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manufacturer’s name, the product’s generic name or the trade name, and the
approval date.

TABLE 1.—LIST OF SAFETY AND EFFECTIVENESS SUMMARIES FOR APPROVED PMAS MADE AVAILABLE JANUARY 1, 2001,
THROUGH MARCH 31, 2001

PMA No./Docket No. Applicant Trade Name Approval Date

P970043/00M–1592 ............... Autonomous Technologies Corp. ......... LADARVision Excimer Laser System November 2, 1998
P970025/01M–0072 ............... DiaSorin, Inc. ........................................ PRO–TRAC IITM Tacrolimus ELISA Kit April 27, 1999
P970049/01M–0043 ............... Laser Institute of the Rockies .............. Dishler Excimer Laser System ............. December 16, 1999
P970053(S2)/00M–0014 ......... Nidek Technologies, Inc. ...................... EC 5000 Excimer Laser System .......... April 14, 2000
P990074/00M–0012 ............... McGhan Medical Corp. ........................ RTV Saline-Filled Breast Implants ....... May 10, 2000
P990075/00M–0011 ............... Mentor Corp. ........................................ Saline-Filled and Spectrum Mammary

Prostheses.
May 10, 2000

P000009/01M–0042 ............... Biotronik, Inc. ....................................... Phylax AV Implantable Cardioveter
Defibrillator with Program Software.

September 29, 2000

P000011/00M–0055 ............... Biocompatibilities Cardiovascular, Inc. Biodiv YsioTM AS PC Coated Stent
and Delivery System.

September 29, 2000

P000022/01M–0039 ............... Medtronic AVE, Inc. ............................. AVE BeStentTM 2 with Discrete
TechnologyTM Coronary Stent
Delivery System.

October 16, 2000

P930016(S10)/00M–0015 ....... VISX, Inc. ............................................. STAR S2 and S3 Excimer Laser
System.

October 18, 2000

P910023(S47)/01M–0041 ....... St. Jude Medical, Inc. .......................... PhotonTM DR Implantable Cardioverter
Defibrillator (ICD).

October 27, 2000

P000027/00M–1683 ............... Roche Diagnostics Corp. ..................... Elecsys Free Immunoassay Calset/
Calcheck.

December 12, 2000

P970013/00M–0013 ............... St. Jude Medical, Inc. .......................... MicronyTM SR+ Model 2425T .............. December 21, 2000
P980020/00M–1684 ............... Q Care International, LLC .................... Q 103 Needle Management Systems .. December 21, 2000
P950021(S2)/01M–0038 ......... Bayer Corp. .......................................... ACS: 180 and Advia Centaur PSA

Assays.
December 22, 2000

H000001/01M–0062 ............... JOMED AB ........................................... JOMED JOSTENT Coronary Stent
Graft.

January 10, 2001

P990085/01M–0149 ............... VISTAKON (Division of Johnson &
Johnson Vision Care, Inc.).

VISTAKON Soft Contact Lenses for
Extended Wear.

February 16, 2001

H990013/01M–0201 ............... Ortec International, Inc. ........................ Composite Cultured Skin (CCS) .......... February 21, 2001

II. Electronic Access

Persons with access to the Internet
may obtain the documents at http://
www.fda.gov/cdrh/pmapage.html.

Dated: June 21, 2001.

Linda S. Kahan,

Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 01–16918 Filed 7–5–01; 8:45 am]
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Health and Mental Hygiene and the
Food and Drug Administration

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is providing
notice of a memorandum of
understanding (MOU) between the
Maryland Department of Health and
Mental Hygiene and the Food and Drug
Administration. The purpose is to set
forth conditions for the utilization of
Maryland Medicaid data for the study

entitled ‘‘Compliance with Liver Testing
Labeling Guidelines by Health Care
Providers.’’

DATES: The agreement became effective
December 12, 2000.
FOR FURTHER INFORMATION CONTACT:
Katrina S. Garry, Center for Drug
Evaluation and Research (HFD–400),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301–827–3192.
SUPPLEMENTARY INFORMATION: In
accordance with 21 CFR 20.108(c),
which states that all written agreements
and MOUs between FDA and others
shall be published in the Federal
Register, the agency is publishing notice
of this MOU.

Dated: June 29, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
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[FR Doc. 01–16988 Filed 7–5–01; 8:45 am]
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