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requests for single copies on a 3.5”
diskette of the guidance document
entitled “SMDA to FDAMA: Guidance
on FDA'’s Transition Plan for Existing
Postmarket Surveillance Protocols’ to
the Division of Small Manufacturers
Assistance (HFZ-220), Center for
Devices and Radiological, Food and
Drug Administration, 1350 Piccard Dr.,
Rockville, MD 20850. Send two self-
addressed adhesive labels to assist that
office in processing your request, or fax
your request to 301-443-8818. See the
SUPPLEMENTARY INFORMATION
section for information on electronic
access to the guidance.

FOR FURTHER INFORMATION CONTACT:
Laura A. Alonge, Center for Devices and
Radiological Health (HFZ-543), Food
and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301-594-0648.

SUPPLEMENTARY INFORMATION:

l. Background

Under the Safe Medical Devices Act
(the SMDA) of 1990, FDA had
implemented required PS (RPS) for 17
category “A” devices (permanent
implants the failure of which could
result in death or serious injury) and
one category “‘C” device (plasma
sprayed porous coated hips). In
addition, the discretionary PS (DPS)
authority under the SMDA had been
used to order studies of a number of
devices. The FDA Modernization Act
(FDAMA) of 1997 (Pub. L. 105-115) has
significantly modified the requirements
for PS under section 522 of the Federal

Food, Drug, and Cosmetic Act (21 U.S.C.

360l). Under FDAMA, PS may be
ordered only for those devices that are
Class Il or Class Il the failure of which
would be reasonably likely to have
serious adverse health consequences or
which is intended to be: (1) Implanted
in the human body for more than 1 year,
or (2) [is] life sustaining or life
supporting and used outside a device
user facility. The draft of this guidance
was made available for comment on
February 25, 1998. FDA received
comments from three sources. General
comments were supportive of the
criteria used to make the determinations
contained in the guidance and urged
that manufacturers of devices for which
PS orders would be rescinded be
notified as quickly as possible. FDA
agrees with these comments as well as
comments related to three specific
devices: Replacement heart valve,
implantable cardioverter-defibrillator
(ICD), and plasma-sprayed porous
coated hip. The guidance for
replacement heart valves and ICD’s has
been revised accordingly. The

comments on the plasma-sprayed
porous coated hip did not affect the
guidance, but will be considered in the
evaluation of each existing protocol for
continuation or termination of PS
requirements.

1. Significance of Guidance

This guidance document represents
the agency’s current thinking on the
disposition of existing PS protocols. It
does not create or confer any rights for
or on any person and does not operate
to bind FDA or the public. An
alternative approach may be used if
such approach satisfies the applicable
statute, regulations, or both.

The agency has adopted Good
Guidance Practices (GGP’s), which set
forth the agency’s policies and
procedures for the development,
issuance, and use of guidance
documents (62 FR 8961, February 27,
1997). This guidance document is
issued as a Level 1 guidance consistent
with GGP’s.

I11. Electronic Access

In order to receive “SMDA to
FDAMA: Guidance on FDA'’s Transition
Plan for Existing Postmarket
Surveillance Protocols” via your fax
machine, call the CDRH Facts-On-
Demand (FOD) system at 800-899-0381
or 301-827-0111 from a touch-tone
telephone. At the first voice prompt
press 1 to access DSMA Facts, at second
voice prompt press 2, and then enter the
document number 318 followed by the
pound sign (#). Then follow the
remaining voice prompts to complete
your request.

Persons interested in obtaining a copy
of the guidance may also do so using the
World Wide Web (WWW). CDRH
maintains an entry on the WWW for
easy access to information including
text, graphics, and files that may be
downloaded to a personal computer
with access to the WWW. Updated on
a regular basis, the CDRH home page
includes “SMDA to FDAMA: Guidance
on FDA'’s Transition Plan for Existing
Postmarket Surveillance Protocols,”
device safety alerts, Federal Register
reprints, information on premarket
submissions (including lists of approved
applications and manufacturers’
addresses), small manufacturers’
assistance, information on video
conferencing and electronic
submissions, mammography matters,
and other device-oriented information.
The CDRH home page may be accessed
at “http://www.fda.gov/cdrh”. “SMDA
to FDAMA: Guidance on FDA'’s
Transition Plan for Existing Postmarket
Surveillance Protocols” will be

available at “http://www.fda.gov/cdrh/
modact/modguide.html”.

1V. Comments

Interested persons may, at any time,
submit to the contact person (address
above) written comments regarding this
guidance. Such comments will be
considered when determining whether
to amend the current guidance. Two
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number
found in brackets in the heading of this
document. The guidance document and
received comments may be seen in the
Dockets Management Branch between 9
a.m. and 4 p.m., Monday through
Friday.

Dated: October 28, 1998.

William B. Schultz,

Deputy Commissioner for Policy.

[FR Doc. 98-29389 Filed 11-2-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 98D-0928]

Semiannual Guidance Agenda

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is publishing the
first semiannual guidance document
agenda. FDA committed to publishing,
on a semiannual basis, possible
guidance topics or documents for
development or revision during the next
year, and seeking public comment on
additional ideas for new or revisions of
existing guidance documents. This
commitment was made in FDA’s
February 1997 “Good Guidance
Practices” (GGP’s), which set forth the
agency’s policies and procedures for the
development, issuance, and use of
guidance documents. This list is
intended to seek public comment on
possible topics for guidance documents
and possible revisions to existing
guidances.

DATES: Comments on this list and on
agency guidance documents are
welcome at any time.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
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For general information regarding
FDA’s GGP’s contact: Lisa L.
Barclay, Office of Policy (HF-22),
Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 301-827-3360.

For information regarding specific
topics or guidances, please see
contact persons listed below.

SUPPLEMENTARY INFORMATION:

l. Background

In the Federal Register of February
27,1997 (62 FR 8961), FDA published
a notice announcing its GGP’s, which
set forth the agency’s policies and
procedures for the development,
issuance, and use of guidance
documents. The agency adopted the
GGP’s to ensure public involvement in
the development of guidance documents
and to enhance public understanding of

the availability, nature, and legal effect
of such guidance.

As part of FDA'’s effort to ensure
meaningful interaction with the public
regarding guidance documents, the
agency committed to publishing a
semiannual guidance document agenda
of possible guidance topics or
documents for development or revision
during the next year. The agency also
committed to soliciting public input
regarding these and additional ideas for
new topics or revisions to existing
guidance documents.

The agency is neither bound by this
list of possible topics nor required to
issue every guidance document on this
list or precluded from issuing guidance
documents not on the list set forth in
this document.

The following list of guidance topics
or documents represents possible new

topics or revisions to existing guidance
documents that the agency is
considering. The agency solicits
comments on the topics listed in this
document and also seeks additional
ideas from the public. On June 1, 1998,
the President instructed all Federal
agencies to ensure the use of “plain
language” in all new documents. As
part of this initiative, FDA is also
seeking public comment on the clarity
of its guidance documents.

The guidance documents are
organized by the issuing Center or
Office within FDA, and are further
grouped by topic categories. The
agency’s contact persons are listed for
each specific area.

I1. Center for Biologics Evaluation and
Research (CBER)

Title/Topic of Guidance

Contact

CATEGORY—COMPLIANCE AND INSPECTION
Guidance for Reprocessing, Reworking, and Blending Practices for
Biological Bulk Substances, Final Bulk, and Finished Products.

Guide for Inspection of Blood Banks.

Guide to Inspections of Source Plasma Establishments.

Compliance Program 7342.002, Inspection of Source Plasma Estab-
lishments.

Compliance Program 7342.001, Inspections of Licensed and Unli-
censed Blood Banks.

Compliance Program for Inspections of Allergenic Product Manufac-
turers.

Compliance Program for Inspections of Licensed Therapeutic Prod-
ucts.

Guidance for the Design, Installation, and Operations of Water Sys-
tems.

Guidance on Heating, Ventilation, and Air Conditioning (HVAC) and
the Monitoring of Environments for the Manufacture of Biological
Substances and Products.

Guidance for the Validation of the Limulus Amebocyte Lystate Test
as an End-Product Endotoxin Test for Human and Animal Paren-
teral Drugs, Biological Products, and Medical Devices.

CATEGORY—THERAPEUTICS

Guidance for the Chemistry, Manufacturing and Control Information
on Naturally Derived Proteins.

Guidance for the Chemistry, Manufacturing and Control Information
on Gene Therapy Products.

Guidance on Monoclonal Antibodies and Orphan Drug Designation.

Guidance to Industry on Xenotransplantation.

Guidance for Industry: Public Health Issues Posed by the Use of
Nonhuman Primate Xenografts in Humans.

Guidance on Clinical Trial Issues in Wound Healing.

CATEGORY—BLOOD AND BLOOD COMPONENTS

Guidance for Clarification of the December 11, 1996, Memorandum:
“Revised Precautionary Measures to Reduce the Possible Risk of
Transmission of Creutzfeldt-Jacob Disease (CDJ) by Blood and
Blood Products.”

Guidance for Collection, Testing and Release of Autologous Blood.

Guidance for Recommendations for Donor Testing by Automated
Methods When Using Treponemal Based Screening Tests for
Syphilis.

Guidance for Reviewer Guidance for a Premarket Notification Sub-
mission for Automated Blood Establishment Testing Instruments.
Guidance for Revised Recommendations for the Invalidation of Test
Results When Using Licensed and 510(k) Cleared Bloodborne

Pathogen Assays to Test Donors.

Stephen M. Ripley, Center for Biologics (HFM-17), Food and Drug Ad-
ministration, 1401 Rockville Pike, Rockville, MD 20852-1448, 301—
827-6210.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.
Do.
Do.
Do.
Do.
Do.

Do.

Do.
Do.

Do.

Do.
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Title/Topic of Guidance Contact
Guidance for HIV Reentry Algorithms for Deferred Blood and Plasma | Do.
Donors.
Guidance for Chemistry, Manufacturing and Control Information on In | Do.
Vitro Diagnostic Products.
Guidance for Precautionary Measures to Reduce the Possible Risk of | Do.
Transmission of Zoonoses by Xenograft Recipients and Their
Close Contacts, Through Whole Blood, Blood Components, Source
Plasma, and Source Leukocytes.
Guidance for Additional Recommendations for Donor Questioning Do.
Regarding Travel to Areas Endemic for Malaria.
Guidance for Platelet Testing and Evaluation of Platelet Substitute Do.
Products.
Guidance for Size Limitations for Human Blood or Plasma Pools Do.
Used to Manufacture Injectable Drug Products.
I11. Center for Devices and Radiological
Health (CDRH)
Title/Topic of Document Contact

Guidance on Custom Devices.

Guidance on Medical Device Tracking—Revision (Level 1).

Guidance on PMA Submissions and Inspectional Quality System
Regulation Assessment—Proposal (Level 1).

Guidance on Inspection of Medical Device Manufacturers—Proposal
(Level 1).

Compliance Policy Guide on Remanufacturing of Used Medical De-
vices—Draft (Level 1).

Guidance on Year 2000 Issues for Medical Device Manufacturers
and Servicers—Proposal (Level 1).

Erythropoietin Assay.

Fibrin Monomer Paracoagulator Tests.

Kits for Screening Drugs of Abuse To Be Used by the Consumer.
Assayed and Unassayed Quality Control Material.

Point of Care In Vitro Diagnostic Devices.

Extracorporeal Membrane Oxygenators (ECMO).

Compressible Limb Sleeves.

Thermal Regulating Devices.

Cardiopulmonary Bypass Roller Pumps.

Guidance for Intraaortic Balloon Pumps.

Cardiac Monitors (including Cardiotachometers and Rate Alarm).

Electrocardiographs.

Cardiopulmonary Bypass Nonroller-Type Pumps.

Annulolasty Rings.

Vascular Prostheses.

Cardiopulmonary Bypass Arterial Filters.

Cardiopulmonary Bypass Defoamers.

Blood Gas Exchangers (Oxygenators) Used in Cardiopulmonary By-
pass.

Endoscopes.

Audiometers.

Assistive Listening Devices.

Phonosurgery Implants for Vocal Cord Medialization.
Biocompatibility of Materials in ENT Implants.

Wally Pellerite, Center for Devices and Radiological Health (HFZ-300),
Food and Drug Administration, 5600 Fishers Lane, Rockville, MD
20857, 301-594-4692.

Casper Uldriks, Center for Devices and Radiological Health (HFZ—
300), Food and Drug Administration, 5600 Fishers Lane, HFZ-300,
Rockville, MD 20857, 301-594-4692.

Wes Morganstern, Center for Devices and Radiological Health (HFZ—
305), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-594-4699.

Do

Do.

Stewart Crumpler, Center for Devices and Radiological Health (HFZ—
343), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-594-4659, or Thomas Shoppe, Center for Devices
and Radiological Health (HFZ-140), Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20857, 301-443-3314.

Joseph L. Hacket, Center for Devices and Radiological Health (HFZ—
440), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-594-3084.

Do.

Do.

Do.

Do.

Lynn A. Reamer, Center for Devices and Radiological Health (HFZ—
450), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-443-8320.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Patricia J. Miller, Center for Devices and Radiological Health (HFZ—
470), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-594-5072.

Do.

Do.

Do.

Do.
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Title/Topic of Document

Contact

Endoscope Sheaths.

Body Composition Analyzers.

Hemodialysis Blood Access Devices (Level 2).

Blood Lines for Hemodialysis (Level 2).

Nasogastric Feeding Tubes (Level 2).

In Vivo Devices for the Detection of Cervical Cancer and Its Precur-
sors: IDE.

Intrapartum Fetal Pulse Oximeters—IDE/PMA.

Thermal Endometrial Ablation Systems—IDE/PMA.

Radiation Therapy Treatment Planning.

Linear Accelerator.

Ultrasound Coupling Gel.

Radionuclide Dose Calibrator.

Ultrasound Transducer Probe Covers.

Ultrasound Bone Sonometers.

Bone Densitometry Device Labeling.

Emission Computed Tomography System.

Nuclear Tomography.

Electrohydraulic Lithotripters.

Extracorporeal Shockwave Lithotripters.

Neonatal Incubators and Neonatal Transport Incubators.

Spinal Assemblies (IDE’s).

Ophthalmic Camera.

Keratome.

Refractive Implants.

Intraocular Lens Delivery Systems.
Accountability Analysis for Ophthalmic Devices.
Keratoprosthesis.

Glaucoma Drainage.

Nonprescription Sunglasses.

Patient Labeling Guidance (Level 1).

Human Factors Data To Be Submitted in Premarket Submissions
(Level 1).

Questions and Answers About the Mammography Quality Standards
Act Final Regulations (Level 1).

Search Engine to Use With Guidance Documents Developed for
Mammography Quality Standards Act (Level 2).

Guidance for Additional Mammography Review (AMR).

Guidance for Patient Notification Under Mammography Quality Stand-
ards Act.

MDR Reporting for Manufacturers—Revision.

MDR A Brief Overview—Revision of Archived Document.
Registration and Listing Instructions—Revision.
Registration and Listing Manual—Revision of Archived.
Immunotoxicity Testing.

Testing for Infant Apnea Monitors (draft).

Identification and Evaluation of Candidate Consensus Standards
Recognition.

Guidance to Manufacturers for the Development of Postmarket Sur-
veillance Plans Required Under Section 522 of the Federal Food,
Drug, and Cosmetic Act (immediately in effect).

Guidance for Industry on the Testing of Metallic Plasma Sprayed
Coatings on Orthopedic Implants to Support Reconsideration of
Postmarket Surveillance Requirements (draft).

Do.
Do.
Do.
Do.
Do.
Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Von Nakayama, Center for Devices and Radiological Health (HFZ—
480), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-443-8913.

Sammie Niver, Center for Devices and Radiological Health (HFZ—410),
Food and Drug Administration, 5600 Fishers Lane, Rockville, MD
20857, 301-594-2036.

Deborah L. Falls, Center for Devices and Radiological Health, Food
and Drug Administration (HFZ-460), 5600 Fishers Lane, Rockville,
MD 20857, 301-594-2205.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Paula G. Silberberg, Center for Devices and Radiological Health
(HFZ-230), Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-594-1217.

Ronald D. Kaye, Center for Devices and Radiological Health (HFZ—
230), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-594-3265.

Kathleen M. Sheridan, Center for Devices and Radiological Health
(HFZ-240), Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-594-3275.

Do.

Do.
Do.

Thomas E. Cardamone, Center for Devices and Radiological Health
(HFZ-220), Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-0806, ext. 117.

Do.

Do.

Do.

John J. Langone, Center for Devices and Radiological Health (HFZ—
113), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-443-7132.

Jeffrey L. Silberberg, Center for Devices and Radiological Health
(HFZ-141), Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-2536, ext. 15.

Harvey Rudolph, Center for Devices and Radiological Health (HFZ—
100), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-827-4777.

Laura A. Alonge, Center for Devices and Radiological Health (HFZ—
543), Food and Drug Administration, 5600 Fishers Lane, Rockville,
MD 20857, 301-594-0648.

Do.
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Title/Topic of Document Contact
Reportability of Incidents Associated With the Use of Endosseous Im- | Do.
plants (final).
Reportability of Incidents Associated With the Use of External Do.
Defibrillators (final).
MDR Questions and Answers. Do.
Reportability of Incidents Associated With the Use of Implants. Do.
Reuse of Medical Devices. Do.
Statistical Guidance for Clinical Trials of Nondiagnostic Devices (re- Do.
vised).
Statistical Guidance for Clinical Trials of Diagnostic Devices. Do.
Statistical Guidance on Bayesian Methods in Medical Device Clinical | Do.
Trials.
Guidance for MDR Analysts on Adverse Event Report Review. Do.
Guidance on MDR Prioritization. Do.
Guidance for Reviewers of Postmarket Surveillance Submissions. Do.

IV. Center for Drugs Evaluation and
Research (CDER)

Title/Topic of Document Contact

CATEGORY—ADVERTISING
Accelerated Approval Products: Submission of Promotional Materials. | Nancy E. Derr, Center for Drug Evaluation and Research (HFD-5),
Food and Drug Administration, 1401 Rockville Pike, Rockville, MD

20852, 301-594-5400.

Advertising and Labeling of Treatment IND Protocols. Do.
Anti-Infective Human Drug and Biological Products Advertising and Do.
Promotional Labeling.
Comparative Claims in Advertising and Labeling. Do.
Fair Balance. Do.
Healthcare Economic Information. Do.
Health Related Quality of Life Claims. Do.
Infomercials. Do.
Promotion at International Meetings. Do.
Promotion of Investigational Products. Do.
Promotion of Medical Products on the Internet. Do.
Proprietary (Brand) Name and Established (Generic) Name Place- Do.
ment, Size, and Prominence in Advertising and Promotional Label-
ing.
Providing Electronic Submissions to the Division of Drug Marketing, Do.

Advertising, and Communications.
CATEGORY—BIOPHARMACEUTICS
Albuterol Inhalation Aerosols; Revision. Do.
Bioavailability/Bioequivalence Studies for NDA's and ANDA's-Orally Do.
Administered Drugs.
Bioanalytical Methods Validation: Bioavailability and Bioequivalence Do.
Studies Based on Drug or Metabolites Assay in a Biological Matrix.
Conjugated Estrogens Tablets; Revision. Do.
In Vivo Pharmacokinetics and Bioavailability Studies and In Vitro Dis- | Do.
solution Testing for Levothyroxine Sodium Tablets.
Nasal Inhalation Aerosols and Metered Dose Spray Pumps for Local | Do.
Action.
Oral Inhalation Drug Products for Local Action, MDI's, DPI's, and In- | Do.
halation Solutions.
Pharmacokinetics Metrics for Bioavailability/Bioequivalence. Do.
Waiver of In Vivo Bioequivalence Studies for Imnmediate Release Do.
Solid Oral Dosage Forms.
CATEGORY—CHEMISTRY
Bulk Actives Postapproval Changes (BAC PAK I). Postapproval CMC | Do.
Changes Prior to the Final Intermediate.
Bulk Actives Postapproval Changes (BAC PAK Il) Bulk Actives Post- | Do.
approval Changes, Postapproval Changes From the Final Inter-
mediate to the Drug Substance.
Botanical Drug Products. Do.
Changes to an Approved NDA or ANDA Description (21 CFR 314.70; | Do.
revisions).
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Title/Topic of Document Contact

Content and Format of IND’s for Phases 2 and 3 Studies of New Do.
Drugs Including Well-Characterized, Therapeutic, Biotechnology-
Derived Products.

Drug Master Files; General Content and Format. Do.

Environmental Assessment Submissions; Revision. Do.

Formal Meetings With CDER/CBER on Chemistry, Manufacturing and | Do.
Controls Information for IND Studies, Including on Specified Thera-
peutic Biotechnology-Derived Products.

SUPAC Semisolids, Manufacturing Equipment Addendum. Do.
SUPAC Transdermal Systems, Manufacturing Equipment Addendum. | Do.
Methods Validation. Do.
Monoclonal Antibodies Used as Reagents in Drug Manufacturing, Do.
Recommendations on Tests and Specifications.
NDA's: Impurities in Drug Substances. Do.
Postapproval Changes for Sterile Aqueous Solutions. Do.
Proprietary and Established Drug Names. Do.

Provides Recommendation Regarding Submission of Information for Do.
Drug Products Containing Cyclodextrin.

Submission of Chemistry and Biopharmaceutical Information for Do.
Liposomal and Lipid-Complexed Drug Products.

Submission of Chemistry Information on Chiral Drugs. Do.

Submission of Chemistry, Manufacturing, and Controls Documenta- Do.

tion for Inhalation Drug Products: MDI's and DPI's.
Submission of Documentation for Antibiotics and Other Cellular Me- Do.
tabolites Produced by Microorganisms Modified by the Use of Re-
combinant DNA Technology.
Submitting Manufacturing and Quality Control Information With IND’s, | Do.
NDA’s, ANDA's, and AADA’s.

SUPAC Immediate Release; Revision. Do.
SUPAC Transdermal Systems. Do.
CATEGORY—CLINICAL ANTIMICROBIAL

Acute Bacterial Arthritis; Developing Antimicrobials for Treatment. Do.

Opportunistic Infections Related to Aids; Developing Antimicrobials Do.
for Treatment.

Sepsis/Septic Shock; Developing Antimicrobials for Treatment. Do.

Surgical Prophylaxis; Developing Antimicrobials for Treatment. Do.

Antifungal Agents; Developing Antimicrobials for Treatment. Do.

Antimicrobacterial Agents; Developing Antimicrobials for Treatment. Do.

Antiparasitic Agents; Developing Antimicrobials for Treatment. Do.

Antiviral Agents; Developing Antimicrobials for Treatment. Do.

Complicated Intra-Abdominal Infections; Developing Antimicrobials for | Do.
Treatment.

Dermatological Surgical Scrubs; Developing Antimicrobials for Treat- | Do.
ment.

Endocarditis; Developing Antimicrobials for Treatment. Do.

Gynecologic Infections (Except Sexually Transmitted Disease and Do.
Pelvic Inflammatory Disease); Developing Antimicrobials for Treat-
ment.

Helicobacter Pylori Infections; Developing Antimicrobials for Treat- Do.
ment.

Immunologic/Transplant Agents; Developing Antimicrobials for Treat- | Do.
ment.

Osteomyelitis (Acute and Chronic); Developing Antimicrobials for Do.
Treatment.

Pelvic Inflammatory Disease; Developing Antimicrobials for Treat- Do.
ment.

Uncomplicated Intra-Abdominal Infections; Developing Antimicrobials | Do.
for Treatment.
CATEGORY—CLINICAL MEDICAL
Assessment of Reproductivity and Developmental Toxicity. Do.
Clinical Development of Drugs for the Treatment of Allergic Rhinitis. Do.
Clinical Development of Drugs for the Treatment of Chronic Sinusitis | Do.
(other than antimicrobials).

Clinical Development Programs for MDI and DPI Drug Products. Do.
Clinical Evaluation of Lipid-Altering Agents. Do.
Clinical Evaluation of Potential ECG Effects of New Antihistamines. Do.
Clinical Evaluation of Weight-Control Drugs. Do.
Clinical Guidance for Estrogen/Progestin Containing Drug Products. Do.
Clinical Guidance for Estrogen Drug Products. Do.
Clinical Trials: Hormone Replacement Therapy in Women. Do.

Content and Format for “Geriatric Use” Supplemental Applications. Do.
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Title/Topic of Document Contact
Content and Format of the Adverse Reactions Section of the Label- Do.
ing.
Content and Format of the Clinical Studies Section of Labeling for Do.
Human Drugs and Biologics.
Content and Review of Applications. Do.

Developing Clinical Programs for Developing Drugs, Devices, and Bi- | Do.
ological Products for the Treatment of Systemic Lupus

Erythematosus.
Development of Medical Imaging Products. Do.
Establishing Pregnancy Registries. Do.
Evaluation of Growth Effects of Orally Inhaled and Intranasal Do.
Corticosteroids in Asthma and Allergic Rhinitis.
Evaluation of New Treatments for Diabetes Mellitus. Do.
Fast Onset for Analgesic (Rx) Products. Do.
Fast Track Products: Policies and Procedures. Do.
General Guidance for Eye Allergy Relief/Allergic Conjunctivitis Clini- Do.
cal Trials.
General Guidance for Glaucoma/IOP Lowering Clinical Trials. Do.

GRP (Good Review Practices) Guidance: Content and Format of the | Do.
Clinical Review of a Marketing Application (will be developed in

parts).
GRP Guidance: Safety Review of Clinical Data (1st part of the GRP Do.

guidance).
General Considerations for Pediatric Pharmacokinetic Studies. Do.
Guidelines for the Clinical Evaluation of Motility Modifying Drugs. Do.
Guidelines for the Clinical Evaluation of Drugs for Crohn’s Disease. Do.
Guidelines for the Clinical Evaluation of Drugs for Ulcerative Colitis. Do.
Helicobacter Pylori Ulcers. Do.
Human Pregnancy Outcome Data. Do.
Lupus. Do.
NSAID Ulcers. Do.
NSAID GI-Sparing Study Guidance. Do.
Other Ulcers. Do.
Pain Claim Structure; Acute Versus Chronic Conditions. Do.
Pediatric Clinical Trial Design. Do.
Performance of Clinical Trials for Gastroduodenal Ulcer Disease. Do.
Postmarketing Adverse Experience Reporting for Human Drug and Do.

Licensed Biological Products.
Post Cataract Inflammation Studies. Do.

Preclinical and Clinical Evaluation of Agents Used in the Prevention Do.
or Treatment of Postmenopausal Osteoporosis.

Preclinical Development of Inhalation Drugs for Indications in Chil- Do.
dren Two Years of Age or Less.

Psoriasis Therapies. Do.

Uveitis Studies. Do.

Removal of a Preservative to Create a Preservative Free Ophthalmic | Do.
Solution.

Submission of Debarment Certification Statements and Other Infor- Do.
mation Under The Generic Drug Enforcement Act of 1992.

Vaginal Contraceptive Drug Development. Do.

Wound Care Products. Do.

CATEGORY—CLINICAL PHARMACOLOGY
Clinical Pharmacology and Biopharmaceutical Data for Human Drug Do.

Products.
Failed Bioequivalence. Do.
Format and Content of the Clinical Pharmacology Section of Pre- Do.
scription Drug Product Labeling.
Immediate Release to Modified Release Dosage Forms. Do.
In Vitro Drug Metabolism/Drug Interaction. Do.
In Vivo Drug Metabolism/Drug Interaction. Do.
Pharmacokinetics and Pharmacodynamics. Do.

Pharmacokinetics in Patients With Impaired Hepatic Function: Study | Do.
Design, Data Analysis, and Impact on Dosing and Labeling.
Submission of Expanded Synopses for Clinical Pharmacology and Do.
Biopharmaceutics Studies.
CATEGORY—COMPLIANCE

Civil Money Penalty Cases Under the Prescription Drug Marketing Do.
Act (PDMA).
Development, Implementation, and Maintenance of a Sample Secu- Do.

rity and Audit System Under the Prescription Drug and Marketing
Act (PDMA).
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Title/Topic of Document Contact
Investigating Out of Specification (OOS) Results for Pharmaceutical Do.
Production.
First Party Audit. Do.
Plant Readiness; Preapproval Good Manufacturing Practices Inspec- | Do.
tions.
Maintaining Adequate and Accurate Records During Clinical Inves- Do.
tigations.
National Drug Code Number and Drug Product Labels. Do.
Sterile Drug Products Produced by Aseptic Processing; Revision. Do.
Waiver of Informed Consent Requirements for Emergency Care Re- Do.
search.
CATEGORY—GENERICS
Changes in Labeling of ANDA’s Subsequent to Revisions in the Ref- | Do.
erence Listed Drug Labeling.
Clindamycin Intravenous Labeling. Do.
Office of Generic Drugs, Policy on Inactive Ingredients. Do.
Organization of an Abbreviated New Drug Application; Revision. Do.
Product Variations Within the Same ANDA. Do.
Submitting Documentation to Abbreviated Drug Applications for Deg- | Do.
radation Products in Drug Products.
Variations in Drug Product That May Be Included in a Single Applica- | Do.
tion.
CATEGORY—INFORMATION TECHNOLOGY.
Computerized Systems Used in Clinical Trials. Do.
Electronic Submission of Adverse Reaction Data Via Physical Media. | Do.
Providing Regulatory Submissions in Electronic Format (will be com- | Do.
pleted in parts—the part on the NDA published 9/97).
Standards for Electronic Safety Data Submissions. Do.
CATEGORY—LABELING
Labeling for Combined Oral Contraceptives, Physician Labeling and Do.
Instructions for Use.
Labeling Guidance for Noncontraceptive Estrogen Drug Products. Do.
Placing the Therapeutic Equivalency Rating on Prescription Drug La- | Do.
bels.
Topical Corticosteroid Class Labeling. Do.
CATEGORY—OVER THE COUNTER
Points to Consider for OTC Actual Use Studies; Revision. Do.
CATEGORY—PHARMACOLOGY TOXICOLOGY.
Statistical Aspects of Design, Analysis, and Interpretation of Animal Do.
Carcinogenicity Studies.
Testing for Photocarcinogenesis. Do.
CATEGORY—PROCEDURAL
Appealing Center Regulatory and Scientific Decisions. Do.
Clarify Requirements for Submission of Supplements. Do.
Formal Meetings Between CDER and Sponsors and Applicants for Do.
PDUFA Products.
Major Dispute Resolution Involving PDUFA Covered Products. Do.
Regulatory Considerations for section 505(b)(2) of the Federal Food, | Do.
Drug, and Cosmetict Act Applications.
Scientific Advisory Panels. Do.
Special Protocols for the Content and Review of Applications. Do.
CATEGORY—USER FEES
Product, Establishment, and Application Fees, Issues and Resolu- Do.
tions.
V. Center for Veterinary Medicine
(CVM)
Title/Topic of Document Contact

CATEGORY—FOOD ADDITIVES
Data Requirements for Demonstrating a Food Additive Can Control
Salmonella in Feed.

Data Requirements for Demonstrating a Food Additive Binds Myco-
toxins.
CATEGORY—MICROBIAL PRODUCTS IN FEEDS

George Graber, Center for Veterinary Medicine (HFV—220), Food and
Drug Administration, 7500 Standish PI., Rockville, MD 20855, 301—
827-6651.

Do.
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Title/Topic of Document

Contact

Compliance Policy Guide About Microbial Products.
CATEGORY—HUMAN FOOD SAFETY
Disposition of Animals Used in Research and in the Manufacture of
Biomedical Products.

Animal Medicinal Drug Use Clarification Act Safe Levels Guidance.

Metabolism Guidance.

Threshold Assessment Guidance.

Tolerance Guidance.

Microbiological Tolerances/Withdrawal Times Guidance.

Risk Analysis Guidance.

Animal Drug Availability Act Import Tolerance Policy.

Microbiological Testing of Antimicrobial Drug Residues in Food Guid-
ance.

CATEGORY—SUBSTANTIAL EVIDENCE

One versus Multiple Adequate and Well-Controlled Studies/Field

Studies.

Choosing Study Parameters (Direct, Surrogate).

Inferential Value for Conditions, Animal, and Time.

Use of Published Studies.

Use of Foreign Studies.

Number and Types of Studies (By Drug Class) Needed to Dem-

onstrate Effectiveness.

Principles of Statistical Analysis Relevant to Regulatory Studies.

Combination New Animal Drugs.

Positive Control.

Dose or Dose Range Characterization.
CATEGORY—MANUFACTURING CHEMISTRY

Stability Guidance.

Guidance on Chemistry and Manufacturing Changes and Good Man-
ufacturing Practices Requirements for Minor Use/Minor Species
Drug Products.

CATEGORY—TARGET ANIMAL SAFETY AND EFFECTIVENESS STUDIES FOR

PRODUCTION DRUGS.

Anticoccidial in Poultry Guidance.

CATEGORY—TARGET ANIMAL SAFETY AND EFFECTIVENESS STUDIES FOR
THERAPEUTIC DRUG USES
Guidance on Recommended Content and Format for Investigational
New Animal Drug Data Submissions for HFV-110.
Nonsteroidal Anti-inflammatory Drug Guidance.
Competitive Exclusion Guidance.
CATEGORY—OTHER PREMARKETING
Bioequivalence of Continual Release Drugs Such as Implant Drugs.
Correlation of In Vitro Dissolution and In Vivo Bioavailability.
FOI Summary Guidance.
CATEGORY—STATISTICS
Add Log C | Guidance to Bioequivalence Guidance.

General Statistical Procedures for Designing and Analyzing Re-
search.
Alternative Methods.

Do.

Linda R. Tollefson or Margaret Miller, Center for Veterinary Medicine
(HFV-100), Food and Drug Administration, 7500 Standish PI., Rock-
ville, MD 20855, 301-827-6644 or 301-594-1620.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Do.

Herman M. Schoenemann, lll, Center for Veterinary Medicine (HFV—
126), Food and Drug Administration, 7500 Standish PI., Rockville,
MD 20855, 301-827-0220.

Do.

Do.

Do.

Do.

Do.

Do.
Do.
Do.
Do.

William G. Marnane, Center for Veterinary Medicine (HFV-140), Food
and Drug Administration, 7500 Standish PI., Rockville, MD 20855,
301-594-0678.

Do.

Andrew J. Beaulieu, Center for Veterinary Medicine (HFV-100), Food
and Drug Administration, 7500 Standish PI., Rockville, MD 20855,
301-594-1620.

Do.

Do.
Do.

Do.
Do.
Do.

Anna B. Nevius, Center for Veterinary Medicine (HFV-124), Food and
Drug Administration, 7500 Standish PI., Rockville, MD 20855, 301-
827-0218.

Do.

Do.

V1. Office of Regulatory Affairs (ORA)

Title/Topic of Document

Contact

CATEGORY—COMPLIANCE PoOLICY GUIDES
Compliance Policy Guide, Chapter 1, Sec. 140.100, Seizure of Books
That Constitute Misleading Labeling (CPG 7153.13).

JoAnne C. Marrone, Division of Compliance Policy (HFC-230), Office
of Enforcement, Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-1242.
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Compliance Policy Guide, Chapter 5, Sec. 540.400, Shrimp—Fresh
or Frozen, Raw, Headless, Peeled or Breaded—Adulteration In-
volving Decomposition (CPG 7108.11).

Compliance Policy Guide, Chapter 5, Sec. 540.650, Sale-Cured, Air-
Dried, Uneviscerated Fish (e.g., “Kapchunka”) (CPG 7108.17).

Compliance Policy Guide, Chapter 6, Sec. 675.400, Rendered Animal
Feed Ingredients (CPG 7126.24).

Compliance Policy Guide: Evaluation and Processing of Post Dona-
tion Reports.

Compliance Policy Guide: Summary of Records Accompanying
Human Tissue for Transplantation.
Compliance Policy Guide: Foods Contaminated With Hard or Sharp

MaryLynn A. Datoc, Division of Compliance Policy (HFC-230), Office
of Enforcement, Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-0413.

Do.

Barbara A. Rodgers, Division of Compliance Policy (HFC-230), Office
of Enforcement, Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-0417.

JoAnne A. Marrone, Division of Compliance Policy (HFC-230), Office
of Enforcement, Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-1242.

Do.

MaryLynn A. Datoc.

Foreign Objects.

CATEGORY—COMPLIANCE PROGRAMS; BIORESEARCH MONITORING
Compliance Program 7348.808,Bioresearch Monitoring; Good Lab-

oratory Practices (GLP) (Nonclinical).

Food Laboratory Practice Program (Nonclinical Laboratories) Do.

7348.808A: EPA Data Audit Inspections.

Compliance Program 7348.810: Sponsors, Contract Research Orga- | Do.

nizations and Monitors.

Compliance Program 7348.809: Bioresearch Monitoring; Institutional | Do.

Review Board.

Compliance Program 7348.811: Bioresearch Monitoring; Clinical In- Do.

vestigations.
CATEGORY—INSPECTION GUIDES

Guide to Inspections of Source Plasma Establishments.

CATEGORY—LABORATORY PROCEDURES MANUAL
Laboratory Procedures Manual, Chapter 1, Sample Accountability.

Laboratory Procedures Manual, Chapter 10, Research Guidelines.

James F. McCormack, Division of Compliance Policy (HFC-230), Of-
fice of Enforcement, Food and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827-0425.

Elizabeth A. Waltrip, Division of Emergency and Investigational Oper-
ations (HFC-132), Office of Regional Operations, Food and Drug
Administration, 5600 Fishers Lane, Rockville, MD 301-827-5662.

Leonard Valenti, Division of Field Science (HFC-140), Office of Re-
gional Operations, Food and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-7103.

Lawrence D’Hoostelaere, Division of Field Science (HFC-140), Office
of Regional Operations, Food and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-3320.

Dated: October 28, 1998.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 98-29387 Filed 11-2-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

HRSA AIDS Advisory Committee CARE
Act Reauthorization Workgroup;
Meeting

AGENCY: Health Resources and Services
Administration (HRSA), HHS.

ACTION: Notice of public meeting and
opportunity to provide written
comments.

SUMMARY: On December 2, 1997, the
HRSA AIDS Advisory Committee
(HAAC) established the Ryan White
CARE Act Reauthorization Workgroup.
The workgroup is seeking public input

about future HIV/AIDS care program
directions including issues related to
the second reauthorization of the Ryan
White CARE Act. The HAAC will
subsequently submit a set of formal
recommendations relating to future
program directions and reauthorization
issues to the HRSA Administrator.
DATES: A public meeting will be held on
December 3—4, 1998, from 8:30 a.m. to
5 p.m., to obtain public input into future
program directions and issues related to
the reauthorization of the Ryan White
CARE Act of 1990 as amended by the
Ryan White CARE Act Amendments of
1996 (Pub. L. 104-146). To be assured
of consideration for this public session,
written comments should be
postmarked no later than December 16,
1998, and should contain the name,
address, telephone and fax numbers and
any organizational affiliation of the
persons requesting to provide a written
statement. The public meeting will be
held at the Omni Shoreham Hotel, 2500
Calvert Street, NW, Washington, DC,
20008; phone (202) 234-0700; FAX
(202) 265-7972.

ADDRESSES: Written comments should
be sent to the HRSA AIDS Advisory
Committee, c/o HRSA HIV/AIDS
Bureau, Office of Policy and Program
Development, Attention: Caitlin Ryan,
Parklawn Building, 5600 Fishers Lane,
Room 7-20, Rockville, Maryland 20857.
All requests for making oral
comments will be made at the meeting
on December 3rd and 4th. Depending on
the number of requests to present oral
comments, it may be necessary to limit
the length of time for each presenter.

SUPPLEMENTARY INFORMATION: We are
particularly interested in comments
which address the following issues:

1. Extent to which CARE Act
programs are enrolling underserved and
vulnerable populations.

2. Extent to which CARE Act
programs are providing clients with care
whose quality meets or exceeds Public
Health Service treatment guidelines and
other care standards.

3. Extent to which CARE Act
programs are providing services that
remove barriers to primary care access
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