
October 18, 2000 

7 6 ‘o(-j OCT 7’0 ;!J’ 48 RESEARCH, “” 
Federal Express # 8203 1519 91 

6201 South Freeway 
Fort Worth, Texas 

Dockets Management Branch (HFA-305) 76134 
Food and Drug Administration 817.551.8388 
5630 Fishers Lane, rm. 1061 817.551.4630 (fax) 
Rockville, MD 20852 

RE: [Docket No. OOD - 13851 Draft Guidance for Industry on Refractive 
Implants: Investigational Device Exemptions (IDE’s) and Premarket 
Approval Applications (PMA’s); Draft 

Dear Sir or Madam: 

As described in Federal Register Vol. 65, No 148 / Tuesday, August 1, 2000 / 
Notices / page 46938, Alcon Research, LTD. is taking this opportunity to 
submit comments for your consideration. 

Reference the attached table “Comprehensiue AZcon Comments on Proposed 
Standards As of 25 September 2000 - FDA-RI-Comments-0801 2000.doc. ” 

Alcon Research, LTD. appreciates the opportunity to provide input into the 
development of this guidance document. The final document will provide an 
excellent base of knowledge for Intraocular Lens Manufacturers and 
Distributors. 

Jotn O’Riordan, Ph.D. 
Associate Director 
Surgical IOL / R&D 

Timothy & Adkins 
Sr. Manager, Regulatory Affairs 

PC: Rebecca Walker 
Mary Pencis 
Daniel Stanley 
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