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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 

[Docket Nos. 2003M-0287,20031\11-0271,2003M-0272,2003M-0262,20031\11-0175, 

20031\11-0240,2003M-L0189,20031\11-0241,2003M-0332,2003M-0337, 2003M-0174, 

2003M-0173,2003M-0190,2003M-0343,2003M-0242,20031\11-0333, 2003M-0339, 

20031\11-0320,20031\11-0352,2003M-01571 

Medical Devices; Availability of Safety and Effectiveness Summaries for 

Premarket Approval Applications 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

SUMMARY: The Food and Drug Administration (FDA) is publishing a list 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 Division 

of Dockets Management. 

ADDRESSES: Submit written requests for copies of summaries of safety and 

effectiveness to the Division of Dockets Management (HFA-305), Food and 

Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. 

Please cite the appropriate docket number as listed in table 1 of this document 

when submitting a written request. See the SUPPLEMENTARY INFORMATION section 

for electronic access to the summaries of safety and effectiveness. 

FOR FURTHER INFORMATION CONTACT: Thinh Nguyen, Center for Devices and 

Radiological Health (HFZ--402), Food and Drug Administration, 9200 Corporate 

Blvd., Rockville, MD 20850, 301-594-2186. 
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SUPPLEMENTARY iNFORMATION: 

I. Background 

In the Federal Register January 30, 1998 (63 FR 4571), FDA revised 21 

CFR 814.44(d) and 814.45(d) to discontinue individual publication of PMA 

approvals and denials in the Federal Register. Instead, the agency now posts 

this information to FDA’s home page at hffp://wvw.fda.gov on the Internet. 

FDA believes that this procedure expedites public notification of these actions 

because announcements can be placed on the Internet more quickly than they 

can be published in the Federal 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. 360e(d)(4) and (e)(Z)), notification of an 

order approving, denying, or withdrawing approval of a PMA will continue 

to include a notice of opportunity to request review of the order under section 

5 15(g) of the act. The 30-day period for requesting reconsideration of an FDA 

action under 5 10.33(b) (21 CFR 1&33(b)) f or 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 30-day period. 

Reconsideration of a denial or withdrawal of approval of a PMA may be sought 

only by the applicant; in these cases, the 30-day period will begin when the 

applicant is notified by FDA in writing of its decision. 

The regulations provide that FDA publish a quarterly list of available 

safety and effectiveness summaries of PMA approvals and denials that were 

announced during that quarter. The following is a list of approved PMAs for 

which summaries of safety and effectiveness were placed on the Internet from 

April 1,2003, through June 30, 2003. There were no denial actions during this 
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per iod . The  list p rov ides  th e  m a n u fac tu rer’s n a m e , th e  p roduc t’s gener ic  n a m e  

or  th e  t rade n a m e , a n d  th e  approva l  d a te . 
T A B L E  1  . -Lks-r  O F  S A F E T Y  A N D  E F F E C T I V E N E S S  S U M M A R IE S  F O R  A P P R O V E D  P M A s  M A D E  A V A I L A B L E  A P R I L  1, 2003,  T H R O U G H  J U N E  

30,  2 0 0 3  

P M A  No./Docket No.  I App l icant  I T rade  N a m e  I App rova l  Date 

- ~  P O 1  0052 I2003M-0287  

P 0 1 0 0 5 1 / 2 0 0 3 M - 0 2 7 1  

P 0 1 0 0 5 3 / 2 0 0 3 M - O 2 7 2  

P O 1  0 0 5 0 / 2 0 0 3 M - O 2 6 2  

1  Diagnost ic  Produc ts  Corp.  

Diagnost ic  Produc ts  Corp.  

Diagnost ic  Produc ts  Corp.  

Diagnost ic  Produc ts  Corp.  

I Immul i te / lmmul i te  2 0 0 0  An t i -HBS  1  July  22,  2 0 0 2  

Immul i te / lmmul i te  2 0 0 0  An t i -HBC 

lmmui i te / lmmul i te  2 0 0 0  An t i -HBC IG M  

Immul i te / lmmul i te  2 0 0 0  H B S A F  
a n d  lmmul i te  H B S A F  Conf i rmatory  Ki t  

Ju ly  24,  2 0 0 2  

July  26,  2 0 0 2  

July  26,  2 0 0 2  

P O 2 0 0 1  4 / 2 0 0 3 M - O 1 7 5  

P 9 9 0 0 6 9 / 2 0 0 3 M - O 2 4 0  

I Conceptus,  Inc. I Essu re  Sys tem N o v e m b e r  4 ,2002 

E p M e d  Systems,  Inc. A ler t  Sys tem (Aler t  Catheter,  A ler t  N o v e m b e r  27 .2002  
interface Cable,  a n d  Aler t  C o m p a n i o n  Wi th  Sof tware 

Vers ion  1.08)  

P O 1  0 0 5 5 / 2 0 0 3 M - O 1 8 9  
I 

Pros ta lund  Opera t ions  A B  
I 

Pros ta lund  Core thenn  Sys tem Mic rowave  Thermotherapy  D e c e m b e r  23,  2 0 0 2  
for B P H  I 

P O 2 0 0 2 8 1 2 0 0 3 M - 0 2 4 1  Ph i l ips  Med ica l  Sys tem Ser ies  5 0  X M O  (Mode l  M i 3 5 O C )  Fe taVMatema l  Mon i to r  January  3 ,2003 
Sys tem Wi th  in tegrated Fetal  O x y g e n  Saturat ion Mon i -  

tor ing 

P990027 fS004 ) / 2003M-O174  

P990086 (S003 ) / 2003M-0173  

Bausch  &  L o m b  Sur&a l ,  Inc. Techno las  2 1 7 A  Exc imer  Laser  Sys tem February  25 ,2003  

Heal th  Tron ics  Surg ica l  Serv ices,  Inc. Heal tht ronics Ossa t ron  Ma rch  14,  2 0 0 3  

P 9 8 0 0 3 5 ( S 0 1 3 ) / 2 0 0 3 M - O 1 9 0  Medtronic ,  Inc. 
I 

Medt ron ic  A T 5 0 0  D D D R P  Pac ing  Sys tem 
I 

Ma rch  27,  2 0 0 3  
(Mode l  A 1 5 0 1 )  a n d  M o d e l  9 9 6 8  Sof tware 

H 0 2 0 0 0 7 / 2 0 0 3 M - O 1 5 7  I Medt ron ic  Neurotog ica l  I Medt ron ic  Act iva Dystonia Therapy  1  Apr i l  15 .2003  
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II. Electronic Access 

Persons with access to the Internet may obtain the documents at http:/ 

/www.fda.gov/cdrh/pmapage.html. 

Dated: /a a/ cx3 
/ / 

October 20, 2003. 

Linda S. Kahk, 
Deputy Director, 
Center for Devices and Radiological Health. 

[FR Dot. 03-????? Filed ??-??-03; 8:45 am] 

BILLING CODE 4160-01-S 


