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June 12, 1991

Michael H. Wynn, D.P.M.
§300 Waterbury, Suite 420
Houston, TX 77055

Dear Dr. Wynn:

gtu Harman reguested that I send you a COpy of our FDA “substantial
equivaTence" letter which allows us to now market our C0, Laser and
ArthroGuide® €0, Laser WaveGuide Delivery System for arthroscopic
surgical treatment of the elbow and ankle. This ¥clearance to
market" waes obtained on May 6, 1991 the 510(k) number Iie
referenged in the upper right corner of the letter.

Tn addition, I am enclosing our wprofessional Labaling" for
orthopaedics which specifically states the indications and uses of
our €0, Lasers and WaveGuide Delivery systems in orthopaedics.

This clearance would not have been possible without the predlinical
work that you aid for us on soft tissue and cartilage of the ankle.
your prompt response and efficiency in completing this project was
invaluable! Thank you for “elping ue achieve this important
milestone. .

1f you nsed any furt® - ‘- 1ation, or clarificaticn on the
enclosed documents, pls . - - saa‘tate to contact ma.
sincerely,
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Lise McGrath,
Regulatory Data Analyst
ena.

Co sta Harman
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June 12, 1991

Michael H. Wynn, D.P.M.
§300 Waterbury, Suite 420
Houston, TX 770585

Dear Dr. Wynn:

Stu Harman reguested that I send you a COopy of our FDA Ysubstantial
eguivaTence" letter which allows us to now market our CO, Laser and
ArthroGuide* €0, Laser waveGuide Delivery System for arthroscopic
surgical treatment of the elbow and ankle. This "clearance to
market" was obtained on May 6, 1991 the 510(k) number Ii=s
raferenged in the upper right corner of the letter.

In addition, I am enclosing our “Professional Labaling” for
orthopasdics which specifically states the indications and uses of
our €0, Lasers and WaveCuide Delivery Systems in orthopaedics.

This clearance would not have been possible without the preélinical
work that you did for us on soft tissue and cartilage of the ankle.
your prompt response and efficiency in completing this project was
invaluablé! Thank you for helping ue achieve this important
milestone. J

I1f yeu nsed any furt® - formation, oOF clarificatien en the
enclosed documants, ple o } - nas‘tate to contact ma.

simcerely,
[}

P - P f
| LT f/
. 18VE:
Jﬁjﬁﬂ | Vil "'/:.rf {th-.-
Lisa McGrath,
Regulatory Data Analyst

enc.,

cai  Stu Harman
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