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II. GUIDANCE DCCUMENTS  ISWED  BY ME CENTER FOR BIOLOGCS  EVALUATION AND RESEARCH (CBER)
-

Intended User or How to Obtain a Hard Copy of the
Regulatory Activity DocumentName of Document Date of Issuance

Interpretative Guidelines of the Source Plas- October 2, 1973 IFDA  Regulated Industry Office of Communication, Training, and
Manufacturers Assistance (HFM-49).
Center for Biologics  Evaluation and Re-
search (CBER), Food and Drug Adminis-
tration, 1401 Rockville Pike, Rockville, MD
20852-1448,1-800X%-4709  or 301-
827-1890, FAX Information System: l-
888-CBER-FAX  (within U.S.) or 301-
827-3844 (outside U.S. and local to
Rockville, MD). Internet access: httpY/
www.fda.govlcber

Dolo

lo

IO

IO

30

)o

10

I

I

I

I

I

I

I

I

I

I

E

C

c

C

C

C

C

30

30

10

)o

)o

10

)o

10

ma (Human) Standards

i Guidelines for Reviewing Amendments to In-
elude  Plasmapheresis of Hemophiliacs

DoPackage Insert: Immune Serum Globulin
(Human)

March 30, 1978

Guidelines for Interpretation of Potency Test April 12, 1979
Results for All Forms of Adsorbed Diph-
theria and Tetanus Toxoids

Guidelines for Immunization of Source Plas- June 1, 1980
ma (Human) Donors With Blood Sub-
stances

Collection of Human Leukocytes for Further January 28.1981
Manufacturing (Source Leukocytes)

Platelet Testing Guidelines-Approval of
New Procedures and Equipment

July 1, 1981

Revised Guideline for Adding Heparin to
Empty Containers for Collection of
Heparinized Source Plasma (Human)

August 1,  1981

Do

Do

Do

Do

Do

DoRequirements for Infrequent Plasmapheresis
Donors

Recommendations to Decrease the Risk of
Transmitting AIDS From Plasma Donors

FTC in the Manufacture of In Vitro
Monoclonal  Antibody Products Subject to

Do

Do

Iraft PTC in the Production and Testing of July 28, 1983
Interferon Intended for Investigational Use
in Humans (Interferon Test Procedures)

nterstate Shipment of Interferon for Inves- November 21, 1983
tigational Use in Laboratory Research Ani-
mals or Tests in Viiro

Ieferral  of Blood Donors Who Have Re
ceived the Drug Accutane (Isotretinoin!
Roche);  13~cis-retinoic  acid)

February 28,1984

Equivalent Methods for Compatibility Testing December 14, 1984

10

30

‘lasma  Derived From Therapeutic Plasma
I

December 14,1984
Exchanae

)raft PTC in the Production and Testing of 30
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II. GUIDANCE DOCUMENTS L&JED BY THE CENTER  FOR tiiCl&iCS  I%ALUA%ON  AND RESEARCH (CBER)-Continued

Name of Document Date of Issuance Intended User or
Regulatory Activity

HOW to Obta&;uFerrnft  Copy of the

Guideline for the Uniform Labeling of Blood August 1, 1985 Do Do
and Blood Components

Recommended Methods for Short Ragweed November 1, 1985 Do Do
Pollen Extracts

Reduction of the Maximum Platelet Storage June 2.1986 Do Do
Period to 5 Days in an Approved Con-
tainer

To In Vitro Diagnostic Reagent Manufactur- December 6,1986  Do Do
ers: Guidance on the Labeling of Human
Blood Derived in Vitro Diagnostic Devices
in Regard to Labeling for HTLV-IIl/LAV
Antibody Testing

Guideline for Submitting Documentation for -February 1, 1987 Do Do
the Stability of Human Drugs and Bio-
logics

Guideline for Submitting Documentation for February 1,1987 Do Do
Packaging for Human Drugs and Biologics

Guideline on General Principles of Process May 1.1987 Do Do
Validation

Guideline on Sterile Drug Products Pro-
duced  by Aseptic Processing

June 1, 1987 Do Do

Deferral of Donors Who Have Received November 25,1987  Do Do
Human Pituitary-Derived Growth Hormone

Guideline on Validation of the Limulus December I,1987 Do D o
Amebocyte Lysate Test as an End-Prod-
uct Endotoxin Test for Human and Animal
Parenteral Drugs, Biological Products, and
Medical Devices

Recommendations for the Management of December 2,1987  Do Do
Donors and Units That Are Initially Reac-
tive for Hepatitis B Surface Antigen
WBsAg)

Extension of Dating Period for Storage of
Red Blood Cells, Frozen

December 4,1987  Do Do

To Licensed In Vitro Diagnostic Manufactur- December 23, 1987 Do Do
ers:  Handling of Human Blood Source Ma-
terials

I‘
Recommendations for Implementation of April 6,1988 Do Do

Computerization in Blood Establishments

Control of Unsuitable Blood and Blood Corn- April 6, 1988 Do Do
ponents

I&continuance  of Prelicensing  Inspection July 7. 1988 Do Do
for Immunization Using Licensed Tetanus
Toxoid and Hepatitis B and Rabies Vac-
cines

‘hysician  Substitutes August 15, 1988 Do Do

To Licensed Manufacturers of Blood Group- August 26, 1988 Do Do
ing Reagents: Criteria for Exemption of
Lot Release

devised  Guideline for the Collection of
Platelets, Pheresis

October 7.1988 Do Do
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Il. GUIDANCE DOCUMENTS ISSUED BY THE CENTER!  FOR  ijjlijL~ii=.? E-tVkLUATlCN  AND RESEARCH (CBER)-Continued

Name of Document I Date of Issuance
I

Intended User or
Regulatory Activity I

How to Obtain a Hard Copy of the
Document

To Manufacturers of HTLV-I Antibody Test
Kits: Antibody to Human T-Cell
Lymphotropic Virus, Type I (HTLV-I) Re
lease Panel I

DoOctober 18,1988 Do

Draft Guideline for the Design of Clinical
Trials for Evaluation of Safety and Efficacy
of Allergenic Products for Therapeutic
Uses

DoNovember 1, 1988 Do

HTLV-I Antibody Testing November 29, 1988 Do

Use of Recombigen HIV-1 L4 Test

Do

February 1,1989 I Do Do

Guidelines for Release of Pneumococcal
Vaccine, Polyvalent

February 1, 1989
I

Do
I

Do

Guidance for Autologous Blood and Blood March 15,1989
I

Do
I

Do
Components

HTLV-I Antibody Testing

Use of Recombigen HIV-1 Latex Agglutina-
tion (LA) Test

July 6,1989 Do Do

August 1, 1989 Do Do

DoDraft PTC in the Manufacture and Clinical
Evaluation of In Vitro Tests to Detect Anti-
bodies to Human lmmunodeficiency Virus
Type 1 (1989)

PTC in the Collection, Processing and Test-
ing of Ex Vivo Activated Mononuclear
Leukocytes for Administration to Humans

August 8, 1989 Do

August 22,1989 Do Do

Information Relevant to the Manufacture of
Acellular Pertussis Vaccine

DoAugust 23. 1989 Do

September I,1989 Do

September 8,1989  Do

DoFDA Regulated Industries for Drug Master
Files

Requirements for Computerization of Blood
Establishments

Do

Abbott Laboratories’ HIVAG-1 Test for HIV-
1 Antiaenls)  Not Recommended for Re-
quirements  for Computerization of Blood
Establishments

DoOctober 4,1989 Do

October 28,1989 DoGuideline for Collection of Blood or Blood
Products From Donors With PositiveTests
for Infectious Disease Markers (“High
Risk” Donors)

Do

Guideline for Determination of Residual
Moisture in Dried Biological Products

January 1,  1990 Do Do

Autologous Blood Collection and Processing February 12,1999 Do Do
Procedures

Cytokine and Growth Factor Pm-Pivotal Trial April  2.1999 Do Do
Information Package

Use of Genetic Systems HIV-2 EIA

PTC in the Safety Evaluation of Hemo-
globin-Based Oxygen Carriers

June 21, 1996

August 21, 1996

Do Do

Do Do

Guideline on the Preparation of Investiga-
tional New Drug Products (Human and
Animal)

March 1, 1991 Do Do
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FGR  &%%lCS  EVALUATION  AND RESEARCH (CBER)-Continued

Date of Issuance Intended User or
Regulatory Activity

How to Obta~~u~rtit  Copy of theName of Document

FDA Request for Information on Blood Star-
age Patterns and Red Cell Contamination
by Yersinia Enterocolitica

Revision to October 26, 1989, Guideline for
Collection of Blood or Blood Products
From Donors With Positive Tests for In-
fectious Disease Markers (High Risk Do-
nors)

Deficiencies Relating to the Manufacture of
Blood and Blood Components

Responsibilities of Blood Establishments Re
lated  to Errors and Accidents in the Manu
facture  of Blood and Blood Components

To Biologic Product Manufacturers-Control
ling Materials of Bovine or Ovine Origin

FDA Recommendations Concerning Testing
for Antibody to Hepatitis B Core Antigen
(Anti-HBc)

Disposition of Blood Products Intended for
Autologous Use That Test Repeatedly Re
active for Anti-HCV

Clarification of FDA Recommendations for
Donor Deferral and Product Distribution
Based on the Results of Syphilis Testing

Recommended Methods for Blood Grouping
Reagents Evaluation

Recommended Methods for Evaluating Po-
tency, Specificity and Reactivity of Anti-
Human Globulin

PTC in the Design and Implementation of
Field Trials for Blood Grouping Reagents
and Anti-Human Globulin

PTC in the Manufacture of In Vitro
Monoclonal  Antibody Products for Further
Manufacturing into Blood Grouping Rea-
gent and Anti-Human Globulin

Supplement to the PTC in the Production
and Testing of New Drugs and Biologicals
Produced by Recombinant DNA Tech-
nology: Nucleic Acid Characterization and
Genetic Stability

Revised Recommendations for the Preven-
tion of Human lmmunodeficiency Virus
(HIV) Transmission by Blood and Blood
Products

Use of Fluorognost HIV-1
lmmunofluorescent Assay (IFA)

Revised Recommendations for Testing
Whole Blood, Blood Components, Source
Plasma and Source Leukocytes for Anti-
body to Hepatitis C Virus Encoded Anti-
gen (Anti-HCV)

March 15, 1991 Do Do
/

March 17, 1991 Do Do

Do DoMarch 20, 1991

March 20, 1991 Do Do

May 3,199l Do Do

September 10, 1991 Do Do

September 11, 1991 Do Do

December 12, 1991 Do Do

March 1, 1992 Do Do

March 1.1992

March 1, 1992

March 1.1992

Do Do

Do D o

c\pril6,1992 Do Do

April  23, 1992 Do Do

4pril  23, 1992 Do Do

April  23, 1992 Do Do
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II. GUIDANCE DOCUMENTS ISSUED  BY THE CENTER FOR BIOLOGICS  EVALUATION AND RESEARCH (CBER)-Continued
.^/, .; ._ . > _

How to Obtain a Hard Copy of the
Docliment

Do

Date of Issuance Intended User or
Regulatory Activii

Do

Name of Document

Exemptions to Permit Persons With a His-
tory of Viral Hepatitis Before the Age of
Eleven Years to Serve as Donors of
Whole Blood and Plasma; Alternative Pro-
cedures, 21 CFR 640.120

Changes in Equipment for Processing Blood
Donor Samples

Nomenclature for Monoclonal  Blood Group-
ing Reagents

Volume Limits for Automated Collection of
Source Plasma

FDA’s Policy Statement Concerning Cooper-
ative Manufacturing Arrangements for Li-
censed Biologics

Revision of October 7, 1988, Memo Con-
cerning Red Blood Cell Immunization Pro-
grams

Draft PTC in the Characterization of Cell
Lines Used to Produce Biologicals

CBER Refusal to File (RTF)  Guidance for
Product and Establishment License Appli-
cations

Guidance on Alternatives to Lot Release for
Licensed Biological Products

Recommendations Regarding License
Amendments and Procedures for Gamma
Irradiation of Blood Products

Deferral of Blood and Plasma Donors Based
on Medications

Revised Recommendations for Testing
Whole Blood, Blood Components, Source
Plasma and Source Leukocytes for Anti-
body to Hepatitis C Virus Encoded Anti-
gen (Anti-HCV)

Changes in Administrative Procedures

To Sponsors of INDs Using Retroviral Vec-
tors

Draft Guideline for the Validation of Blood
Establishment Computer Systems

Methods of the Allergenic Products Testing
Laboratory

Application of Current Statutory Authorities
to Human Somatic Cell Therapy Products
and Gene Therapy Products; Notice

Guideline for Adverse Experience Repotting
for Licensed Biological Products

Guidance Regarding Post Donation lnforma-
tion Reports

To Manufacturers: Bovine Derived Materials
@SE)

April 23, 1992

July 21, 1992 Do Do

September 28, 1992 Do Do

Do DoNovember 4,1992

November 25, 1992 Do Do

December 16,1992 Do Do

Do DoJuly 12, 1993

July 12, 1993 Do Do

July 20, 1993

July 22, 1993

Do Do

Do DO

Juty 28, 1993 DoDo

DoAugust 19, 1993 30

September 9, 1993 Do 30

September 20,1993 Do 30

September 28,1993 DO

October 1.1993 Do 3 0

October 14, 1993 Do )O

October 15,1993 Do IO

December IO, 1993 Do 30

December 17,1993 Do
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER $OE ~%?IL&.%%  !%LU~~ION AND RESEARCH (CBEf?)-Continued

Name of Document Date of Issuance Intended User or
Regulatory Activity

.
How to Obtain a Hard Copy of the

Document

Donor Suitability Related to Laboratory Test- Decembpr  22, 1993
ing for Viral Hepatitis and a History of
Viral Hepatitis

Do Do

Compliance Program Guidance Manual
(Drugs and Biilogics)

1994 Do National Technical Information Service
(NTIS), 5285 Port Royal Rd., Springfield,
VA 22161,703-605-6050  (NTIS Order
No. 94-920699)

Recommendations for the invalidation of
Test Results When Using Licensed Viral
Marker Assays to Screen Donors

January 3.1994 Do Office of Communication, Training, and
Manufacturers Assistance (HFM-40),
Center for Biologics  Evaluation and Re-
search (CBER), Food and Drug Adminis-
tration, 1401 Rockville Pike, Rockville, MC
20852-1448, l-800-835-4709 or 301-
827-1800, FAX Information System: l-
888-CBER-FAX  (within U.S.) or 301-
827-3844 (outside U.S. and local to
Rockville, MD). Internet access: http$
www.fda.gov/cber

To Sponsors of INDs for Human
lmmunoglobulin Products

May 23, 1994 Do Do

To Manufacturers of Licensed Anti-HIV Test May 26, 1994 Do Do
Kits

+xommendations  fqr  Deferral of Donors for July 26, 1994 Do Do
Malaria Risk

CH Guideline for Industry: Studies in Sup August 1, 1994 Do Do
port of Special Populations

IELPS,  Advertising and Promotional Label- August 1,  1994 Do Do
ing Staff Procedural Guidance Document
(Draft)

CH Guideline for Industry: Stability Testing
of New Drub  Substances and Products

September 1.1994 Do Do

iuide  to Inspections of Blood Banks, Divi- September 1, 1994 FDA Personnel Do
sion of Field Investigations, Office of Re-
gional Operations, Office of Regulatory Af-
fairs I

.etter  to Manufacturers of Immune Globulin October 3, 1994 FDA Regulated Industry Do
Intravenous (Human) (IGIV), Aseptic Men-
ingitis Syndrome

iuidance  on Alternatives to Lot Release for October 27,1994 Do Do
Licensed Biological Products

juidance for Industry: For the Submission November 1994 Do Do
of Chemistry, Manufacturing, and Controls
Information for Synthetic Peptide  Sub-
stances

%xommendations  to Users of Medical De- December 20.1994 Do Do
vices That Test for Infectious Disease
Markers by Enzyme Immunoassay (EIA)
Test Systems

To Manufacturers of Immune Globulin Prod- December 27, 1994 Do Do
ucts:  Testing for Hepatitis C Virus RNA
lmmunoglobulin

Imeframe  for Licensing Irradiated Blood
Products

February 3, 1995 Do Do
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If. GUIDANCE DOCUMENTS ISSUED BY THE CENTER  FOR BlOL6&&  t%iUAi10~ AND RESEARCH (CBER)-Continued
“. ,.

intended User or
Regulatory Activity

Do

- I -

>

Date of Issuance

February 23, 1995

March 1, 1995

March 3, 1995

March 10, 1995

March 13, 1995

March 14; 1995

IMarch 14.1995

June 8, 1995

Jufy 11, 1995

July 11, 1995

August 8,1995

L\ugust  8, 1995

9ugust  8, 1995

August 8, 1995

%Jgust  22, 1995

Xtober  1,1995

Name of Document

Home Specimen Coke&ion  Kit Systems In-
tended for Human lmmunodeficiency Virus
(HIV-1 and/or HIV-2) Antibody Testing;
Revisions to Previous Guidance

ICH Guideline for Industry: Clinical Safety
Data Management: Definitions and Stand-
ards for Expedited Reporting

To Manufacturers of Intramuscular Immune
Globulin Products: HCV RNA Testing by
PCR

Revision of 8/27/82 FDA Memo: Require-
ments for Infrequent Plasmapheresis Do-
nors

To Manufacturers of Intramuscular Immune
Globulin Products: Additional information
Regarding HCV RNA Testing by PCR

To Health Professionals: Implementation of
Testing for HCV RNA by PCR for Immune
Globulin Products for Intramuscular Ad-
ministration

To All Establishments Performing Red Blood
Cell Immunizations: Revised Rec-
ommendations for Red Blood Cell Immuni-
zation Programs for Source Plasma

Recommendations for the Deferral of Cur-
rent and Recent Inmates of Correctional
Institutions as Donors of Whole Blood,
Blood Components, Source Leukocytes
and Source Plasma

Guideline for Quality Assurance in Blood Es-
tablishments

FDA Guidance Document Concerning Use
of Pilot Manufacturing Facilities for the
Development and Manufacture of Biologi-
cal Products

Disposition of Products Derived From Do-
nors Diagnosed With, or at Known High
Risk  for, Creutzfeldt-Jakob Disease

Recommendations for Labeling and Use of
Units of Whole Blood, Blood Components,
Source Plasma, Recovered Plasma or
Source Leukocytes Obtained From Do-
nors With Elevated Levels of Atanine
Aminotransferase (ALT)

Precautionary Measures to Further Reduce
the Possible Risk of Transmission of
Creutzfeldt-Jakob Disease by Blood and
Blood Products

Recommendations for Donor Screening With
a Licensed Test for HIV-1 Antigen

PTC in the Manufacture and Testing of
Therapeutic Products for Human Use De-
rived From Transgenic Animals

Informed Consent for Plasmapheresis/lmmu-
nization

DoDo

Do Do

Do Do

Do DoI

I

I

I

I

I

I

I

I

[

t

f

Do Do

Do

Do

DO

DO

30 Do

30 Do

30 Do

lo Do

lo Do

Do

Do

10

10

-DA Personnel Do
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOI? BihmicS ~~~i&iGioN  AND RESEARCH (CBER)-&ntiRued
.-. ., .-,,_ . ,_,.  .-x*I ,,,. i /” ,.., * A”.  _‘ <.,? . _ “5.,/  .:.r  *

Intended User or
Regulatory Activity

How to Obtain a Hard Copy of the
Document

FDA Personnel Do

Date of IssuanceName of Document

Draft Reviewers’ Guide: Changes in Per-
sonnel

Disease Associated Antibody Collection Pro-
gram

Guidance Concerning Conversion to FDA-
Reviewed Software Products

Donor Deferral Due to Red Blood Cell Loss
During Collection of Source Plasma by
Automated Plasmapheresis

Interim Definition and Elimination of Lot-by-
Lot Release for Well-Characterized Thera-
peutic Recombinant DNA-Derived and
Monoclonal  Antibody Biotechnology Prod-
ucts

Dear Colleague: Regarding Reverse
Transcriptase Activity in Viral Vaccines
Produced in Chicken Cells

Requesting All Manufacturers Immediately to
Revise Warning Section for Package ln-
sert on Thrombin

ICH Final Guideline: Quality of Biotechno-
logical Products: Analysis of the Expres-
sion Construct in Cells Used for Produc-
tion of r-DNA Den&d  Protein Products

ICH Final Guideline on the Need for Long
Term Rodent Carcinogenicity Study of
Pharmaceuticals

Additional Recommendations for Donor
Screening With a Liiensed Test for HIV-l
Antigen

FDA Guidance Concerning Demonstration of
Comparability of Human Biological Prod-
ucts, Including Therapeutic Biotechnology-
Derived Products

ICH Guideline on the Detection of Toxicity to
Reproduction for Medicinal Products; Ad-
dendum on Toxicity to Male Fertility

ICH Guidance on Specific Aspects of Regu-
latory Genotoxicity Tests for Phamra-
ceuticals

To Manufacturers of FDA-Regulated Drug/
Biological/Device Products, Bovine
Spongiform Encephalopathy (BSE)

Additional Recommendations for Testing
Whole Blood, Blood Components, Source
Plasma and Source Leucocytes  for Anti-
body to Hepatitis C Virus Encoded Anti-
gen (Anti-HCV)

Guidance  for Industry-The Content and
Format for Pediatric Use Supplements

suidance  on Applications for Products Com-
prised of Living Autologous Cells Manipu-
lated Ex Vivo and Intended for Structural
Repair of Reconstruction

October 1, 1995

FDA Personnel DoOctober 1, 1995

November 13,1995 FDA Regulated Industry Do

Do DoDecember 4, 1995

DoDecember 8, 1995 Do

Do DoJanuary 4, 1996

January 4, 1996 Do Do

Do DoFebruary 23,1996

March 1, 1996 Do Do

March 14. 1996 Do Do

Do DoMarch 26, 1996

April 5, 1996 DoDo

April 24, 1996 Do Do

May 9,1996 Do Do

Do DoMay 16.1996

Do DoMay 23,1996

May 24,1996 Do Do
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II. GUIDANCE  DOCUMENTS ISSUED BY THE CENTER FOR  i3izii6ki~.$l%iLtiAtib~  AND RESEARCH (CBER)-Continued
. . . . . . .._L., “d, -_,. ,, ,1 i . . - a.~. ..

How to Obtain a Hard Copy of the
Document

Do

Name of Document

r

Date of Issuance

Recommendations and Licensure Require-
ments for Leukocyte-Reduced Blood Prod-
UCtS

May 29,1996

Guide to Inspections of Infectious Disease
Marker Testing Faciliiies

June 1, 1996

To Manufacturers: lmprementation  of Testing
for Hepatitis C Virus RNA by Manufactur-
ers: implementation of Testing for Hepa-
titis C Virus RNA by Polymerase Chain
Reaction (PCR) of intramuscular  Immune
Globulin Preparations

June 13,1996

ICH Final  Guidelines on Stabrity  Testing of
BiotechnologicaVBiologica~  Products

July 10.1996

ICH Guideline on Structure and Content of
Clinical Study Reports

July 17, 1996

Recommendations for the Quarantine and
Disposition of Units From Prior Collections
From Donors With Repeatedly Reactive
Screening Tests for Hepatitis B Virus
(HBV), Hepatitis C Virus (HCV) And
Human T-Lymphotropic Virus Type I
(HTLV-I)

July 19, 1996

To Manufacturers: HIV-l Group 0 July 31, 1996

Guidance for Industry for the Submission of
Chemistry, Manufacturing, and Controls
Information for a Therapeutic Recom-
binant DNA-Derived Product or a
Monoclonal  Antibody Product for In Vivo
Use

August 15, 1996

ICH Revised Guidance: Single Dose Acute
Toxiciq Testing for Phamaceuticals

August 26,1996

ICH Draft Guideline on Data Elements for
Transmission of Individual Case Reports

October 1, 1996

To All Plasma Derivative Manufacturers and
to ABRA:  Warning  Statement for Plasma
Derivatiie Product Labeling

October 7, 1996

Advertising and Promotion; Guidance; No-
tice

October 8,1996

To Biologic Product Manufacturers: Revised
Procedures for Internal Labeling Review
Number Assignment

December 3,1996

interim  Recommendations for Deferral of
Donors at Increased Risk for HIV-1 Group
0 Infection

December 11,1996

PTC on Plasmid  DNA Vaccines for Preven-
tive Infectious Disease Indications

December 22,1996

Guidance for the Submission of Chemistry,
Manufacturing, and Controls Information
and Establishment Description for
Autologous Somatic Cell Therapy Prod-
ucts

January 1997

Reviewer Guidance for a Premarket Notifica-
tion Submission for Blood Establishment
Computer Software

January 13,1997

Intended User or
Regulatory Activity

Do

DoFDA Personnel

FDA Regulated Industry Do

1
Do Do

Do Do

Do Do

Do Do

Do Do

Do Do

Do Do

Do 3 0

Do DO

Do IO

Do 3 0

Do 30

FDA Personnel xl
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENT& k% I%iji%%% ~~LL&TION AND R,ESEARCH  (CBER)-Continued
. . . ,. . . ,,- _

Name of Document I Date of Issuance
I

Intended User or
Regulatory Activity I

HOW to Obtag;uFezt Copy of the

PTC in the Manufacturing and Testing of February 28.1997 Do Do
Monoclonal  Antibody Products for Human
Use

Proposed Approach to Regutation of Cellular February 27, 1997
and Tissue-Based Products

Do Do

Tables 1 and 2 From Proposed Approach to March 4, 1997 Do Do
Regulation of Cellular  and Tissue-Based
Products

Prectearance  of Promotional Labefing;  Clari- March 5, 1997 Do Do
fication

Guidance for Industry for the Evaluation of April 1997 Do Do
Combination Vaccines for Preventable
Diseases: Production, Testing and Clinical
Studies

ICH Draft Guideline on Dose Selection for
Carcinogenic’ky  Studies for Pharma-
ceuticals: Addendum on the Limit Dose

April 2, 1997 Do Do

ICH Draft Guideline on the Timing of Non- May 2.1997 Do Do
clinical Studies for the Conduct of Human
Clinical Trials for Pharmaceuticals

ICH Draft Guideline on Impurities: Residual May 2,1997  (Correc- Do Do
Solvents tion May 19, 1997)

ICH Guideline on Stability Testing for New May 9, 1997 Do Do
Dosage Forms

ICH Draft Guideline on Statistical Principles May 9.1997 Do Do
for Clinical Trials, Part 111

ICH Good Clinical Practice: Consolidated
Guideline, Part II

May 9,1997 Do Do

ICH Guideline for the Photostabifity Testing May 16,1997 Do Do
of New Drug Substances and Products,
Part II

JCH Guideline on Impurities in New Drug
Products, Part IV

May 19, 1997 Do Do

ICH Guideline on Clinical Safety Data Man- May 19,1997 Do Do
agement: Periodic Safety Update Reports
for Marketed Drugs, Part VI

ICH Guideline on the Validation of Analytical May 19, 1997 Do
Procedures: Methodology, Part V

Do

To Plasma Fractionators-CBER’s  View on May 29,1997 Do Do
Product Recalls Conducted by the Plasma
Fractionation fndustry

ICH Draft Guideline on General Consider-
ations  for Clinical Trials

May 30,1997 Do Do

Guide  to fnspections  of Source Plasma Es- June 1,1997 FDA Personnel Do
tablishments (Division of Field fnvestiga-
tions, Office of Regional Operations, Of-
fice of Regulatory Affairs)

Draft  Guidance for Industry: Computerized
Systems Used in Clinical Trials; Avait-
ability

June 18.1997 FDA Regulated Industry Do
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR  BiijLC-&%  E$jiiijA~l~~ AND RESEARCH  (CBER)~ontinued

Name of Document I Date of Issuance Intended User or
Regulatory Activity

Guidance for Industry-Changes to an Ap-
proved Application: Biological Products

July 1997 Do Do

Guidance for Industry-Changes to an Ap
proved Application for Specified Bio-
technology and Specified Synthetic Bio-
logical Products

July 1997 Do Do

Guidance for Industry-Screening and Test- July 1997 Do
ing of Donors of Human Tissue Intended
for Transplantation

Do

Guidance for Industry-Donor Screening for August 1997 Do
Antibodies to HTLV-II

Do

Guidance for Industry-Postmarketing Ad- August 1997 Do
verse Experience Reporting for Human
Drug and Licensed Biological Products:
Clarification of What to Report

Do

Draft Guidance for Industry Efficacy Evalua- September 1997 Do
tion of Hemoglobin- and Perfluorocarbon-
Based Oxygen Carriers

Do

auidance  for Industry-The Sourcing and September 1997 Do
Processing of Gelatin to Reduce the Po-
tential Risk Posed by Bovine Spongiform
Encephalopathy (BSE)  in FDA-Regulated
Products for Human Use

qotification  Process for Transfusion Related October 7, 1997 Do
Fatalities and Donation Related Deaths
(revised telephone number)

Do

submission Requirements for Requesting October 15,1997 Do
Certificates for Exporting Products to For-
eign Countries

Do

CH Guidance on Preclinical Safety Evalua- November 18.1997 Do
tion of Biotechnology-Derived Pharma-
ceuticals

ICH Guidance on Genotoxicity: A Standard November 21, 1997 Do
Battery for Genotoxicity Testing for Phar-
m a c e u t i c a l s

ICH Guidance on Nonclinical Safety Studies November ?5,  1997 Do
for the Conduct of Human Clinical Trials
for Pharmaceuticals

Suidance  for FDA and Industry: Direct Final November 21, 1997
Rule Procedures

FDA Personnel and Reg-
ulated Industry

Draft Guidance for Industry: Promoting Med- December 1997
ical  Products in a Changing Healthcare

FDA Regulated Industry

Environment; 1. Medical Product Pro-
motion by Healthcare Organizations or
Pharmacy Benefits Management Compa-
nies (PBMS)

3uidance  for Industry: Industry-Supported
Scientific and Educational Activities

December 3,1997  Do

CH Guidance on Dose Selection for Car-
cinogenicity Studies of Pharmaceuticals:
Addendum on a Limit Dose and Related
Notes

December 4, 1997 Do

How to Obta~~k~;~ Copy of the

Do

Do

Do

Do

Do

Do

Do
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER tiCl;R  l%?LOMX &kAJ~~ION AND RESEARCH (CBER)-Continued

Name of Document Date of Issuance Intended User or
Regulatory Activity

How to Obtain a Hard Copy of the
Document

To Biologic Product Manufacturers-with- December 11,1997  Do Do
drawal  of Human Blood-Derived Materials
Because Donors Diagnosed With, or at In-
creased Risk for, CJD

To Allergenic Extract Manufacturers-Stand- December 23, 1997
ardized Grass Pollen Extracts

Do Do

ICH Guidance on Data Elements for Trans- January 15,1998
mission of Individual Case Safety Reports

Guidance for industry: Year 2000 Date January 1998 Do Do
Change for Computer Systems and Soft-
ware Applications Used in the Manufac-
ture of Blood Products

Draft Guidance for Industry: Container and January 1998 Do Do
Closure Integrity Testing in Lieu of Sterility
Testing as a Component of the Stability
Protocol for Sterile Products

ICH Guidance on Testing for Carcinogenicity February 28, 1998
of Pharmaceuticals

Draft Guidance for Industry: Manufacturing, March 1998 Do Do
Processing or Holding Active Pharma-
ceutical Ingredients

Guidance for Industry: Guidance for Human March 1998 Do Do
Somatic Cell Therapy and Gene Therapy

Draft Guidance for Industry: Instructions for May 1998 Do Do
Submitting Electronic Lot Release Proto-
cols to the Center for Biologics  Evaluation
and Research

Draft Guidance for industry: Pilot Program May 1998 Do Do
for Electronic Investigational New Drug
(elND)  Applications for Biological Products

Guidance for Industry: Classifying Re- May 1998 Do D o
submissions in Response to Action Letters

Guidance for Industry: Pharmacokinetics  in May 1998 Do Do
Patients With Impaired Renal Function-
Study Design, Data Analysis and Impact
on Dosing and Labeling

Guidance for Industry: Standards for the May 1998 Do Do
Prompt Review of Efficacy Supplements,
including Priority Efficacy Supplements

Guidance for Industry: Providing Clinical Evi- May 1998 Do Do
dence  of Effectiveness for Human Drugs
and Biological Products

Draft Guidance for Industry: Stability Testing June 1998 Do Do
of Drug Substances and Drug Products

Guidance for Industry: Qualifying for Pedi- June 1998 Do Do
atric Exclusivity Under Section 505A of
the Federal Food, Drug, and Cosmetic Act

3uidance  for Industry: Errors and Accidents June 1998 Do Do
Regarding Saline Dilution of Samples
Used for Viral Marker Testing

ICH Draft Guidance on Specifications: Test June 9, 1998 Do Do
Procedures and Acceptance Criteria for
BiotechnologicaWBiological  Products
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II. GUIDANCE  DOCUMENTS ISSUED BY THE CENTER FOR BloLo~lCs  EVALUATION AND RESEARCH (CBER)-Continued

Name of Document Date of Issuance fhtended  User or How to Obtain a Hard Copy of the
Regulatory Activity Document

ICH Guidance on Ethnic Factors in the Ac- June lo,1998 Do Do
ceptabitity of Foreign Clinical Data

Draft Guidance for Industry: Exports and tm- June 12, 1998 Do Do
ports Under the FDA Export Reform and
Enhancement Act of 1996

Guidance for Industry: fmpfementation of July 1998 Do Do
Section 126 of the Food and Drug Admin-
istration Modernization Act of 1997-Efimi-
nation of Certain Labeling Requirements

Guidance for Industry: Environmental As- July 1998 Do Do
sessment of Human Drug and Biologics
Applications

Guidance for Industry: Current Good Manu- September 1998 Do Do
facturing  Practice for Blood and Blood
Components: (1) Quarantine and Disposi-
tion of Units From Prior Collections From
Donors With Repeatedly Reactive Screen-
ing Tests for Antibody to Hepatitis C Virus
(Anti-HCV); (2) Supplemental Testing, and
the Notification of Consignees and Blood
Recipients of Donor Test Results for Anti-
HCV

Draft Guidance for Industry: Submitting De- September 1998 Do Do
barment Certification Statements

Guidance for Industry: How to Complete the September 1998 Do Do
Vaccine Adverse Reporting System Form
(VAERS-1)

Guidance for Industry: Fast Track Drug De- September 1998 Do Do
vefopment Programs-Designation, Devet-
opment, and Application Review

ICH Guidance on Statistical Principles for September 16.1998 Do DQ
Clinical Trials

ICH Guidance on Quality of Biotechno- September 21,1998  Do Do
logical/Biological Products: Derivation and
Characterization of Cell Substrates Used
for Production of Biotechnotogical/Biologi-
cat Products

CH Guidance on Viral Safety Evaluation of September 24.1998 Do Do
Biotechnology Products Derived From Cell
Lines of Human or Animal Origin

suidance  for Industry: On Advisory Commit- October 1998 Do Do
tees: implementing Section 120 of the
Food and Drug Administration Act of 1997

Iraft Guidance for Industry: General Consid- November 1998 Do Do
erations for Pediatric Pharmacokinetic
Studies for Drugs and Biological Products

ro Viral Vaccine IND Sponsors--Use of December 18.1998 Do Do
PCR-Based Reverse Transcriptase Assay

juidance  for Industry: FDA Approval of New December 1998 Do Do
Cancer Treatment Uses for Marketed
Drug and Biological Products

~Iraft Guidance for Industry: Content and December 1998 Do Do
Format of Geriatric Labeling
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR BIOL~GICS EVALUATION AND RESEARCH (CBER)-Continued

Intended User or
Regulatory Activity

Do

How to Obtz$nGukerdt  Copy of the

Do

Date of fssuance

January 1999

Name of Document

Draft Guidance for Industry: Product Name
Placement, Size and Prominence in Ad-
vertising and Promotional Labeling

Guidance for Industry: Content and Format
of Chemistry, Manufacturing and Controls
fnfomration  and Establishment Description
tnfonation  for a Vaccine or Related Prod-
UCt

Guidance on Amended Procedures for Advi-
sory Panel Meetings

Guidance for Industry: Providing Regulatory
Submissions in Electronic Format-Gen-
eral Considerations

Guidance for Industry: For the Submission
of Chemistry, Manufacturing and Controls
and Establishment Description fnformation
for Human Plasma-Derived Biological
Products, Animal Plasma or Serum-De-
rived Products

Guidance for Industry: Population Phar-
macokinetics

Guidance for Industry: Clinical Development
Programs for Drugs, Devices and Biologi-
cal Products for the Treatment of Rheu-
matoid Arthritis (RA)

Guidance for Industry: For the Submission
of Chemistry, Manufacturing and Controls
and Establishment Description Information
for Human Plasma-Derived Biological
Products, Animal Plasma or Serum-De-
rived Products

Draft Guidance for Industry: tNDs  for Phase
2 and 3 Studies of Drugs, Including Speci-
fied Therapeutic Biotechnology-Derived
Products, Chemistry, Manufacturing and
Controls Content and Format

Draft Guidance for Industry: Accelerated Ap-
proval Products-Submission of Pro-
motional Materials

Guidance for Industry: Content and Format
of Chemistry, Manufacturing and Controls
Information and Establishment Description
Information for a Biological In Vitro Diag-
nostic Product

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

Guidance for tndustry  on the Content and
Format of Chemistry, Manufacturing and
Controls Information and Establishment
Description fnformation for an Allergenic
Extract or Allergen Patch Test

January 1999 Do

Do DoJanuary 1999

January 1999 Do Do

Do DoFebruary 1999

Do DoFebruary 1999

February 1999 Do Do

February 1999 30 Do

3 0 DoFebruary 1999

March 1999 10 Do

Dotiarch 1999 >O

4pril  1999 Do

4pril  1999 DO



II. GUJDANCE  DOCUMENTS ISSUED BY THE CENTER FOR BIOL~GICS  EVALUATION AND RESEARCH (CBERJ-Continued
.I

intended User or
Regulatory Activity

__ “,. .- “.

How to Obta$zu;erdt  Copy of the

Do

Name of Document

Guidance for Industry  ?or  the Submission of
Chemistry, Manufacturing and Controfs
and Establishment Description Jnformation
for Human Blood and Blood Components
Jntended  for Transfusion or for Further
Manufacture and for the Completion of the
Form FDA 356h “Application to Market a
New Drug, Biologic or an Antibiotic Drug
for Human Use”

Guidance for fndustry  for Platelet Testing
and Evaluation of Platelet Substitute Prod-
UC&i

Guidance for Industry: Efficacy Studies to
Support Marketing of Fibrin Sealant Prod-
ucts Manufactured for Commercial Use

Guidance for Industry: Container Closure
Systems for Packaging Human Drugs and
Biofogics; Chemistry, Manufacturing, and
Controls Documentation

Draft Guidance for Industry: Establishing
Pregnancy Registries

Draft Reviewer Guidance: Evaluation of
Human Pregnancy Outcome Data

Draft Guidance for Industry: Current Good
Manufacturing Practice for Blood and
Blood Components: (1) Quarantine and
Disposition of Prior Collections From Do-
nors With Repeatedly Reactive Screening
Tests for Hepatitis C Virus (HCV); (2)
Supplemental Testing, and the Notiiication
of Consignees and Transfusion Recipients
of Donor Test Results for Antibody to
HCV (Anti-HCV)

JCH Guidance on the Duration of Chronic
Toxicity Testing in Animals (Rodent and
Nonrodent Toxicity Testing)

Draft Guidance for Industry: Clinical Devel-
opment Programs for Drugs, Devices, and
Biological Products tntended  for the Treat-
ment of Osteoarthritis (OA)

Draft Guidance for Industry: Interpreting
Sameness of Monoclonal  Antibody Prod-
ucts Under the Orphan Drug Regulations

Draft Guidance for Industry: Cooperative
Manufacturing Arrangements for Licensed
Biologics

Guidance for tndustry:‘Consumer-Directed
Broadcast Advertisements

Draft Guidance for Industry: Jnformation Re-
quest and Discipline Review Letters Under
the Prescription Drug User Fee Act

Guidance for Industry: Possible DioxinlPCB
Contamination of Drug and Biological
Products

Date of fssuance

May 1999 Do

May 1999 Do Do

May 1999 Do Do

May 1999 Do Do

June Do Do

June 1999 FDA Personnel Do

June 1999 3 0FDA Regulated Industry

3 0 10lune 25, 1999

July 1999 DoDo

July 1999 Do Do

4ugust  1999 Do Do

Do4ugust  1999 3 0

10Bgust  1999 Do

4ugust  1999 Do 30
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR BIOL~GICS  EVALUATION AND RESEARCH (CBER)-Continued

Name of Document

Guidance for Industry: Submission of Abbre
viated  Reports and Synopses in Support
of Marketing Applications

ICH Guidance on Specifications: Test Proce
dures and Acceptance Criteria for Bio-
technological/Biological Products

Draft Guidance for Industry: Revised Rec-
ommendations for the fnvalidation  of Test
Results When Using Licensed and 510(k)
Cleared Bloodbome Pathogen Assays to
Test Donors

Guidance for Industry: Qualifying for Pedi-
atric Exclusivity Under Section 505A of
the Federal Food, Drug, and Cosmetic Act

International Conference on Harmonisat.on
Draft Guidance; Choice of Control Group
in Clinical Trials

Guidance for Industry: Providing Regulatory
Submissions to the Center for Biofogics
Evaluation and Research (CBER) in Elec-
tronic Fom-rat-Biofogics  Marketing Appli-
cations [Biologics  License Application
(BLA), Product License Application (PlA)/
Establishment License Application (ELA)
and New Drug Application (NDA)J-Re-
vised

Guidance for Industry: Revised Pm-
cautionary Measures to Reduce the Pos-
sible Risk of Transmission of Creutzfeldt-
Jakob Disease (CJD) and New Variant
Creutzfeldt-Jakob Disease (nvCJD)  by
Blood and Blood Products

Guidance for Industry: In Viva Drug Metabo-
lism/Drug Interaction StudiesStudy  De-
sign, Data Analysis and Recommenda-
tions for Dosing and Labeling

Draft Guidance for Industry: Application of
Current Statutory Authority to Nucleic Acid
Testing of Pooled Plasma

Draft Guidance for Industry: Phanaco-
kinetics in Patients With fmpaired  Hepatic
Function: Study Design, Data Analysis
and Impact on Dosing and Labeling

fntemationaf  Conference on Harmonsation
of Technical Requirements for Registra-
tion of Pharmaceuticals for Human Use
M4: Common Technical Document

Guidance for Industry: In the Manufacture
and Clinical Evaluation of In Vitro Tests to
Detect Nucleic Acid Sequences of Human
lmmunodeficiency Viruses Types 1 and 2

Draft Guidance for Industry: Precautionaty
Measures to Reduce the Possible Risk of
Transmission of Zoonoses  by Blood and
Blood Products From Xenotransplantation
Product Recipients and Their Contacts

Date of Iduancf

August 1999

August 18, 1999

September 1999

September 1999

September 24, 199!

November 1999

November 1999

November 1999

November 1999

November 1999

November 8.1999

December 1999

December 1999

Do

Do Do

Do Do

I
I

Do Do

‘ / ,_” . _” ^ -.. i. ,,_ ‘
Ihi,,.

Intended User or
Regulatory Activity

HOW to ObtazuFerdt  Copy of the

Do Do

Do Do

Do I Do

Do

90 Do
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR BIOLOGICS  EVALUATION AND RESEARCH (CBER)-Contirkd
- / ” ,\ ._ . <.*  _ ^-” ,. . . A . . . . .‘

HOW to obta~o~wz~  Copy of theIntended User or
Regulattiji A&ii

Do

Name of Document

Draft Guidance for Industry: Special Protocol
Assessment

Draft Guidance for Industry: Changes to an
Approved Application: Biological Products:
Human Blood and Blood Components In-
tended for Transfusion or for Further Man-
ufacture

Draft Guidance for Reviewers: Potency Lim-
its for Standardized Dust Mite tind Grass
Allergen Vaccines: A Revised Protocol

Draft Guidance for industry: IND Meetings
for Human Drugs and Biologics: Chem-
istry, Manufacturing, and Controls Infor-
mation

Guidance for Industry: Formal Meetings With
Sponsors and Applicants for PDUFA
Products

Guidance for Industry: Formal Dispute Reso-
lution: Appeals Above the Division Level

Guidance for Industry: Gamma Irradiation of
Blood and Blood Components: A Pilot
Program for Licensing

Draft Guidance for Industry: Information Pro-
gram on Clinical Trials for Serious or Life-
Threatening Diseases: Establishment of a
Data Bank

International Conference on Harmonisation;
Draft Revised Guidance on QlA(R)  Sta-
bility Testing of New Drug Substances
and Products

Draft Guidance for Industry: Content and
Format of the Adverse Reactions Section
of Labeling for Human Prescription Drugs
and Biologics

Guidance for Industry: Recognition and Use
of a Standard for the Uniform Labeling of
Blood and Blood Components

Draft Guidance for Industry: Recommenda-
tions for Donor Questioning Regarding
Possible Exposure to Malaria

Draft Guidance for Industry: Pediatric Oncol-
ogy Studies in Response to a Written Re-
quest

Guidance for Industry: Availability of Li-
censed Donor Screening Tests Labeled
for Use With Cadaveric Blood Specimens
(Level 2)

Draft Guidance for Industry: Chronic Cuta-
neous Ulcer and Burn Wounds-Devel-
oping Products for Treatment

Draft Guidance for Industry: CBER Pilot Li-
censing Program for Immunization of
Source Plasma Donors Using lmmunogen
Red’ Blood Cells Obtained From an Out-
side Supplier

Date of Issuance

December 1999 Do

January 2000 Do Do

February 2000 FDA Personnel Do

February 2000 FDA Regulated Industry Do

February 2000 Do Do

February 2000 Do Do

February 2000 Do Do

Do DoMarch 2000

DoDoApril 21, 2000

Do DOMay 2000

Do DoJune 2000

June 2000 Do DO

June 2000 DO Do

June 2000 Do 3 0

Do DOJune 2000

June 2000 30 30
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II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR

Name of Document Date of Issuance

Draft Guidance for Industry: Developing
Medical Imaging Drugs and Biological
Products

June 2000

International Conference on Harmonisation June 2000
(ICH) Draft Guidance; Good Manufac-
turing Practice Guide for Active Pharma-
ceutical Ingredients (March 17, 2000)

International Conference on Harmonisation
(ICH) Draft Revised Guidance on tmpuri-
ties in New Drug Products

July 19, 2000

International Conference on Harmonisation July 20, 2000
(ICH) Draft Revised Guidance on Impurf-
ties in New Drug Substances

lntemaf~nal  Conference on Harmonisation Jufy 20.2000
(ICH) Draft Guideline: Organisation of the
Common Technical Document for the
Registration of Pharmaceuticals for
Human Use

International Conference on Harmonisation
(ICH) Draft Guideline on Safety Pharma-
cology Studies for Human Pharma-
ceuticals

August 2000

Draft Guidance for Industry: Analytical Pro- August 2000
cedures and Methods Validation-Chem
istry,  Manufacturing, and Controls Docu-
mentation

Draft Guidance for Industry: Considerations August 2000
for Reproductive Toxicity Studies for Pre-
ventive Vaccines for Infectious Disease In-
dications 1

Guidance for Industry: Q & A Content and October 2000
Format of INDs for Phase 1 Studies of
Drugs, Including Well-Characterized,
Therapeutic, Biotechnology-Derived Prod-
ucts

Guidance for Industry: Supplemental Guid- October 2000
ante  on Testing for Replication Com-
petent Retrovirus in Retroviral Vector
Based Gene Therapy Products and Dur-
ing Follow-up of Patients in Clinical Trials
Using Retroviral Vectors

Guidance for Industry: Submitting and Re-
viewing Complete Responses to Clinical
Holds

October 2000

Draft Guidance for Industry: Cancer Drug November 2000
and Biological Products-Clinical Data in
Marketing Applications

Guidance for Industry: Testing Limits in Sta- November 2000
bility Protocols for Standardized Grass
Pollen Extracts

Guidance for Industry: Use of Sterile Con-
netting  Devices in Blood Bank Practices
(Level 2)

November 2000

Draft Guidance for Industry: Recommenda- November 2000
tions for Complying With the.Pediitric
Rule (21 CFR 314.55(a) and 601.27(a))

~OLOGICS  EVALUATION
>. ._ .> 1. I, ,./is,. , .%I

Intended User or
Regulatory Activity

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

#ND  RESEARCH (CBER)-Continued
.b,. -._ j i> _.vi.. bWC~“)_&‘.  .,._ “* _: , .,., _ ‘k~ &,&,e,,.*  ,\ ” ~.s.h

How to Obta$o;Ferdt  Copy of the

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

DO

Do

Do

Do

Do
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Il. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR BIOLOGICS  EVALUATION AND RESEARCH (CBERjContinued

Name of Document

International Conference on Harmonisation
(ICH)  Guidance for Industry: El 1 Clinical
Investigation of Medicinal Products in the
Pediatric Population

Draft Guidance for Industry: Variances for
Blood Collection From Individuals With
Hereditary Hemochromatosis

Draft Guidance for Industry: Submitting Sep
arate  Marketing Applications and Clinical
Data for Purposes of Assessing User
Fees

International Conference on Harmonisation;
Guidance on Q6A  Specifications: Test
Procedures and Acceptance Criteria for
New Drug Substances and New Drug
Products: Chemical Substances

PHS Guideline on Infectious Disease Issues
in Xenotransplantation

Draft Guidance for Industry: Pre-Storage
Leukocyte Reduction of Whole Blood and
Blood Components intended for Trans-
fusion

Guidance for Industry: Recommendations for
Collecting Red Blood Cells by Automated
Apheresis Methods

Draft Guidance for Industry: Providing Regu-
latory Submissions in Electronic Format-
Prescription Drug Advertising and Pro-
motional Labeling

Draft Guidance for Industry: Source Animal,
Product, Preclinical and Clinical Issues
Concerning the Use of
Xenotransplantation Products in Humans

Guidance for Industry: Recommendations for
Collecting Red Blood Cells by Automated
Apheresis Methods--Technical Correction
February 2001

Draft Guidance for Industry: Disclosing Infor-
mation Provided to Advisory Committees
in Connection With Open Advisory Com-
mittee Meetings Related to the Testing or
Approval of Biologic Products and Con-
vened by the Center for Biologics  Evalua-
tion and Research

Draft Guidance for Industry: Postmarketing
Safety Reporting for Human Drug and Bi-
ological Products Including Vaccines

Guidance for Industry: Acceptance of For-
eign Clinical Studies

Guidance  for Industry: Financial Disclosure
by Clinical Investigators

3uidance  for Industry: Monoclonal  Antf-
bodies Used as Reagents in Drug Manu-
facturing

Date of Issuance

December 2000

December 2000

December 2000

December 29,200O Do Do

January 19,200l

January 2001

January 2001

January 2001

February 2001

February 2001

February 2001

March 2001

March 2001

March 2001

March 2001

LI ..,/,._

Intended User or
Regulatory Activity

.I), _ _. n. “_

How to Obtain a Hard Copy of the
Document

Do I Do

Do

Do I Do

Do D o

Do

Do I Do
I

I
I

Do

Do

Do Do

Do Do

Do

Do
I

Do

Do l Do

Do
I

Do

,” _ ,



II. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR BIOL~GICS EVALUATION AND RESEARCH (CBER)-Continued
., ,j..

Intended User or
Regulatory Activity

Do Do

How to Obtain a Hard Copy of the
DocumentName of Document Date of Issuance

Draft Guidance for industry: Reports on the April 2001
Status of Postmarketing Studies-lmple-
mentation of Section 130 of the Food and
Drug Administration Modernization Act of
1997

Draft Guidance for Industry: Using FDA-Ap April 2001
proved Patient Labeling in Consumer-Di-
rected Print Advertisements

Draft Guidance for Industry: Fom-ts  for Reg- April  2001
istration of Producers of Drugs and Listing
of Drugs in Commercial Distribution

Draft Guidance for Industry: Providing Regu- May 2001
latory Submissions in Electronic Format-
Postmarketing Expedited Safety Reports

Guidance for Industry: E 10 Choice of Con- May 2001
trol Group and Related Issues in Clinical
Trials

Draft Guidance for Industry: IND Meetings May 2001
for Human Drugs and Biologics;  Chem-
istry, Manufacturing and Controls Informa-
tion

Do Do

Do

Do

Do

Do

Do

Do

Do

Do

III. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DRUG EVALUATION AND RESEARCH (CDER)

Name of Document Intended User or
Regulatory Activity

Advertising Draft

How to Obta$;ua$t  Copy of the

httpzIwww.fda.gov/cder/guidancelindex.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Do

Date of Issuance

Accelerated Approval Products--Submission
of Promotional Materials-Draft

March 26,1999

Product Name, Placement, Size, and Promi-
nence in Advertising and Promotional La-
beling-Draft

March 12, 1999 Do

Promoting Medical Products in a Changing
Healthcare  Environment; Medical Product
Promotion by Healthcare Organizations or
Pharmacy Management Companies-
Draft

January 5, 1998 Do Do

Using FDA-Approved Patient Labeling in
Consumer-Directed Print Advertise-
ments-Draft

DoApril 23, 2001 Do

Aerosol Steroid Product Safety Information
in Prescription Drug Advertising and Pro-
motional Labeling

January 12,1998 Advertising Do

Consumer-Directed Broadcast Advertise-
ments

Do
I

DoAugust 9, 1999

December 3, 1997 Do
I

DoIndustry-Supported Scientific and Edu-
cational Activities

Antifungal (Topical)-Draft Biioharmaceutic Draft I DoFebruary 24, 1990

Antifungal (Vaginal)-Draft Do I DoFebruary 24, 1990
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III. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DRUG EVALUATION AND RESEARCH (CDER)-Continued

Name of Document

Bioavailability and Bioequivalence Studies
for Nasal Aerosols and Nasal Sprays for
Local Action-Draft

Conjugated Estrogens, USP: LC-MS Meth-
od for Both Qualitative Chemical Charac-
terization and Documentation of Quali-
tative Pharmaceutical Equivalence-Draft

Food-Effect Bioavailability and Bioequiva-
lence Studies-Draft

In Vii Bioequivalence Studies Based on
Population and Individual Bioequivalence
Studies-Draft

Topical Dermatological Drug Product NDAs
and ANDAs-In Vivo Bioavailability, Bio-
equivalence, In Vitro Release and Associ-
ated Studies-Draft

Bioanalytical Method Validation

Bioavailability and Bioequivalence Studies
for Orally Administered Drug Products-
General Considerations

Cholestyramine Powder In Vitro Bioequiva-
lence

Clozapine (Tablets) In Vivo Bioequivalence
and In Vitro Dissolution Testing

Corticosteroids, Detmatologic (Topical) In
Vivo

Dissolution Testing of Immediate elease
Solid Oral Dosage Forms

Extended Release Oral Dosage Forms: De-
velopment, Evaluation, and Application of
In Vitro/In Vivo Correlations

Levothyroxine Sodium Tablets-In Vivo
Pharmacokinetic and Bioavailability Stud-
ies and In Vitro  Dissolution Testing

Metaproterenol Sulfate and Albuterol Me-
tered Dose Inhalers In Vitro

PhenytoirVPhenytion  Sodium (Capsules,
Tablets, Suspension) In Vivo Bioequiva-
lence and In Vitro Dissolution Testing

Potassium Chloride (Slow-Release Tablets
and Capsules) In Viio Bioequivalence and
In Vitro Dissolution Testing

Statistical Approaches to Establishing Bio-
equivalence

Waiver of In Viio Bioavailability and Bio-
equivalence Studies for Immediate Re- ’
lease Solid Oral Dosage Forms Based on
a Biopharmaceutics Classification System

Analytical Procedures and Methods Valida-
tion: Chemistry, Manufacturing, and Con-
trols Documentation--Draft

,, _, /,4.# ..-

Date of Issuance

&. ,“r.~x.,,i.. -?< _ ” _

Intended User or
Regulatory Activity

” ._I

How to Obta&;inzer$  Copy of the

June 2, 1999 Do Do

March 9,200O Do Do

December 30,1997  Do Do

December lo,1997

I

Do Do

June 18,1998

May 23,200l

I

Biopharmaceutic Do

October 27,200O Do Do

July 15, 1993 Do Do

November 15, 1996 Do Do

June 2,1995 Do D o

August 25, 1997 Do Do

September 26, 1997 Do Do

March 8, 2001 Do Do

June 27, 1989
I

Do Do

March 4,1994 I Do I Do

June 6,1994 Do Do

February 2, 2001
I

Do
I

Do

4ugust  31, 2000 Do Do

kugust  30,200o Chemistry Draft Do
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III. GUIQANCE  DOCUMENTS ISSUED BY THE CENTER FOR DRUG EVALUATION  AND RESEARCH (CDER)-Continued
.“I. ., . I^ ,., ., ., , . ”  c _” “*  .._ /,. ,.

How to Obtain a Hard Copy of the
Document

Do

Do

Intended User or
Regulatory Activity

Do

Do

Name of Document

Botanical Drug Products-Draft

INDs for Phase 2 and 3 Studies of Drugs,
Including Specified Therapeutic Bio-
technology-Derived Products, Chemistry,
Manufacturing, and Controls Content and
Format-Draft

Date of Issuance

August 11,200O

April 20. 1999

November 19,1998 DoMetered Dose Inhalers (MDI) and Dry Pow-
der Inhalers (DPI) Drug Products; Chem-
istry, Manufacturing, and Controls Docu-
mentation-Draft

Monoclonal  Antibodies Used as Reagents in
Drug Manufacturing-Draft

Nasal Spray and Inhalation Solution, Sus-
pension, and Spray Drug Products-Draft

Stability Testing of Drug Substances and
Drug Products-Draft

Submitting Supporting Chemistry Docu-
mentation in Radiopharmaceutical Drug
Applications-Draft

Do

Do DoJune 24.1999

Do DoJune 2, 1999

DoJune 8,1998 Do

Division of Drug Information (HFD-200)  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

DoNovember 1, 1991

SUPAC-SS: Nonsterile Semisolid Dosage
Forms Manufacturing Equipment Adden-
dum--Draft

January 5, 1999 Do http:ffwww.fda.govfcderfguidance/index.htm
Division of Drug Information (HFDZOO),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Tracking of NDA and NDA Reformulations
for Solid, Oral, Immediate Release Drug
Products--Draft

April 12, 1989 Do Division of Drug Information (HFD-200),  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

February 16.2001 Chemistry DoBACPACl:  Intermediates in Drug Substance
Synthesis: Bulk Actiies Postapproval
Changes: Chemistry, Manufacturing, and
Controls Documentation

Changes to an Approved Application for
Specified  Biotechnology and Specified
Synthetic Biological Products

DoJuly 24, 1997 Do

Changes to an Approved NDA or ANDA November 23,1999 Do Do

Changes to an Approved NDA or ANDA:
Questions and Answers

January 22.2001 Do Do

Container Closure Systems for Packaging
Human Drugs and Biologics

July 7, 1999 Do Do

Development of New Stereoisomeric Drugs May 1, 1992 Do Do

Drug Master Files September 1, 1989 Do Do

Drug Master Files for Bulk Antibiotic Drug
Substances

November 29,1999 Do Do

Environmental Assessment of Human Drugs
and Biologics Applications

July 27, 1998 Do Do
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Name of Document Date of Issuance
I

Intended User or
Regulatory Activity

Format and Content for the CMC Section of
an Annual Report

Format and Content of the Chemistry, Man-
ufacturing and Controls Section of an Ap
plication

Format  and Content of the Microbiology
Section of an Application

February 1,1987
I

Do

IND Meetings for Human Drugs and Bio-
log&;  Chemistry, Manufacturing, and
Controls Information

May 252001 Do

Monoclonal  Antibodies Used as Reagents in
Drug Manufacturing

March 29.2001 Do

NDAs:  Impurities in Drug Substances February 25,2006  Do

PAC-ALTS: Postapproval Changes-Analyt-
ical Testing Laboratory Sites

Reviewer Guidance: Validation of
Chromatographic Methods

April 28, 1998 Do

November 1,1994  Do

Submission of Chemistry, Manufacturing,
and Controls Information for Synthetic
Peptide  S u b s t a n c e s

November 1, 1994 Do

Submission of Documentation for Steriliza-
tion Process Validation Applications for
Human and Veterinary Drug Products

November 1.1994 Do

Submitting Documentation for the Manufac-
turing of and Controls for Drug Products

Submitting Documentation for the Stability of
Human Drugs and Biilogics

Submitting Samples and Analytical Data for
Methods Validation

Submitting Supporting Documentation in
Drug Applications for the Manufacture of
Drug Products

Submitting Supporting Documentation in
Drug Applications for the Manufacture of
Drug Substances

February 1,1987 Do

SUPAC IR: Immediate-Release Solid Oral
Dosage Forms: Scale-Up and Post-Ap-
proval Changes: Chemistry, Manufac-
turing, and Controls, In Vitro Dissolution
Testing and In Viio Bioequivalence Docu-
mentation

November 30, 1995 Do

SUPAC WMR:  Immediate Release and
Modified Release Solid Oral Dosage
Forms, Manufacturing Equipment Adden-
dum

February 26,1999  Do

SUPAC-IR: Questions and Answers February 18,1997  Do

SUPAC-MR: Modified Release Solid Oral
Dosage Forms: Scale-Up and Post-
approval Changes: Chemistry, Manufac-
turing, and Controls, In Vitro Dissolution
Testing, and In Vivo Bioequivalence Docu-
mentation

October 6,1997 Do

L

How to Obtain a Hard Copy of the
Document

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

3 0

3 0
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I

I

I

I

I

I

I

I

I

1

I

C

c

I:

C

C

C

L

Intended User  or
Regulatory Activity

Do

How to Obta&tua;$  Copy of the

Do

Date of Issuance

June 13,1997

Name of Document

SUPAC-SS: Nonsterile Semisolid Dosage
Forms; Scale-Up and Postapproval
Changes: Chemistry, Manufacturing, and
Controls; In Vitro Release Testing and In
Viio Bioequivalence Documentation

The Sourcing and Processing of Gelatin to
Reduce the Potential Risk  Posed by Bo-
vine Spongiform Encephalopathy

Acute Bacterial Exacerbation of Chronic
Bronchitis; Developing Antimicrobial Drugs
for Treatment-Draft

Acute Bacterial Meningitis; Developing Anti-
microbial Drugs for Treatment-Draft

Acute Bacterial Sinusitis; Developing Anti-
microbial Drugs for Treatment-Draft

Acute or Chronic Bacterial Prostatitis; Devel-
oping Antimicrobial Drugs for Treabnent-
Draft

Acute Otitis Media; Developing Antimicrobial
Drugs for Treatment-Draft

Bacterial Vaginosis; Developing Anti-
microbial Drugs for Trezitment-Draft

Catheter-Related Bloodstream Infections-
Developing Antimicrobial Drugs for Treat-
ment-Draft

Clinical Considerations for Accelerated and
Traditional Approval of Antiretroviral Drugs
Using Plasma HIV RNA Measurements-
Draft

Commkity Acquired Pneumonia; Devel-
oping Antimicrobial Drugs for Treatment-
Draft

Complicated Urinary Tract Infections and
Pylonephritis; Developing Antimicrobial
Drugs for Treatment-Draft

Developing Antimicrobial Drugs-General
Considerations for Clinical Trials-Draft

Empiric Therapy of Febrile.Neutropenia;  De-
veloping Antimicrobial Drugs for Treat-
ment-Draft

Evaluating Clinical Studies of Antimicrobials
in the Division of Anti-infective Drug Prod-
ucts-Draft

Lyme Disease; Developing Antimicrobial
Drugs for Treatment-Draft

Nosocomial Pneumonia; Developing Anti-
microbial Drugs for Treatment-Draft

Secondary Bacterial Infections of Acute
Bronchitis; Developing Antimicrobial Drugs
for Treatment-Draft

December 20,200O Do Do

July 22,1998 Clinical Antimicrobial
Draft

DO,

I

I

I

I

I

I

I

1

1

C

t

E

C

I:

f

July 22, 1998 Do Do

Do DoJuly 22, 1998

July 22, 1998 3 0 30

3 0 IOJuly 22, 1998

July 22, 1998

ktober  18.1999

30 IO

30 IO

September 1, 1999 3 0

30July 22, 1998

)uly 22, 1998 lo 10

luly 22, 1998 10 lo

luly 22, 1998 IO IO

:ebruary’l7.  1997

luly 22, 1998 10 10

My 22,1998 )o 10

luly 22, 1998 10 )o
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Intended User or
Regulatory Activity

How to Obtain a Hard Copy of the
Document

Do

Name of Document Date of Issuance

Streptococcal Pharyngitis and Tonsiflitis;  De
veloping Antimicrobial Drugs for Treat-
ment-Draft

July 22.1998 D o

July 22, 1998Uncomplicated and Complicated Skin and
Skin Structure Infections; Developing Anti
microbial Drugs for Treatment-Draft

Uncomplicated Gonorrhea-Cervical,
Urethral, Rectal, and/or Pharyngeal; De-
veloping Antimicrobial Drugs for Treat-
ment-Draft

Do Do

July 22,1998 Do
I

Do

’ I
July 22, 1998 Do

I
DoUncomplicated Urinary Tract Infections; De-

veloping Antimicrobial Drugs for Treat-
ment-Draft

Do
I

DoVulvovaginal Candidiasis; Developing Anti-
microbial Drugs for Treatment-Draft

Clinical Development and Labeling of Anti-
Infective Drug Products

Clinical Evaluation of Anti-Infective Drugs
(Systemic)

July 22, 1998

October 28.1992 Clinical Antimicrobial
I

Do

September 1,1977 Do
I

Do

Preclinical Development of Antiviral Drugs November 1, 1990

July 1, 1990

Do

Clinical Medical Draft

Do

Division of Drug Information (HFD-200),  Cf-
fice  of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5606  Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

http://vww.fda.gov/cder/guidancelindex.htm
Division of Drug Information (HFD-206),
Office of Training and Communications,
Center for Drug Evaluation and Research.
Food and Drug Administration, 5600 Fish.
ers Lane, Rockville, MD 20857, 301-827-
4573

Abuse Liability Assessment-Draft

Allergic  Rhinitis: Clinical Development Pro-
grams for Drug Products-Draft

June 21,200O Do

Cancer Drug and Biological Products-Clin-
ical Data in Marketing Applications-Draft

November 9,200O Do
I

Do

Chronic Cutaneous Ulcer and Bum
Wounds-Developing Products for Treat-
ment-Draft

June 28,200O Do

July 15, 1999 DoClinical Development Programs for Drugs,
Devices, and Biological Products Intended
for the Treatment of Osteoarthritis (OA)-
Draft

Clinical Evaluation of Anti-Angina1 Drugs-
Draft

January 1, 1989 Do Division of Drug Information (HFD-200),  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Do http:lhww.fda.govlcder~guidance/index.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Clinical  Evaluation of Anti-Arrhythmic
Drugs---Draft

July 1, 1985
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Name of Document

Clinical Evaluation of Antihypertensive
Drugs-Draft

Date of Issuance Intend&d  User or
Regulatory Activity

How to Obtak;u;er$  Copy of the

May 1,1988 Do Do

Clinical Evaluation of Drugs for the Treat-
ment of Congestive Heart Failure-Draft

December 1.1987 Do Division of Drug Information (HFD-200),  Of.
fice  of Training and Communications,
Center for Drug Evaluation and Research
Food and Drug Administration, 5600 Fish.
ers Lane, Rockville, MD 20857, 301-827-
4573

Clinical Evaluation of Drugs for Ulcerative
Colitis (3rd draft)-Draft

January 7, 1991 Do DO

Clinical Evaluation of Lipid-Altering Agents
In Adults and Children-Draft

September 1, 1990 Do httpJfwww.fda.govlcder/guidanceiindex.htm
Division of, Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Clinical Evaluation of Motility-Modifying
Drugs---Draft

Date not available Do Division of Drug Information (HFD-200),  Of-
fice  of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Clinical Evaluation of Weight-Control
Drugs-Draft

September 24,1996  Do httpJlwww.fda.gov/cder/guidancelindex.htm
Division of Drug Information (HFD-200).
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Developing Medical Imaging Drugs and Bio- July 31,200O Do Do
logics-Revised-Draft

Development and Evaluation of Drugs for February  12,1992  D o
the Treatment of Psychoactive Substance

.Division  of Drug Information (HFD-200),  Of-
fice of Training and Communications,

Use Disorders-Draft Center for Drug Evaluation and Research,
Food and  Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Development of Parathyroid Hormones for
the Prevention and Treatment of
Osteoporosis--Draft

June 14,200O Do http:llwww.fda.govlcder/guidancelindex.htrn
Division of Drug Information (HFD-‘LOO),’
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Establishing Pregnancy Registries-Draft

Evaluation of Human Pregnancy Outcome
Data-Draft

June 4.1999

June 4,1999

Do Do

Do Do

Female Sexual Dysfunction: Clinical Devel- May 19,200O Do Do
opment of Drug Products for Treatment-
Draft

Institutional Review Boards, Clinical Inves- March 30,200O Do Do
tigators,  and Sponsors: Exception From
Informed Consent Requirements for Emer-
gency Research-Draft

3-K Treatment of Herpes Labialis  With
Antiviral Agents--Draft

March 8,200O Do Do
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Name of Document Date of Issuance Intended User or
Regulatory Activity

How to Obtain a Hard Copy of the
Document

Pediatric Oncology Studies in Response to a
Written Request-Draft

Postmarketing Safety Reporting for Human
Drug and Biological Products Including
Vaccines--Draft

June 21,200O

March 12,200l

D o Do

Do Do

Preclinical and Clinical Evaluation of Agents
Used in the Prevention or Treatment of
Postmenopausal Osteoporosis--Draft

April 1, 1994 Do Do

Preparation of IND Applications for New
Drugs Intended for the Treatment of HIV-
Infected Individuals-Draft

September 1, 1991 Do Division of Drug Information (HFD-200),  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Recommendations for Complying With the
Pediatric Rule-Draft

December 4,200O Do httpJAGw.fda.govlcder/guidancelindex.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20657, 301-627-
4573

System Inflammatory Response Syndrome
(SIRS) (1st draft)-Draft

July 1993 Do Division of Drug Information (HFD-200).  Of:
free  of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20657, 301-627-
4573

Acceptance of Foreign Clinical Studies

Clinical Development Programs for Drugs,
Devices, and Biological Products for the
Treatment of Rheumatoid Arthritis (RA)

March 13,200l

February 17, 1999

Clinical Medical

Do

http:l/www.fda.govlcder/guidance/index.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20657, 301-627-
4573

Do

Clinical Development Programs for MDI and
DPI Drug Products

Clinical Evaluation of Analgesic Drugs

Clinical Evaluation of Antacid Drugs

Clinical Evaluation of Anti-Inflammatory and
Antirheumatic Drugs (Adults and Children)

Clinical Evaluation of Antianxiety Drugs

Clinical Evaluation of Antidepressant Drugs

Clinical Evaluation of Antidiarmeal Drugs

Clinical Evaluation of Antiepileptic Drugs
(Adults and Children)

Clinical Evaluation of Combination Estrogen/
Progestin-Containing Drug Products Used
for Hormone Replacement Therapy of
Postmenopausal Women

September 19,1994

%cember  1,1992

4pril  1, 1978

4pril  1, 1988

September 1,1977

September 1, 1977

September 1.1977

January 1,198l

tiarch  20, 1995

3 0 Do

30 Do

)o Do

30 Do

Do

Do Do

lo Do

10 Do

lo Do
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Date of Issuance Intended User or
Regulatory Activity

How to Obtain a Hard Copy of the
Document

Do

Name of Document

Clinical Evaluation of Gastric Secretory De-
pressant (GSD) Drugs

Clinical Evaluation of General Anesthetics

Clinical Evaluation of Hypnotic Drugs

Clinical Evaluation of Laxative Drugs

Clinical Evaluation of Local Anesthetics

Clinical Evaluation of Psychoactive Drugs in
Infants and Children

Clinical Evaluation of Radiopharmaceutical
Drugs

Content and Format for Pediatric Use Sup-
plements

Content and Format of Investigational New
Drug Applications (INDs)  for Phase 1
Studies of Drugs, Including Well-Charac-
terized, Therapeutic, Biotechnology-De-
rived Products

Development of Vaginal Contraceptive
Drugs (NDA)

FDA Approval of New Cancer Treatment
Uses for Marketed Drug and Biological
Products

FDA Requirements for Approval of Drugs to
Treat Non-Small Lung Cancer

FDA Requirements for Approval of Drugs to
Treat Superficial Bladder Cancer

Format and Content of the Clinical and Sta-
tistical Sections of an Application

Format and Content of the Summary for
New Drug and Antibiotic Applications

Formatting, Assembling and Submitting New
Drug and Antibiotic Applications

Seneral  Considerations for the Clinical Eval-
uation of Drugs

General Considerations for the Clinical Eval-
uation of Drugs in Infants and Children

-evothyroxine  Sodium Tablets-In Vivo
Pharmacokinetic and Bioavailability Stud-
ies and In Vitro Dissolution Testing

Oncologic Drugs Advisory Committee Dis-
cussion on FDA Requirements for Ap-
proval of New Drugs for Treatment of
Ovarian Cancer

Oncologic Drugs Advisory Committee Dis-
cussion on FDA Requirements for Ap-
proval of New Drugs for Treatment of
Colon and Rectal Cr%rcer

DoSeptember 1, 1977

May 1, 1982 Do

Do DoSeptember 1, 1977

April 1,1978 Do Do

Do DoMay 1, 1982

July 1, 1979 Do Do

October 1, 1981 Do Do

Do DoMay 24.1998

November 20,1995 Do Do

Do Dogpril  19, 1995

=ebruary  2, 1999 Do D o

J a n u a r y  29,199l DoDo

lune  20, 1989 DoDo

Do Doluly 1, 1988

Do Do:ebruary  1, 1987

:ebruary  1, 1987

December  1, 1978

Do Do

Do Do

September 1, 1977 Do 3 0

30rlarch  8,200l

4pril  13, 1988 Do Do

Do DoApril  19, 1988
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How to Obtain a Hard Copy of the
Document

Intended User or
Regulatory ActivityName of Document Date of Issuance

Postmarketing Adverse Experience Report- August 27.1997
ing for Human Drug and Licensed Biologi-
cal Products; Clarification of What to Re-
port

Postmarketing Reporting of Adverse Drug
Experiences

March 1,  1992

Preclinical Development of September 4, 1992
lmmunomodulatory  Drugs for the Treat-
ment of HIV Infection and Associated Dis-
orders

Preparation of Investigational New Drug
Products (Human and Animal)

November 1, 1992

Providing Clinical Evidence of Effectiveness May 15.1998
for Human Drug and Biological Products

Study and Evaluation of Gender Differences July 22, 1993
in the Clinical Evaluation of Drugs

Study of Drugs Likely To Be Used in the El- November 1, 1989
derly

Submission of Abbreviated Reports and
Synopses in Support of Marketing Appli-
cations

September 13, 1999

General Considerations for Pediatric Phar- November 30,1998
macokinetic Studies for Drugs and Biologi-
cal Products-Draft

Pharmacokinetics in Patients With Impaired December 7,1999
Hepatic Function: Study Design, Data
Analysis, and Impact on Dosing and La-
beling-Draft

Drug Metabolism/Drug Interaction Studies in April 7, 1997
the Drug Development Process: Studies
In Vitro

Format and Content of the Human Phar- February 1, 1987
macokinetics and Bioavailability Section of
an Application

In Vivo Metabolism/Drug Interaction Stud- November 24,1999
ies-Study  Design, Data Analysis, and
Recommendations for Dosing and Label-
ing

Pharmacokinetics and Pharmacodynamics in May 15, 1998
Patients With Impaired Renal Function:
Study Design, Data Analysis, and Impact
on Dosing and Labeling

Population Pharmacokinetics February lo,1999

Guidance for IRBs, Clinical Investigators, March 30.2000
and Sponsors: Exception from Informed
Consent Requirements for Emergency Re-
search (21 CFR 50.24)-Draft

Investigating Out of Specification (00s)
Test Results for Pharmaceutical Produc-
tion-Draft

September 30, 1998

Manufacture, Processing or Holding of Ac-
tive Pharmaceutical Ingredients-Draft

April 17, 1998

Do

Do Do

Do D O

Do

Do

Do

Do

Do Do

Do Do

Do Do

Clinical Pharmacology
Draft

Do

Do Do

Clinical Pharmacology Do

Do Do

Do Do

Do Do

DoDo

Compliance Draft Do

Do Do

DoDo
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How to Obtain a Hard Copy of the
DocumentName of Document I Date of Issuance

I
Intended User or

Regulatory Activity

Repacking of Solid Oral Dosage Form Drug
Products-Draft

DoA Review of FDA’s Implementation of the
Drug Export Amendments of 1986

Compressed Medical Gases

Computerized Systems Used in Clinical
Trials

Expiration Dating and Stability Testing of
Solid Oral Dosage Fom,  Drugs Containing
Iron

December 1, 1989 1 Do Do

Do

Do

General Principles of Process Validation I May 1,1987 I Do Do

Good Laboratory  Practice Regulations
I I

Do
Questions and Answers

Do

Do DoGuidance for Hospitals, Nursing Homes, and April 6, 2001
Other Health Care Facilities

Monitoring of Clinical Investigations January 1, 1988

Nuclear Pharmacy Guideline Criteria for De- May 1, 1984
termining When to Register as a Drug Es-
tablishment

Do D o

Do Do

DoPossible Dioxin/PC6  Contamination of Drug August 23, 1999 Do
and Biological Products

Sterile Drug Products Produced by Aseptic May 1,1987 Do
Processing

Street Drug Alternatives April 3,200O Do

Validation of Limulus Amebocyte Lysate December i , 1987 Do
Test as an End-Product Endotoxin Test
for Human and Animal Parenteral Drugs,
Biological Products, and Medical Devices

Providing Regulatory Submissions in Elec-
tronic Format-Postmarketing Expedited
Safety Reports-Draft

May 4,200l Electronic Submission
Draft

Providing Regulatory Submissions in flec-
tronic Format: Prescription Drug Adver-
tising and Promotional Labeling-Draft

January 31,200l Do

Do

Do

Do

Do

Do

Preparing Data for Electronic Submissions in
I

September 23, 1999
I

Electronic Submission
ANDAs

Do

~ January 28,1999
I

Do DoRegulatory Submissions in Electronic For-
mat; General Considerations

Regulatory Submissions in Electronic For-
mat: New Drug Applications

DoJanuary 28, 1999 Do

August 26, 1999 Generic Drug Draft

January 5,1999 Do

April 18, 1997 D o

December 12,200O Do

DoANDAs;  Blend Uniformity Analysis--Draft

ANDAs;  Impurities in Drug Products-Draft

Content and Format of an Abbreviated New
Drug Application (ANDA)-Positron  Emis-
sion Tomography (PET) Drug Products-
With Specific Information for ANDAs  for
Fludeoxyglucose F18 Injection-Draft

Do

Do

DoAlternate Sour&of Active Pharmaceutical
Ingredients in Pending ANDAs-Draft
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Date of Issuance Intended User or
Regulatory Activity

How to Obti~u~e~t Copy of the

Do

Name of Document

ANDAs:  Impurities in Drug Substandes

Court Decisions, ANDA  Approvals, and 180,
Day Exclusivity Under the Hatch-Waxman
Amendments to the Federal Food, Drug,
and Cosmetic Act

Letter Announcing That the OGD Will Now
Accept the ICH Long-Term Storage Con-
ditions as Well as the Stability Studies
Conducted in the Past

Letter Describing Efforts by CDER and ORP
to Clarify the Responsibilities of CDER
Chemistry Review Scientists and ORA
Field Investigators in the New and Abbre-
viated Drug Approval Process in Order to
Reduce Duplication or Redundancy in the
Process

Letter on Incomplete Abbreviated Applica-
tions, Convictions Under GDEA, Multiple
Supplements, Annual Reports for Burk
Antibiotics, Batch Size for Transdermal
Drugs, Bioequivalence Protocols, Re-
search, Deviations From OGD Policy

Letter on the Provision of New Information
Pertaining to New Bioequivalence Guide-
lines and Refuse-to-File Letters

Letter on the Provision of New Procedures
and Policies Affecting the Generic Drug
Review Process

Letter on the Request for Cooperation of
Regulated Industry to Improve the Effi-
ciency and Effectiveness of the Generic
Drug Review Process, by Assuring the
Completeness and Accuracy of Required
lnfonnation  and Data Submissions

Letter on the Response to X2/20/84  Letter
From the Pharmaceutical Manufacturers
Association About the Drug Price Com-
petition and Patent Term Restoration Act

Letter to all ANDA and AADA  Applicants
About the Generic Drug Enforcement Act
of 1992 (GDEZA),  and the Office of Ge-
neric Drugs intention to Refuse-to-File In-
complete Submissions as Required by the
New Law

Letter to Regulated Industry Notifying Inter-
ested Parties About Important Detailed In-
formation Regarding Labeling, Scale-up,
Packaging, Minor/major Amendment Cri-
teria, and Bioequivalence Requirements

\rtajor,  Minor, Facsimile, and Telephone
Amendments to Original Abbreviated New
Drug Applications (Revised)

3rganization  of an ANDA

devising  ANDA  Labeling Following Revision
of the RLD Labeling

December  3,1999 Generic Drugs

March 30,200O Do

DoAugust 18, 1995

Do DoOctober 14,1994

April 8, 1994 Do Do

July 1, 1992 Do Do

March 15, 1989 DO Do

November 8, 1991 Do Do

IO DoMarch 26, 1985

January 15.1993 IO Do

August 4,1993 IO Do

10 DoMay 1,200O

loMarch 2,1999

April 25, 2000 10
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Name of Document Date of Issuance

Skin Irritation and Sensitization Testing of
Generic Transdermal Drug Products

February 3,200O

Variations in Drug Products That May Be In-
cluded ANDA

January 27,1999

Conducting a Clinical Safety Review of a
New Product Application and Preparing a
Report on the Review-Draft

November 22,1996

Pharmacology/Toxicology Review Format

QlA(R)-Stability  Testing of New Drug Sub-
stances and Products-Draft

May lo,2001

April 21, 2000

Q3A(R)-Impurities  in New Drug Sub-
stances-Draft

July 20, 20&J

Q3B(R)--Impurities  in New Drug Products-
Draft

July 19, 2000

QGA-Specifications:  Test Procedures and
Acceptance Criteria for New Drug Sub-
stances and New Drug Products: Chem-
ical Substances-Draft

November 25, 1997

Q7A-Good  Manufacturing Practice for Ac-
tive Pharmaceutical Ingredients-Draft

August 1,200O

S7-Safety Pharmacology Studies for
Human Pharmaceuticals-Draft

August 7,206O

El2 A-Principles for Clinical Evaluation of
New Antihypertensive Drugs-Draft

August 9,200O

M4-Common  Technical Document-Draft August 24,200O

QlA-Stability  Testing of New Drug Sub-
stances and Products

September 22, 1994

QIB-Photostability  Testing of New Drug
Substances and Products

May 16,1997

QIC-Stability  Testing for New Dosage
Forms

May 9.1997

Q2A-Text on Validation of Analytical Pro-
cedures

March 1, 1995

Q2B-Validation  of Analytical Procedures:
Methodology

May 19,1997

QSA-Impurities  in New Drug Substances

Q3B(R)- Impurities in New Drug Products

Q3C-Impurities:  Residual Solvents

Q5A-Viral  Safety Evaluation of Bio-
technology Products Derived From Cell
Lines of Human or Animal Origin

January 4, 1996

July 19, 2000

December 24, 1997

September 24, 1998

Q5B-Quality  of Biotechnology Products:
Analysis of the Expression Construct in
Cells Used for Production of r-DNA De-
rived Protein Products

February 23, 1996

-
Intended User or

Regulatory Activity I
How to Obtain a Hard Copy of the

Document

Do

Do

Good Review Practices
Draft

Do

Do .

Do

Good Review’ Practices ‘Do

ICH Draft-Quality Do

Do Do

Do

Do Do

ICH Draft--Safety Do

Cl-l-Quality
I

Do

IO Do

IO Do

j0

I

D o

10
I

Do

l0 I Do

10 Do

Do Do

Do Do

Do
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Date of Issuance Intended User or
Regulatory Activity

How to Obtain a Hard Copy of the
DocumentName of Document

QtjC-Quality  of Biotechnological Products:
Stability Testing of Biotechnology/Biologi-
cal Products

QEjD-Quality  of BiotechnologicaVBological
Products: Derivation and Characterizatior
of Cell Substrates Used for Production of
BiotechnologicaVBiological  Products

QGA-Specifications:  Test Procedures and
Acceptance Criteria for New Drug Sub-
stances and New Drug Products: Chem-
ical Substances

QGB-Test  Procedures and Acceptance Cri
teria for BiotechnologicaVBiological  Prod-
UCtS

Sl A-The Need for Long-Term Rodent Car
cinogenicity Studies of Pharmaceuticals

SlB-Testing for Carcinogenicity in Pharma
ceuticals

SlC-Dose Selection for Carcinogenicity
Studies of Pharmaceuticals

SlC(R)-Dose  Selection for Carcinogenicity
Studies of Pharmaceuticals: Addendum OI
a Limit Dose and Related Notes

S2A-Specific  Aspects of Regulatory
Genotoxicity Tests for Pharmaceuticals

SPB-Genotoxicity:  Standard Battery Test-
ing

S3A-Toxicokinetics:  The Assessment of
Systemic Exposure in Toxicity Studies

S3B-Pharmacokinetics:  Guidance for Re-
peated Dose Tissue Distribution Studies

S4A-Duration  of Chronic Toxicity Testing ir
Animals (Rodent and Nonrodent Toxicity
Testing)

85A-Detection  of Toxicity to Reproduction
for Medicinal Products

35B-Detection  of Toxicity to Reproduction
for Medicinal Products: Addendum on
Toxicity to Male Fertility

36Preclinical  Safety Evaluation of Bio-
technology-Derived Pharmaceuticals

57A-Safety  Pharmacology Studies for
Human Pharmaceuticals

EIA-The Extent of Population Exposure to
Assess Clinical Safety: for Drugs Intended
for Long-Term Treatment of Non-iife-
Threatening Conditions

f2A-Clinical  Safety Data Management:
Definitions and Standards for Expedited
Reporting

July 10. 1996 Do Do

Do DoSeptember 21, 1998
I

I-

n

I

I

I

I

December 29,200O Do Do

August 18, 1999

ICH-SafetyMarch 1, 1996

February 23, 1998 Do
I

Do

i
30 DoMarch 1, 1995

December 4, 1997 30
I

D o

April 24; 1996 30 Do

20 DoNovember 21,1997

March 1, 1995 lo

lo I DoMarch 1, 1995

30 I DoJuna 25, 1999

lo I DoSeptember 22, 1994

April 5, 1996 10

)o
I

DoNovember 18.1997

July 13, 2001 10 Do

March 1, 1995 W-Efficacy Do

War& 1,1995 Do Do
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Name of Document Date of Issuance Intended User or
Regulatoty  Activity

How to Obtz;$uEerdt  Copy of the

E2&Data  Elements for Transmission of In- January 15, 1998 Do Do
diiidual Case Safety Reports

E2C-Clinical  Safety Data Management:
Periodic Safety Update Reports for Mar-
keted Drugs

May 19,1997 Do Do

E3-Structure  and Content of Clinical Study July 17, 1996 Do Do
Reports

E4-Dose-Response  Information to Support November 9, 1994 Do Do
Drug Registration

E5-Ethnic  Factors in the  Acceptability of
Foreign Clinical Data

June 10, 1998 Do Do

E6-Good  Clinical Practice: Consolidated
Guideline

May 9, 1997 Do Do

R-Studies in Support of Special Popu-
rations:  Geriatrics

August 2,1994 Do Do

E&-General Considerations for Clinical
Trials

December 24,1997  Do Do

E9-Statistical  Principles for Clinical Trials September 16,1998  Do Do

ElO-International  Conference on
Harronisation:  Choice of Control Group
and Related Issues in Clinical Trials

May 14,200l Do .Do

El l-Clinical Investigation of Medicinal
Products in the Pediatric Population

December 15,200O  Do Do

M3-Nonclinical  Safely Studies for the Con- November 25, 1997 ICH-Joint  Safety/Effi  D o
duct of Human Clinical Trials for Pharma- cacy  (Multidisciplinary)
ceuticals

A Revision in Sample Collection Under the
Compliance Program Pertaining to Pre-
Approval Inspections

July 15, 1996 Industry Letters Division of Drug Information (HFD-200).  Of-
fice  of Training and Communications,
Center for Drug Evaluation and Research.
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Certification Requirements for Debarred Indi- June 1, 1990 Do Do
viduals in Drug Applications

Continuation of a Series of Letters Commu- March 2,1998 Do Http:Iwww.fda.gov/cderlguidancelindex.htm
nicating Interim and Informal Generic Drug Division of Drug Information (HFD-200),
Policy and Guidance. Availability of Policy Off ice of Training and Communications,
and Procedure Guides, and Further Oper- Center for Drug Evaluation and Research,
ational Changes to the Generic Drug Re- Food and Drug Administration, 5600 Fish-
view Program ers Lane, Rockville, MD 20857, 301-827-

4573

Fifth of a Series of Letters Providing Infor- April 10, 1987 Do Do
mal Notice About the Act, Discussing the
Statutory Mechanism by Which ANDA  Ap-
plicants May Make Modifications in Ap-
proved Drugs Where Clinical Data Is Re-
quired

Fourth of a Series of Letters Providing Infor- October 31, 1986 Do Do
mal Notice lo Affected Parties About Pol-
icy Developments and Interpretations Re-
garding the Act. Three-Year Exclusivity
Provisions of Title 1
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Name of Document Date of issuance Intended User or
Regulatory Activii

How to Obtain a Hard Copy of !he
Document

Implementation of the Drug Price Competi- October 11,1984 Do Do
tion and Patent Term Restoration Act;
Preliminary Guidance

Implementation Plan USP Injection Nomen- October 2,1995 Do Do
clature

Instructions for Filing Supplements Under
the Provisions of SUPAC-IR

April 11, 1996 Do Division of Drug Information (HFD-200),  Of-
fice  of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Seventh of a Series of Letters About the Act July 29, 1988
Providing Guidance on the “180-Day Ex-
clusivity”  Provision of Section
5050)(4)(B)(iv)  of the Act

DO HttpJ/www.fda.gov/cder/guidance/index.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Sixth of a Series of Informal Notice Letters April 28, 1988 Do Do
About the Act Discussing 3- and 5year
Exclusivity Provisions of Section
505(c)(3)(D) and (j)(4)(D) of the Act

Streamlining Initiative December 24,1996  Do Division of Drug Information (HFD-200),  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Supplement to 10/l l/84 Letter About Poli-
ties, Procedures and Implementation of
the Act (Q & A Format)

November 16,1984  Do http://www.fda.gov/cder/guidance/index.htrn
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857.301-827-
4573

Third of a Series of Letters Regarding the May 1, 1985 Do Do
Implementation of the Act

Y2K Letter From Dr. Janet  Woodcock October 19,1998 Do Do

Combined Oral Contraceptives-Labeling for July 10, 2000 Labeling Draft Do
Healthcare Providers and Patients-Draft

Content and Format for Geriatric Labeling- January 21, 1999 Do Do
Draft

Content and Format of the Adverse Reac- June 21.2000 Do Do
tions Section of Labeling for Human Pre-
scription Drugs and Biologics-Draft

Non-Contraceptive Estrogen Drug Prod-
u&+-Physician  and Patient Labeling-
Draft

January 8, 1999 Do Do

Noncontraceptive Estrogen Class Labeling- September 27, 1999
Draft

Do Do

Labeling of OTC Topical Drug Products for July 16.1998 Do Do
the Treatment of Vaginal Yeast Infections
(Vulvovaginal Candidiasis)-Draft
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Name of Document Date of Issuance Intended User or
Regulatory Activity

How to Obtain a Hard Copy of the
Document

Referencing Discontinued Labeling for Listec
Drugs in Abbreviated New Drug Applica-
tions-Draft

October 26, 2000

Therapeutic Equivalence Code Placement
on Prescription Drug Labels and Label-
ing-Draft

January 28,1999

Acetaminophen and Codeine Phosphate
TabletsKapsufes

December 1,1993 Labeling D o

Acetaminophen and Codeine Phosphate
Oral Solution/Suspension

Acetaminophen, Aspirin and Codeine Phos-
phate Tablets/Capsules

December 1, 1993

December 1, 1993 Do Do

Alprazolam Tablets USP Do I DoAugust 1, 1996

September 1, 1997 Do
I

DoAmiloride Hydrochloride and
Hydrochlorothiazide Tablets USP

Amkxfipine  Besylate Tablets September 1, 1997 Do I Do

September 1, 1997 Do I DoAstemizole Tablets

Atenolol Tablets USP August 1, 1997 Do Do

Division of Drug Information (HFD-200),  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fiih-
ers Lane, Rockville, MD 20857,301-827-
4573

http:JAwvw.fda.govlcder/guidancelindex.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Do

Barbiturate, Single Entity-Class Labeling March 1, 1981 Do

Butalbital, Acetaminophen and Caffeine
Capsules/Tablets USP

September 1, 1997 30

IOButalbital, Acetaminophen, Caffeine and
Hydocodone Biiartrate Tablets

September 21, 1997

Butorphanol Tartrate  Injection USP October 1,1992 10 I Do

Captopril and Hydrochlorothiazide Tablets
USP

April 1, 1995 10 Do

IO I DoCaptopril Tablets

Carbidopa and Levodopa Tablets USP

February 1, 1995

February 1, 1992 10 I Do

January 1,1988 IO DoChlordiazepoxide Hydrochloride Capsules

Cimetidine Hydrochloride Injection September 1, 1995

September 1,1995

10 Do

10 DoCimetidine Tablets

Cisapride Oral Suspension September 1, 1997 10 Do

10 DoSeptember 1,1997Sisapride  Tablets

Zlindamycin  Phosphate Injection USP September 1, 1998 10 Do
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Name of Document Date of Issuance Intended User or
Regulatory Activity

How to Obtain a Hard Copy of the
Document

Clorazepate Dipotassium Capsuleflablets March 1, 1993 Do Division of Drug lnfomlation  (HFD-200),  of-
fice of Training and Communications,
Center for Drug Evaluation and Research,

i Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Combination Oral Contraceptives-Physician January 1, 1994
and Patient Labeling

Do Do

Cyproheptadine Hydrochloride Tablets/Syrup December 1, 1986 D o Do

Diclofenac Sodium Delayed-Release Tablets January 1,  1997 Do http://www.fda.gov/cder/guidance/index.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Diltiazem Hydrochloride Extended-Release
Capsules

September 1,1995  Do D o

Diphenoxylate Hydrochloride and Atropine
Sulfate Oral Solution USP

April 1,1995 Do Do

Diphenoxylate Hydrochloride and Atropine
Sulfate Tablets USP

April 1, 1995 Do Do

Dipivefrin Hydrochloride Ophthalmic Solu-
tion, 0.1%

November 2,1998  Do Division of Drug Information (HFD-200),  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Ergoloid Mesylates Tablets

Fludeoxyglucose F18 Injection

January 1,1988

January 1,1997

Do

D?

Do

http:/fwww.fda.govlcderlguidancelindex.htm
Division of Drug Information (HFD-200),
Cffice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Flurbiprofen Tablets USP

fluvoxamine Maleate  Tablets

Gentamicin Sulfate Ophthalmic Ointment
and Solution USP

January 1, 1994 Do

September 1,1997  Do

April 1, 1992 Do

Do

Do

Do

Heparin Sodium Injection USP March 1,199l Do Do

Hydrocodone Bitartrate and Acetaminophen April 1, 1994 Do Do
Tablets USP

Hydroxyzine Hydrochloride Injection December 1,1989  Do Division of Drug Information (HFD-200),  of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Hypoglycemic Oral Agents Federal Register April 1, 1984 Do Do
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How to Obtain a Hard Copy of the
Document

lndomethacin Capsules USP September 1.1995 Do http:flwww.fda.gov/cder/guidance/index.htm
Division of Drug Information (HFD-200).
Offffe of Training and Communications,
Center for Drug Evaluation and Research
Food and Drug Administration, 5600 Fish.
ers lane, Rockville, MD 20857, 301-827-
4573

Informal Labeling Guidance Texts for Estro- August 1, 1992 Do Division of Drug Information (HFD-200),  Of-
gen Drug Products Patient Labeling fice  of Training and Communications,

Center for Drug Evaluation and Research
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Informal Labeling Guidance Texts for Estro- August 1, 1992 Do Do
gen Drug Products: Professional Labeling

lsoetharine Inhalation Solution

ltraconazole Capsules, USP

March 1, 1989 Do

September 1,1998  Do

Do

http:ifwww.fda.govlcderfguidanceiindex.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Leucovorin Calcium for Injection

Leucovorin Calcium Tablets, USP

Local Anesthetics Class labeling

July 1, 1996 Do

July 1, 1996 Do

September 1,1982  Do

Do

Do

Division of Drug Information (HFD-200),  Cf-
fice  of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Meclofenamate Sodium Capsules July 1, 1992 D o Do

Wedroxyprogesterone Acetate Tablets,  USP September 1.1998 Do‘ http:llwww.fda.govlcder/guidancelindex.htm
Division of Drug Information (HFD-200).
office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers lane, Rockville, MD 20857, 301-827-
4573

tietaproterenol  Sulfate Inhalation Solution May 1, 1992 Do Do
USP

kletaproterenol  Sulfate Syrup USP May 1,1992 Do Do

tietaproterenol  Sulfate Tablets May 1,1992 Do Do

detoclopramide Tablets USP/Cral  Solution February 1,1995 Do Do

rlaphazoline  Hydrochloride Ophthalmic Solu- March 1, 1989 Do Division of Drug Information (HFD-200),  Cf-
tfon fice of Training and Communications,

Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers lane, Rockville, MD 20857, 301-827-
4673
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Regulatory Activity
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Document

http://www.fda.gov~cderlguidanceiindex.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20657, 301-627-
4573

Do

Division of Drug Information (HFD-200),  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20657,301-627-
4573

httpSwww.fda.govlcderlguidanceiindex.htm
Division of Drug lnfonnation  (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5890 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Division of Drug Information (HFD-200),  Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5800 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Do

Do

Do

Do

httpJAvww.fda.gov/cder/guidance/index.htm
Division of Drug Information (HFD-200),
office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5800 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

Do

Do

Do

Do

Do

Division of Drug Information (HFD-200). Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5800 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Naproxen Sodium Tablets, USP September 1, 1997 Do

DoNaproxen Tablets, USP

Niacin Tablets

September 1, 1997

July 1, 1982 Do

Paclitaxel Injection DoSeptember 1, 1997

DoPhendimetrazine Tartrate  Capsulefl Nets,
and Extended-Release Capsules

February 1, 1991

August 1, 1988 DoPhentermine Hydrochloride Capsules/Tab-
lets

Promethazine Hydrochloride Tablets March 1, 1990 Do

Propantheline Bromide Tablets August 1, 1988 Do

Pyridoxine Hydrochloride Injection June 1.1984 Do

Duinidine Sulfate Tablets/Capsules USP October 1, 1995 Do

Ranitidine Tablets USP DoNovember 1,1993

September 1, 1997 DoRisperidone Oral Solution

Risperidone Tablets September 1, 1997 Do

Sulfacetainide Sodium and Prednisolone Ac-
etate Ophthalmic Suspension and Oint-
ment

January 1.1995 Do

DoWlfacetamide Sodium Ophthalmic Solution/
Ointment

August 1. 1992

Sulfamethoxazole and Phenazopyridine Hy-
drochloride Tablets

February 1,1992 Do
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How to Obtatzukirdt  Copy of the

http:JI~.fda.gov/cder/guidancelindex.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug -Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Division of Drug Information (HFD-200),  Cf-
fice  of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockvilte, MD 20857, 301-827-
4573

http:llwww.fda.govlcder/guidanceiindex.htm
Division of Drug Information (HFD-200).
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

3ivision  of Drug Information (HFD-‘LOO), of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-827-
4573

ittp://vww.fda.gov/cder/guidancelindex.htm
Division of Drug Information (HFD-200),
Cffice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857.301-827-
4573

lo

10

IO

10

10

Do

DO

Xvision  of Drug Information (HFD-200). Of-
fice of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Ffsh-
ers Lane, Rockville, MD 20857,301-827-
4573

lo

Name of Document Date of Issuance Intended User or
Regulatory Activity

DoSulfamethoxazole and Trimethoprim Tablets
and Oral Suspension

August 1, 1993

Theophylline Immediate-Release Dosage
Forms

DoFebruary 1, 1995

Theophyiline intravenous Dosage Forms September 1, 1995 Do

DoThiamine Hydrochloride Injection February 1, 1988

robramycin Sulfate Injection USP May 1,1993

October 1,1997 loJenlafaxine Hydrochloride Tablets

October 1, 1991lerapamil Hydrochloride Tablets

litamin  A Capsules February 1, 1992 lo

September 1,1997 IO!olpidem  Tartrate  Tablets

Iemonstration  of Comparability of Human
Biological Products, Including Therapeutic
Biotechnology-Derived Products

Labeling OTC Human Drug Products--Sub-
mitting Requests for Exemptions and De-
ferrals-Draft

Labeling OTC Human Drug Products: Up-
dating Labeling in ANDAs-Draft

DTC  Actual Use Studies-Draft

April 1, 1996 Aicrobiology

OTC DraftDecember 19,200O

DoFebruary 22.2001

July 22, 1994 Do

3TC Nicotine Substitutes-Draft March 1, 1994 30
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How to Obtain a Hard Copy of the
Document

http:llwww.fda.govlcder/guidancefindex.htm
Division of Drug Information (HFD-200),
Office of Training and Communications,
Center for Drug Evaluation and Research,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857, 301-827-
4573

Do

.

Date of IssuanceName of Document Intended User or
Regulatory Activity

Enforcement Policy on Marketing OTC Com-
bination Products (CPG 7132b.16)

OTC

General Guidelines for OTC Combination
Products

Do

December 19.2000 Do DoLabeling OCT Human Drug Products Using
a Column Format

Upgrading Category Ill Antiperspirants to
Category 1 (43 FR 46728-46731)

Do Do

Carcinogenicity Study Protocol Submis-
sions-Draft

November 7,200O

May 11,200l

January lo,2000

Pharmacology/Toxicology
Draft

Do

Do

lmmunotoxicology Evaluation of Investiga-
tional New Drugs-Draft

Photosafety Testing-Draft

Do

DoDo

May 8,200l Do DoStatistical Aspects of the Design, Analysis,
and Interpretation of Chronic Rodent Car-
cinogenicity Studies of Pharmaceuticals-
Draft

Content and Format of INDs for Phase 1
Studies of Drugs Including Well-Charac-
terized, Therapeutic, Biotechnology-De-
rived Products

October 4,200O Pharmacology/Toxicology Do

February 1, 1987 Do DoFormat and Content of the Nonclinical Phar-
macologyiToxicology  Section of an Appli-
cation

Nonclinical Pharmacology/Toxicology Devel-
opment of Topical Drugs Intended to Pre-
vent the Transmission of Sexually Trans-
mitted Diseases (STD) and/or for the De-
velopment of Drugs Intended to Act as
Vaginal Contraceptives

DoOctober 16.1996 Do

February 1, 1989 DoReference Guide for the Nonclinical Toxicity
Studies of Antiviral Drugs Indicated for the
Treatment of N/A Non-Life Threatening
Disease: Evaluation of Drug Toxicity Prior
to.Phase  I Clinical Studies

Single Dose Acute Toxicity Testing Toxicity
Testing for Pharmaceuticals

Ap@iptions  Covered by Section 505(b)(2 j

30

30August 26, 1996

December 8.1999

Do

Procedural Draft Do

Content  and Format of New Drug Applica-
tions and Abbreviated New Drug Appliia-
tions for Certain Positron Emission To-
mography Drug Products-Draft

March lo,2000 Do lo

Do loIrisclosing  Information Provided to Advisory
Committees in Connection With Open Ad-
visory Committee Meetings Related to the
Testing or Approval of New Drugs and
Convened by CDER, Beginning January
1,2000-Draft

December 22.1999
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HOW to Obtat~u~erc$  Copy of the

Forms for Registration of Producers of May 15,200l Do Do
Drugs and Listing of Drugs in Commercial
Distribution-Draft

Information Program on Clinical Trials for March 29,200O Do Do
Serious or Life-Threatening Diseases: Es-
tablishment of a Data Bank-Draft

Information Program on Clinical Trials for July 9, 2001 Do Do
Serious or Life-Threatening Diseases: lm-
plementation Plan-Draft

Information Request and Discipline Review August 17,1999 Do -Do
Letters Under the Prescription Drug User
Fee Act-Draft

PET Drug Applications-Content and For-
mat for NDAs and ANDAs-Draft

March lo,2000 Do Do

Postmarketing Safety Reporting for Human March 12, 2001 Do Do
Drug and Biological Products Including
Vaccines-Draft

Potassium Iodide as a Thyroid Blocking
Agent in Radiation Emergencies-Draft

January 4,200l Do Do

Reports on the Status of Postmarketing April 4, 2001 Do Do
Studies-Implementation of Section 130
of the Food and Drug Administration Mod-
ernization Act of 1997-Draft

Special Protocol Assessment-Draft

Submitting Debarment Certification State-
merits-Draft

February 9,200O

October 2, 1998

Do Do

Do Do

180-Day  Generic Drug Exclusivity Under the July 14, 1998 Procedural Do
Hatch-Waxman Amendments to the Fed-
eral Food, Drug, and Cosmetic Act

Advisory Committees: Implementing Section November 2, 1998
120 of the Food and Drug Modernization
Act of 1997

Do Do

Court Decisions, ANDA Approvals, and 130- March 30,200O Do Do
Day Exclusivity Under the Hatch-Waxman
Amendments to the Federal Food, Drug,
and Cosmetic Act

Xsclosure  of Materials Provided to Advisory November 30, 1999
Committees in Connection With Open Ad-
visory Committee Meetings Convened by
the Center for Drug Evaluation and Re-
search Beginning on January 1,200O

Do Do

Inforcement  Policy During Implementation
of Section 503A  of the Federal Food,
Drug, and Cosmetic Act

November 23, 1998 Do Do

Fast Track Drug Development Programs:
Designation, Development, and Applica-
tion Review

November 18,1998  Do Do

Financial Disclosure by Clinical Investigators March 20, 2001 Do Do

Formal Dispute Resolution: Appeals Above March 7, 2000 Do Do
the Division Level

Formal Meetings With Sponsors and Appli- March 7,200O Do Do
cants for PDUFA Products
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--I
Name of Document

Implementation of Section 120 of the FDA
Modernization Act of 1997-Advisory
Committees

Implementation of Section 126 of the FDA
Modernization Act of 1997-Elimination  o
Certain Labeling Requirements

Levothyroxine Sodium Products-Enforce-
ment of August 14, 2001, Compliance
Date and Submission of New Application:

National Uniformity for Nonprescription
Drugs Ingredient Labeling for OTC Drugs

Qualifying for Pediatric Exclusivity Under
Section 505A of the Federal Food, Drug,
and Cosmetic Act-Revised

Reduction of Civil Money Penalties for Smal
Business Entities

Refusal to File

Repeal of Section 507 of the Federal Food,
Drug, and Cosmetic Act

Standards for the Prompt Review of Efficacy
Supplements Including Priority Efficacy
Supplements

Women and Minorities Guidance Require-
ments

Information Request and Discipline’ Review
Letters Under the Prescription Drug User
Fee Act

Submitting Separate Marketing Applications
arid Definitions of Clinical Data for Pur-
poses of Assessing User Fees-Draft

iNaivers of and Reductions in User Fees
(Attachment G)-Draft

wplicability  of User Fees to: (1) Appliia-
tions Withdrawn Before Filing D&&ion,  or
(2) Applications the Agency Has Refused
to File and That Are Resubmitted or Filed
Over Protest (Attachment F)

tpplication,  Product, and Establishment
Fees: Common Issues and Their Resolu-
tion (Attachment D)

Xassifying  Resubmissions in Response to
Action Letters

Fees-Exceed-the-Costs Waivers Under the
Prescription Drug User Fee Act

Formal Meetings With Sponsors and Appli-
cants for PDUFA Products

Submitting and Reviewing Complete Re-
sponses to Clinical Holds (Revised)

DoNovember 20,1998

July 21, 1998

July 13,200l

April 9, 1998

Do

Do Do

October 1, 1999

March 20,200l

July 12, 1993

June 15, 1998

tiay  15, 1998

luly 20, 1998

f

;

,

II I

\

\

r I

.

1

f

J

J

c

L

/

b

(

Jugust  17, 1999

-ebruaty  22, 2001

bly 16, 1993

luly 12, 1993

December  16, 1994

lay 14, 1998

lugust  25,199s

darch  7,200O

October  26, 2000

Do Do

Do

Do Do

Do Do

Do Do

Do Do

Do Do

Do Do

User Fee Draft Do

Do Do

Do Do

User Fee Do

Do Do

Do Do

Do Do

Do Do

Do Do
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W ITHDRAWALS

Date of Issuance Intended User or
Regulatory ActivityName of Document

Dissemination and Reprints of Certain Published Origi.
nal Data (No Replacement)

Funded Dissemination of Reference Texts (No Replace-
ment)

Buspirone Hydrochloride Tablets In Vivo Bioequivalence
(No Replacement)

Cimetidine Tablets In Viio Bioequivalence and In Vitro
Dissolution (No Replacement)

Diclofenac Sodium (Tablets) In Vivo Bioequivalence
and In Vitro Dissolution Testing (No Replacement)

Glipizide In Vivo Bioequivalence and In Vivo Dissolution
Testing (No Replacement)

Glyburide  In Vivo Bioequivalence and In Vivo Dissolu-
tion Testing (No Replacement)

Oral Extended (Controlled) Release Dosage Forms In
Vivo Bioequivalence and In Vitro Dissolution Testing
(No Replacement)

Statistical Procedures for Bioequivalence Studies Using
a Standard Two-Treatment Crossover Design (No
Replacement)

Clinical Evaluation of Drugs to Prevent Dental Caries
(No Replacement)

Clinical Evaluation of Drugs to Prevent, Control, and/or
Treat Periodontal Disease (No Replacement)

OTC Treatment of Hypercholesterolemia (No Replace-
ment)

Levothyroxine Sodium: Questions and Answers (Re-
placed by Levothyroxine Sodium Products Enforce-
ment of August 14,2001,  Compliance Date and Sub-
mission of New Applications issued on July 13, 2001)

Date of Withdrawal

February 16,200OOctober 8, 1996
I

Advertising

October 8,1SS6
I

Advertising February 16,200O

November 30.2000May 14,1998
I

Biopharmaceutics

Unknown
I

Biophamaceutics November 30.2000

November 30,200OOctober 6, 1994
I

Biopharmaceutics

November 30,200OUnknown
I

Biopharmaceutics

Unknown Biophamraceutics November 30,200O

Unknown Biopharmaceutics November 30,200O

November 30,200OJuly 1, 1992 Biopharmaceutics

November 1, 1978 I Clinical Medical May 18,200O

November 1, 1978
I

Clinical Medical May 18,200O

October 27, 1997
I

OTC August 3, 2000

March 8,200l Procedural July 13, 2001

IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DEVICES-AND RADIOLOGICAL HEALTH (CDRH)

Name of Document

How to Obtain a Hard
Copy of the Document
#;E;g y$-$,

‘Internet)

Division of Small Man-
ufacturers Assist-
ance; 1-800-638-
2041 or 301-827-
0111 or (FAX)
Facts-on-Demand
(FOD) at 1-800-
894-0381 or Inter-
net at http~l
www.fda.gov/  cdrN
ggpmainhtml

Do

Do

Do

Intended User or
Regulatory ActivityDate of Issuance

The FDA Export Reform and Enhancement Act of 1996/
Export Certification Package Including “Instructions for
Requests for Certificate to Foreign Governments”

February 7, 2000 Qffice  of Comoliance
WI ’

Commercial Distribution/Exhibit Letter

Color Additive Status List (Inspection Operations Manual)

FDA Guide for Validation of Biological Indicator Incuba-
tion Time

4pril  10,1992

‘ebruary  1, 1989

January 1, 1986

oc

oc

oc
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IV. GUIDANCE  DOCUMENTS ISSUED BY THE CENTER FOR DEVICES AND RADIOLOGICAL  HEALTH (CDRH)-Continued

Name of Document Date of Issuance

Guide for Establishing and Maintaining a Calibration Con
stancy  Intercomparison System for Microwave Oven
Compliance Survey Instruments (FDA 88-8264)

Preproduction  Quality Assurance Planning: Rec-
ommendations for Medical Device Manufacturers (FDL
90-4236)

fl
Color Additive Petitions (p. 11-19  of PMA Manual)

Guidance for Preparation of PMA Manufacturing Inform&
tion

Civil Money Penalty Policy; Guidance for FDA Staff

General Principles of Software Validation; Draft Guidatic June 9,1997 I o c I Do

Classification Names for Medical Devices and In Vitro Di.
agnostic Products (FDA Pub. ND. 95-4246)

Cover Letter/Guidance Document on the Performance
Standard for Electrode Lead Wires and Patient Cable

March 9, 1998 o c

Guidance on Medical Device Tracking [FDAMA];  Guid-
ance for Industry and FDA Staff

January 24,200O oc Do 169

Compliance Program Guidance Manual: Inspection of
Medical Devices; Draft

August 12,1999 oc Do 1702

Procedures for Laboratory Compliance Testing of Tele-
vision Receivers-Part of TV Packet

May 1, 1986
I
o c

I
Do

Sec. 300.600 Commercial Distribution with Regard to
Premarket Notifiition [510(k)]  [CPG 7124.19)

September 24, 1987 1 QC I Do 181

Letter to Medical Device Manufacturer on Pentium Proc-
essors

February 14.1995
I

OC
I

Do

Implementation of the Biomaterials Access Assurance AC
of 1998

April 2, 2001 o c Do 1324

Guideline for the Monitoring of Clinical Investigations January 1, 1988 o c Do

Regulatino  In Vitro Diagnostic Device (IVD) Studies;
Guidance for FD~A Staff

Preparing Notices of Availability of Investigational Medica
Devices and for .Rectiiiig Study Subjects

Guidance on Electrosurgical Devices and the Application
of the Performance Standard for Electrode Lead Wires
and Patient Cables

Guidance on Quality System Regulation Information for
Various Premarket Submissions; Draft

Surveillance and Detention Without Physical Examination
of Surgeons’ and/or  Patient Examination Gloves; Guid-
ance for Industry-Draft

Manufacturers/Assemblers of Diagnostic X-Ray Systems:
Enforcement Policy for Positive-Beam Limitation (PBL)
Requirements in 21 CFR 1020.31(g)

t

I

f

December 17,199s

March 19, 1999

November 15, 1999

August 3.1999 I OC/DOEII I Do 1140

July 26, 2000 OUDOEII Do 1141

October 13, 1993 QC/DOEI Do 116

;uide  for the Submission of Initial Reports on Diagnostic
X-Ray Systems and their Major Components

January 1,1982
I

OC/DOEI
I

Do

_ .~ ” ~ SI,.I,z ._.,  / _*.,, .,., j. .,+***XC(?,,.-  Xi__

I

:,..”

How to Obtain a Hart
Intended User or Copy of the Documen

Regulatory Activity (Name and Address,
Phone, FAX, E-mail  o

Internet)

OC/Diiision  of Bio- Do
research Monitoring
K’BM)

OCIDBM Do

OC/Diiision  of En- Do
forcement (DOE) I

4s..

I
i t

r
FOD NC

286

295

296

448

1124

938

10

1197

945

456

428

1132

2229

1129

257
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IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DEVICES  AND RADIOLOGICAL  HEALTH (CDRH)-Continued
,._.,

FOD No.

.,..T

,

f

(

(

(

(

(

(

(

(

(

C

C

How to Obtain a Hard
Copy of, the Document
(Name and Address,

Phone, FAX, E-mail or
Internet)

Intended User or
Regulatory ActivityName of Document Date of Issuance

Exemption From Reporting and Recordkeeping Require-
ments for Certain Sunlamp Product Manufacturers

Letter to Medical Device Industry on Endoscopy and
Laparoscopy Accessories (Galdi)

Clarification of Radiation Control Regulations for Diag-
nostic X-Ray Equipment (FDA 89-8221)

CPG 7133.19: Retention of Microwave Oven Test
Record/Cover Letter: 08l24,  1981 Retention of Records
Required by 21 CFR [Part] 1002

Guideline for the Manufacture of In Vitro Diagnostic Prod-
ucts

A Guide for the Submission of Abbreviated Radiation
Safety Reports on Cephalometric X-Ray Devices: De-
fined as Dental Units With an Attachment for Mandible
Work That Holds a Cassette and Beam Limiting Device

A Guide for the Submission of an Abbreviated Radiation
Safety Report on X-Ray Tables, Cradles, Film Chang-
ers or Cassette Holders Intended for Diagnostic Use

A Guide for the Submission of Abbreviated Radiation
Safety Reports on Image Receptor Support Devices for
Mammographic X-Ray Systems

Compliance Program Guidance Manual; Field Compli-
ance Testing of Diagnostic (Medical) X-Ray Equipment;
Guidance for FDA Staff

Information Disclosure by Manufacturers to Assemblers
for Diagnostic X-Ray Systems; Final Guidance for In-
dustry and FDA

Guide for Submission of Information on Accelerators In-
tended to Emit X-Radiation Required Pursuant to 21
CFR 1002.10

Abbreviated Reports on Radiation Safety for Microwave
Products (Other Than Microwave Ovens)-E.G. Micro-
wave Heating, Microwave Diathermy, RF Sealers, In-
duction, Dielectric Heaters, Security Systems

Guide for Preparing Reports on Radiation Safety of
Microwave Ovens

Reporting Guide for Laser Light Shows and Displays (21
CFR [Part] 1002) (FDA 888140)

Guide for Filing Annual Reports for X-Ray Components
and Systems

Reporting and Compliance Guide for Television Products
Including Product Report, Supplemental Report, Radi-
ation Safety Abbreviated Report, Annual Report, Infor-
mation and Guidance

Revised Guide for Preparing Annual Reports on Radi-
ation Safety Testing of Laser and Laser Light Show
Products (Replaces FDA 82-8127)

Guide for Preparing Abbreviated Reports of Microwave
and RF Emitting Electronic Products Intended for Med-
ical Use

OC/DOEl Do I 343September 16, 1981

Do 545

+
Do 758

May 17, 1993 OC/DOEI

March 1, 1989 DC/D08

Do
lm

March l,lSS5 DC/DOE1

Do 918January 10, 1994

March 1, 1996

3ClDOEl

3C/DOEI Do 977

x/DOE1 Do 978March 1, 1996

DoMarch 1, 1996 979

March 15,200O IC/DOEI D6 1133

Do 26.19

Do 235

Do 236

Do 239

April 2, 2001 IC/DOEI

April 1, 1971 Y.YDOEI&III

August 1, 1995 ~ IC/DOEI&III

March 1, 1986

September 1, 1995

)C/DOEI&lll

)C/DOEI&III

IC/DOEI&IIIJuly 1, 1980
I

October 1, 19951 IC/DOEI&III Do

September 1, 1995 OC/DOEI&III

September 1, 1996 OC/DOEI&III
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IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH (CDRH)-Continued

Name of Document Date of Issuance Intended User or
Regulatory Activity

How to Obtain a Hard
Copy of the Document
(Name and Address,

Phone, FAX, E-mail or
Internet)

FOD No

October 31,1988 OC/DOEI&III Do 697

Abbreviated Reports on Radiation Safety of Non-Medical August 1, 1995
Ultrasonic Products

OC/DOEI&IH
I

Do 951

September 1,  1996 DC/DOEl~lll
I

Do 960

Letter-Manufacturers, Distributors and Importers of
I

February 23,1994
Condom Products

XYDOEII
I

Do

X/DOEII I Do 53

Letter-Condom Manufacturers and Distributors April 5, 1994

Letter to Manufacturers/Repackers  Using Cotton April 22,1994

3WDOEII IDO

,

I

I

(

(

(

(

(

(

(

(

(

(

(

(

(

(

(

(

(

(

52

February 13,1989

56

X/DOE11 I Do 101

September 1,1995 XYDOEII I Do m

Compliance Guide for Laser Products (FDA 868260) I September 1, 1985 XYDOEII I Do !?8

Condoms: Inspection and Sampling at Domestic Manu- April 8,1987
facturers and of All Repackers; Sampling From All Im-
porters (Damaska  Memo to Field on 4/8,  1987)

X/DOEII I Do !93

Dental Handpiece Sterilization (Dear Doctor Letter) September 28, 1992 XYDOEII I Do i89

March 18, 1993

June 30,1994

M a y  lo,1993 $69

rtazards  of Volume Ventilators and Heated Humidifiers 1 September 15,1993

February 3, 1994 XYDOEII Do

Ethylene Oxide; Ethylene Chlorohydrin; and Ethylene Gly- June 23, 1978
col; Proposed Maximum Residue Limits and Maximum
Levels of Exposure

,

!

1

I

:

:

:

E

t

f

t

E

E

1

1

1

1

i

i

1019

-etter to: Manufacturers and Users of Lasers for Refrac-
I

October 10, 1996
tive Surgery [Excimer]

XYDOEII Do

Shielded Trocars and Needles Used for Abdominal Ac-
I

August 23, 1996
cess  During Laparoscopy

XYDOEII
I

Do 1122

surveillance and Detention Without Physical Examination
I

August 14,200O
of Condoms; Guidance for Industry; Draft

XYDOEII
I

Do 1139

April 7, 1987 >C/DOEII
I

Do !510

ulanufacturers  and Initial Distributors of Hemodialyzers May 23,1996 X/DOE11 Do !567

Letter to Manufacturers and Importers of Microwave
Ovens: Information Requirements for Cookbooks and
User and Service Manuals

Guide for Preparing Product Reports for Medical
Ultrasound Products

Letter-Manufacturers, Importers. and Repackagers of
Condoms for Contraception or Sexually-Transmitted
Disease Prevention (Holt)

Guide for Preparing Product Reports for Lasers and
Products Containing Lasers

Latex Labeling Letter (Johnson)

Pesticide Regulation Notice 94-4: Interim Measures for
the Registration of Antimicrobial Products/Liquid Chem-
ical Germicides With Medical Device Use Claims Under
the Memorandum of Understanding Between EPA and
FDA

Letter to Industry, Powered Wheelchair Manufacturers
From RM Johnson

Manufacturers and Initial Distributors of Sharps Con-
tainers and Destroyers Used by Health Care Profes-
sionals

411 U.S. Condom Manufacturers, Importers and Repack-
agers
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IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DEVICES  AND RADIOLOGICAL HEALTH (CDRH)-ContjRuerj

How to Obtain a Hard

Name of Document Intended User or Copy of the Document
Date of Issuance Regulatory Activity (Name and Address, FOD No

Phone, FAX, E-mail or
Internet)

Laser Light Show Safety-Who’s Responsible? (FDA 86- May 1, 1986 OClDOElll D o 13
8262)

Suggested State Regulations for Control of Radiation- January 1,1982 OC/DOEIII Do 70
Volume II Nonionizing Radiation-Lasers (FDA Pub.
No. 83-8220)

Letter to All Foreign Manufacturers and Importers of Elec- May 28, 1981 OC/DOEIII Do 231
tronic  Products for Which Applicable FDA Performance
Standards Exist

Guide for Submission of Information on Industrial X-Ray March 1, 1973 OCYDOEIII Do 237
Equipment Required Pursuant to 21 CFR 1002.10

Guide for Submission of Information on Analytical X-Ray April 30, 1974 OC/DOEIII Do 2 4 0
Equipment Required Pursuant to 21 CFR 1002.10

Guidance for the Submission of Cabinet X-Ray System February 1, 1975 O’ZDOEIII Do 241
Reports Pursuant to 21 CFR 1020.40

Guide for Preparing Annual Reports on Radiation Safety October 1,  1987 OC/DOEIII Do 243
Testing of Electronic Products (General)

Computerized Devices/Processes Guidance-Application May 1,1992 QC/DOEIII Do 247
of the Medical Device GMP to Computerized Devices
and Manufacturing Processes

Guide for Preparing Product Reports for Ultrasonic Ther- August 1, 1996 QC/DOEIII Do 249
apy Products (Physical Therapy Only)

Guide for Submission of Information on Industrial Radio- September 1,  1980 OWDOEIII Do 254
frequency Dielectric Heater and Sealer Equipment Pur-
suant to 21 CFR 1002.10 and 1002.12 (FDA 81-8137)

Guide for Preparing Annual Reports for Ultrasonic Ther- September 1,1996 OC/DOEIII Do 261
apy Products

Guide for Preparing Annual Reports on Radiation Safety September 1, 1995 OCYDOEIII Do 262
Testing of Sunlamps and Sunlamp Products (Replaces
FDA 82-8127)

Guide for Preparing Annual Reports on Radiation Safety September 1, 1995 OC/DOEIII Do 263
Testing of Mercury Vapor Lamps (Replaces FDA 82-
8127)

Quality Control Guide for Sunlamp Products (FDA 88- March 1, 198% OC/DOEIII Do 270
8234)

Guide for the Submission of Initial Reports on Computed September 1, 1984 OCYDOEIII Do 271
Tomography X-Ray Systems

Guide for Preparing Product Reports on Sunlamps and September 1, 1995 OC/DOEIll Do 279
Sunlamp Products (21 CFR [Part] 1002)

Letter: Policy on Maximum Timer Interval and Exposure August 21, 1986 OCYDOEIII Do 342
Schedule for Sunlamp Products

Reporting Guide for Product Reports on High Intensity September 1.1995 OUDOEIII Do 348
Mercury Vapor Discharge Lamps (21 CFR [Part] 1002)

Quality Control Practices for Compliance With the Federal May 1, 1980 OCYDOEIII Do 349
Mercury Vapor Lamp Performance Standard

Keeping Up With the Microwave Revolution (FDA Pub. March 1, 1990 QCYDOEIII Do 356
No. 91-4160)

Quality Assurance Guidelines for Hemodialysis Devices February 1, 1991 OC/DOEIll Do 507



IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH (CDRH)-Continued

Name of Document

Letter to Manufacturers and Importers of Microwave
Ovens-Open Door Operation of Microwave Ovens as
a Result of Oven Miswiring

March 28, 1980 OC/DOEIII

Reporting of New Model Numbers to Existing Model Fam-
ilies

June 14,1983 OCYDOEIII Do 675

Import: Radiation-Producing Electronic Products (FDA
898008)

November I,1988 OC/DOEIII Do 756

Unsafe Patient Lead Wires and Cables

Application for a Variance from 21 CFR 1040.11 (c) for a
Laser Light Show, Display, or Device [Form FDA 31473

September 3, 1993 OC/DOEIlI

July 1, 1998 OCYDOEIII

Letter to Trade Association: Reuse of Single-Use or Dis-
posable Medical Devices

December 27, 1995
I

OC/DOEIII

Design Control Guidance for Medical Device Manufactur-
ers

March 11.1997
I

OC/DOEIII

Keeping Medical Devices Safe From Electromagnetic In-
terference

Medical Devices and EMI:  The FDA Perspective

Medical Device Electromagnetic Interference Issues,
Problem Reports, Standards, and Recommendations

July 1, 1995

January I,1995

OClDOElll

OC/DOEIII

OC/DOEIII

Safety of Electrically Powered Products: Letter to Medical
Device and Electronic Product Manufacturers From Lil-
lian Gill and BHB Correction Memo

September 18, 1996 OC/DOEIII Do 1087

Enforcement Priorities for Single-Use Devices Reproc-
essed by Third Parties and Hospitals; Guidance for In-
dustry and for FDA Staff

4ugust  14,200o OC/DOEIII Do 1168

Labeling for Electronic Anti-Theft Systems; Guidance for
Industry; Final

Wireless Medical Telemetry Risks and Recommenda-
tions, Guidance for Industry; Final

Policy on Warning Label Required on Sunlamp Products

Policy on Lamp Compatibility (Sunlamps)

Guidance for Industry on the Likelihood of Facilities In-
spections When Modifying Devices Subject to Pre-
market Approval

August 15,200o

September 27, 2000

June 25,1985

September 2, 1986

August 5.1999

OC/DOEIll

OC/DOEIIf

OCYDOEIII

OClDOElll

OC/Division  of Pro-
gram Operations
PPO)

Guidny  on IDE Policies and Procedures [FDAMA]; January 20,1998
I

Office of Device Eval-
uation (ODE)

Color Additives for Medical Devices November  15, 1995 I ODE

Preamendment Class Ill Devices vlarch  11,1992 I ODE

Viable Bacteriophage in CO2 Laser Plume: Aerodynamic
Size Distribution

Iate not available
I

ODE

Guidance for Submitting Reclassification Petition June 1,1989 I ODE

Electromagnetic Compatibility for Medical Devices: Issues
and Solutions; Memorandum

SMDA Changes-Premarket Notification; Regulatory Re-
quirements for Medical Devices [510(k)] Manual Insert

How to Obtain a Hard
Copy of the Document
(Name and Address,

Phone, FAX, E-mail or
Internet)

Do

FOD No.

646

D o

Do

889

903

Do 961

Do

Do 1081

Do 1082

Do 1086

Do

Do

Do 1343

Do 2343

Do 1 2 6 9

Do

Do 575

Do 584

Do 595

Do

Do

Do
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IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DEVICES AND RADlOLOGlCAL  HEALTH (CDRHj-Cohinued

Name of Document Date of Issuance ~ Regulatory Activity

“Real-Time” Review Program for Premarket Approval Ap April 22, 1997
plication  (PMA) Supplements

ODE Do

Classified Convenience Kits April 30, 1993

30-Day Notices and 135-Day  PMA Supplements for Man-
ufacturing Method or Process Changes, Guidance for

February 19, 1998

Industry and CDRH [FDAMA]; Final

ODE

ODE

Suggested Content for Original IDE Application Cover
Letter-Version 4

February 27, 1996 ODE

Device Specific Guidance Documents (List) May 11, 1993

PMA Shell Development and Modular Review; Guidances November 6, 1998
for the Medical Device Industry; Final

ODE

ODE

Determination of Intended Use for 510(k)  Devices-Guid- January 30, 1998
ante for Industry and CDRH Staff [FDAMA]; Final

ODE

Premarket Notification [510(k)]  Status Request Form, Re- March 14. 1997
vised

ODE

CDRH’s  51O(k)/IDE/PMA  Refuse to Accept/Accept/File
Policies

June 3O,lQQ3 ODE

Indications for Use Statement

The New 51 O(k) Paradigm-Alternate Approaches to
Demonstrating  Substantial Equivalence in Premarket
Notifications; Final

February 6, 1996 ODE

March 20, 1998 ODE

Preamendments Class Ill Strategy; SXAlpert April 19, 1994

Letter to Industry, Powered Wheelchair/Scooter or Acces- May 26, 1994
sot-y/Component Manufacturer From Susan Alpert,
Ph.D., M.D.

O D E

ODE

ODE Executive Secretary Guidance Manual August 7, 1987

Modifications to Devices Subject to Prematket Approval- August 6, 1998
The PMA Supplement Decision Making Process; Guid-
ance for Industry; Draft

ODE

ODE

CDRH Submissions Coversheet [PMAIPDPISlOWIDE]

Procedures for Class II Device Exemptions from Pre-
market Notification, Guidance for Industry and CDRH
Staff [FDAMA]; Final

May 8, 1998 ODE

February 19, 1998 ODE

Limulus  Amebocyte Lysate; Reduction of Samples for
Testing

October 23, 1987 ODE

Labeling Reusable Medical Devices for Reprocessing in
Health Care Facilities: FDA Reviewer Guidance

April 1, 1996 ODE

New Section 513(f)(2)-Evaluation of Automatic Class Ill February 19, 1998
Designation: Guidance for Industry and CDRH Staff
[FDAMA]; Final

ODE

Methods for Conducting Recall Effectiveness Checks June 16, 1978

Suggestions for Submitting a Premarket Approval (PMA)
Application

April 1,  1993

Guidance for Off-the-Shelf Software Use in Medical De-
vices; Final

September 9, 1999

ODE

ODE

ODE

Do
I
797

DO

30

315

335

30 357

30

lo

I

I

I

I

I

I

[

[

I:

I:

c

c

t

C

c

C

t

t

I

C

559

10 179

05

IO

il l

I83

338

b I 198

r---p-

)o

u I, “r “I  .~I. % -  ,_ .,-.  / ?j.‘

How to Obtain a Hard
Copy of the Document
(Name and Address,

Phone, FAX, E-mail qr
Internet)

Do

Do

FOD No.

673

789

795
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IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH (CDRH)-Continued
. _- I_  .* I,

How to Obtain a Hard
Copy of the Document
(Name and Address,

Phone, FAX, E-mail or
Internet)

Do

Do

Do

Do

30

IO

30

IO

IO

lo

IO

IO

FOD No.

267

Name of Document Intended User or
Regulatory ActivityDate of Issuance

December 1,1983 ODE

June 1,1984 ODE 269

February 19, 1998 ODE

June 1, 1996

February 19, 1998

ODE

3 1 0

311

ODE 322

March 27, 1987

March 31,  1988

November 24, 1987

3DE

3DE

329

333

3DE 335

May 29, 1998 3DE 337

June 1, 1987 3DE 138

March 29, 1996 IDE M4

November  13, 1989 IDE 151

January 1,lQQO )DE I

%tober  1, 1991

May 20,1998

152

171

IDE No

January 1,lQQO IDE

Larch  1, 1991

flay 1, 1987

lune 1,1987

IDE )o I 415

December  1,  1987

IDE Do 425

IDE Do 426

IDE Do 427

November 4, 1998 )DE Do 499

Application of the Device Good Manufacturing Practice
(GMP) Regulation to the Manufacture of Sterile De-
vices

Points to Consider in the Characterization of Cell Lines
Used to Produce Biological Products (From John C.
Petricciani, M.D.)

Early Collaboration Meetings Under the FDA Modemiza-
tion Act (FDAMA), Guidance for Industry and CDRH
Staff [FDAMA]

Format for IDE Progress Reports

Guidance on PMA Interactive Procedures for Day-100
Meetings and Subsequent Deficiencies-For.Use  by
CDRH  and fndustry  [FDAMA]; Final

Industry Representatives on Scientific Panels

PMA Review Schedule [P87-l]

Necessary Information for Diagnostic Ultrasound 510(k)
(Draft)

Guidance for the Content of Premarket Submissions for
Software Contained in Medical Devices; Guidance for
FDA and Reviewers and Industry; Final

Master Files Part Ill; Guidance on Scientific and Tech-
nical Information

510(k) Quality Review Program (Blue Book Memo) (196-
1)

FDA Policy for the Regulation of Computer Products
(Draft)

rhreshold  Assessment of the Impact of Requirements for
Submission of PMAs  for 31 Medical Devices Marketed
Prior to May 28, 1976

l-of-A-Kind PMAs

Supplements to Approved Applications for Class Ill Med-
ical Devices: Use Published Literature, Use of Pre-
viously Submitted Materials, and Priority Review
[FDAMA]; Guidance for Industry; Final

Substantial Equivalence (SE) Decision Making Docu-
mentation ATTACHED: “SE” Decision Making Process
(Detailed), i.e., the Decision Making Tree

shelf  Life of Medical Devices

suideline  on General Principles of Process Validation

3uideline  on Sterile Drug Products Produced by Aseptic
Processing

juideline  on Validation of the Limulus  Amebocyte Lysate
(LAL)  Test as an End-Product Endotoxin Test

ieneral/Specific  Intended Use [FDAMA]; Draft Guidance
for Industry
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Do

FOD NC

/

Date of Issuance

. _. ..L ,

Intended User or
Regulatory ActivityName of Document

Distribution and Public Availability of Premarket Approval
Application Summary of Safety and Effectiveness Data
Packages [Blue Book Memo #P98-1);  Final

Proposal for Establishing Mechanisms for Setting Review
Priorities Using Risk Assessment and Allocating Re-
view Resources and T93-28  dated 6/25,  1993, Device
“Fast Track” Plan Announcement (Include with 926-
930)

New Model Medical Device Development Process; Guid-
ance for Industry; Final

Guidance on the Use of Standards in Substantial Equiva-
lence Determinations; Final

Guidance  for Industry and for FDA Reviewers; lnterpre-
tive Guidance on Section 216 of the Food and Drug
Administration Modernization Act of 1997

Evidence Models for the Least Burdensome Means to
Market; Guidance for Industry and FDA Reviewers;
Draft

auestions  and Answers for the FDA Reviewer Guidance:
Labeling Reusable Medical Devices for Reprocessing
in Health Care Facilities

Xsciding  When to Submit a 510(k)  for a Change to an
Existing Wireless Telemetry Medical Device; Final
Guidance for FDA Reviewers and Industry

suidance  on Amended Procedures for Advisory Panel
Meetings

inedical  Devices Containing Materials Derived From Ani-
mal Sources (Except for In Vitro Diagnostic Devices),
Guidance for FDA Reviewers and Industry; Final

‘requentfy  Asked Questions on the New 510(k) Para-
digm; Guidance for Industry; Final

Fhe Least Burdensome Provisions of the FDA Modemiza-
tion Act of 1997: Concept and Prfncipfes; Draft Guid-
ance for FDA and Industry

Guidance for the Content of Premarket Notifications for
Conventional and Antimicrobial Foley Catheters

>hecklist  for Mechanical Liiotripters and Stone
Dislodgers Used in Gastroenterology and Urology

Convenience  Kiis Interim Regulatory Guidance (Include
874)

innouncement:  Implementation of the FDAIHCFA  Inter-
agency Agreement Regarding Reimbursement Cat-
egorization of Investigational Devices, Att. A Inter-
agency Agreement, Att. B Criteria for Categorization of
Investigational Devices #D95-2  (Blue Book Memo)

>onsolidated  Review of Submissions for Diagnostic
Ultrasound Equipment, Accessories and Related Meas-
urement Devices #GQO-2 (Blue Book Memo)

October lo,1997 ODE

June 30, 1993 ODE Do

July 21, 1998 ODE Do

March 12,200O ODE Do

r\ugust  9.2000 ODE

September 1, 1999 DDE Do

September 3, 1996 3DE

r30vember  30,200O

fuly 22, 2000 >DE

November 16, 1998 IDE

I

1

4

‘

I

.

1

(

I

I

I

I

!

(

October  22,1998 IDE

May 3,200l

September 12, 1994

November 1,1994

Way 20,1997

September 15, 1995

Xtober  19, 19QQ

Do

30

)O

IO

$13

!206

lo

ODE Do

97

98

562

106

30

ODE Division of Re-
productive, Abdom-

inal, and Radio-
logical Devices
(DRARD)

Do

DDE/DRARD Do

3 0

30

3D0510K

3DEIBlueBook

30
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Consolidated Review of Submissions for Lasers and Ac- October 19,199O
cessories #G90-1  (Blue Book Memo)

Review of Final Draft Medical Device Labeling #P91-4
(Blue Book Memo)

August 29, 1991

Review of 510(k)s  for Computer Controlled Medical De-
vices #K91-1  (Blue Book Memo)

August 29,199l

Use of International Standard ISO-10993,  “Biological
Evaluation of Medical Devices Part 1: Evaluation and

May 1.1995

Testing” (Replaces #G87-1  #8294)  (Blue Book Memo)

ODE Regulatory Information for the Cffice of Compli- May 15. 1987
ante-Information  Sharing Procedures #G87-2  (Blue
Book Memo)

Panel Review of “Me-Too” Devices #P86-6 (Blue Book
Memo) I

July 1, 1986

Guidance on the Center for Devices and Radiological June 30, 1986
Health’s Premarket Notification Review Program #K86-
3 (Blue Book Memo)

PMA Filing Decisions #PQO-2 (Blue Book Memo) Mav 18.1990

PMAs-Early  Review and Preparation of Summaries of
Safety and Effectiveness #P86-1  (Blue Book Memo)

January 27,1986

IDEIBlueBook Do 297

IDUBlueBook Do 302

Criteria for Panel Review of PMA Supplements #P86-3
(Blue Book Memo)

January 30,1986 )DE/BlueBook Do 304

Review and Approval of PMAs  of Licensees #P864
I

October 22, 1990
(Blue Book Memo)

Panel Report and Recommendations on PMA Approvals April 18, 1986
#P86-5  (Blue Book Memo)

510(k) Sign-Off  Procedures #K94-2 (Blue Book Memo) June 3, 1994

Review of Laser Submissions #G88-1  (Blue Book Memo) April 15, 1988

Delegation of IDE Actions #D88-1  (Blue Book Memo) April  26, 1988

Premarket Notification-Consistency of Reviews #K8Q-1
(Blue Book Memo)

February 28,1989

Telephone Communications Between ODE Staff and
Manufacturers #193-l  (Blue Book Memo)

January 29,1993

510(k)  Sterility Review Guidance-and Revision of 1 l/18/ February 12, 1990
1994 #KQO-1 (Blue Book Memo) I

Review of IDES for Feasibility Studies #D89-1  (Blue Book
Memo) I

May 17, 1989

Toxicology Risk Assessment Committee #G8Q-1  (Blue
Book Memo) I

August 9, 1989
I

Assignment of Review Documents #lQO-2 (Blue Book
Memo)

August 24,199O )DE/BlueBook

Meetings With the Regulated Industry #18Q-3  (Blue Book
Memo) I

November 20, 1989

Policy Development and Review Procedures #lQO-1  (Blue
Book Memo)

February 15, 1990

._e . . .., ..,.“,,. -4  .eYL ,x ._,,

Intended User or
Regulatory Activity

I.% .‘

I
t

FOD NC
r

ODUBlueBook

.I ,j...*a3 :, a.“.*e L.. c *:_ *..+*<

How to Obtain a Hart
Copy of the Documen
(Name and Address,

Phone, FAX, E-mail OI
Internet)

Do 31

ODUBlueBook Do 34

ODVBlueBook Do 35

ODUBIueBook Do 164

3DE/BlueBook Do 276

3DEIBlueBook Do 280

>DUBlueBook Do 289

IDUBlueBook 10 305

IDUBlueBook >O 306

3DE/BlueBook Do 308

3DVBlueBook Do 330

3DVBlueBook Do 331

IrDE/BlueBook Do 339

IDUBlueBook Do 360

IDE/BlueBook Do 361

>DOBlueBook Do 362

IDEIBlueBook Do 363

IDUBlueBook

>DUBlueBook

3 0

3 0

30

366

367

368
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PMA Supplements: ODE Letter to Manufacturers; Identf-
fies Situations Which May Require the Submission of r
PMA Supplement (When PMA Supplements Are Re-
quired) #PQO-1 (Blue Book Memo)

510(k) Refuse to Accept Procedures #K94-1  (Blue Book
Memo)

PMA Refuse to File Procedures #P94-1  (Blue  Book
Memo)

Premarket Approval Application (PMA) Closure #P94-2
(Blue Book Memo)

PMA/5lO(k)  Triage Review Procedures #G94-1  (Blue
Book Memo)

Seals and Initiatives for the IDE Program #D95-1  (Blue
Book Memo)

Zover  Letter: 510(k) Requirements During Firm-Initiated
Recalls; Attachment A: Guidance on Recall and Pre-
market Notification Review Procedures During Firm-lnf
tiated Recalls of Legally Marketed Devices (Blue Book
Memo #K95-1)

DE Refuse to Accept Procedures #D94-1  (Blue Book
Memo)

Device  Labeling Guidance #691-l (Blue Book Memo)

Xinical  Utility and Premarket Approval #PQl-1 (Blue
Book Memo)

‘anel  Review of Premarket Approval Applications #P91-
2 (Blue Book Memo)

‘MA Compliance Program #P91-3  (Blue Book Memo)

Document  Review Processing #191-l  (Blue Book Memo)

ntegrity of Data and Information Submitted to ODE #lQl-
2 (Blue Book Memo)

Jondisclosure of Financially Sensitive Information #192-l
(Blue Book Memo)

demorandum  of Understanding Regarding Patient Label-
ing Review (Blue Book Memo #GQ6-3))

Xrntinued  Access to Investigational Devices During PMA
Preparation and Review (Blue Book Memo) (D96-1)

ilO Additional Information Procedures #K93-1  (Blue
Book Memo)

Iverdue  IDE Annual Progress Report Procedures #D93-
1 (Blue Book Memo)

Documentation  and Resolution of Differences of Opinion
on Product Evaluations #G93-1  (Blue Book Memo)

deciding  When to Submit a 510(k)  for a Change to an
Exisiting Device; (Blue Book Memo #K97-1)

lteragency  Agreement Between FDA and HCFA; #D95-
2, Attachment A

FOD No.

387DoApril 24, 1990 ODUBlueBook
3

I

I

I

I

I

I

I

I

- I

I

I

c

b

c

C

J

I

ODOBlueBook DoJ

I

I

I

(

(

I

I

(

F

F

c

I#

r

h

(

5

C

C

II

II

May 20, 1994

May 20, 1994

July 8, 1994

ODEBlueBook Do

ODE/BlueBook Do

May 20, 1994 Do

July 12, 1995 ODE/BlueBook Do

November 21,  1995 ODEYBlueBook Do 406

May 20.1994

V(arch  8, 1991

ODUBlueBook

ODElBlueBook

Do

Do

ODUBlueBookflay 3,199;

Uay  3, 1991

vfay  3, 1991

-ebruary  12,1QQ2

Do

Do

Do

Do

3DOBlueBook 444

445DDUBlueBook

DDUBlueBook 446

447vlay  29,199l 3DUBlueBook Do

lJlarch  5, 1992 3DEBlueBook Do 587

bgust  9, 1996 3DUBlueBook Do 806

3DtYBlueBook Do 872fuly 15, 1996

luly 23, 1993 3DE/BlueBook Do 886

887

920

1935

2106

3DUBlueBook Dofuly 23, 1993

December  23,1993 >DE/BlueBook

tanuary  lo,1997 3DOBlueBook

September 15, 1995 DDEIBlueBook

Do

Do

Do
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FOD No.
r

2326

3106

3859

Executive Secretaries Guidance Manual #IG87-3 August 7, 1987 ODE/BlueBook Do

Criteria for Categorization of Investigational Devices
(HCFA); #D95-2,  Attachment B

September 15, 1995 ODEIBlueBook Do

Center for Devices and Radiological Health’s Premarket
Notification [510(k)] Refuse to Accept Poliiy-(Updated
Checklist March 14, 1995)

June 30,1993 ODUBlueBook

HCFA Reimbursement Categorization Determinations for
FDA-Approved IDES

October 31, 1995 ODUBlueBook Do 4106

Center for Devices and Radiological Health’s Investiga-
tional Device Exemption (IDE)  Refuse to Accept Policy

June 30, 1993

Guidance for Prescription Use Drugs of Abuse Assays
Premarket Notifications; Guidance for Industry and/or
for FDA Reviewers/Staff and/or Compliance; Draft
Guidance-Not for Implementation

November 14,200O

Review Criteria for Assessment of In Vitro Diagnostic De-
vices for Drugs of Abuse Assays Using Various Meth-
odologies

Augusi  31, 1995

Guidance for Labeling for Over-the-Counter Sample Col-
lection Systems for Drugs of Abuse Testing; Draft

December 21, 1999

Review Criteria for In Vitro Diagnostic Devices for the As-
sessment of Thyroid Autoantibodies Using indirect
lmmunofluorescence Assay (IFA),  Indirect
Hemagglutination Assay (IHA),  Radioimmunoasay
(RIA), and Enzyme Linked lmmunosorbent Assay
(ELISA)

February 1,  1994

Review Criteria for Blood Culture Systems August 12, 1991

Points to Consider for Collection of Data in Support of In
Vitro Device Submissions for 510(k)  Clearance

September 26, 1994

Points to Consider for Portable Blood Glucose Monitoring
Devices Intended for Bedside Use in the Neonate
Nursery

February 20,1996

Criteria for Assessnient of In Vitro Diagnostic Devices for
Drugs of Abuse Assays Using Various Methodologies;
Draft

August 31, 1995

qeview  Criteria for Assessment of Rheumatoid Factor
(RF) In Vitro Diagnostic Devices Using Enzyme-Linked
Immunoassay (EIA), Enzyme Linked immunosorbent
Assay (ELISA), Particle Agglutination Tests, and Laser
and Rate Nephelometry

February 21,1997

lssessing  the Safety/Effectiveness of Home-Use In Vitro
Diagnostic Devices (IVDs):  Points to Consider Regard-
ing Labeling and Premarket Submissions; Diaft

October 1, 1988

Guidance for Submission of lmmunohistochemistry Appli-
cations to the FDA; Final

June 3.1998

Review Criteria for Assessment of Cytogenetic Analysis
Using Automated and Semi-Automated Chromosome
Analyzers

July 15, 1991

Review Criteria for Assessment of Alpha-Fetoprotein
(AFP) In Vitro Diagnostic Devices for Fetal Open Neu-
ral Tube Defects Using Immunological Test Methodolo-
gies

July 15, 1994

4859ODE/BlueBook Do

ODE Division of Clin-
ical Laboratory De-
vices (DCLD)

3DUDCLD

3DODCLD Do

3DUDCLD Do

>DE/DCLD Do 82

IDUDCLD Do

,

I

(

(

(

(

(

(

(

(

C

(

(

(

-

IDUDCLD Do

IDUDCLD Do

>DE/DCLD Do 165

IDUDCLD Do

3DUDCLD

3DUDCLD

Do 152

Do 1191

1359

51

95

122

1191

272

364Do

Do 417

459Do
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Guidance for 510(k)  Submission of Lymphocyte
lmmunophenotyping IVDs using Monocfonal Anti-
bodies; Draft

Points to Consider for Hematology Quality Control Mate-
rials

Review Criteria for In Vitro Diagnostic Devices for Detec-
tion of IGM Antibodies to Viral Agents

Points to Consider for Review of Calibration and Quality
Control Labeling for In Vitro Diagnostic Devices/Cover
Letter Dated March 14, 1996 _

Review Criteria for Devices Intended for the Detection of
Hepatitis B uen Antigen and Antibody to HBe

Guidance Criteria for Cyclosporine PMAs

Review Criteria for Assessment of Laboratory Tests for
the Detection of Antibodies to Helicobacter Pylori

Review Criteria for Assessment of Human Chorionic
Gonadotropin (hCG)  In Vitro Diagnostic Devices (IVDs)

Premarketing Approval Review Criteria for Premarket  Ap-
proval of Estrogen (ER) or Progesterone (PGR) Recep-
tors In Vitro Diagnostic Devices Using Steroid Hormone
Binding (SBA) With Dextran-Coated Charcoal (DCC)
Separation, Histochemical Receptor Bi; Draft

Review Criteria for Assessment of Portable Blood Glu-
cose In Vitro Diagnostic Devices Using Glucose Oxi-
dase, Dehydrogenase, or Hexokinase Methodology

Guidance for 51O(k)s  on Cholesterol Tests for Clinical
Laboratory, Physicians’ Office Laboratory, and Home
Use

Review Criteria for Devices Assisting in the Diagnosis of
C. Difficile Associated Diseases

Guidance Document for 510(k)  Submission of
Glycohemoglobin (Glycated or Glycosylated) Hemo-
globin for IVDs;  Draft

Review Criteria For Premarket Approval of In Vitro Diag-
nostic Devices for Detection of Antibodies to Parvovirus
B19

3uidance  Document for 510(k)  Submission of Fecal Oc-
cult Blood Tests; Draft

Review Criteria for Assessment of In Vitro Diagnostic De-
vices for Direct Detection of Chlamydiae in Clinical
Specimens

Suidance  Document for 510(k)  Submission Of
lmmunoglobulins A, G, M, D and E lmmunoglobulin
System In Vitro Devices; Draft

qeview  Criteria for the Assessment of Allergen-Specific
lmmunoglobulin E (IGE) In Vitro Diagnostic Devices
Using Immunological Test Methodologies

Date of Issuance FOD No

475September 26, 1991 ODE/ Do

Do 512September 30,1997

August 1, 1992

ODUDCLD

Do 527ODE/DCLD

I

!

L

f

i

i

i

i

t

February I.1996 ODEIDCLD Do 553

December 30, 1991 ODE/DCLD Do 554

564ODE/DCLD

ODODCLD

January 24, 1992

September 17, 1992

Do

Do 588

September 27, 1995 ODUDCLD Do

September 10, 1992 ODUDCLD Do

February 14, 1996 ODEIDCLD Do 504

%5

I

L

DoODE/DCLDJuly 14, 1995

ODUDCLD Do 529

?58

May 31, 1990

September 30,  1991 DDEIDCLD Do

DDE/D&D Do VOMay 15, 1992

3DEIDCLD Do r72July 29, 1992

January 1, 1992 DDE/DCLD r78Do

September 1, 1992 3DE/DCLD Do

March 2, 1993 3DUDCLD Do
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Do

Name of Document Date of Issuance Intended User or
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September 1, 1992 ODE/DCLD

June 14,1993 ODE/DCLD

July 6, 1993 ODEIDCLD

June 10, 1996 ODUDCLD

September 19, 1996 DDE/DCLD

July 25, 1994 DDUDCLD

February 15,1996 3DE’DCLD

July 6, 1998 3DE/DCLD

July 6, 1998 >DUDCLD

July 2, 1998 IDUDCLD

July 6, 1998 ODEIDCLD

July 6, 1998 ODEIDCLD

July 6, 1998 3DE/DCLD

July 6, 1998 DDEIDCLD

August 14,200O 3DUDCLD

March I,2001

I

I

(

(

(

f

(

,

I

I

I

(

(

(

(

(

C

)DE/DCLD

July 22, 2000 )DE/DCLD

July 22, 2000 IDUDCLD

March 8, 2000 IDUDCLD

July 20, 1998 >DE/DCLD

FOD Nc

848

861

862

950

957

968

380

1102

1103

1104

1105

1107

1109

1110

1143

1147

1171

1172

531

Review Criteria for the Assessment of Anti-Nuclear Anti-
bodies (ANA) In Vitro Diagnostic Devices Using Indirec
lmmunofluorescence Assay (IFA),  lmmunodiffusion
(IMD) and Enzyme Linked lmmunosorbant Assay
(ELISA).

Review Criteria for Nucleic Acid Amplification Based In
Vitro Diagnostic Devices for Direct Detection of Infec-
tious Microorganisms; Draft

Review Criteria for Assessment of In Vitro Diagnostic De-
vices for Direct Detection of Mycobacterium Spp. vu:
berculosis (TB)]

Data for Commercialization of Original Equipment Manu-
facturer, Secondary and Generic Reagents for Auto-
mated Analyzers

Guidance  Document for the Submission of Tumor Associ-
ated Antigen Premarket Notification [510(k)] to FDA

‘oints  to Consider for Cervical Cytology Devices

qeview  Criteria for In Vitro Diagnostic Devices That Utf-
lize Cytogenetic In Situ Hybridization Technology for
the Detection of Human Genetic Mutations (Germ Line
and Somatic)

n Vitro Diagnostic Bicarbonate/Carbon Dioxide Test Sys-
tem; Guidance for Industry; Final

n Vitro Diagnostic Chloride Test System; Guidance for
Industry:  Final

n Vitro Diagnostic Creatinine Test System; Guidance for
Industry; Final

in Vitro Diagnostic Glucose Test System; Guidance for
industry; Final

In Vitro Diagnostic Potassium Test System; Guidance for
Industry; Final

n Vitro Diagnostic Sodium Test System; Guidance for In-
dustry; Final

n Vitro Diagnostic Urea Nitrogen Test System; Guidance
for Industry; Final

3uidance  for Administrative Procedures for CLIA Cat-
egorization; Guidance for Industry and/or for FDA Re-
viewers/Staff and/or Compliance; Draft

juidance  for Clinical Laboratory Improvement Amend-
ments of 1988 (CLIA) Criteria for Waiver; Draft Guid-
ance for Industry and FDA Applications

suidance  for Over-the-Counter (OTC) Ovulation Predictor
51O(k)s

juidance  for Over-the-Counter (OTC) Human Chorionic
Gonadotropin (hCG)  510(k)s

juidance  on Review Criteria for Assessment of Anti-
microbial Susceptibility Devices; Draft

n Vitro  Diagnostic C-Reactive Protein Immunological
Test System; Guidance for Industry; Final

t

DO

IO

10

IO

10

kl

10

)o

)O

10

10

10

10

10

10

)O

)O 1246
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February 22,1999
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How to Obtain a Hard
Intended User or Copy of the Document

Regulatory Activity (Name and Address,
Phone, FAX, E-mail or

Internet)

ODUDCLD Do

,L,..

FOD No.

1247

1352

1184

1631

409

!231

241

!242

072

161

372

1199

1357

1358

1167

Name of Document

Abbreviated 510(k) Submissions for In Vitro Diagnostic
Calibrators; Guidance for Industry: Final

Guidance on Labeling for Laboratory Tests; Guidance for
Industry; Draft

Premarket Approval Applications for Assays Pertaining to
Hepatitis C Viruses (HCV) That Are Indicated for Diag-
nosis or Monitoring of HCV Infection or Associated Dis-
ease; Draft

Class II Special Control Guidance Document for Anti-Sac.
charomyces Cerevisiae (S. Cerevisiae) Antibody
(ASCA) Premarket Notifications; Final

Guidance for Premarket Notifications for Automated Dif-
ferential Cell Counters for Immature or Abnormal Blood
Cells; Final; Guidance for Industry and FDA

Review Criteria for Assessment of Antimicrobial Susceptf-
bility Test Discs

Over the Counter (OTC) Screening Tests for Drugs of
Abuse: Guidance for Premarket Notifications; Guidance
for Industry; Draft

Points to Consider Guidance Document on Assayed and
Unassayed Quality Control Material; Guidance for In-
dustry

Document for Special Controls for Erythropoietin Assay
Premarket Notifications [510(k)s];  Guidance for Indus-
try; Final

In Vitro Diagnostic Fibrin Monomer Paracoagulation Test;
Guidance for Industry and FDA Reviewers/Staff; Final

Zlass  II Special Control Guidance Document for B-Type
Natriuretic Peptiie Premarket Notifications; Final Guid-
ance for Industry and FDA Reviewers

I

I

I

I

(

(

/

I

I

I

I

3uidance  for Electrical Safety, Electromagnetic Compat-
ibility and Mechanical Testing for Indwelling Blood Gas
Analyzer Premarket Notification Submissions

Guidance for the Submission of Research and Marketing
Applications for Permanent Pacemaker Leads and for
Pacemaker Lead Adaptor 510(k) Submissions; Final

Investigational Device Exemption (IDE) Study Enrollment
for Cardiac Ablation of Typical Atrial  flutter; Final Gukf-
ante for Industry and FDA Reviewers

Guidance Document for Vascular Prostheses 510(k)  Sub-
missions; Guidance for Industry and FDA Staff; Final

Suidance  for Annuloplasty Rings 510(k)  Submissions;
Final Guidance for Industry and FDA Staff

l-Consolidated Annual Report for a Device Product Line
(I-CARD); Pilot for Preparation of Annual Reports for
Pacemaker Premarket Approval Applications

Excerpts  Related to EMI From November 1993 Anesthe-
siology and Respiratory Devices Branch (Including
Electromagnetic Compatibility Standard for Medical De-
vices; 1 O/l/79)

June 24, 1999

October 8.1999

August 23,200O

November I,2000

October 30, 1996

November 14,200O

ODEIDCLD Do

ODUDCLD Do

ODE/DCLD DoFebruary 3,1999

April 28, 1999

April 27, 1999

ODUDCLD Do

ODUDCLD Do

ODUDCLD

ODE Division of Car- Do
diovascular and
Respiratory Devices
(DCRD)

ODUDCRD Do

ODUDCRD Do

ODWDCRD Do

ODE/DCRD Do

ODUDCRD Do

ODE’DCRD Do

November 30,200O

June 28,209O

November I,2000

November a,2000

November I,2000

January 31.2001

July 6, 2000

November 1, 1993
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Regulatory Activity

September 22, 2000 ODUDCRD

.
How to Obtain a Hard
Copy of the Documen
(Name and Address,

Phone, FAX, E-mal  OI
Internet)

Do

May 7, 1999 ODWDCRD Do

August 25,1999 ODUDCRD Do

Guidance for Cardiovascular intravascular Filter 510(k)
I

November 26,1999
Submission; Final

ODEIDCRD Do

February 11,1997 ODUDCRD Do

February 11, 1997 ODE’DCRD Do

February 11,1997 ODUDCRD Do

November 30,1993 ODE/DCRD Do

April 25, 1997 ODUDCRD Do

Non-invasive  Blood Pressure (NrBP)  Monitor Guidance 1 March 10.1997

October 30.1992

June 21, 1991

February 16,200O

ODUDCRD

ODE’DCRD

ODUDCRD

3DUDCRD

3DE/DCRD

Do

Do

Do

Do

3uidance  for Cardiopulmonaty  Bypass Arterial Line Blood
Filter 510(k) Submissions: Final I

February 21, 2000 Do

Balloon Valvuloplasty  Guidance for the Submission of an
IDE Application and a PMA Application I

January 1,1989 ODUDCRD Do

Replacement Heart Valve Guidance; Draft October 14,1994

January  12.1990

May 11,199O

ODUDCRD

ODE/DCRD

ODUDCRD

Do

Do

Do

Reviewer Guidance for Ventilators; Draft July  1. 1995

Draft 510(k) Checklist for Urological Irrigation System and August 1, 1995
Tubing Set I

ODUDCRD

ODUDCRD

Do

Do

Iraft Guidance to Firms on Biriary  Lithotrfpsy Studies August 2, 1990

Iraft Guidance for Clinical investigations  of Devices Used November 11, 1994
for the Treatment of Benign Prostatic Hyperplasia
W-U

ODUDCRD

ODE/DCRD

Do

Do

September 25, 1997 ODUDCRD Do

._^. /.” .,

FOD No.

1178Guidance for infant/Child Apnea Monitor 510(k) Submis-
sions

Guidance for Industry and for FDA Reviewers: Rec-
ommended Clinical Study Design for Ventriiular Tachy-
cardia Ablation

2244

266

24

25

26

27

123

137

224

1632

1622

375

383

391

500

515

522

533

552

Guidance for Industry: Electra-Optical  Sensors for the In
Vivo Detection of Cervical Cancer and its Precursors:
Submission Guidance for an IDUPMA;  Draft

Guidance for the Submission of 510(k) Premarket Notifi-
cations for Electrocardiograph (ECG) Electrode-
Version 1.0

Guidance for the Submission of 510(k) Premarket Notifi-
cations for Electrocardiograph (ECG) Lead Switching
Adapter-Version 1 .O

Guidance Document Device: Electrocardiograph (ECG)
Surface Electrode Tester-Version 1 .O

Draft Guidance Outline--Points to Consider for Clinical
Studies for Vasovasostomy Devices

Medical Device Labeling-Suggested Format and Con-
tent; Draft Document

Policy for Expiration Dating (DCRD RB92-G)

iuman  Heart Valve Allografts:  Draft

3uidance  for Extracorporeal Blood Circuit Defoamer
510(k) Submissions: Final

Implantable Pacemaker Testing Guidance

Letter/Guidance: Vascular Graft Manufacturer, Developer,
or Representative

-etter:  Notice to Manufacturers of Bone Mineral Den-
sitometers
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Name of Document Date of Issuance Intended User or
Regulatory Activity

Information for Manufacturers Seeking Marketing Clear-
ante of Diagnostic Ultrasound Systems and Trans-
ducers: Draft

September 30, 1997 ODUDCRD

Draft Guidance for the Content of Premarket Notifications
for Urological Balloon Dilatation Catheters

January 24, 199; ODVDCRD

Guideline for the Arrangement and Content of a Pre- May 1, 1990 ODElDCRD
market Approval (PMA) Application for a Cochlear  lm-
plant in Adults at Least 18 Years of Age

Guidance for the Preparation of the Annual Report to the
PMA Approved Heart Valve Prostheses

April 1, 1990 ODE/DCRD

Draft Version: Electrode Recording Catheter Preliminary
Guidance (Data to Be Sumitted to the FDA iri Slipport
of Premarket Notifications [510(k)s])

March 1,  1995 ODElDCRD

Cardiac Ablation Preliminary Guidance (Data to Be Sub- March 1, 1995 ODUDCRD
mitted  to the FDA in Support Investigation Device Ex-
emption Application; Draft

Premarket Testing Guidelines for Falloposcopes November 20, 1992 ODUDCRD

Guidelines for Evaluation of Non-Drug IUDs , Seotember  28.1976 I ODUDCRD

Simplified 510(k) procedures for certain radiology de-
vices: 12/21,  1993, letter from L Yin, ODEIODEI
DRARD, to NEMA

>raft  510(k)  Checklist for Endoscopic Electrosurgical  Unit
(ESU) and Accessories Used in Gastroenterology and
Urology

December 21, 1993 ODE/DCRD

August 16, 1995 ODUDCRD

-leated Humidifier Review Guidance August 30,199l

qeviewer  Guidance for Nebulizers, Metered Dose Inhal-
ers, Spacers and Actuators

October 1, 1993

Reviewer Guidance for Automatic X-Ray Film Processor
51 O(k)

Februaty  1,199O

ODEIDCRD

ODUDCRD

Guidance for the Technical Content of a Premarket Ap-
proval (PMA) Application for an Endolymphatic Shunt
Tube With Valve

April 1, 1990 ODE/DCRD

Guidance for Magnetic Resonance Diagnostic Devices-
Criteria for Significant Risk Investigations

September 29, 1997 ODE’DCRD

Draft Guidance for Preparation of PMA Applications for
Testicular Prosth&es

March 16, 1993 ODE/DCRD

Draft Guidance for Preparation of PMA Applications for
Penile Inflatable Implants

March 16, 1993 ODVDCRD

Iraft Guidance for the Content of Premarket Notifications May 30, 1997 ODUDCRD
for Water Purification Components and Systems for
Hemodialysis

3uidance  for the Submission of Research and Marketing
Applications for lnterventional Cardiology Devices:

May 1, 1995 ODE/DCRD

PTCA Catheters, Atheiectomy Catheters, Lasers,
Intravascular Stents; Draft

Iraft Guidance for Preclinical and Clinical Investigations
of Urethral Bulking Agents Used in the Treatnignni  of
Urinary Incontinence

November 29, 1995 ODE/DCRD

DoI

I

I

I

I

I

c

C

I:

C

I

I

t

t

t

C

C

c

20

IO

10

IO

10

10

10

10

10

)O

10

10

)o

10

10

)o

I

.dY‘, *,I. .,>-j  , ..Y  I ,._ .(

How to Obtain a Hard
Copy of the Documenl
(Name and Address,

Phone, FAX, E-mail or
Internet)

Do

FOD No

560

Do 567

577

582

602

519

521

31

7 0 8

‘68

‘80

‘84

788

791

793

309

$10

342

)46

150
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Draft Guidance for Hemodialyzer Reuse Labeling October 6, 1995 ODUDCRD Do 899

Hysteroscopes and Gynecology Laparoscopes-Submis- March 27,1996 ODE/DCRD Do 907
sion Guidance for a 510(k)-Includes  00192

Draft Guidance for the Content of Premarket Notifications July 29, 1991 ODVDCRD Do 953
for Loop and Rollerball Electrodes for GYN
flectrosurgical Excisions

Intravascular Brachytherapy-Guidance  for Data to be May 24,1996 ODE/DCRD Do 955
Submitted to the Food  and Drug Administration in Sup
port of Investigational Device Exemption (IDE) Applica-
tions; Draft

‘ercutaneous  Translumjnal  Coronary  Angioplasty Pack-
age Insert Template; Draft

Coronary  and Cerebrovascular Guidewire Guidance Januaty  I,1995 ODUDCRD Do 964

juidance for lmplantable Cardioverter-Defibrillators;  Draft June 24, 1996 ODUDCRD Do 965

:arotid  Stent-Suggestions for Content of Submissions October 26,1996 ODWDCRD Do 974
to the Food  and Drug Administration in Support of ln-
vestigational Devices Exemption (IDE) Applications

I

I

I

I

I

(

(

(

E

F

C

C

F

c

c

5

(

(

1

Februaty  7, 1995 ODUDCRD Do 959

fmergency  Resuscitator Guidance; Draft

qeview  Guidelines for Oxygen Generators and Oxygen
Equipment; Draft Document

April 14, 1993

April 14, 1993

ODUDCRD Do 985

ODUDCRD Do 986

Iraft 510(k) Checklist for Condom Catheters February 23,1995 ODUDCRD Do 991

:DRH  Interim Regulatory Policy for External Penile Rigid- September 10, 1997 ODUDCRD Do 992
ity Devices

%eviewer  Guidance on Face Masks and Shield for CPR;
Draft

March 16, 1994 ODE’DCRD Do 996

jeneral  Guidance Document: Non-Invasive Pulse Oxim- September 7, 1992 ODVDCRD Do 997
eter

juidance  for Peak Flow Meters for Over-the-Counter
Sale

June 23,1992 ODUDCRD Do 998

10(K) Submission Requirements for Peak flow Meters; January 13, 1994 ODUDCRD Do 999
Draft

suidance  for Industry and FDA; Guidance for Indwelling .Februat-y  21.2000 ODUDCRD Do 1126
Blood Gas Analyzer 510(k)  Submissions

juidance  Document for Premarket Notification Submis-
sion for Nitric Oxide Delivery Apparatus, Nitric Oxide
Analyzer and Nitrogen Dioxide Analyzer; Final

January 24,200O ODE’DCRD Do 1157

atex Condoms for Men-Information for 510(k)  Pre-
market Notifications: Use of Consensus Standards for
Abbreviated Submissions

July 23, 1998 ODUDCRD Do 1250

How to Obtain a Hard

Name of Document Date of issuance Intended User or
Regulatory Activity

Copy of the Document
(Name and Address, FOD No

Phone, FAX, E-mail or
Internet)

Draft Guidance for Review of Bone Densitometer 510(k)
Submissions

November 9, 1992 ODVDCRD Do 866

Battery Guidance July 12, 1993 ODUDCRD Do 873

Guidance for the Preparation of Research and Marketing August 1, 1993 ODE/DCRD Do 885 ’
Applications for Vascular Graft Prostheses; Draft

51 O(k) Checklist for Sterile Lubricating Jelly Used With
liansurethral Surgical Instruments

September 19,1994 O D U D C R D Do 892
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Name of Document Date of fssuance Intended User or Copy of the Document
Regulatory Activity (Name and Address, FOD No

Phone, FAX, E-mail or
Internet)

Guidance for Industry-Uniform Contraceptive Labeling;
Final

July 23, 1998 ODEIDCRD Do 1251

Guidance for Cardiopulmonary Bypass Oxygenators
510(k)  Submissions; Final

January 17,206iI ODE/DCRD Do 1361

Guidance for the Content of Premarket Notifcations  for
Penile Rigidity Implants; Final

January 16,2096 ODEIDCRD Do 177

Federal Register Notice; Devices Used for In Viiro Fer- September 10, 1998 ODE/DCRD Do 1620
tifization and Related Assisted Reproduction Proce-
dures: Submission Guidance for a 510(k);  Draft; Avail-
ability

Hysteroscopic and Laparoscopic Insufftators: Submission August 1, 1995 ODUDCRD Do 1907
Guidance for a 51 O(k)

Guidance for tndustry  and CDRH Reviewers--Guidance August 7.1998 ODVDCRD Do 2202
for the Content of Premarket Notifications for Hemo-
dialysis Delivery Systems; Final

Noise Claims in Hearing Aid Labeling; Final

Guidance for Industry-Diagnostic ECG Guidance (ln-
eluding  Non-Alarming ST Segment Measurement);
Final

October 21, 1998

November 5.1998

ODUDCRD Do 2210

ODUDCRD Do 2232

Suidance for industry-Cardiac Monitor Guidance (inctud- November 5, 1998 ODEIDCRD Do 2233
ing Cardiotachometer and Rate Alarm); Final

Suidance for Industry-Harmonic fmaging  WithMlithout
Contrast-Premarket Notification; Final

November 16, 1998 ODUDCRD Do 2234

3uidance  for Industry-Guidance for the Content of Pre- November 3.0, 1998 ODUDCRD Do 2235
market Notifications for Intracorporeal Ltthotripters;
Final

Suidance for Industry-Guidance for the Submission of
Premarket Notifications for Radionucfide Dose Cali-
brators; Final

November 20,1998 ODE/DCRD Do 2238

3uidance  for Industry-Non-Automated Sphygmomanom- November 19, 1998 ODVDCRD Do 2239
eter (Blood Pressure Cuff) Guidance; Version 1; Final

Guidance  for Industry-Guidance for the Submission of’ December 3.1998 ODEiDCRD Do 2240
Premarket Notifications for Emission Computed Tomog-
raphy Devices and Accessories (SPECT and PET) and
Nuclear Tomography Systems; Final

juidance  for the Content of Premarket Notifications for
Metal Expandable Biiiary Stems;  Final

February 5, 1998 ODE/DCRD Do 2243

iuidance for the Submission of 510(k)% for Solid State August 6, 1999 ODUDCRD Do 644
X-Ray tmaging Devices; Final

;lass II Special Control Guidance Document for Acute
Upper Airway Obstruction Devices

July 30, 2060 ODUDCRD Do 1138

iuidance for Conducting Stability Testing to Support an
Expiration Date Labeling Claim for Medical Gloves;
Draft

November 16,1999 ODE Division of Den- Do 1355
taf, Infection Controf
and General Hos-
pital Devices
(DDIGD)

2eprocessing  and Reuse of Single-Use Devices: Review February 8,200O ODUDDIGD Do 1156
Prioritization Scheme; Draft
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Name of Document

I
1 How to Obtain a Hard

I

Date of Issuance Intended User or

I

Copy of the Document
Regulatory Activity (Name and Address,

I I
Phone, FAX, E-mail or

Internet)

ODUDDIGD
I

Do

FOD No

Premarket Approval Applications (PMA) for Sharps Nee- March 2,200l
dle Destruction Devices; Final Guidance for lndustly
and FDA

891

Guidance on the Content and Format  of Premarket Notifi-
cation 510(k)  Submissions of Washers and Washer-
Disinfectors

June 2.1998

Overview of Information Necessary for Premarket Notifi-
I

April 21, 1999
cation Submissions for Endosseous Implants; Final

86

Guidance for the Arrangement and Content of a Pre- May 16,1989
market Approval (PMA) Application for an Endosseous
Implant for Prosthetic Attachment

ODUDDIGD Do

/ODE/DDIGD Do 353

Guidance on 51 O(k) Submissions for Implanted infusion
Ports

October 1,199O

Guidance on the Content of Premarket Notification
[510(K)] Submissions for Hypodermic Single Lumen
Needles

April 1, 1993

,ODUDDIGD I Do

1ODUDDIGD I Do

392

450

Guidance Document on Dental Handpieces July 1, 1995

Guidance on the Content and Format of Premarket Notifi- December 6, 1996
cation 510(k) Submissions for Liquid Chemical Germi-
cides

I3DBDDIGD Do 556

I3DUDDIGD Do 576

Guidance on the Content of Premarket Notification
I

April 1, 1993
[510(K)]  Submissions for Piston Syringes

321

Guidance on the Content of Premarket Notification
[510(K)]  Submissions for Clinical Electronic Thennom-
eters

322

Guidance on the Content of Premarket Notification
[510(k)]  Submissions for External Infusion Pumps

123

Guidance on Premarket Notification [510(K)] Submissions
for Short-Term and Long-Term Intravascular Catheters

324

Guidance on Premarket Notification [510(k)]
for Sterilizers Intended for Use in Health Care Facilities

I33

Guidance on Premarket Notification [510(k)] Submissions
for Automated EndoscoDe  Washers. Washer/

March 1, 1993

March 1, 1993

March 16, 1995

t3DE/DDIGD
I

Do

I

t3DUDDIGD Do

(3DE/DDIGD Do

(IDUDDIGD Do

,
(XIE/DDIGD Do

C 581

Disinfectors, and Disinf&tors  Intended for Use in
Health Care Facilities

Suidance  on Premarket Notification [510(k)] Submissions August 1, 1993
for Surgical Gowns and Surgical Drapes

(IDUDDIGD
I

Do
I

CIDUDDIGD
I

Do
1

March 1, 1995 Ca_DlrO
January 13,1999 C>DE/DDIGD Do

)88

Guidance  on the Content and Format of Premarket Notifi- October 1, 1993
cation [510(k)] Submissions for Sharps Containers

i95

IrafI Supplementary Guidance on the Content of Pre-
market Notification [510(k)]  Submissions for Medical
Devices With Sharps Injury Prevention Features
(Antistick)

I34

juidance for Industry and FDA Reviewers/Staff-Pre-
market Notification [510(k)] Submissions for Testing for
Skin Sensitization to Chemicals in Natural Latex Prod-
ucts [Draize Testing]

nformation Necessary for Premarket Notification Submis- December 9, 1998
sions for Screw-Type Endossesous Implants

C)DE/DDIGD
I

Do
I

A
I48
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How to Obtain a Hard
Copy of the Documeni
(Name and Address,

Phone, FAX, E-mail or
Internet)

Date of Issuance
I

Intended User or
Regulatory ActivityName of Document

Draft Guidance Document for the Preparation of Pre-
market Notification [510(k)%]  for Dental Alloys

Guidance on the Content of Premarket Notification
[510(k)] Submissions for Protective Restraints

Guidance on Premarket Notifications for Intravascular Ad-
ministration Sets; Guidance for Industry and FDA Re-
view Staff; Final

Addendum to: Guidance on Premarket Notification
[510(k)] Submissions for Sterilizers Intended for Use in
Health Care Facilities

March 3, 1997

December I, 1995

October 12, 2000

September 19, 1995

ODEIDDIGD

ODUDDIGD

ODEIDDIGD

ODWDDiGD

Groups Capable of Testing for Latex Skin Sensitization
(Addendum to #944)

July 28, 1997
I

ODUDDIGD

Guidance for Industry and FDA Reviewers; Neonatal and
Neonatal Transport Incubators-Premarket Notifica-
tions; Final

September 18, 1998 ODE/DDIGD

Dental Impression Materials-Premarket Notification;
Final

August 17, 1998 ODUDDIGD

Dental Cements Premarket Notification;  Final August 18,1998 ODODDIGD

DTC Denture Cushions, Pads, Reliners, Repair Kits and
Partially Fabrfcated  Denture Kits; Final

Guidance  for the Preparation of a Premarket Notification
[510(k)]  for Direct Filling Dental Composites

3uidance  and Format of Premarket Notification [51 O(k)]
Submissions for Liquid Chemical SterilantsMigh  Level
Disinfectants; Final

August 18,1998

November 27, 1998

January 3,200O

ODEIDDIGD

ODUDDIGD

ODUDDIGD

;lass  II Special Control Guidance Document: Pharmacy
Compounding Devices; Final Guidance for Industry and
FDA

March 12,200l CDE’DDIGD

Guidance  for Industry: Guidance for the Content of Pre-
market Notifications for Esophageal and Tracheal Pros-
theses; Final

April 28, 1998 ODE Division of Gen-
eral, Restorative
and Neurological
Devices (DGRND)

3alcium  Phosphate (Ca-P) Coating Draft Guidance for
Preparation of FDA Submissions for Orthopedic and
Dental Endosseous Implants

February 21,1997 ODE/DGRND

ilO Information Needed for Hydroxyapatite Coated Or-
thopedic Implants

February 20.1997

January ii,1996

ODUDGRND

.etter:  Core Study for Silicone Breast Implants

%otocol  for Dermal Toxicity Testing for Devices in Con-
tact With Skin (Draft)

ODUDGRND

January 1, 1995
I

ODE’DGRND

Iraft Version l-Biofeedback Devices--Draft Guidance
for 51 O(k) Content

August 1, 1994
I

ODEIDGRND

Iraft Data Requirements for Ultrahigh Molecular Weight
Polyethylene (Uhmupe) Used in Orthopedic Devices

>raft  Guidance Document for Femoral Stem Prostheses

Iraft Premarket Notification Review Guidance for Evoked
Response Somatosensory Stimulators

)

FOD No

Do 984

993

1189

Do

Do

Do 1833

Do 1944

Do 2201

2203Do

Do

Do

Do 642

Do 397

DO 1326

30 6

33

47 ‘30

)O 107

IO 124

lo 143

180

187

?07
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How to Obtain a Hard
Intended User or

Regulatory Activity $i%i?%%~’
Phone. FAX. E-mail or

‘Internet)

ODWDGRND Do

ODWDGRND Do

Date of Issuance

August lo,1992

August 20, 1992

Name of Document

Draft Version Guide for Cortical Electrode 510(k) Content

Draft Version Guidance for Clinical Data to be Submitted
for Premarket Approval Application for Cranial
Electrotherapy Stimulators

Draft Version Cranial Perforator Guidance July 13, 1994

Draft Version Neuro Endoscope Guidance July 7, 1994

Galvanic Skin Response Measurement Devices-Draft
Guidance for 510(k) Content

August 1.1994

Guidance Document for the Preparation of IDE and PMA
Applications for Intra-Articular  Prosthetic Knee Liga-
ment Devices

February 18, 1993

Guidance for Industry, FDA Reviewers/Staff and Compli-
ance Guidance Document for Powered Muscle Stimu-
lator 51 O(k)s; Final

June 9, 1999

Guidance for Industry-Guidance for the Preparation of a
Premarket Notification Application for Processed
Human Dura Mater; Final

August 30,1999

Guide for TENS 510(k) Content (Draft) August 1, 1994

Guidance Document for the Preparation of Premarket No-
tification [510(k)] Applications for Submerged (Under-
water) Exercise Equipment

July 26, 1995

Guidance Document for the Preparation of Premarket No-
tification [510(k)] Applications for Electromyograph Nee
dle Electrodes

July 26, 1995

Guidance Document for the Preparation of Premarket No-
tification [510(k)] Applications for Exercise Equipment

July 26, 1995

Guidance Document for the Preparation of Premarket No-
tification [510k)]  Applications for Mechanical and Pow-
ered Wheelchairs, and Motorized Three-Wheeled Vehi-
cles

July 26, 1995

Guidance Document for the Preparation of Premarket No-
tification for Ceramic Ball Hip Systems

January lo,1995

Guidance on the Content and Organization of a Pre-
market Notification for a Medical Laser

June 1, 1995

Draft Guidance Document for Testing Acetabular Cup
Prostheses

May 1, 1995

Guidance Document for Industry and CDRH Staff for the
Preparation of Investigational Device Exemptions and
Premarket Approval Applications for Bone Growth Stim-
ulator Devices; Draft

March 18, 1998

Copy of October 9, 1992, Letter and Original Suture La-
beling Guidance (Reformatted 12/17/1997)

October 9, 1992

Alternate Suture Labeling Resulting From the January 11,
1993, Meeting With HIMA (Reformatted 12/l 7/l 997)

January 11,1993

Guidelines for Reviewing Premarket Notifications that
Claim Substantial Equivalence to Evoked Response
Stimulators

February 1, 1997

FOD No

ODWDGRND Do

208

209

212

ODWDGRND I Do 214

215
I

ODWDGRND
I

Do

I

233ODWDGRND Do

2246ODWDGRND Do

ODWDGRND Do

ODWDGRND Do

54

300

ODWDGRND Do 307

I

ODWDGRND I Do 325

ODWDGRND Do 326

ODWDGRND Do 346

ODWDGRND
I

Do 355

3DWDGRND Do 386

DDWDGRND Do 453

DDWDGRND Do 487

502

3DUDGRND
I

Do 503

3DWDGRND Do 5 9 3
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Intended User or
Regulatory Activity

ODWDGRND

Date of Issuance

September 12, 1994

Name of Document

Draft Version-Guidance on Biocompatibility Require-
ments for Long Term Neurological Implants: Part 3-
Implant Model

Guidance for Studies for Pain Therapy Devices-General
Considerations in the Design of Clinical Studies for
Pain-Alleviating Devices

ORDB 510(k) Sterility Review Guidance

Draft Guidance for the Preparation of a Premarket Notifi-
cation for Extended Laparoscopy Devices (ELD)

Draft Outline for a Guidance Document for Testing Ortho-
pedic Bone Cement, Request for Comments by De-
cember 10, 1993

Guidance Document for the Preparation of Premarket No-
tification [510(k)]  Applications for Beds

Guidance Document for the Preparation of Premarket No-
tification [510(k)] Applications for Immersion
Hydrobaths

Guidance Document for the Preparation of Premarket No-
tification [510(k)] Applications for Powered Tables and
Multifunctional Physical Therapy Tables

Guidance Document for the Preparation of Premarket No-
tification [510(k)] Applications  for Communications Sys-
tems (Powered and Non-Powered) and Powered Envi-
ronmental Control Systems

Electroencephalograph Devices Guidance for 510(k)  Con-
tent; Draft

Guidance Document for the Preparation of Premarket No-
tification [510(k)]  Applications for Therapeutic Massag-
ers and Vibrators

Guidance Document for Testing Orthopedic Implants With
Modified Metallic Surfaces Apposing Bone or Bone Ce-
ment (Replaces 8623 and 8093)

Guidance Document for the Preparation of Premarket No-
tifcation  [510(k)]  Applications for Heating and Cooling
Devices

Reviewers Guidance Checklist for Orthopedic External
Fixation Devices

Draft Guidance for the Preparation of Premarket Notifica-
tions [5lO(k)]s  for Cemented, Semi-Constrained Total
Knee Prostheses

Draft Guidance Document for the Preparation of Pre-
market Notification [510(k)] Applications for Orthopedic
Devices-The Basic Elements

Draft 510(k) Guideline for General Surgical
Electrosurgical Devices

Draft Guidance for Arthroscopes and Accessory 510(k)s

Suidance  Document for Testing Biodegradable Polymer
Implant Devices; Draft

May 12,1988 ODWDGRND Do 640

Do 659

Do 667

Do 668

Do 689

July 3, 1997 ODWDGRND

ODWDGRND

ODWDGRND

ODWDGRND

August 30, 1994

November 1, 1993

July 26, 1995

July 26, 1995

July 26, 1995

ODWDGRND

ODWDGRND

ODWDGRNDJuly 26, 1995 DoI

I

I

I

I

I

I

I

I

I

I

L

November 3.1997 ODWDGRND Do 767

Do 818

Do 827

Do 828

July 26, 1995

April 28, 1994

ODWDGRND

ODWDGRND

July 26, 1995 ODWDGRND

February 21, 1997

April 1, 1993

ODWDGRND

OD WDGRND

30 832

=r

)O 904

July 16, 1997 ODWDGRND

May 10, 1995 ODWDGRND

ODWDGRNDMay 1. 1994 lo 909

h 914&pril 20, 1996 ODWDGRND
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How to Obtain a Hard

Name of Document Date of Issuance Intended User or
Regulatory Activity

Copy of the Document
(Name and Address, FOD No.

Phone, FAX, E-mail or
Internet)

Guidance Document for Testing Bone Anchor Devices;
Draft

April 20, 1996
I

ODWDGRND Do 915

Guidance Document for Testing Non-Articulating,
“Mechanically Locked”, Modular Implant Components;
Draft

Reviewers Guidance Checklist for lntramedullary  Rods

Draft Guidance for Testing MR Interaction With Aneurysm
Clips

Guidance for Industry-Guidance Document for Dura
Substitute Devices; Final

May 1, 1995 ODWDGRND Do 916

I

February 21, 1997 ODWDGRND

3uidance  Document for Surgical Lamp 510Ks;  Final

Guidance  for Industry-Guidance on Preclinical  and Clin-
ical Data and Labelina for Breast Prosth’eses:  Draft

Do 956

Do 958

Do 1152

Do 1244

Do 1354

3uidance  Document for the Preparation of IDES  for Spi-
I

January 13,200O
I
ODWDGRND

I
Do

nal Systems; Final

Iraft  Guidance for the Preparation of an IDE Submission
for a Interactive Wound and Burn Dressing

April 4, 1995 ODWDGRND Do 1817

3uidance  for Industry and/or  for FDA Reviewers/Staff October 30, 1998 ODWDGRND Do 2207
and/or Compliance-Guidance Document for Powered
Suction Pump 51O(k)s

Guidance  for the Preparation of a Premarket Notification
Application for a Surgical Mesh; Final

March 2, 1999 ODWDGRND Do 2247

Zlass II Special Controls Guidance Shoulder Joint Metal/ October 31,200O ODWDGRND Do 1193
Polymer/Metal Nonconstrained or Semi-Constrained
Porous-Coated Uncemented Prosthesis; Final

juidance  for Dermabrasion  Devices; Final March 2, 1999 ODWDGRND Do 2248

)raft Guidance for the Preparation of a Premarket Notifi- May 31.1995 ODWDGRND Do 2817
cation for a Non-Interactive Wound and Bum Dressing
151 WI

suidance  for Resorbable  Adhesion Barrier Devices for
Use in Abdominal and/or Pelvic Surgery; Draft

December 16,1999 ODEIDGRND Do 1356

$acial  Control Guidance for Premarket Notifications for September 6,200O ODWDGRND Do 1179
Totally Implanted Spinal Cord Stimulators for Pain Re-
lief; Guidance for Industry; Draft

suidanca  for Surgical Suture 51O(k)s;  Guidance for In-
dustty;  Final

August lo,2000 ODWDGRND Do 1180

suidance  for Neurological Embolization Devices; Guid-
ante for Industry; Final

November 1,200O ODWDGRND Do 1151

iuidance  for Spinal System 51O(k)s September 27, 2000 ODWDGRND Do 836

:DA Guidelines for Multifocal Intraocular Lens IDE Stud- May 29,1997 ODE Division of Oph- Do 55
ies and PMAs thalmic and Ear,

Nose, and Throat
Devices (DOED)

wnouncement:  Information for Manufacturers and Users September 22, 1997 ODWDOED Do 93
of Lasers for Refractive Surgery [Excimer]

iuidance  on the Content and Format of Premarket Notifi- January 16, 1998 ODWDOED Do 94
cation [510(k)]  Submissions for Surgical Mask-Draft

1
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IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR DEVICES AND HAD~OLOGICAL  HEALTH (CDRH)-Continued
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How to Obtain a Hard
Copy of the Document
(Name and Address,

Phone, FAX, E-mail or
Internet)

-I-

Name of Document Date of Issuance Intended User or
Regulatory Activity FOD No.

May 30,198Q ODE/DOED Do 2 6 5

May 1.1997 ODE’DOED Do 6 7 4

Important Information About Rophae Intraocular Lenses August 20,1992 ODEIDOED Do

May 12, 1994 ODUDOED Do

911

896

Retinoscope Guidance; Final Juty  8,1998 DDE/DOED Do 1240

July 8, 1998 3DUDOED Do 1241

Slit Lamp Guidance; Final July 13, 1998 3DUDOED Do 1242

August 11,1998 3DUDOED Do

August 4, 1999 3DUDOED Do I350

March 3. 1999 >DE/DOED Do 1351

June 28, 1994 IDUDOED D o

October 10, 1996 IDUDOED DO

January 31,1997 lDUDOED

October 9,1998 IDUDOED

November 16,1998

I

I

I

(

(

(

(

(

(

(

(

(

(:

C

C

C

C

C

I

IDUDOED !236

September 5, 1997 >DE/DOED ‘093

October  14, 1999 )DE/DOED

August 1,200o >DUDOED

sprir  10,2000 IDUDOED

I

I

I

I

I

I

I

I

I

I

I

f

a

1

11

New FDA Recommendations and Results of Contact
Lens Study (7-Day Letter)

Draft Prematket Notiicatton  510(k)  Guidance for Contact
Lens Care Products

Draft Premarket Notification [510(k)] Guidance Document
for Class II Daily Wear Contact Lenses and 6/28,  1994,
Corrections to Pages 18 and 20

Guidance for Industry-Ophthalmoscope Guidance (Di-
rect and Indirect)

Guidance for Industry and FDA Staff-Revised Proce-
dures for Adding Lens Finishing Laboratories to Ap-
proved Premarket Approval (PMA) Applications for
Class Ill Rigid Gas Permeable Contact Lenses for Ex-
tended Wear, Final

Accountability Analysis for Clinical Studies for Ophthalmic
Devices; Draft

Guidance on 510(k) Submissions for Keratoprostheses;
Final

Amendment 1: Draft Premarket Notification [51  O( k)] Guid-
ance Document for Class II Daily Wear Contact Lenses

Checklist of Information Usually Submitted in an Inves-
tigational Device Exemptions (IDE) Application for Re-
fractive Surgery Lasers [Excimer]

Third Party Review Guidance for Vitreous Aspiration and
Cutting Device Premarket Notification [510(k)]

Guidance Document for Nonprescription Sunglasses;
Final

Aqueous Shunts--EilO(k)  Submissions; Final

Discussion Points for Expansion of the “Checklist of Infor-
mation Usually Submitted in an Investigational Device
Exemption (IDE) Application for Refractive Surgery La-
sers” Draft Document

Intraocular Lens (IOL) Guidance Document; Draft

Refractive Implants: Guidance for Investigational Device
Exemptions (IDE) and Premarket Approval (PMA) Ap-
plications

Guidance on Premarket Submissions of Orthokeratology
Rigid Gas Permeable Contact Lenses; Final

Guidance for Manufacturers Seeking Marketing Clear-
ance of Ear, Nose, and Throat Endoscope Sheaths
Used as Protective Barriers; Final

Harch 12,200O IDE’DOED
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FOD No

I

I

I

I

I

I

I

I

[

I

E

1.

HOW to Obtain a Hard
Copy of the Document
(Name and Address,

Phone, FAX, E-mail or
Internet)

Do

Intended User or
Regulatory Activity

ODE Division of Re-
productive, Abdom-
inal, and Radio-
logical Devices
(DRARD)

ODUDRARD

ODE/DRARD

ODE/DRARD

ODUDRARD

ODE/DRARD

ODUDRARD

ODUDRARD

ODUDRARD

ODE/DRARD

DDE/DRARD

ODE/DRARD

DDE/DRARD

3DE/DRARD

>DE/DRARD

3DE/DRARD

Z’DE/DRARD

IDE’DRARD

IDUDRARD

Name of Document

lnfonnation  for a Latex Condom 510(k) Submission for
Obstetrics-Gynecology Devices Branch-Draft

Guidance for the Content of Premarket Notifications for
Urine Drainage Bags

Draft--SlO(k)  Checklist for Conditioned Response Enure-
sis Alarms

Draft Guidance for Preparation of PMA Applications for
the Implanted Mechanical/Hydraulic Urinary Continence
Device (Artificial Urinary Sphincter)

Draft Guidance for the Content of Premarket Notifications
for Endoscopes Used in Gastroenterology and Urology

Draft Guidance for the Content of Premarket Notifications
for Menstrual Tampons

Draft 510(k)  Checklist for Non-Implanted Electrical
Stimulators Used for the Treatment of Urinary Inconti-
nence

>raft  510(k) Checklist for Endoscopic Light Sources Used
in Gastroenterology and Urology

suidance  (“Guidelines”) for Evaluation of Laparoscopic
Bipolar and Thermal Coagulators (and Accessories)

Guidance  (“Guidelines”) for Evaluation of Fetal Clip Elec-
trode

3uidance  (“Guidelines”) for Evaluation of Tubal Occlu-
sion Devices

3uidance  (“Guidelines”) for Evaluation of Hysteroscopic
Sterilization Devices

ntrapartum Continuous Monitors for Fetal Oxygen Satu-
ration and Fetal pH;  Submission Guidance for a PMA;
Draft Document

%ridance  for the Arrangement and Content of a Pre-
market Approval (PMA) Application For A Cochlear  Im-
plant in Children Ages 2 Through to 17 Years

juidance  for IndustryGuidance  for the Submission of
Premarket Notifications for Magnetic Resonance Diag-
nostic Devices; Final

‘remarket Testing Guidelines for Female Barrier Contra-
ceptive Devices Also Intended to Prevent Sexually
Transmitted Diseases

Iraft of Suggested Information for Reporting
Extracorporeal Shock Wave Lithotripsy Device Shock
Wave Measurements

suidance  for the Content of Premarket Notifications for
Conventional and Permeability Hemodialyzers; Final

iuidance  for the Content of Premarket Notifications for
Urethral Stems

Date of Issuance

April 13, 1994 398

96

99

June 7, 1994 Do

DoNovember 23, 1994

May i,lQQ5

March 17, 1995

May 25, 1995

Do 161

Do

Do

Do 189June 6, 1995

June 22, 1995

May 1, 1978

Do 190

Do 232

March 8,1977 Do

November 22, 1977

May 10, 1978 !48

June 14, 1997

vlay 1, 1990 327

November 14, 1998

April  4, 1990

lanuary  18, 1991

jugust  7, 1998

-ebruary IO,1993

$84

118

121

l31

10

10 I
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Date of Issuance Intended User or
Regulatory Activity

June 29.1995 ODE/DRARD

Name of Document

Testing Guidance for Male Condoms Made From New
Material (Non-Latex)

Do 455

Do 482

Do 490

Do 1164

Guidance for the Content of Premarket Notifications’for
Biopsy Devices Used in Gastroenterology and Urology

Guidance for the Content of Premarket Notifications for
Urodynamic/Uroflowmetry  Systems

Guidance for Investigational Device Exemptions for Solu-
tions for Hypothermic Flushing, Transport, and Storage
of Organs for Transplantation; Final Guidance for In-
dustry and FDA Reviewers

January 16,200l ODUDRARD

ODE/DRARD

Do 416

---I-Do 1226

Guidance for the Submission of Premarket Notifications
for Medical Image Management Devices; Guidance for
Industry; Final

Guidance for the Content of Premarket Notifications
(510(k)s)  for Extracorporeal  Shock Wave Lithotripters
Indicated for the Fragmentation of Kidney and Ureteral
Calculi; Final

July 27, 2000

August 9,200O

Do 1177August 2,200O ODUDRARD

1

February 16,200l ODEYDFtARD Do 983

Guidance for the Submission of Premarket Notifications
for Photon-Emitting Brachytherapy Sources; Guidance
for Industry; Final

Premarket Applications for Digital Mammography Sys-
tems; Final Guidance for Industry and FDA

Class II Special Controls Guidance for Home Uterine Ac-
tivity Monitors; Final Guidance for Industry and FDA
Reviewers

820March 9,200l ODUDRARD Do

July 3, 2009 ODUDRARDClass II Special Controls Guidance Document for Clitoral
Engorgement Devices; Guidance for Industry and FDA
Reviewers

Thermal Endometrial Ablation Devices (Submission Guid-
ante for an IDE): Final

Do 1144

ODUDRARD Do 547

Do 573

March 14, 1996

Draft Guidance for the Clinical Investigation of Urethral
Stents

Tympanostomy Tubes Submission Guidance for a 510(k)
I

January 14,1998
I

ODUDRARD
I

Do
Premarket Notification: Finar I--930

Early Collaboration Meetings Under the FDA Modemiza-
tion Act (FDAMA); Final Guidance for Industry and for
CDRH Staff

Do 310February 28,200l ODE Program Oper-
ations Staff (POS)

PMA/5lO(k)  Expedited Review #G98-4  (Blue Book
Memo) I

March 20,1998
I

ODUPOS Do
I

7

PMA/5lO(k)  Expedited Review-Guidance for Industry
I

March 20, 1998
I

ODUPOS
and CDRH Staff [FDAMA]; Final I

Do
I

108

Deciding When to Submit a 510(k) for a Change to an January 10, 1997
I

ODUPOS
Existing Device I

Do
I

935

A Suggested Approach to Resolving Least Burdensome September 11, 2000 ODUPOS Do 1188
Issues

Suggested Format for Developing and Responding to De- November 2,200O ODOPOS Do 1195
ficiencies in Accordance with the Least Burdensome
Provisions of FDAMA; Final; Guidance for Industry and
FDA Staff
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How to Obtain a Hard
Copy of the Document
(Name and Address,

Phone, FAX, E-mail or
Internet)

Do

Intended User or
Regulatory ActivityDate of Issuance FOD No.Name of Document

FDA Modernization Act of 1997 Guidance for the Device
industry on tmplementation  of Highest Priority Provi-
sions [FDAMAJ

Accidental Radioactive Contamination of Human food
and Animal Feeds: Recommendations to State and
Local Agencies

Compliance Guidance-The  Mammography Quality
Standards Act Final Regulations-Preparing for MQSA
Inspections

Guidance for Submission of Request for Reconsideration
of Adverse Decisions on Accreditation of Mammog-
raphy Facilities Under the Mammography Quality
Standards Acts, 42 U.S.C.  263(b)/4/8,  1998

Guidance for Review of Requests for Reconsideration of
Adverse Decisions on Accreditation of Mammography
Facilities Under the Mammography Quality Standards
Act, 42 USC. 263(b)/4/8,  1998

Compliance Guidance; The Mammography Quality Stand-
ards Act Final Regulations Document #4;  Draft

The Mammography Quality Standards Act Final Regula-
tions; Modifications and Additions to Policy Guidance
Help System #2; Final Guidance for Industry and FDA
[Incorporated into PGHS)

Compliance Guidance: The Mammography Quality Stand-
ards Act Final Regulations Document #3 (Incorporated
into PGHS)

Guidance: The Mammography Qualii Standards Act
Final Regulations Document #1 (Incorporated into
PGHS)

Policy and Standard Operating Procedures When Mam-
mography Facilities in States That Have Accreditation
Bodies Intend to Change Accreditation Bodies

Guidance for Request and Issuance of Interim Notice Let-
ters for Mammography Facilities Under the Mammog-
raphy Quality Standards Act, 42 U.S.C. Section 263(b)

Continuing Education Credit for Reading/Writing Articles/
Papers and Presenting Courses/Lectures (Incorporated
into PGHS)

Guidance for Industry-Requalification for Interpreting
Physician’s Continuing Experience Requirement (Incor-
porated into PGHS)

Compliance Guidance: The Mammography Quality Stand-
ards Act Final Regulations Motion of Tube-Image Re-
ceptor Assembly (Incorporated into PGHS)

Compliance Guidance: The Mammography Quality Stand-
ards Act Final Regulations Quality  Assurance Docu-
mentation (Incorporated into PGHS)

Compliance Guidance: The Mammography Quality Stand-
ards Act Final Regulations Document #2 (Incorporated
into PGHS)

434Office of Health and
Industry Programs
(OHIP)

February 6, 1998

August 13,1998 OHIP Do 1071

DoMay 51999 OHIP  Division of
Mammography
Quality and Radi-
ation Programs
(DMQRP)

March 26, 1998 OHIP/DMQRP

March 26, 1998 OHlPlDMQRP

OHIP/DMQRPSeptember 13, 2000

January 24,200l

D o 1159

Do 1317

Do 1 4 9 6

Do 1499

OHIP/DMQRP

OHIP/DMQRPDecember 8,1999

March 4, 1999 OHIP/DMQRP

OHIP/DMQRP4pril 15, 1998

May 4, 1999 OHIP/DMQRP Do 2217

D o 6 6 2 0 6

D o 66301

Warch  17. 1998 DHIP/DMQRP

DHIP/DMQRPMay 28, 1998

March  23,1999 DHIP/DMQRP D o 2 2 5 6

+

D o 1194kcember  7.1999 DHIP/DMQRP

‘ebruary  25,200O DHIP/DMQRP D o 1498
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Name of Document Date of Issuance Intended User or
Regulatory Activity

Compliance GuidanceMammography  Facility Survey, November 6,200O
Equipment Evaluation and Medical Physicist Qualifica-
tion Requirements Under MQSA; Final

OHIP/DMQRP

Medical Glove Guidance Manual Draft FDA 99-4257 August 12,1999

Instructions for Completion of Medical Device Registration July 1, 1997
and Listing Forms FDA 2891,289la and 2892

OHIP Division of
Small Manufactur-
ers Assistance
(DSMA)

DHIP/DSMA

An Introduction to Medical Device Regulations (FDA 92- January 1,1992
4222)

DHIP/DSMA Do 18

Regulatory Requirements for Devices for the Handi-
capped (FDA 87-4221)

August 1, 1987 DHIP/DSMA

Impact Resistant Lenses: Questions and Answers (FDA
874002)

September 1.1987 DHIPIDSMA

Comparison Chart: 1996 Quality System Reg vs. 1978 November 29, 1996
Good Manufacturing Practices Reg vs. ANSI/ISO/
ASQC Q9001  and ISO/DI  134851996 (Include 126)

Medical Device Appeals and Complaints: A Guidance on February 19,1998
Dispute Resolution

3HIP/DSMA

DHIP/DSMA

Premarket Notification: 510(k)-Regulatory Requirements August 1, 1995
for Medical Devices (FDA 95-4158) [Available on Disk]

abeling-Regulatory  Requirements for Medical Devices September 1, 1989
(FDA 894203)

IHIPIDSMA

IHIP/DSMA

n Vitro Diagnostic Devices: Guidance for the Preparation
of 510(k)  Submissions (FDA 97-4224) [Available on

January 1, 1997

Disk]

IHIP/DSMA

nvestigational Device Exemptions [IDE] Manual (FDA June 1, 1996
964159) DSMA [Available on Disk]

?egulation  of Medical Devices; Background Information
for International Officials  (Entire Document Available on

April 14, 1999

Disk)

IHIPIDSMA

>HIP/DSMA

Medical Device Reporting for Manufacturers [Available on March 1, 1997
Disk]

Premarket Approval (PMA) Manual January 1,1998

Overview of FDA Modernization Act of 1997 Medical  De-
vice Provisions [FDAMA]

February 19,1998

Mutual Recognition Agreement Between the European June 29,200O
Union and the United States of America: Confidence
Building Programme: Overview and Procedure; Medical
Device Annex, Version 7, June 29, 2000; Draft

‘mplementation  of Third Party Programs Under the FDA
Modernization Act of 1997; Final Guidance for Staff, In-

February 2,200l

dustry and Third Parties

DHIP/DSMA

DHIP/DSMA

3HIP/DSMA

DHIP/DSMA

IHIP/DSMA

ZDRH Manual for the Good Guidance Practices (GGP)
Regulations; Final Guidance for FDA Staff

February 9,200l 3HIP Division of De-
vice User Programs
and Systems Anal-
ysis (DUPSA)

iuman Factors Principles for Medical Device Labeling September 1, 1993 IHIP/DUPSA

How to Obtain a Hard
Copy of the Documen
(Name and Address,

Phone, FAX, E-mail OI
Internet)

Do

FOD No.

6409

Do 852

Do 12

3 0

lo

lo

lo

b

IO

10

lo

lo

3 0

30

10

lo

10

lo

lo

22

23

133

396

469

470

471

472

I610

987

1051

1174

1175

1160

1323

227
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Name of Document Date of Issuance

Human Factors Points to Consider for IDE Devices

Write It Right

Medical Device Reporting for User Facilities

Do It By Design-An Introduction to Human Factors in
Medical Devices

Medical Device Use-Safety: Incorporating Human Fac-
tors Engineering into Risk Management; Guidance for
Industry and FDA Premarket and Design Control Re-
viewers

January 17,1997 OHIP/DUPSA Do 839

August 1, 1993 OHIP/DUPSA Do 897

April 1,  1996 OHIP/DUPSA Do 989

December 1, 1996 OHIP/DUPSA Do 995

July 18, 2000 OHIP/DUPSA Do 1497

Guidance on Medical Device Patient Labeling; Final Guid-
ance for Industry and FDA Reviewers

Perspectives on Clinical Studies for Medical Device Sub-
missions (Statistical)

PMA Review Statistical Checklist

Statistical Aspects of Submissions to FDA: A Medical De-
vice Perspective (Also Includes as Appendix the Article
Observed Uses and Abuses of Statistical Procedures in
Medical Device Submissions

April 19, 2001

(no date available)

June 1,1984

MDR Guidance Document: Remedial Action Exemption-
E1996001;  F i n a l

July 30, 1996 I OSBfDSS I Do I 188

Guidance on Adverse Event Reporting for Hospitals That
Reprocess Devices Intended by the Originial Equip-
ment Manufacturer for Single Use

April 24, 2001 OSBIDSS Do 1334

MDR Guidance Document No. l-IOL-E1996004;  Final

MDR Guidance Document No. 3-Needlestick  and Blood
Exposure-El 996003; Final

Common Problems: Baseline Reports and Medwatch
Form 3500A

MDR Reporting Guidance for Breast Implants-
El 996002; Final

August 7, 1996 OSB/DSS Do 216.

August 9, 1996 OSB/DSS Do 250

January 1, 1997 OSB/DSS Do 379

August 7, 1996 OSB/DSS Do 452

Medical Device Reporting: An Overview; Final

Instructions for Completing FDA Form 3500A With Cod-
ing Manual for Form 3500A  (MEDWATCH)(MDR); Final

MEDWATCH FDA Form 35OOA for Use by User Faciti-
ties, Distributors and Manufacturers for Mandatory Re-
porting (MDR); Final

April 1, 1996 OSB/DSS Do 509

December 15, 1995 OSBIDSS Do 853

June 1,1993 OSB/DSS Do 854

Variance From Manufacturer Report Number Format
[MDR Letter]; Final

July 16, 1996 OSBfDSS Do 1059

Instructions for Completing Form 3417: Medical Device
Reporting Baseline Report [MDR]; Final

\narch  31, 1997 OSB/DSS Do 1061

MDR Internet List Server (listserv)  Instruction Sheet; Final August 29, 1996 I OSB/DSS I Do I 1094

Medical Device Reporting-Alternative Summary Reporting
(ASR) Program; Guidance for Industry

3ctober  19,200O
I

OSBfDSS Do
I

315

HOW to Obtain a Hard
Intended User or

Regulatory Activity FOD No

OHIP/DUPSA Do 1128

Office of Surveillance Do 78
and Biometrics
(OSB) Division of
Biostatistics (DB)

OSB/DB Do 84

OSB/DB Do 537



IV. GUIDANCE DOCUMENTS ISSUED BY THE CENTER F#i Di?WiS AND RADIOLOGICAL  HEALTH  (CDRH)-Continued

Name of Document Date of Issuance Intended User or
Regulatory Activity

Addendum to the Instructions for Completing FDA Form June 9,1999 OSB/DSS
3500A With Coding Manual (MEDWATCH) (MDR);
Final

Guidance to Sponsors on the Development of a Discre-
tionary Postmarket Surveillance Study for Permanent
Implantable Cardiac Pacemaker Electrodes (Leads)

June 9,1993 OSB Issues Manage-
ment Staff (IMS)

Guidance on Criteria and Approaches for Postmarket
Surveillance

November 2, 1998

Guidance on Procedures to Determine Application of
Postmarket Surveillance Strategies [FDAMA]; Final

February 19, 1998

Guidance on Procedures for Review of Postmarket Sur-
veillance Submissions [FDAMA]; Final

February 19, 1998 I OSB/IMS

Guidance for Industry and FDA Staff-SMDA  to FDAMA: November 2, 1998 OSB/IMS
Guidance on FDA’s Transition Plan for Existing
Postmarket Surveillance Protocols [FDAMA]; Final

Amendment to Guidance on Discretionary Postmarket
I

March 30, 1994 OSB/IMS
Surveillance on Pacemaker Leads; Final

Guidance for Industry on the Testing of Metallic Plasma
Sprayed Coatings on Orthopedic Implants to Support
Reconsideration of Postmarket

February 2,200O OSB/IMS

Guidance on Frequently Asked Questions on Recognition December 21, 1998
I

Office of Science and
of Consensus Standards [FDAMA] Technology (OST)

Guidance on the Recognition and Use of Consensus
Standards/Appendix A [FDAMA)

February 19,1998 OS1

A Primer on Medical Device Interactions With Magnetic February 7, 1997
I

OS1
Resonance Imaging Systems; Draft

CDRH Standard Operating Procedures for the Identifica- August 6, 1999 OST
tion and Evaluation of Candidate Consensus Standard
for Recognition

Guidance on FDA’s Expectations of Medical Device Man-
I

May 15, 1998 OST
ufacturers Concerning the Year 2000 Date Problems

Guidance for Industry and FDA Reviewers: Guidance on
I

May 6, 1999
I

OST Division of Life
lmmunotoxicity Testing Sciences (DLS)

W ITHDRAWALS

Name of Document Date of Issuance

Guidance for Industry and for FDA Staff: Enforcement February 8,200O
Priorities for Single-Use Devices Reprocessed by Third
Parties and Hospitals, Draft Guidance--Not for Imple-
mentation (Replaced by Enforcement Priorities for Sin-
gfe-Use Devices Reprocessed by Third Parties and-
Hospitals; Guidance for Industry and for FDA Staff 8/
14/00)

Guidance on Information Disclosure by Manufacturers to October 18, 1999
Assemblers for Diagnostic X-Ray Systems; Guidance
for Industry (Replaced by fnformation Disclosure by
Manufacturers to Assemblers for Diagnostic X-Ray
Systems; Final Guidance for Industry and FDA 4/2/01)

Intended User or
Regulatory  Activity

o c

OC/DOEI

-I-How to Obtain a Hard
Copy of the Document
(Name and Address,

Phone, FAX, E-mail or
Internet)

Do

FOD No

1853

Do 206

Do 9

Do 316

Do 317

Do 318

Do 374

346

109

321

3 5 2

$16

mo

535

Date of Withdrawal FOD No.

August 8,200O 801029

March 30,200l 862619
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Date of Issuance

June 1, 1998

Intended User or
Regulatory Activity

OC/DOEIII

Name of Document

Final Design Control Report and Guidance (No Replace-
ment)

Working Draft of the Current Good Manufacturing Prac-
tice (CGMP) Final Rule (No Replacement)

Guidance on Amended Procedures for Advisory Panel
Meetings (FDAMA]; Final (Replaced by Guidance on
Amended Procedures for Advisory Panel Meetings, 7/
22lOO)

Review Criteria for Assessment of Antimicrobial Suscepti-
bility Devices (Replaced by Guidance on Review Cri-
teria for Assessment of Antimicrobial Susceptibility De-
vices, 3/8/00)

Guidance for Premarket Submissions for Kb for Screen-
ing Drugs of Abuse to Be Used by the Consumer;
Guidance for Industry; Draft (Replaced by Over-the-
Counter (OTC) Screening Tests for Drugs of Abuse:
Guidance for Premarket Notifications; Guidance for In-
dustry; Draft 11 /I 4/00)

Guidance Document for Vascular Prostheses 510(k) Sub-
mission; Final (Replaced by Guidance Document‘for
Vascular Prostheses 510(k) Submissions; Guidance for
Industry and FDA Staff;  Final 1 l/1/00)

Guidance to Manufacturers on the Development of Re-
quired Postapproval Epidemiological Study Protocols
for Testicular Implants (No Replacement)

510(k) Reviewer Guidelines-Tracheostomy Tubes
868.5800 (No Replacement)

Guidance for the Comment and Review of 510(k)  Notifi-
cations for Picture Archiving and Communications Sys-
tems (PACS) and Related Devices (Replaced by Guid-
ance for the Submission of Premarket Notifications for
Medical lmage Management Devices; Guidance for In-
dustry; Final 7/27/00)

Guidance for Industryquidance  for the Content of Pre-
market Notifications [51O(k)s]  for Extracorporeal Shock
Wave Liiotripters Indicated for the Fragmentation of
Kidney and Ureteral  Calculi (Replaced by Guidance for
the Content of Premarket Notifcations  (51O(k)s)  for
Extracorporeal Shock Wave Lithotripters indicated for
the Fragmentation of Kidney and Ureteral  Calculi; Final
8l9loo)

Guidance for Oxygen Conserving Device 510(k)  Review
73 BZD 868.5905 Non-continuous Ventilator Class II
(No Replacement)

Reviewer’s Guidance for Oxygen Concentrator (No Re-
placement)

Guidance Document for Vascular Prostheses 510(k)  Sub-
mission; Final (Replaced by Guidance Document for
Vascular Prostheses 510(k)  Submissions; Guidance for
Industry and FDA Staff; Final 1 l/1/00)

Guidance for the Submission of Research and Marketing
Applications for Permanent Pacemaker Leads and for
Pacemaker Lead Adaptor 510(k) Submissions; Final
(Replaced by Guidance for the Submission of Re-
search and Marketing Applications for Permanent
Pacemaker Leads and for Pacemaker Lead Adaptor
510(k)  Submissions; Final 1 l/1/00)

Date of Withdrawal FOD No.

July 24, 2000

April 24,200O

800949

800303July 1, 1995 OC/OT

January 26,1999 ODE August 4,200O

800631May 31, 1991 ODlYDCLD June 16,200O

December 30.1998 ODUDCLD October 30.2000 802209

January 16,200O 801357November 1,200O ODlYDCRD

ODE’DCRD June 15,200O 800202Date not available

Date not available ODUDCRD June 15,200O 800550

August 1, 1993 ODVDCRD August 8, 2000 800416

February 8, 1999 ODHDCRD August 10,200O 801226

February 1, 1989 ODE’DCRD August 30,200O

800781ODUDCRD August 30,200O

November 16,200O

August 30, 1991

November 26, 1999 DDUDCRD

3DVDCRDJanuary 14,200O January 21,200O
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Date of Withdrawal

. -
Intended User or

Regulatory ActivityName of Document

Draft Guidance for Information on Clinical Safety and Ef-
fectiveness Data for Extracorporeal Shock Wave
Lithotripsy of Upper Urinary Tract (Renal Pelvis, Renal
Calyx and Upper Ureteral) Calculi (Replaced by Guid-
ance for the Content of Premarket Notifications
(510(k)s)  for Extracorporeal Shock Wave Lithotripters
Indicated for the Fragmentation of Kidney and Ureteral
Calculi; Final 8/9/00)

Guidance for Annuloplasty Rings 510(k)  Submissions;
Final (Replaced by Guidance for Annuloplasty Rings
510(k)  Submissions; Final Guidance for Industry and
FDA Staff l/31/01)

Home Uterine Activii Monitors: Guidance for the Submis
sion of 510(k)  Premarket Notifications (Replaced by
Class II Special Controls Guidance for Home Uterine
Activii Monitors; Final Guidance for Industry and FDA
Reviewers, 3/g/01)

Status Update-Information for Manufacturers Seeking
Marketing Clearance of Digital Mammography Systems
(Replaced by Premarket Applications for Digital M&m-
mography Systems; Final Guidance for industry and
FDA 2/l 6/01)

Guidance on the Content and Format of Premarket Notifi-
cation [510(k)] Submissions for General Purpose Dis-
infectants (includes Addendum of 3/9, 1994) (No Re-
placement)

Guidance for the Preparation of Premarket Notification
[510(k)]  for Resorbable Periodontal Barriers (No Re-
placement)

Guidance for Spinal System 510(k);  Final (Replaced by
Guidance for Spinal System 510(k)s  g/27/00)

Guidance for Industry-Guidance Document for Neuro-
logical Embolization Devices; Final (Replaced by Guid-
ance for Neurological Embolization Devices; Guidance
for Industry; Final 11/l/00)

Ophthalmic Device Triage (No Replacement)

Announcement by Dr Alpert  at 7/26,1996,  Ophthalmic
Panel Meeting Concerning Manufacturers and Users of
Lasers for Refractive Surgery [Excimer] (No Replace-
ment)

Owners Certification of Lasers as PMA Approved Devices
[Excimer] (No Replacement)

Compliance Guidance-Mammography Facility Survey
and Medical Physicist Qualification Requirements
Under MQSA (Replaced by Compliance Guidance-
Mammography Facility Survey and Medical Physicist
Qualification Requirements Under MQSA; Final 1 l/6/
00)

G Pocket Guide to Device GMP Inspections-Inspections
of Medical Device Manufacturers and GMP Regulation
Requirements (No Replacement)

Suidance  for Staff, Industry, and Third Parties Implemen-
tation of Third Party Programs Under the FDA Mod-
ernization Act of 1997-June  2000; Draft (Replaced by
Implementation of Third Party Programs Under the
FDA Modernization Act of 1997; Final Guidance for
Staff, Industry and Third Parties VVOl)

Date of Issuance FOD No

February 5, 1992 ODE/DCRD January lo,2001

February  12,2001 801358November 26, 1999 ODUDCRD

July 30, 1999 DDVDCRD March 2001 800820

800983February 4.1999 3DVDCRD February 27,200l

October 1, 1993 3DE/DDIGD August lo,2000 800902

800028kpril 1,199l 3DUDDIGD September 1, 2000

3DVDGRNDMay 7,1999

August 13, 1999

October  2,200O

November 7,200O

800636

8011513DE/DGRND

March 19,1998

August 26,1996

>DE/DOED

3DEIDOED

June 20,200O

July 17, 2000

September 26, 1996 >DUDOED July 17, 2000 804093

May 5, 1999 IHIP/DMORP April 8, 2000 806409

BOO508)HlP/DSMANovember 1, 1991 June 28,200O

June 12.2000 IHIP/DSMA February 2, 2001 801160



WITHDRAWALS-Continued
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Date of Issuance

August 3, 1999

.”

Intended User or
Regulatory ActivityName of Document

Guidance for Industry-Device Use Safety: Incorporating
Human Factors in Risk Management (No Replacement]

Guidance on Medical Device Patient Labeling; Final Guid.
ante for Industry (Replaced by Guidance on Medical
Device Patient Labeling; Final Guidance for Industry
and FDA Reviewers 4/l 9/01)

MDR Documents Access Information for National Tech-
nical Information Service (NTIS) (No Replacement)

Proposed Draft Guidance to Sponsors Regarding Re-
quired Postmarket Surveillance Studies of Plasma-
Sprayed Porous-Coated Hip Prostheses (Archived by
OS&-Replaced  by Guidance Testing Metallic Plasma
Sprayed Orthopedic Implants, 2&Z/00)

Letter to Manufacturers: Summary Reporting Approval for
Adverse Events; Final (Replaced by Medical Device
Reporting-Alternative Summary Reporting (ASR) Pro-
gram; Guidance for Industry 10/19/00)

Draft Thermal Endometrial Ablation Devices (Submission
Guidance for an IDE) (Replaced by Thermal
Endometrial Ablation Devices (Submission Guidance
for an IDE); Final 3/14/96)}

Guidance for Review of Cases of Possible Suspension or
Revocation of Mammography Facility Certificates Under
the Mammography Quality Standards Act, 42 U.S.C
263(b)/4/8,  1998 (No Replacement)

Compliance Guidance-Mammography Facility Survey
and Medical Physicist Qualification Requirements
Under MQSA , Draft (replaced by Compliance Guid-
ance-Mammography Facility Survey and Medical
Physicist Qualification Requirements Under MQSA;
Final 1 l/6/00

Date of Withdrawal FOD No

OHIP/DUPSA July 20, 2000

April 9, 2001March 3,200O OHIP/DUPSA 801128

May 10.1996 June 28,200O

June 16,200O 800323October 7, 1994 OSB/DPS

OSB/DSS October 30,200OJuly 31, 1997 800315

March 14, 1996 ODE/DCRD March 1996

March 26, 1998 OHIP/DMORP May 23, 2001 BOO080

306409May 5, 1999 OHIP/DMORP November 8,200O

V.‘GUIDANCE  DOCUMENTS ISSUED BY THE CENTER FOR FOOD SAFETY AND APPLIED NUTRITION (CFSAN)

Name of Document Date of Issuance ‘ntended  u~!$$Regulatory
How to Obtain A Hard Copy of the Documen
(Name and Address, Phone, Fax, E-Mail or

Internet)

Compliance Policy Guides Manual 1998 FDA Regulated Industries

Compliance Programs Guidance Manual 1995 FDA Regulated Industries

National Technical Information Service
(NTIS), 5285 Port Royal Rd., Springfield,
VA 222 61, NTIS Order No. PB96-920500

Do (NTIS Order No. PB95-915499

Industry Activities Staff (HFS-565),  Center
for Food Safety and Applied Nutrition,
FDA, 200 C St. SW., Washington, DC
20204

FDA Recall Policy 1995 FDA Regulated Industries

FDA Regulated IndustriesInvestigators’ Operations Manual May 1996

Regulatory Procedures Manual August 1995

National Technical Information Service
(NTIS), 5285 Port Royal Rd., Springfield,
VA 22161, (NTIS Order No. PB-95-
913399)

Do (NTIS Order No. PB95-265534)FDA Regulated Industries

Requirements of Laws and Regulations 1 9 9 7 FDA Regulated Industries Superintendent of Documents, Government
Enforced by the U.S. Food and Drug Printing Office,  Washington, DC 20402
Administration “Blue Book”



V. GUIDANCE DOCUMENTS  ISSUED BY THE CENTER FOR  F6oD SAFRV AND APPLIED NUTRITION (C~SAN)-Continued

YI
,. _. ,,^ ~ ., ,,,. _. ,,^ ~ ., ,, .., ..., .

How to Obtain A Hard Copy of the DocumentHow to Obtain A Hard Copy of the Document
(Name and Address, Phone, Fax, E-Mail or(Name and Address, Phone, Fax, E-Mail or

Internet)Internet)

Industry Activities Staff (HFS-565),  Center
for Food Safety and Applied Nutrition,
FDA, 200 C St. SW., Washington, DC
20204, (NTIS Order No. PB96-920500)

National Technical Information Service
(NTIS), 5285 Port Royal Rd., Springfield,
VA 22161, (NTIS Order No. PB94-9118991 I

Name of Document Date of Issuance iritSnd&d  L&t 6i degufatoi
Activity

Food and Animal Feed ln-
dustries

Action Levels for Poisonous or Delete-
rious Substances in Human Food and
Atiimal  Feed

1995

Pesticides Analytical Manual 1996 Food Industry

FDA Advisory for Deoxynivanol (DON) in
Finished Wheat Products Intended for
Human Consumption and in Grain and
Grain By-Products for Animal Feed

September 16,1993 Food and Animal Feed In-
dustries

Office of Plant and Dairy Foods and Bev-
erages, Food and Drug Administration
(HFS-306),  200 C St. SW., Washington,
DC 20204,202-2054681

FDA’s Cosmetic Labeling Manual October 1991 Cosmetic Industry Food and Drug Administration, Qffice  of Cal-
ors and Cosmetics (HFS-105),  200 C St.
SW., Washington, DC 20204,202-205-
4493

Statement of policy: Foods Derived
From New Plant Varieties: Notice

May 29, 1992 Developers of New Plant ’
Food Varieties

Qffice  of Premarket Approval, Food and Drug
Administration (HFS-200),  200 C St. SW.,
Washington, DC 20204,202-418-3100

A Food Labeling Guide May 1997 Food Industry Industry Activities Staff (HFS-565),  Center
for Food Safety and Applied Nutrition,
FDA, 200 C St. SW., Washington, DC
20204, 202-205-5251

Model Small Business Food Labeling
Exemption Notice

1998 Food Industry Do

Food Labeling: Questions and Answers August 1994 Food Industry Do

Food Labeling: Questions and Answers:
Volume II

February 1996 Food Industry Superintendent of Documents, Government
Printing Office, Washington, DC 20420.,
202-512-l 800

=air  Packaging and Labeling Act Manual June 1978 Food Industry National Technical Information Service
(NTIS), 5285 Port Royal Rd., Springfield,
VA 22161,703487-4650,  (NTIS Order
No. P&83-2221  17)

Lcteriological  Analytical Manual 7th
Edition

1992 FDA Regulated Industries 9OAC  International, 481 N. Frederick Ave.,
suite 500, Gaithersburg, MD 208i7-2417,
301-924-7077

-DA Food Importer’s Guide for Low-Acid
Canned and Acidified Foods

1985 Food Industry Industry Activities Staff (HFS-565),  Center
for Food Safety and Applied Nutrition,
FDA, 200 C St. SW., Washington, DC
20204,202-205-5251

Evaluation of Milk Laboratories I995 States Milk Safety Branch (HFS-626),  Center for
Food Safety and Applied Nutrition, 200 C
St. SW., Washington, DC 20204,202-
205-91 75

tiethods  of Making Sanitation Ratings of
Milk Supplies

I999 States Do

Iry Milk Ordinance I995 States

>rocedures  Governing the Cooperative
State-Public Health Service/Food and
Drug Administration Program for Cer-
tification of Interstate Milk Siiipp&s

1999 Dairy Industry

30

30
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V. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR FOOD SAFE-I-Y  AND APPLIED NUTRITION (CFSAN)-Continued

I-
Name of Document

Frozen Dessert Processing Guidelines

Date of Issuance
I

Intended User or Regulaton
Activity

,. I,., -,,..,,, ..,‘” ,, I ,,

HOW to Obtain A Hard Copy of the Documen
(Name and Address, Phone, Fax, E-Mail or

Internet)

1989 Dairy Industry

Pasteurized Mitk Ordinance 1999 States ,

Guidelines for Determining Metric
Equivalents of Household Measures

October 1,1993 Food Industry

List of Food Defect Action Levels (DALs 1995
I

Food and Animal Feed In-
dustries

Action Levels for Poisonous or Detete-
rious Substances in Human Food and
Feed (Also Found in CPGs)

1995 Food and Animal Feed In-
dustries

FDA Food Code

Seafood List +

Manual of Operations National Shellfish
Sanitation

1992 States

Fish and Fisheries Product Hazards and
Control Guide

Guidance for Submitting Requests
Under 21 CFR 170.39, Threshold of
Regulation for Substances Used in
Food Articles

1996

1996

Guidelines for the Preparation of Petition
Submissions

1996

Seafood Industry

Food Packaging Industry

,

I
Food Ingredient or Pack-

aging Industry

Guideline for Approval of Color Additives
in Contact Lenses Intended as Colors

1996 Color or Contact Lens In-
dustry

FDA Recommendations for Submission
of Chemical and Technological Data
on Color Additives for Food, Drugs or
Cosmetics Use

February 1993
I

Color Additives Industry

Points to Consider for the Use of Recy-
cled Plastics in Food Packaging:
Chemistry Considerations

December 1992 Food Packaging Industry

Recommendations for Submission of
Chemical and Technological Data for
Direct Food Additive and GRAS Food
Ingredient Petitions

May 1993 Food Packaging Industry

Recommendations for Chemistry Data
for Indirect Food Additive Petitions

June 1995
I

Food Packaging Industry

Office of Plant and Dairy Foods and Bev-
erages (HFS-302),  Center for Food Safety
and Applied Nutrition, 200 C St. SW.,
Washington, DC 20204,202-205-9175

Milk Safety Branch (HFS-626),  Center for
Food Safety and Applied Nutrition, 200 C
St. SW., Washington, DC 20204,202-
205-9175

Office of Nutritional Products, Labeling, and
Dietary Supplements, Food and Drug Ad-
ministration (HFSSOO),  200 C St. SW.,
Washington, DC 20204,202-2054561

Industry Activities Staff (HFS-565),  Center
for Food Safety and Applied Nutrition,
FDA, 200 C St. SW., Washington, DC
20204,202-205-5251

Do

National Technical Information Service
(NTIS), 5285 Port Royal Rd., Springfield,
VA 22161,703-4874650

Superintendent of Documents, Government
Printing Office, Washington, DC 20402,
202-512-l 800

Office of Seafood (HFS-407),  Shellfish Sani-
tation Branch, 200 C St. SW., Washington,
DC 20204,202418-3150

Do

3ffice of Premarket Approval, Food and Drug
Administration (HFS-200). 200 C St. SW.,
Washington, DC 20204,202-418-3100
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V. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR Foot  SAFETV  AND APPLIED NUTRITION (CFSAN)-Continued
- ” 2. ,.,, ,

How to Obtain A Hard Copy of the Document
(Name and Address, Phone, Fax, E-Mail or

Internet)

Do

I

I

I

I

I

I

I

I

I

!

:

!

Intended User or Regulaton
ActivityDate of IssuanceName of Document

Enzyme Preparations: Chemistry Rec-
ommendations for Food Additive and
GRAS Affirmation Petitions

Estimating Exposure to Direct Food Ad-
dit:Eii;d  Chemical Contaminants in

Toxicological Principles for the Safety
Assessment of Direct Food Additives
and Color Additives Used in Food
(also known as Redbook  I)

Environmental Assessment Technical
Handbook

Color Additive Petitions Information and
Guidance

Toxological  Testing of Food Additives

List of Products for Each Product Cat-
egory

Label Declaration of Allergenic Sub-
stances in Foods; Notice to Manufac-
turers

Guidance on Labeling of Foods That
Need Refrigeration by Consumers

Guidelines Concerning Notification and
Testing of Infant Formula

Guidelines for the Evaluation of Safety
and Suitabilfty  of New Infant Formulas
for Feeding Preterm Infants

Clinical Testing of Infant Formulas With
Respect to Nutritional Suitability for
Term Infants

Guidelines for the Evaluation of the
Safety and Suftabilff of Infant For-
mulas for Feeding Infants With Aller-
gic Diseases

Guidelines for the Clinical Evaluation of
New Products Used in the Dietary
Management of Infants, Children and
Pregnant Women With Metabolic Dis-
orders

Guidance Document for Arsenic (Trace
Elements in Seafood)

Guidance Document for Cadmium
(Trace Elements in Seafood)

Guidance Document for Chromium
(Trace Elements in Seafood)

January 1993 Food Enzyme Industry

September 1995 Food and Food ingredient
Industry

Petitioners for Food or Co101
Additives

Do

1982 National Technical Information Service
(NTIS), 5285 Port Royal Rd., Springfield,
VA 2216, (NT IS Order No. PR-63-
170696

March 1987 Petitioners for Food or Co101
Additives

Petitioners for Color Addi-
t i v e s

Do (NTIS Order No. PB87175345-AS,  A-01)

Dffice of Premarket Approval, Food and Drtq
Administration (HFS-200),  200 C St. SW.,
Washington, DC 20204,202-418-3100

1996

1983 DoPetitioners for Food or Co101
Additives

Food IndustryOctober 8, 1992 Office of Nutritional Products, Labeling, and
Dietary Supplements (HFS-800),  Food ant
Drug Administration, 200 C St. SW., Wash.
ington, DC 20204,202-2054561

June lo,1996 Food Industry Do

DoFood IndustryFebruary 24, 1997

1985 Infant Formula Manufactur-
ers

Do

1988 infant Formula Manufactur-
ers

Do

Infant Formula Manufactur-
e r s

Do1988

Do1990 nfant Formula Manufactur-
ers

1987 nfant Fomula  Manufactur-
ers

Do

January 1993 States Office of Seafood, Food and Drug Adminis-
tration (HFS400),  200 C St. SW., Wash-
ington, DC 20204, 202418-3150, Internet:
FDA Home Page Httpz/vm.cfsan.fda.gov/
listhtml

January 1993 states DO

DOstatesJanuary 1993

--
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V. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR FOOD SAFETY AND APPLIED NUTRITION (CFSAN)-ContjRUed
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Name of Document Date of Issuance ‘ntended  u~$$yRegu’atory
HOW to Obtain A Hard Copy of the Documen
(Name and Address, Phone, Fax, E-Mail or

Internet)

Guidance Document for Lead (Trace
Elements in Seafood)

August 1993 States Do

Guidance Document for Nickel (Trace
Elements in Seafood)

January 1993 States Do

Guidance on Consultation Procedures
for Foods Derived From New Plant
Varieties

October 1997 Regulated Industry Off ice of Premarket Approval (HFS-200),
200 C St. SW., Washington, DC 20204,
202418-3100. Internet: FDA Home Page
Http1Ivm.cfsan.fda.gov

FDA’s Policy for Foods Developed by 1995 Food Industry Do
B i o t e c h n o l o g y

Bovine Spongifonn  Encephalopathy
(BSE) in Products for Human Use

1997 Food Industry Office of Plant and Dairy Foods and Bev-
erages (HFS-302). Center for Food Safety
and Applied Nutrition, 200 C St, SW.,
Washington, DC 20204,202-205-9175,
Internet: FDA Home Page Httpzz/
www.fda.gov/opacom/morechoices/indus-
try/guidance/gelguide.htm

Interim Guidance on the Voluntary La- February 1994 Regulated Industry Office of Nutritional Products, Labeling, and
beling of Milk and Milk Products That Dietary Supplements (HFS-800),  Food and
Have Not Been Treated With Recom- Drug Administration, 200 C St:SW.,  Wash-
binant  Bovine Somatropin ington, DC 20204,202-2054168

Shellfish Sanitation Model Ordinance 1995 States Shellfish Program Implementation Branch,
Division of Cooperative Programs, Office of
Field Programs (HFS-628),  200 C St. SW.,
Washington, DC 20204,202-205-8137

Guide to Minimize Microbial Hazards for 1998 Farmers and Food Packers Food Safety Initiative (HFS-32),  Center for
Fresh Fruits and Vegetables (Avail- Food Safety and Applied Nutrition, 200 C
able in English, Spanish, Portuguese, St. SW., Washington, DC 20204, or
and French) jsaltsman@  bangate.fda.gov

Iron-Containing Supplements and Drugs: 1997 Dietary Supplement Manu- Office of Nutritional Products, Labeling, and
Label Warning and Unit Dose Pack- facturers: Small Entities Dietary Supplements (HFS-450),  Center
aging; Small Entity Compliance Guide for Food Safety and Applied Nutrition, 200

C St. SW., Washington, DC 20204

Partial List of Enzyme Preparations That 1998 FDA Regulated Industry Dffice of Premarket Approval (HFS-200),
Are Used in Foods Center for Food Safety and Applied Nutri-

tion, 200 C St. SW., Washington, DC
20204

Partial List of Microorganisms and Mi-
crobial-Derived Ingredients That Are
Used in Food

1998 FDA Regulated Industry Do

Fish and Fishery Products Hazards and January 1998 FDA Regulated Industry Office of Seafood (HFS-400),  Center for
Controls Guide, 2d Edition Food Safety and Applied Nutrition, 200 C

St. SW., Washington, DC 20204

iACCP Regulations for Fish and Fish- 1998 FDA Regulated Industry Do
cry Products: Questions and Answers

\lotification  of a Health Claim or Nutrfent 1998 FDA Regulated Industry Office of Nutritional Products, Labeling, and
Content Claim Based on an Authori- Dietary Supplements (HFS-150),  Center
tative Statement of a Scientific Body for Food Safety and Applied Nutrition, 200

C St. SW., Washington, DC 20204

-DA Nutrition Labeling Manual, A Guide March 1998 FDA Regulated Industry Do
for Developing and Using Data Bases
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V. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR FOOD SAFETY  AND APPLIED NUTRITION (CFSAN)--Continued
I-

Name of Document

HACCP Regulation for Fish and Fishery
Products: Questions and Answers,
Issue Three, Revised January 1999

Foods-Adulteration Involving Hard or
Sharp Foreign Objects (CPG)

Food Additive Petition Expedited Review

Use of Antibiotic Resistance Marker
Genes in Transgenic Plants

Guidance: Channels of Trade Policy for
Commodities With Methyl Parathion
Residues

Draft Guidance: Fumonisin Levels in
Human Foods and Animal Feeds

Statement of Identity, Nutrition Labeling,
and Ingredient Labeling of Dietary
Supplements Small Entity Compliance
Guide

Significant Scientific Agreement in the
Review of Health Claims for Conven-
tional Foods and Dietary Supplements
(December 1999)

Antimicrobial Food Additives

Preparation of Premarket Notifications
for Food Contact Substances: Chem-
istry Recommendations

Preparation of Premarket Notifications
for Food Contact Substances: Toxi-
cology Recommendations

Guidance for Small Businesses: Submis-
sion of Comments for CFSAN Rule-
making

Naming  and Notice Statement: Labeling
of Juice Products Small Entity Compli-
ance Guide

Date of Issuance

January 1999

February 1999

January 1999

September 1998

December 2000

June 2000

January 1999

December 1999

July 1999

November 1999

November 1999

October 1999

September 1998

“~,. .,

Intended  u~ti~,$,Regufatory
How to Obtain A Hard Copy of the Documer
(Name and Address, Phone, Fax, E-Mail 01

Internet)

Seafood Processors Office of Seafood (HFS-400),  Center for
Food Safety and Nutrition, 200 C St. SW.,
Washington, DC 20204, Ellen Nesheim,
202418-3150

FDA Field Offices Office of Plant and Dairy Foods and Bev-
erages (HFS-300),  Center for Food Safety
and Applied Nutrition, 200 C St. SW.,
Washington, DC 20204

Guidance for Industry and
Center for Food Safety

Robert L. Martin (HFS-215),  OPA/CFSAN/

and Applied Nutrition Staff
FDA, 200 C St. SW., Washington, DC
20204,202418-3074,
premarkt@cfsan.fda.gov or httpz/
vm.cfsan.fda.gov/-dmslopa-expe.html

Suidance  for Industry Nega Beru (HFS-206),  OPA/CFSAN/FDA,
200 C St. SW., Washington, DC 20204,
202418-3097, premarkt@cfsan.fda.gov OI
httpYvm.cfsan.fda.gov//-dms/opa-
armg.html

qegulated Industry Office of Plant and Dairy Foods and Bev-
erages, Center for Food Safety and Ap-
plied Nutrition (HFS-300),  FDA, 200 C St.
SW., Washington, DC 20204, httpJ/
vm.cfsan.fda.gov/‘dms

qegulated Industry Do

small  Business Entities Industry Activities Staff (HFS-565),  Center
for Food Safety and Applied Nutrition,
FDA, 200 C St. SW., Washington, DC
20204,202-20$5251

Regulated  Industry Office of Nutritional Products, Labeling, and
Dietary Supplements, Center for Food
Safety and Applied Nutrition, FDA, 200 C
St. SW., Washington, DC 20204,202-
205-4561

qegulated Industry Office of Premarket Approval (HFS-200),
Center for Food Safety and Applied Nutri-
tion, FDA, 200 C St. SW., Washington, DC
20204,202418-3100

Xrgulated  Industry Do

qegulated Industry Do

small  Business Entities Division of Market Studies (HFS-726),  Cen-
ter for Food  Safety and Applied Nutrition,
Food  and Drug Administration, Wash-
ington, DC 20204,2024014590

qegulated Industry Dffice of Nutritional Products, Labeling, and
Dietary Supplements, Center for Food
Safety and Applied Nutrition, FDA, 200 C
St. SW., Washington, DC 20204, 202-
205-4561
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V. GUIDANCE DOCUMENTS ISSUED  BY THE CENTER FOR FOOD SAFETY AND APPLIED NUTRITION (CFSAN)-Continued

Name of Document
I

Date of Issuance

Reducing Microbial Food Safety Haz-
ards for Sprouted Seeds

October 1999

Sampling and Microbial Testing of Spent
Irrigation Water During Sprout Produc-

Seafood HACCP Transition Policy

FDA Recommendations for Sampling
and Testing Yellow Corn Shipments
for Cry9C  Protein Residues

January 19,200l

Draft Guidance: Voluntary Labeling Indi- January 2001
eating  Whether Foods Have or Have
Not Been Developed Using Bio-
engineering

Bacteriological Analytical Manual 2001

Importation of PM0 Defined Dairy Prod- April 11,200O
ucts

Draft Guidance: Apple Juice, Apple June 2000
Juice Concentrates, and Apple Juice
Products-Adulteration with Patulin

Draft Guidance for Industry on Refusal November 2000
of Inspection or Access to HACCP
Records Pertaining to the Safe and
Sanitary Processing of Fish and Fish-
ery Products

Intended User or Regulator)
Activity

Regulated Industry

Regulated Industry

Regulated Industry

Regulated Industry

Regulated Industry

Regulated Industry

Dairy Industry

Juice Industry

Seafood Industry

7

,

,

I

I

I

(

(

_,. . “._)

How to Obtain A Hard Copy of the Documen’
(Name and Address, Phone, Fax, E-Mail or

Internet)

Cffice  of Plant and Dairy Foods and Bev-
erages, Center for Food Safety and Ap-
plied Nutrition, FDA, 200 C St. SW., Wash-
ington, DC 20204,202-2054064

Do

office  of Seafood (HFS-400)  Food and Drug
Administration, 200 C St. SW., Wash-
ington, DC 20204, 202-205-3150

Dffice of Plant and Dairy Foods and Bev-
erages, Center for Food Safety and Ap-
plied Nutrition, FDA, 200 C St. SW., Wash-
ington, DC 20204,202-2054064

Office of Premarket Approval (HFS-2OO),
Center for Food Safety and Applied Nutri-
tion, FDA, 200 C St. SW., Washington, DC
20204,202418-3100

DO

Wilk Safety Branch (HFS-626),  Center for
Food Safety and Applied Nutrition, 200 C
St. SW., Washington, DC 20204, 202-
205-91 75

Xfice of Plant and Dairy Foods and’Bev-
erages, Center for Food Safety and Ap-
plied Nutrition, FDA, 200 C St. SW., Wash-
ington, DC 20204,202-2054064

Xfice of Seafood (HFS400),  Food and Drug
Administration, 200 C St. SW., Wash-
ington, DC 20204,202-205-3150

W ITHDRAWALS

Name of Document Date of Issuance/Date Intended User or Regulatory How to Obtain A Hard Copy of the Document
Withdrawn Activity (Name and Address, Phone, Fax, E-Mail or

Internet)

FDA Nutrition Labeling Manual: A Guide 1993/June  2001
for Developing and Using Databases
(Replaced by 1998 update with the
same title.)

Food Industry Office of Nutritional Products, Labeling, and
Dietary Supplements, Food and Drug Ad-
ministration (HFS-800).  200 C St. SW.,
Washington, DC 20204, 202-205-4561

Fabrication of Single Service Containers 1995/June  2001 States Milk Safety Branch, Center for Food Safety
and Closures for Milk and Milk Prod- and Applied Nutrition, Food and Drug Ad-
ucts (Incorporated into Pasteurized ministration, 200 C St. SW., Washington,
Milk Ordinance as an appendix.) DC 20204,202-205-9175

VI. GUIDANCE DCCUMENTS  ISSUED BY THE CENTER FOR VETERINARY MEDICINE (CVM)

Name of Document Date of Issuance Intended  u~ti&$yRegulatory How to Obtain a Hard Copy of the Document

Guidance for Industry: Effectiveness of September 2000
Anthelmintics: Specific Recommenda-
tions for Equine (VICH GL15)-Draft

Animal Drug Industry Internet via: httpzl/www.fda.govlcvm  Commu-
nications Staff (HFV-12).  FDAICVM,  7500
Standish PI., Rockville, MD 20855, 301-
8274582, FAX 301-594-l 831
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VI. GUIDANCE  DOCUMENTS ISSUED BY THE CENTER FOR VETERINARY MEDICINE (CVMJ-Continued

Intended Usei br Regulatory
Ah/ii

,
How to Obtain a Hard Copy of the Documep

Do

Do

Do

Do

Do

Do

Do

Do

Do

30

30

xl

Do

Do

Do

Do

Name of Document Date of Issuance

Guidance for Industry: Effectiveness of September 2000
Anthelmintics: Specific Recommenda-
tions for Porcine (VICH GL16)-Draft

Guidance for Industry: Effectiveness of September 2000
Anthelmintics: Specific Recommenda-
tions for Canine (VICH GL19)-Draft

Guidance for Industry: Effectiveness of December 2000
Anthelmintics: Specific Recommenda-
tions for Feline (VICH GL20)-Draft

Guidance for Industry: Effectiveness of December 2000
Anthelmintics: Specific Recommenda-
tions for Poultry (VICH GL2l)--Draft

Guidance for Industry: Safety Studies for December 2000
Veterinary Drug Residues in Human
Food: Reproduction Studies (VICH
GL22)-Draft

Guidance for Industry: Safety Studies for December 2000
Veterinary Drug Residues in Human
Food: Genotoxicity Studies (VICH
GL23)--Draft

Guidance for Industry: December 2000
Pharmacovigilance of Veterinary Me-
dicinal Products: Management of Ad-
verse Event Reports (AERs)(VICH
GL24)-Draft

Guidance for Industry: Efficacy of March 2000
Anthelmintics: General Recommenda-
tions (VICH GL7)-Final

Guidance for Industry: Efficacy of March 2000
Anthelmintics: Specific Recommenda-
tions for Bovines (VICH GLlP)-Final

Guidance for Industry: Efficacy of March 2000
Anthelmintics: Specific Recommenda-
tions for Ovines (VICH GLl3)-Final

Guidance for Industry: Efficacy of March 2000
Anthelmintics: Specific Recommenda-
tions for Caprines (VICH GL14)-Final

Guidance for Industry: Environmental March 2000
Impact Assessments (EIAs)  for Veteti-
nary Medicinal Products (VMPs)-
Phase I (VICH GLG)-Final

Guidance for Industry: Stability Testing
of New BiotechnologicaVBiological
Veterinary Medicinal Products (VICH
GL17)-Final

March 2000

Guidance for Industry: Good Clinical
Practices (VICH GL9)-Final

May 2000

Guidance for Industry: Impurities: Resid- May 2000
ual  Solvents in New Veterinary Medic-
inal Products, Active Substances and
Excipients (VICH GLl El)-Final

Guidance for Industry: How to Use E-
Mail to Submit a Notice of Final Dis-
position of Animals Not Intended for
Immediate Slaughter (NFDAs)

February 2000

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do

Do
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VI. GUIDANCE DOCUMENTS ISSUED BY THE CENTER FOR VETERINARY MEDICINE (CVM)-Continued

Name of Document

Guidance for industry: How to Use E-
Mail to Submit a Notice of Intent to
Slaughter for Human Food Purposes

Guidance for Industry: How to Use E-
Mail to Submit a Request for a Meet-
ing or Teleconference to the Office of
New Animal Drug Evaluation

How to Use E-Mail to Submit Informa-
tion to the Center for Veterinary Medi-
cine-Final

Dioxin in Anti-Caking Agents Used in
Animal Feed and Feed Ingredients

Guidance for Industry: Fumonisin Levels
in Human Foods and Animal Feeds-
Draft

The Use of Published Literature in Sup-
port of New Animal Drug Approval

Guidance for Industry: Bioequivalence
Guidance

Guidance for Industry #124: Voluntary
Labeling Indicating Whether Foods
Have or Have Not Been Developed
Using Bioengineering-Draft

Guidance for Industry #126:  BACPAC I:
Intermediates in Drug Substance Syn-
thesis Bulk Actives  Postapproval
Changes: Chemistry, Manufacturing,
and Controls Documentation, Feb-
ruary 2001

Guidance for industry  #12& Veterinary
Feed Directive Regulation

Guidance for Industry #121: Expedited
Review for New Animal Drug Applica-
tions for Human Pathogen Reduction
Claims

Guidance for Industry and Reviewers:
How the Center for Veterinary Medi-
cine Intends to Handle Deficient Sub-
missions Filed During the Investigation
of a New Animal Drug-Draft

Date of Issuance

February 2000 Do

February 2000

February 2000

Revised April 2000

Intended Usetise&Regulatory

Do

Do

June 2000 Do

November 2000 Do

Revised October
2000

Do

January 2001

February 2001

March 2091

March 2001

March 2001

,. _. , ..-.

How to Obtain a Hard Copy of the Documen

Do

Do

Do

Do

Do

VII. GUIDANCE DOCUMENTS  ISSUED  BY THE OFFICE OF POLIC\! (OP)

Name of Document Date of Issuance Intended  u~,r&$,Regulatory How to Obtain a Hard Copy of the Document

Draft Guidance for Industry; Exports and June 12,1998 Regulated Industry Internet via www.fda.gov/opacorregister/
Imports Under the FDA Export Reform frexporthtml  or 63 FR 32219, June 12,
and Enhancement Act of 1996 1998, or Office of Policy, 301-827-3360

Direct Final Rule Guidance November 21, 1997 FDA Personnel Internet via www.fda.gov/opacoml
morechoices/industry/guidance.htm  or 62
FR 62467, November 21, 1997, or office
of Policy, 301-827-3480

International Harmonization; Policy on
Standards

October 1995 FDA Personnel and Regu- 60 FR 53078, October 11, 1995, or Dffice  of
lated Industry Policy, 301-827-3360

Do

Do

Do Do

Do

Do Do

Do Do



88

W ITHDRAWALS

- Date of Issuance Intended Ur;iebRegulatory Date WithdrawnName of Document

FDA’s Development, Issuance and Use
of Guidance Documents

Small Entities Compliance Guide On:
Regulations To Restrict the Sale and
Distribution of Cigarettes and Smoke-
less Tobacco in Order to Protect Chil-
dren and Adolescents (21 CFR Part
897)

Children and Tobacco-Frequently
Asked Questions About the New Reg-
ulations (Draft)

Children and TobamA  Retailers
Guide to the New Federal Regulations

Children and Tobacco-A Guide to the
New Federal Regulations

February 27.1997 FDA Personnel and Regu- September 19.2000
lated Industry

Regulated Industry March 31.2000February 1997

July 1997 Regulated Industry March 31,200O

October 1997 Regulated Industry

October 1997 Regulated Industry

March 31,209O

March 31.2000

VIII. GUIDANCE DOCUMENTS ISSUED BY THE OFFICE OF REGULATORY AFFAIRS (ORA)

Intended User or Regulatory
Activity

FDA Staff

Name of Document

Compliance Policy Guide Manual-Com-
pliance Policy Guidance for FDA Staff
(Replaces Compliance Policy Guide
January 1996)

How to Obtain a Hard Copy of the Document

National Technical Information Service
(NTIS) 5285 Port Royal Rd., Sprtngfield,
VA 22161 or Internet at: www.fda.govloral
cpgm/default.html

Date of Issuance

August 2000

Compliance Policy Guide, New Sec.
615.115 Extra-Label Use of Medicated
Feeds for Minor Species

April 2001 Do Division of Compliance Policy (HFC-230).
Office of Enforcement, Food and Drug Ad-
ministration, 5600 Fishers Lane, Rockville,
MD 20857, 301-8274420 or via Internet
at: www.fda.govforalcompliance_ref/rpnJ
rpmtchtml

DoDoCompliance Policy Guide, New Sec.
555.250 Statement of Policy for Label-
ing and Preventing Cross-Contact of
Common Food Allergens

April 2001

Compliance Policy Guide, Reformat Sec.
220.100 Interstate Shipment of Bio-
logical Products for Use in Medical
Emergencies

March 2001 Do Do

Compliance Policy Guide, Reformat Sec.
270.100 Final Container Labels-Al-
lergenic Extracts Containing Glycerin;
Reporting Changes

March 2001 Do Do

Compliance Policy Guide, Draft Sec.
230.150. Blood  Donor Incentives

December 2000 Do Do

Compliance Policy Guide, Draft Dis-
tributor Medical Reporting

August 28, 1997 FDA Staff Personnel and
Regulated Industry

Do Internet at: www.fda.gov/ora/compli-
ante-reflcpg-mdr3.txt

Compliance Policy Guide Sec. 7150.09
Fraud, Statements of Material Facts,
Bribery, and Illegal Gratuities

July 1991 FDA Staff and Regulated In-
dustry

Do Internet at: www.fda.gov/ora/compli-
ante-ref/aip_page.html

Medical Device Warning Letter Pilot March 8, 1999 FDA Staff and Regulated In-
dustry

Do Internet at: www.fda.gov/ohrms/Dockets/
98frIO30899epdf
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VIII. GUIDANCE DOCUMENTS ISSUED BY THE OFFICE OF REGULATORY AFFAIRS (ORA)--Continued

Date of Issuance Intended User or Regulator
ActivftyName of Document

Glossary of Computerized System and
Software Development Terminology

How to Obtain a Hard Copy of the Documen

National Technical Information Service
(NTIS) 5285 Port Royal Rd., Springfield,
VA 22161 (NTIS Order No. PB96-127352)
or via Internet: www.fda.gov~ortin-
spect-ref/fgs/iglist.html

Division of Import Operations and Policy
(HFC-170),  Office of Regional Operations,
Food and Drug Administration, 5600 Fish-
ers Lane, Rockville, MD 20857,301-596
1218

Division of Field Science (HFC-141),  Food
and Drug Administration, 5600 Fishers
Lane, mr. 1241, Rockville, MD 20857, or
Internet at: www.fda.govlora/science-ref/
IpnYfpmtc.html

Do

Division of Emergency and Investigational
Operations (HFC-130),  Office of Regional
Operations, Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20857,
Not Available on the Internet

National Technical Information Service
(NTIS) 5285 Port Royal Rd., Springfield,
VA 22161 (NTIS Order No. PB2001-
913399 and Internet at www.fda.gov/oraiin-
spect-ref/iom/default.htm)

Division of Compliance Policy (HFC-230)
Office of Enforcement, Food and Drug Ad-
ministration, 5600 Fishers Lane, Rockville,
MD 20857. 301-827-0420, or Internet at:
http:llwww.fda.goviohrms/drxketsJ98fr/
060899e.pdf

Do Internet at: www.fda.gov/ora/compli-
ante-ref/rpm/rpmtc.html

Do Internet at: www.fda.gov/ora!complff
ante-ref/rpm/rpmtc.html

Division of Compliance Policy (HFC-230).
Office of Enforcement, Food and Drug Ad-
ministration, 5600 Fishers Lane, Rockville,
MD 20857, 301-827-0420 or via Internet
at: www.fda.gov/ora/compliance_ref/rpm/
rpmtc.html

30

t

August 1995 Do

Guidelines for Entry Review df Radi-
ation-Emitting Electronic Devices

FDA StaffMarch 12, 1999

DoLaboratory Procedures Manual June 1994

Laboratory Procedures Manual Chapter
X, New: Method Validation Samples

May 1999 Do

Memorandum: OFIA Investigational
Strategy on Gamma-Butyrolactone
(GBL) and Related Products

May 15,200O Do

Investigations Operations Manual January 2001 Do

Medical Devices: Draft Guidance entitled
“Guidance for FDA Staff on Civil
Money Penalty Policy”

Released for Com-
ment June 8, 1999

FDA Staff

April 19, 2001 DoRegulatory Procedures Manual Update/
New Subchapter 5 Civil Money Pen-
arty  Reduction Policy for Small Entities

Regulatory Procedures Manual New
RPM Subchapter: Communication
Concerning Assessment of Civil Mon-
etary Penalties by U.S. Customs Serv-
ice in Cases Involving Imported Food

qegulatory  Procedures Manual: Update,
New Subchapter Application Integrity
Policy

DOJanuary 2001

March 1998 30

IO?egulatory  Procedures Manual: Update/
Revision Subchapter/Priority Enforce-
ment Strategy for Problem Importers

?egulatory  Procedures Manual: Update/
Revision Subchapter/Import Proce-
dures

April  1998

104pril 1998

qegulatory  Procedures Manual: Update/
Revision Subchapter/Notice of Sam-
pling

‘DA Stafflpril  1998
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VIII. GUIDANCE DOCUMENTS ISSUED BY THE OFFICE OF REGULATORY AFFAIRS (ORA)-Continued

Name of Document

Regulatory Procedures Manual: Update
New Subchapter/Granting and Deny-
ing Transportation and Exportation
(T&E) Entries

Regulatory Procedures Manual: Update/
Revision Subchapter/Seizure

Regulatory Procedures Manual: Update/
Revision Subchapter/Supervisory
Charges

Regulatory Procedures Manual: New
Subchapter: Civil Penalties-Elec-
tronic Product Radiation Control

Regulatory Procedures Manual: Update/
Revision, Chapter 4, Subchapter/
Warning Letters

Regulatory Procedures Manual New
Chapter 9, Communication Con-
cerning Assessment of Civil Monetary
Penalties by U.S. Customs in Cases
Involving Imported Food

Regulatory Procedures Manual New
Chapter 9, Secured Storage

Guide to Inspections of Bulk Pharma-
ceutical Chemicals

Guide to Inspections of Pharmaceutical
Quality Control Laboratories

Guide to Inspections of Microbiological
Pharmaceutical Quality Control Lab-
oratories

Guide to Inspections of Validation of
Cleaning Processes

Guide to Inspections of Lyophilization of
Parenterals

Guide to Inspections of High Purity
Water Systems

Stride  to Inspections of Dosage Form
Drug Manufacturers-CGMPs

Stride  to Inspections of Oral Solid Dos-
age Forms Pre/Post  Approval Issues
for Development and Vaccination

3uide  to Inspections of Topical Drug
Products

Date of Issuance

May 1998

June 1998

June 1998

July 1998

March 21.2000

January 2001

Intended User or Regulator
Activity

Do

Do

Do

Do

Do

Do

January 2091 Do

May 1994 Do

July 1993 Do

July 1993

July 1993

July 1993

Do

Do

Juty 1993 Do

October 1993 Do

January 1994 Do

July 1994 Do

Y

I

I

I

I

I

I

I

I

1

1

I

1

C

How to Obtain a Hard Copy of the Document

Do

Do Internet at: www.fda.gov/ora/compli-
ance_ref/rpm-new2Ich6.html

Do Internet at: www.fda.gov/oralcompli-
ance_reMnew2lch9chgs.html

Do Internet at: www.fda.gov/ora/compli-
ante-ref/ch6ctten.html

Do Internet at: www.fda.gov/ora/complf-
ance-ref/rpm..,-new2/ch4.html

Do Internet at’ www.fda.gov/ora/compli-
ante-ref/rpm~new2/ch9civmonpen.html

30 Internet at: www.fda.gov/ora/compli-
ante-reflrpm-new2t
ch9securedstorage.html

Vational  Technical Information Service
(NTIS), 5285 Port Royal Rd., Springfield,
VA 22161, (NTIS Order No. PB96-127154)
or via Internet at: www.fda.gov/ortin-
spect)-ref/igs/iglist.html

30 (NTIS Order No. PB96-127279)  or via
Internet at: www.fda.gov/ora/inspect-ref/
igs/iglist.html

10 (NTIS Order No. PB96-127287)  or via
Internet at: www.fda.gov/ora/inspec-ref/
igs/iglist.html

Io (NTIS Order No. PB96127246) or via
Internet at: www.fda.gov/ora/inspect-refl
igs/iglist.html

10 (NTIS Order No. PB96-127253)  or via
Internet at: www.fda.govlortinspect_ref/
igs/iglist.html

IO (NTIS Order No. PB96-127261)  or via
Internet at: www.fda.gov/oraIinspect~ref/
igs/iglist.html

>o (NTIS Order No. PB96-127212)  or via
Internet at: www.fda.gov/ortinspect-rev
igsliglist.html

IO (NTIS Order No. PB96-127345)  or via
Internet at: www.fda.gov/ortinspect.-ref/
igs/iglist.html

)o (NTIS Order No. PB96-127394)  or via
Internet at: www.fda.gov/ora/inspect~ref/
igs/iglist.html
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VIII. GUIDANCE DOCUMENTS ISSUED BY THE OFFICE OF REGULATORY AFFAIRS (ORA)-Continued

Name of Document

Guide to Inspections of Sterile Drug
Substance Manufacturers

Guide to Inspections of Oral Solutions
and Suspensions

Guide to Inspections of Nutritional Label-
ing and Education Act (NLEA) Re-
quirements

Guide to inspections of Interstate Car-
riers and Support Facilities

Guide to Inspections of Dairy Product
Manufacturers

Guide to inspections of Miscellaneous
Foods Vol. 1

Guide to Inspections of Miscel&eous
Foods Vol. 11

Guide to Inspections of Low Acid
Canned Foods Manufacturers, Part
‘l-Administrative Procedureslsched-
uled Processes

Guide to Inspections of Cosmetic Prod-
uct Manufacturers

Guide to Inspections of Low Acid
Canned Foods Manufacturers, Part
2-Processed  Procedures

Guide to Inspections of Low Acid
Canned Foods Manufacturers, Part
3-Container  Closurers

Guide to Inspections of Blood Banks

Guide to Inspections of Source Plasma
Establishments

Guide  to Inspections of Infectious Dis-
ease Marker Testing Facilities

3iotechnology  Inspections Guide

3uide  to Inspections of Computerized
Systems in Drug Processing

3uide  to Inspections of Foreign Medical
Device Manufacturers

Date of Issuance

July 1994

August 1994.

February 1995

April 1995

April 1995

May 1995

September 1996

November 1996

February 1955

April 1997

July 2001

September 1994

December 1994

June 1996

November 1991

February 1983

September 1995

I

I

I

I

I

I

I

I

I

I

IIntended User or Regulatory
Activs

Do

, *,._ -,. \‘ .._: .,

How to Obtain a Hard Copy of the Documen

Do (NTIS Order No. PB96-127295)  or via
Internet at: www.fda.gov/ora/inspect-refl
igtiglist.html

Do Do (NTIS Order No. PB96-127147)  or via
Internet at: www.fda.gov/oralinspect-refl
ig.s/iglist.html

Do Do (NTIS Order No. PB96-127378)  or via
Internet at: www.fda.gov/ora/inspect-ref/
igs/iglist.html

Do Do (NTIS Order No. PB96-127386)  or via
Internet at: www.fda.gov/ora/inspect-reff
igs/iglist.html

Do Do (NTIS Order No. PB96-127329)  or via
Internet at: www.fda.gov/ora/inspect-ref/
igs/iglist.html

Do Do (NTIS Order No. PB97-127220)  or via
Internet at: www.fda.gov/oralinspect-ref/
igs/iglist.html

Do Do (NTIS Order No. PB97-196133)  or via
Internet at: www.fda.gov/orafinspect-ref/
igs/iglist.html

Do Do (NTIS Order No. PB97-196141)  or via
Internet at: www.fda.gov/ora/inspect-ref/
igs/iglist.html

D o Do (NTIS Order No. PB96-127238)  or via
Internet at: www.fda.gov/ora/inspect-ref/
igsIiglist.html

D o Do (NTIS Order No. qB97-196158)  or via
Internet at: www.fda.gov/ora/inspect_ref/
igs/iglist.html

FDA Staff Do (NTIS Order No. PBOO-133795)

Do (NTIS Order No. PB96-127303)  or via
Internet at: www.fda.gov/ora/inspect~ref/
igs/iglist.html

Do (NTIS Order No. PB96-127360)  or via
Internet at: www.fda.gov/ora/inspect-ref/
igtiglist.html

Do (NTIS Order No. PB96-199476)  or via
Internet at: www.fda.gov/oraIinspect-ref/
igsIiglist.html

Do (NTIS Order No. PB96-127402)  or via
Internet at: www.fda.gov/orali+pec-ref/
igs/iglist.html

Do (NTIS Order No. PB96-127337)  or via
Internet at: www.fda.gov/ora/inspect-ref/
igs/iglist.htrnl

Do (NTIS Order No. PB96-127311)  or via
Internet at: www.fda.gov/ortinspref/
igs/iglist.html
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VIII. GUIDANCE DOCUMENTS ISSUED BY THE OFFICE OF REGULATORY AFFAIRS (ORA)-Continued

Intended User or Regulator
Activity

Do

How to Obtain a Hard Copy of the DocumentName of Document

Guide to Inspections of Foreign Pham-ra-
ceutical Manufacturers

Mammography Quality Standards Act
(MQSA) Auditors Guide

Guide to Inspections of Electromagnetic
Compatibility Aspects of Medical De-
vice Quality Systems

Guide to Inspections of Acidified Food
Manufacturers

Guide to Inspection of Aseptic Proc-
essing and Packaging for the Food In-
dustry

Guide to Inspections of Grain Product
Manufacturers

Guide to Bioresearch Monitoring Inspec-
tions of In Vitro Devices

Guide to Inspections of Viral Clearance
Processes for Plasma Derivatives

Guide to Trace Back of ‘Fresh Fruits and
Vegetables Implicated in Epidemiolog-
icat  Investigations

Guide to Inspections of Computerized
Systems in the Food Processing In-
dustry

Guide to International Inspections and
Travel, Revision (Formerly, FDAIORA
International Inspection Manual and
Travel Guide)

Guide to Inspections of Quality Systems

Guide to Inspection of Firms Producing
Food Products Susceptible to Con-
tamination with Allergenic Ingredients

Zomputerized  Systems Used in Clinical
Tdals

Compliance  Program 7348.001: Bio-
research Monitoring, Human Drugs, In
Vivo Bioequivalence

%od  Laboratory Practice Program
(Nonclinical Laboratories) 7348.808A;
EPA Data Audit Inspections

3uideline  for the Monitoring of Clinical
Investigators

Date of Issuance

May 1996 Do (NTIS Order No. PB96-199468)  or via
Internet at: www.fda.govlortinspect~refl
igs/iglist.html

DoJanuary 1998

December 1997

May 1998

Do (NTIS Order No. PB98-127178)  or via
Internet at: www.fda.govlora/inspect~refl
igs/iglist.html

Do Do (NTIS Order No. PBS&127152)  or via
Internet at: www.fda.gov/ortinspect-ref/
igs/iglist.html

Do httpYwww.fda.gov/ora/inspect-ref/igs/
acidfgde.htm

February 2001 Do Division of Emergency and Investigational
Operations (HFC-130)  Office  of Regional
Operations, Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20857,
301-443-l 240

March 1998 Do (NTIS Order No. PB-98-137128) or via Inter
net at: www.fda.govloraiinspect~refJig~
iglist.html

February 1998 Do Internet at: www.fda.gov/oraIinspec-ref/
igs/iglist.html

March 1998 Do Do Internet at: www.fda.govlora/inspect~ref~
igs/iglist.html

April 2001 Do Do Internet at: www.fda.gov/ora/inspeti-ref/
igsliglisthtml

Do Do Internet at: www.fda.gov/ora/inspect_ref/
igf/foodcomp.html

August 1998

July 1999 Do Do Revision not available on Internet

August 1999 Do Do Internet at: www.fda.gov/oraIinspect-ref/
igs/qsit/QSITGUIDE.PDF

April 2001 Do Do Internet at: httpJAvww.fda.gov/ora/in-
spect-ref/igs/iglist.html

April 1999 Do Do Internet at: www.fda.gov/ora/compIi-
ante-ref/bimo/ffinalact.hbnl

October I,1999 Do 10 Internet at: www.fda.gov/ora/compli-
ance~ref/Bimo/7348_001/default.html

October 1, 1991 Do Division  of Compliance Policy (HFC-230).
Office of Enforcement, Food and Drug Ad-
ministration, 5600 Fishers Lane, Rockville,
MD 20857,301-827-0420

Division  of Compliance Policy (HFC-23O),
Office of Enforcement, Food and Drug Ad-
ministration, 5600 Fishers Lane, Rockville,
MD 20857,301-827-0420

January 1988 FDA Regulated Industry
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VIII. GUIDANCE  DOCUMENTS  issuED  BY THE  OFFICE OF REGULATORY  AFFAIRS (ORA)-Continued

Name of Document

Small Business Guide to FDA (FDA 96-
1092)

Compliance Program 7348.808 Bio-
research Monitoring: Good Laboratory
Practices (Nonclinical)

Compliance Program 7348.809 Bio-
research Monitorfng: Institutional Re-
view Board

Compliance Program 7348.810: Spon-
sors, Contract Research Organiza-
tions and Monitors

Good Laboratory Practice Regulations
Management Briefings

Draft: Guidance for Institutional Review
Boards, Clinical Investigators, and
Sponsors: Exception from Informed
Consent Requirements for Emergency
Research

Date of Issuance

January 1, 1996

Revised August 17,
1998

August 18, 1994

Revised October 30,
1998

4ugust  1979

Warch  31,200O

.
Intended User or Regulatory

Activity

Do

FDA Staff

Do

Do

Do

FDA Regulated Industry

I

s. ,.- _I _,

How to Obtain a Hard Copy of the Document

Federal-State Relations (HFC-150),  Office of
Regulatory Affairs, Food and Drug Admin-
istration, 5600 Fishers Lane, Rockville, MD
20857, 301-827-2905 Internet at:
www.fda.gov/oralindust_assiVdefaolt.htm

Do Internet at: www.fda.gov/ora/compli-
ance_ref/bimo/default.html

D o

Do

30 Internet at: www.fda.gov/ora/compli-
ante-ref/bimo/default.html

10
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Dated: ) Jj-q-o\

October 9, 2001.

-

Margaret M. Dotzel,
Associate Commissioner for Policy.

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