transversely at the neck with an air drill and then removing 
it piecemeal or it can he removed with the burring tool of the 
air drill 

Joint Release 
Adequate release of the joint is essential for good results. If 
the joint is severely contracted, it may be released by remov-

ing bone from the proximal and middle phalanges. If this is 
inadequate, the palmar plate and collateral ligaments may be 

incised at their proximal insertion. However, the collateral 

ligaments should be reattached in a lengthened position 

passing the sutures through small drill holes (I mm) made in 

the dorsal aspect of the neck of the proximal phalanx (Fig. 10). 

Fig. 10: Technique for readachmenl of lhe collateral :vetoer( of Me proemial ir. 

lerphaiangeal Joint ta he neck of he proximal phalanx passing 4-0 Dacron 
SLIalle5 ,hrOtIgh Iwo one millimeter drill holes made in he dorsal aspen Of he 
neck ol he proximal phalanx. 

A radial collateral ligament can be reconstructed in certain 
cases requiring correction of ulnar deviation or cases of in-
creased radial instability as in the index finger. A distally 
based flap made of the radial collateral and accessory col-
lateral ligaments is prepared. The flap is attached through a 
small drill hole to the radial aspect of the neck of the prox-
imal phalanx, using nonabsorbable sutures. This procedure 
seems to limit flexion of the proximal interphalangeal joint 
slightly but can be important in the cases mentioned earlier. 
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Bone Preparation 
Alter resecting the head of the proximal phalanx at the 

metaphyseal flare with a rongeur or on a side cutting bur. the 

intramedullary canal is prepared to receive the implant stein. 

It's first penetrated with a thin broach, then reamed into a rec-

tangular shape to accept the implant stem with an air drill 

and smooth leader point bur. The intramedullary canal of the 

middle phalanx is prepared in a similar fashion. The base of 

the middle phalanx is usually not resected except in cases of 

severe joint contracture as mentioned above; osteophytes 

are trimmed if present. 

implant Section and Insertion 
Using the sizing set, the largest acceptable implant is 

selected (sizes 0 through 4 and most often size 1). The 

midsection of the implant should seat well against the adja-

cent surfaces of the phalanges. With the joint in extension. 

there must be no impingement of the implant midsection by 

the bone ends; if this fit is not ideal there should be addi-

tional bone resection and/or soft tissue release. The bone 

ends should be smoothened to avoid sharp edges that could 

cut into the implant. 

Prior to the insertion of the selected implant, the required 

sutures are placed in the drill holes made in the proximal 

phalanx for reconstruction of the collateral ligament system 

and, in the base of the middle phalanx for reconstruction of 

the central tendon. 

Following wound irrigation with saline, the implant is inserted 

in a similar fashion as that described for the metacar. 

pophalangeal joint. 

Closure 
If sectioned, the collateral ligament is firmly reattached to 

the proximal phalanx using 4.0 Dacron sutures previously 

passed through small drill holes in the bone. The radial col-

lateral ligament reconstruction, if used, is similarly secured 

to the proximal phalanx. The tension of the repair must be 

sufficient to obtain good lateral stability and alignment and 

to allow passive motion of the joint from full extension to 90 

degrees of flexion. 

The halves of the incised central tendon are drawn together 

and sutured to the base of the middle phalanx with a 3.0 

Dacron suture previously passed through a drill hole in the 

bone (Fig. 11). The suture to the bone of the central tendon is 

especially important if the central tendon has been 

elongated, ruptured or divided. Wherever possible, tendons 

or ligaments must be sutured to bone to obtain a firm fixa-

tion. 

At the end of the procedure. full passive range of Motion 

should be present and slight traction on the joint should 

show an adequate joint space. The most common causes of 

failure of extension, are, inadequate bone removal and soft 

tissue release, failure to obtain proper tension of the central 

slip and scar formation. 

The skin is reapproximated with 5.0 Nylon and small silicone 

rubber strips are used as drains. The hand dressing is applied 

similarly as that described for the metacarpophalangeal joint 

arthronlasty. 

Extensor Mechanism in 
Collapse Deformities 

Sizing Set 
A reu_seabie sizing set containing one of each size implant is 
available to assist proper size determination during surgery. 

Numerically marked and blue in color for easy identification. the 
sizing set is supplied non-sterile and is not suitable for implanta-

tion. For use, follow instructions under section. To Clean and 

Resterilize. 

ng. I It Technique (or repel, and reattachment of he central slip lo he repeldk 

phalanx passing a 3.0 capon suture ihroutyr a one mtaineeter droll hole mane el 
The dors.al aspen of Inc middle phalanx. 

Special consideration must be given to the extensor 

mechanism in collapse deformities of the digits. Adjustment 

of the unbalanced tension of the central and lateral tendons 

is essential to the correction of these deformities in resection 

implant arthroplasty of the proximal interphalangeal joints. 

Simply stated, in swan-neck deformity the central tendon is 

relatively tight as compared to the tension of the lateral ten-
dons, and in the boutonniere deformity the central tendon is 

relatively loose as compared to the tension of the laterlal ten-
dons_ Readjustment of the tension of these structures-is im-

portant to avoid recurrence of these collapse deforni dies. 

Swan-Neck Deformity 
In swan-neck deformity, flexor synovitis is treated first and 
the hyperextension of the proximal interphalangeal joint is 
corrected through readjustment of the joint system. At least 
10 degrees of flexion contracture of the proximal .  inter-
phalangeal joint should be obtained and associated deform-
ities cd the contiguous joints should be corrected. In mild 
flexible deformity in weak hands, dermadesis of the proximal 
interphalangeal joint is indicated. In severe cases of swan-
neck deformity, a fusion of the joint is preferred. 

The technique for implant arthroplasty in a swan-neck 
deformity differs slightly from that for a nondeformed stiff 
proximal interphalangeal joint. The central tendon is 
separated from the dorsally displaced lateral tendons, which 
are allowed to relocate palmarward. The central tendon is 
step-cut transversely and dissected proximally, thereby 
lengthening it (Fig. 12). After insertion of the implant, the cut 
ends of the central tendon are reapproximated with inter-
rupted sutures, with the knots buried. Occasionally, if the 
distal :oint is severely flexed. it is fixed in a position of exten-
sion ba an intramedullary Kirschner wire to increase the flex 40 
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ref 

ion fame on the proximal interphalangeal joint during the 

early postoperative period. 

A modification of the Littler procedure for the treatment of 

the swan-neck deformity can also be used in some moderate. 

ly involved cases. 

Fig. 133: Main's method Cl sepaw of the relensor mechanism in a boutonniere 

de/Gristly. A lateral tendon, usually on he radial side. is used to reconstruct the 

central tendon. The other lateral tendon A reenacted tn a relatively lengthened 

Ovation &stagy. 

Mg. Ii: TechnOque for a stiff swan-neck deformity. The central tendon is 

separated from the clonally displaced lateral tendons. which are allowed to 

relocate pabnenverd. The centred tendan Is step-cut transversely and disseded 

pseud:natty, thereby lengthening U. Me insertion of he insolent he col ends  of 

the eeettre,  tendon an seePP:mxtmaied with Oniemipted susureo, with the knots 

burfed. 

Boutonniere Deformity 
In a boutonniere deformity caused by rheumatoid arthritis. 

the central tendon has usually been relatively lengthened and 

the lateral tendons are usually displaced palmanvard and the 

connecting fibers stretched out. Implant arthroplasty must 

be accompanied by reconstruction of the extensor 

mechanism. Two methods of reconstruction have been used. 

In one method the attachment of the central tendon to the 

tase of the middle phalanx is repaired by suturing the 

stretched-out central tendon to the bone by means of a one 

millimeter drill hole in the base of the middle phalanx (Fig. 

I3A). The lateral tendons are released and relocated dorsally 

y suturing their connecting fibers or overlapping the fibers 

if they are redundant. In the alternative technique (Matey 

technique), a lateral tendon, usually the one on the radial 

side, is used to reconstruct the central tendon, attaching it to 

the insertion of the central tendon. The other lateral tendon 

rnay be reattached in a lengthened position distally (Fig. 

13-B). Release of the lateral tendons may be required to cor-

rect hyperextension deformities of the distal joint if passive 

flexion cannot be accomplished after reconstruction. This 

release is usually done proximal to the insertion of the fibers 

of Landsmeer's ligament by sectioning the lateral tendons 

over the middle phalanx. 

Fig. 13A: The preferred Method for repaid of Me externor mechanism Ui bouton-

niere deforms,  The Jefigthened central tendon LS advanced and the lateral ten-
dons are released and wasted dorsaily by suturing Mew connecting fibers 

Post-Operative Care 
The type of postoperative care depends on the situation 

presented 

Stiff Proximal Interphalangeal Joint 
Active flexion/extension movements are started 3 to 5 days 

after surgery. The ideal range of motion would be full exten-

sion to 70 degrees of flexion. A small taped on padded 

aluminum splint to hold the digit in extension is worn mainly 

at night for 3 to 6 weeks after surgery depending on the 

degree of extensor lag present. The splint may also be ap-

plied slightly to the Sitar or radial side of the dorsum of the 

digit to correct any associated angulatory deformity. The ex-

ercises are performed with a variety of devices always taking 

care to support the metacarpophalangeal joint in extension. 

If necessary. after 3 weeks. Passive flexion devices such as a 

flexor cuff or rubber band traction from a special wrist 

strap to finger nail hooks can be useful. 

Swan-Neck Deformity 
It is important in any of these tendon reconstructions for 

swan-neck deformities to obtain a permanent flexion con-

tracture of the PIP joint of at least 10 degrees. For approx-

imately 10 days the proximal interphalangeal joint is held in 

10 to 20 degrees of flexion with a small, taped-on aluminum 

splint. Active movements are then begun and encouraged, 

and flexion exercises are performed while the proximal 

phalanx is supported. The flexor splint is still worn on a part 

time basis. After 2 weeks, gentle passive flexion exercises of 

the proximal interphalangeal joint are started if necessary. 

Hyperextension of the reconstructed joints must be avoided 

in the first three to six weeks so that a slight flexion contrac-

ture will develop and correction of the hyperextension 

deformity will be maintained. 

Boutonniere Deformity 
The proximal interphalangeal joint is maintained in exten-

sion for 3 to 6 weeks with a dorsal taped on padded 

aluminum splint. The distal joint should be allowed to flex 

freely. Active flexion/extension exercises are started from 10 

to 14 days after surgery in alternation with the use of the ex-

tension splint at night; night splinting should be continued '—

until the joint is stable and this may require 10 week 

7,90 
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Fig. 14A: Long.slanding dislocallon 01 pm*bflai nnaPatiarnitai Joni of Nile 
finger in young BINA& man. BT RegnIgenogram showing excellen1 position and 

/a(eninne of implani 3 years after nunnery. C and D: Patient recovered kg use or 

hand umh erceffeni Onion and externs:ter 

The Distal 
Interphalangeal Joint 
Indications 
Degenerative or posttraumatic disabilities when preservation 

of joint motion is desired and, the following conditions are 

present, 
1.Destroyed and painful joints 
2. Stiffened joints in which soft tissue release alone would be 

inadequate 
3. There should be adequate bone, ligamentous integrity, a 

potential tendon system and adequate skin and 

neurovascular system. 

Surgical Technique 
A "Y" shaped incision is made over the distal phalanx ap-

proximately 3mm from the base of the nail (Fig. 15-A). The 

skin flaps are carefully dissected as to avoid injury to the 

underlying extensor tendon and the dorsal nerves and 

vessels. The extensor tendon is incised transversely one cen-

timeter proximal to the distal interphalangeal joint and 

carefully elevated from the bone; its distal insertion on the 

distal phalanx is preserved (Fig. 15-13). The dorsal capsule is 

incised transversely and the joint surfaces are exposed by 

sharply flexing the distal phalanx. In some cases, the dorsal 

half of the collateral ligaments are incised to facilitate the ex-

posure: however, these ligaments are always retained to 

preserve lateral stability. With a side cutting or a rounded bur 

of the air drill, enough bone is removed from the base of the 

distal phalanx and the head of the middle phalanx to obtain a 

sufficient joint space to accomodate the midsection of the 

implant without bony impingement as the joint is fully ex• 

tended. Lateral and palmar osteophytes or bony irregularities 

are carefully smoothed with a rounded bur. The in-

tramedullary canals are penetrated first with a thin broach: 

their preparation In a rectangular shape to accept the implant 

stems is carefully completed with the special leader point bur 

of the air drill. The correct size implant, usually sizes 0, 1 or 

2. is then selected. The cut bone ends must be smoothened. 

Fig. :5: TEChIllgLie (Or implant anlvoplasly or (he &gal inierphalangeal Joint: 

Flg. I 5Pc A .y .  shaped inasion is made 3 mm. (famine base of the nail and the 

skin (laps are [MIMIC° preserving Me underlying I ndon nd Ine dorsal nervn 

and veins. 

FIB. I 56, he exiensor lendon is incised IransverSeig Fie Cen"rrer WOli;n1a110 
(

0

 Me Orsini interonalangeai forni and carefully elevated from the bone  

it
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Following irrigation of the wound with saline, the proximal 

Implant stem is inserted in the intramedullary canal of the 

middle phalanx with a no touch technique and atraumatic in-

struments. As the joint is flexed, and slightly distracted, the 

distal stem Is fitted in the distal phalanx. Perfect position of 

the implant is assured by gently pushing it in position with a 

founded instrument as the joint is in full extension. The ex-

tensor tendon is then repaired with a Bunnel type "figure of 

8" suture using 4-0 Dacron sutures inverting the knots. A few 

additional 5-0 Dexon sutures are placed to complete the 

reapproximation Of the tendon ends. This tendon is easily 

damaged and must be handled with care throughout the pro-

cedure. The skin is meticulously reapproximated with inter-

rupted 6.0 nylon sutures. Silicone strip drains are inserted 

subcutaneously. Following application of a non-adherent 

dressing, the distal joint is maintained in full extension with a 

dorsal padded aluminum splint. Occasionally a small 0.035" 

Kirschner wire can be carefully introduced through the distal 

pulp into the flexor tendon sheath to maintain full extension 

of the distal joint during the first 2 to 3 days of postoperative 

swelling: the proximal interphalangeal joint is not transgress-

ed by this fixation. 

The postoperative care is similar to that of a mallet finger. 

Using a dorsal half inch padded taped on aluminum splint, 

the distal joint and the proximal interphalangeal joint are 

maintained in full extension for the first 2 weeks. Following 

this, the distal Joint only is immobilized in extension and the 

proximal interphalangeal joint is allowed to flex freely. After 

this time, use of the digit Ls resumed. Active extension and 

flexion exercises are prescribed. Rough activity is not recom-

mended for these or the other finger joint arthroplasties. 

Fig. ISA: Pow Iratamatic panful anlifilif Of dotal imerphdfancea, fonli Of 3rd 

dl of a 35 year old man who dewed a surg4ca, procedure which would prowde 

movement as wed as pain relief. 

To Clean and Resterilize 
The SILASTIC. Finger Joint Implant H.P. (Swanson Design) 

has been sterilized. 

However in the event that the implant is contaminated prior 
( 

to use and resterilization is indicated, the following sequen-

 

tial steps to clean and resterillze are recommended: 

1. Scrub the implant thoroughly with a clean, soft-bristled 

brush in a hot water-soap solution to remove possible 

surface contaminants. Use a non-oily mild soap such 

as Ivory Flakes or Ivory bar soap. Do not use synthetic 

detergents or oil based soaps, as these soaps may be 

absorbed and subsequently leach out to cause a tissue 

reaction. 
2. Rinse thoroughly with distilled water. 

3. Wrap in a lint-free cloth or place on a clean open tray, and 

autoclave by one of the following methods: 

a. High speed instrument sterilizer -10 minutes at 2709.F 

I132°C). 
b. Standard gravity sterilizer - 30 minutes at 250°F 

(121°C). 
c. P,evacuum high temperature sterilizer - either 10 

minutes at 270°F (132°C). or 30 minutes at 250°F 

(121°C). 

Caution 
Evidence suggests that repeated sterilization may affect the 

physical characteristics of the implant. Accordingly, 

resterilization in excess of three times is contraindicated. 

The foregoing statement does not apply to the blue sizers 

where ultimate physical properties are medically irrelevant. 

NOTE: Gas stedllzatlon is not recommended for silicone C 

rubber elastomers. Should this be the only available method 

of sterilization, it is essential to avoid inserting these im-

plants within 10 days of the gas sterilization: otherwise 

severe tissue reaction might ensue from the vivo release of 

ethylene oxide. 

Caution 
Federal (inited States) law limits this device to sale by or on 

the order of a physician. 

 

Flo. leac Postoperaboe silicone flexible hinged implant rtsecfrod ardwoolasly of 

distal interphalangea I joint. Patient nas a slat. parttime. funclrcnal poi wilh 

loge of ol -5° la 40 This rnell10,1 offers in allemaliueth arthrocieticf in 
c.e/ected cases. 
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_ A Clinical Case History 
This 58 year old patient with an eight year history of 

Rheumatoid Arthritis had severe loss of function of the 

hands. He had marked ulnar drift and subluxation of the MP 

(lints with extensor tendon subluxation and also Bouton. 

niere deformity tithe thumb. The patient had implant resec-

tion arthroplasty of the MP joints of the fingers and thumb. 

Postoperatively he was pain free and very pleased with his 

functional and cosmetic result. He was able to return to all his 

previous activities including playing the violin, which he had 

not been able to do since the onset of his disease. 

Fig: A. Preoperative clinical views. 

Fig: C, D. E, F; Postoperative clinlcal uiews. Note the good cor-

rection of the deformities and the excellent range of flexion and 

extension of the digits. 

Fig: G, Preoperative roentgenogram. 

Fig: It Postoperative roentgenogram showing correction of the 

deformities and good tolerance of the implants. 
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Numerically marked, color blue (non-sterile) 
NOT FOR IMPLANTATION 

sizing 
set 

tp 

Typical Dimensions 

How Supplied 
The SILASTIC4  Finger Joint Implant H.P. (Swanson Design) has been sterilized and packaged as follows; 

Quantity Description Catalog Number 

1 box One each. Size 00 1470-0020 

1 box One each, Size 0 1470-0010 

1 box One each. Size 1 1470.0001 

1 box One each, Size 2 1470.0002 

1 box One each, Size 3 1470.0003 

1 box One each. Size 4 1470-0004 ; 

1 box One each, Size 5 1470.0005 

1 box One each, Size 6 1470.0006 

 

1 box One each, Size 7 1470.0007 

1 box One each, Size 8 1470-0008 

1 box One each, Size 9 1470.0009 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Memorandum 

Dam 3- 1c 14 

From Mark Wright Clerk-Typist, (CDRH, ODE, DMC) HFZ-401 

Subject PreMarket Notification Number (s)  Kq -‘5 i 5 2 T-2 I c 

To Division Director 

The attached information has been received by the
 510(K) 

Document Mail Center (DMC), on the above referenc
ed 510(K) 

file(s). Since a final decision has been rendered, the
 record 

is officially closed. 

Please review the documents(s) and return to DMC 
directed to 

my attention, with one of the statements checked 
below. Feel 

free to note any additional comments below. If there are any 

questi s, please contact me on 594-3027. 

Information does not change status of 510(K); no 
other 

action required by DMC; please file. The Division should 

prepare a cunfiimation letter - example attached. 

Additional information requires a new 510(K); please 

process. 

Requests CLIA Categorization 

Comments: 

This information should be returned by  

Reviewed by: 

Panel: Date: 

Attachment 
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1 -  WC all.0 owg Admnisjratjcn 1390 Piccaal Dew° 
Rockville, MO 20/150 

Re: Device Name 
Dated: 
Received' 

Dear 

We have reviewed the information dated 
 , regarding 

the 510(k) notification (K ) previously submitted for the device 
referenced above. Rased solely on the information that you have provided, 
it does not appear that you have significantly changed or modified -the 
design, components, method of manufacture, or intended use of the device 
referenced above (see 21 CFR 807.81(a)(3)). It is, however, your 
responsibility to determine if the change or modification to the device or 
its labeling could aigeificaacly affect the device-a safety or 
effectiveness and than require submission of a new 510(10. The information 

you have- euppILed will be added to the file. 
It fouthave any questions regarding the contents oC Ghia letter, please 
cOrltact • 

ac (301) 427-

 

Sincerely your-n, 

Division Director 
Division of 
Office of Device Evaluation Center for Devices and 
Radiological Health 
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Facsimile Cover Sheet 

To: 
Company: 

Phone: 
Fax: 

From: 
Company: 

Phone: 
Fax: 

Mark N. Melkerson 
DGRD/Onhopedic Branch 
301-594-2036 
301-594-2358 

Louise M. Focht 
Sutter Corporation 
619-569-8148 
619-279-8249 

Date: 03/08/94 
Pages including this 

cover page: 4 

Comments: 
File 1031-588-

 

Please let me know if there are additional questions or any information submitted is unclear. The 
original copy of the letter will be delivered Thursday March 10. 

Thanks, 

Louise-  Focht-
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# SUTTER CORPORATION 
SMALL JOINT ORTHOPAEDICS 

9425 CHESAPEAKE DRIVE 
5E8I DIEGO, CA 92123 
TEL (800) 854-2216 
FAX (619)279-8249 

.11C 
510(k) Number.031588 rn 

4.c  0 
les 

March 8, 1994 

Food and Drug Administration 
510(k) Document Mail Center (BFZ-401) 
1390 Piccard Drive 
Rockville, MD 20850 

Attn.: Mark N. Melkerson DCRD/Orthopedic Branch 

This document has been sent by FAX March 8, 1994 and a follow-up copy has been sent to be delivered 
March 10, 1994. 

Dear Mr, Melkerson: 

Thank you for your FAX and reference to the draft guidance for the preparation of premarlcet notification 
applications for orthopedic devices. The following information is provided in response to your questions 
regarding Sterilization of the Proximal Interphalangeal Joint Implant, and the information follows the 
outline of the draft guidance for orthopedic devices. 

STERILITY INFORMATION, IMPLANT 

Radiation Sterilization Method 

1. Gamma Sterilization 
2. Cobalt 60 
3. Minimum dose 25 kGy 

4. Sterility Assurance Level 10E-6 
5. Sterilization Validation according to AANIII Method I Routine audit is performed using AAM1 

Method 3B. 
6. There is no claim in the labeling that the device is pyrogen-free. 

For implants provided sterile the labeling is being changed to not recommend resterilizallo n. The statement 
is being changed from the following: 

Sterilization: 

These implants are provided sterile in an undamaged package. 
Warning: If either the implant or the package appears damaged, or if sterility is questioned for any reason 
the implant should not be used. 

These devices may be removed from their package and resterilized by steam autoclaving at 270F(132C) for 
15-20 minutes (fast cycle) or at 252F(12IC) for 35-40 minutes (standard cycle). Ethylene oxide gas 
sterilization may be used but is not recommended because of the aeration time necessary to dissipate the 
absorbed sterilanr from the silicone elastomer. 

Labeling for implants is being changed to the following: 
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Sterilization: 

These implants are provided sterile in an undamaged package. 

Warning: If either the implant or the package appears damaged, or if sterility is questioned for any reason 

the implant should not be used Resterilization of this product is not recommended 

STERILITY INFORMATION FOR NON-STERILE DEVICES THAT MUST BE STERILIZED PRIOR 

TO USE 

STERILITY INFORMATION, SEER (The slyer is used as a trial 

ethylene 
ETHYLENE OXIDE GAS STERILIZATION METHOD. (labeling is being changed to not recommend 

see below) 

54°C ±1°C 

oxide gas sterilization, 

Temperature 

2. Humidity 60% ±10% 

3. Gas concentrations 6-7 psig of 12J88 Ethylene Oxide/dichlorodifuoromethane. 

4. Exposure time 4 hours 

5. Aeration cycle 18 hours 

STEAM STERILIZATION METHOD 

I. Cycle Standard Gravity 

2 Temperature 250°F (121°C) 

3. Exposure time 35-40 min. 

I. Cycle Prevacuum 

2. Temperature 270°F (132°C) 

3. Exposure time 15-20 min. 

Labeling for trials is being changed from: 

Sterilization: 

Instruments and sizers may be sterilized using either steam or ethylene oxide gas. Ethylene oxide gas is not 

recommended for silicone elastomer because of the aeration time necessary to dissipate the absorbed 

sterilant from the silicone elastomer. 

Labeling for trials is being changed to: 

Sterilization: 

Instruments and sizers may be sterilized using steam. Ethylene oxide gas is not recommended for silicone 

elastonter because of the aeration time necessary to dissipate the absorbed sterilant from the silicone 

elastomer. The product may be resterilized using an autoclave in one of the following methods: Standard 
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