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Medical Devices; Availability of Safety and Effectiveness Summaries for Premarket 

Approval Appfications 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice, 

~~~~~~~~ The Food and D~lg Administration (FDA) is publishing a fist of premarket approval 

applications (PMAs) that have been approved. This list is intended to inform the public of the 

availability of safety and effectiveness summaries of approved PMAs through the Internet and 

the agency’s Dockets Management Branch. 

ADDRESSES: Submit written requests for copies of summaries of safety and effectiveness to the 

Dockets Management Branch (HFA--305), Food and Drug Administration, 5630 Fishers Lane, rm. 

1061, Rockville, MD 20852. PIease cite the appropriate docket number as fisted in table f of 

this document when submitting a written request. See the SU~~~~~~NTAR~ ~NF~R~AT~UN section 

for electronic access to the summaries of safety and effectiveness. 

FUR FURTHER I~~URMAT~UN CONTACT: Thiti Nguyen, Center for Devices and Radiofogical Health 

(ED?Z--402), Food and Drug Ad~nistrati~~, 9200 Corporate Blvd., Rockville, MD 20850, 301- 



f. Background 

fn the Federal Register of January 30,1998 (63 FX 4571), mA published a final rule to 

revise $5 814.44(d) and 814.45(d) (21 CFR 814.44(d) and 81445(d)) to discontinue publication 

of individual PMA approvals and denials in the Federal Register. Instead, revised $5 814,44(d) 

and 814.45(d) state that FIIA will notify the public of PMA approvals and denials by posting 

them on FDA’s home page on the Internet at http://www.fda.gov, by pIacing the summaries of 

safety and effectiveness on the Internet and in FDA’s Dockets Management Branch, and by 

publishing in the Federal Register after each quarter a fist of available safety and effectiveness 

summaries of approved PMAs and denials announced in that quarter. 

FDA believes that this procedure expedites public notification of these actions because 

announcements can be placed on the Internet mure quickly than they can be published in the 

FederaI Register, and FDA believes that the Internet is accessible to more people than the Federal 

Register. 

In accordance with section 515(d)(4) and (e)(2) of the Federal Food, Drug, and Cosmetic 

Act (the act) (21 U.S.C. 36&(d)(4) and (e)(2)), notification of an order approving, denying, or 

withdrawing approval of a PMA wilf continue to include a notice of opportunity to request review 

of the order under section 5 f 5(g) of the act. The 30-day period for requesting reconsideration 

of an ‘FDA action under 8 10,33(b) (21 CFR 10.33(b)) for notices announcing approval of a PMA 

begins on the day the notice is placed on the Internet. Section 10.33(b) provides that FDA may, 

for good cause, extend this 3U-day period. Reconsideratiun of a denial or withdrawaf of approval 

of a PMA may be sought only by the applicant; in these cases, the 30-day period wiif begin 

when the applicant is notified by FDA in writing of its decision. 

The following is a list of approved PMAs for which summaries of safety and effectiveness 

were placed on the fntexnet in accordance with the procedure explained previously from April 

1,2001, through June 30,2001. There were no denial actions during this period. The fist provides 

the manufacturer’s name, the product’s generic name or the trade name, and the apprwaf date. 
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TABLE 1 .----LIST OF SAFETY AND EFFECTIVENESS ~U~~A~IES FOR APPROVED PMAs MADE AVAILABLE APRIL 1,2001, 

THRQUGH JUNE 3U,2001 

PMA Number/Dcxket No. 1 AppliCant Trade Name 

PQ90086/0? M-0273 

PQ00023/OfUKt255 

HeaIthTronics, Inc. 

TMJ impiants, fnc. 

Healthlronics CksaTronQ 

TMJ F~ssa-Emine~celCcmdy~ar Prosthesis SystemTM 

I TMJ implants, Inc. I TMJ Fossa-Eminence Prosthesis~ 

PQ9008010t M-01 73 
I 

Pharmacia & Upjohn Co. 
I 

CeeUnTM Edge Foldable Ultraviolet Light-Absorbing Posterior 
Chamber fntrauctiar Lens, Model 91lA 

P98005O(Sl )!OOt M-0254 Medtrunic, Inc. MedtronicQi, Mod& 7350 JewefB AF fmp~antab~e Card&e&x 
~e~ibril~at~r System, Medtronic Model 9465 lnCheckrM Pa- 
tient Assistant, and Medtrunic TransverteQ CS/SVC Model 
6937A Lead 

Anika Therapeutics, fnc, Staar Surgical Co. STAARVISCn”’ It Sodium Hyatwonate 

Urtho-ClinicaI Viiros ~rnrn~~~iag~osti~ Products HBsAg Reagent Pack, 
Diagnostics, tna HBsAg CcWkmatwy Kit, and HBsAg Calibrator 

POO0037/0fM-0270 
I 

Medical Carbw Re- 
I 

ON-X@ Prosthetic Heart Valve, Model ONXA 
search Institute, LLC. 

Approval Date 

Qctober 12,200O 

January 52001 

February 27,ZOOl 

April 5, 2001 

Aprif 6,200l 

Aprif 18, 2001 

April 27, 2001 

May 30,2001 
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Persons with access to the Xntemet may obtain the documents at http://www.fda.g~v/cd~~ 

Dated: 
December 31, 2002. 

Kahan, 
Deputy Director, 
Center for Devices and Radiological Health. 


