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This guidance provides our current view on the declaration of allulose on Nutrition and
Supplement Facts labels, as well as on the caloric content of allulose. This guidance also
advises manufacturers of our intent to exercise enforcement discretion for the exclusion of
allulose from the amount of “Total Sugars” and “Added Sugars” declared on the label and
the use of a general factor of 0.4 calories per gram (keal/g)? for allulose when determining
“Calories” on the Nutrition and Supplement Facts labels pending review of the issues in a
rulemaking.
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CPG Sec. 130.100 Inspectional Authority; Refusal to Investigation & Enforcement, Food & Color
Permit Inspection. 09/30/1980 Additives Final No
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Human Drug Compounding Outsourcing Facilities Facilities Under Section 503B of the FD&C Act
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for Animal Food Additive Petitions or Generally Animal Food Additive Petitions or Generally Animal Food Additives, Generally Recognized
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CVM GFI #264 Standardized Medicated Feed Assay
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Ingredient 06/29/2009 |Center for Food Safety and Applied Nutrition |lliness, Food & Beverage Safety Draft No 08/28/2009 FDA-2009-D-0271
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Draft Guidance for Industry: Regulatory Submissions
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Drug Safety Information -- FDA's Communication to  |Safety Information -- FDA's Communication to

the Public the Public 03/08/2012 Safety - Issues, Errors, and Problems Final No
PDF (205.82 KB)PDF (205.82 KB) of Drug-

Drug-Induced Liver Injury: Premarketing Clinical Induced Liver Injury: Premarketing Clinical Center for Drug Evaluation and Research

Evaluation Evaluation 07/29/2009 |Center for Biologics Evaluation and Research |Safety - Issues, Errors, and Problems Final No FDA-2008-D-0128
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Assessment of Food Ingredients 07/02/2007 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No
PDF (117.29 KB)PDF (117.29 KB) of Guidance
Guidance for Industry: Frequently Asked Questions  |for Industry: Frequently Asked Questions
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for Industry: Assessing the Effects of
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Substances Added to Foods, Including Beverages and |Substances Added to Foods, Including Food & Beverage Safety, Ingredients, Food &
Dietary Supplements Beverages and Dietary Supplements 01/14/2014 |Center for Food Safety and Applied Nutrition |Beverage Safety Final No FDA-2009-D-0542
Guidance for Industry: Estimating Dietary Intake of
Substances in Food 08/01/2006 |Center for Food Safety and Applied Nutrition [Food & Color Additives, Ingredients Final No
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Guidance for Industry: Food Additive Petition

Expedited Review 09/30/2010 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No FDA-2013-5-0610
PDF (98.28 KB)PDF (98.28 KB) of Guidance for
Industry: Guide to Minimize Microbial Food

Guidance for Industry: Guide to Minimize Microbial  |Safety Hazards for Fresh Fruits and Fruit/Fruit Product , Produce, Safety - Issues,

Food Safety Hazards for Fresh Fruits and Vegetables |Vegetables 10/25/1998 |Center for Food Safety and Applied Nutrition |Errors, and Problems, Vegetable Products Final No FDA-1997-N-0152

Guidance for Industry: Guidelines for Determining Food & Beverage Safety, Labeling, Nutrition

Metric Equivalents of Household Measures 09/30/1993 |Center for Food Safety and Applied Nutrition |Label, Packaging, Ingredients Final No FDA-2013-5-0610
PDF (132.05 KB)PDF (132.05 KB) of Guidance

Guidance for Industry: Highly Concentrated Caffeine |for Industry: Highly Concentrated Caffeine in Caffeine , Food & Beverage Safety, Ingredient

in Dietary Supplements Dietary Supplements 04/16/2018 |Center for Food Safety and Applied Nutrition |Level, Nutrition, Food & Beverage Safety Final No FDA-2018-D-1189

Guidance for Industry: Measures to Address the Risk

for Contamination by Salmonella Species in Food Nuts & Nut Products, Ingredients, Foodborne

Containing a Peanut-Derived Product as an Ingredient 03/11/2009 |Center for Food Safety and Applied Nutrition |llIness Final No FDA-2009-D-0060
PDF (92.1 KB)PDF (92.1 KB) of Guidance for

Guidance for Industry: Microbiological Considerations |Industry: Microbiological Considerations for

for Antimicrobial Food Additive Submissions Antimicrobial Food Additive Submissions 05/31/2008 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No FDA-2007-D-0207

Guidance for Industry: Preparation of Food Contact

Notifications for Food Contact Substances (Toxicology

Recommendations) 04/01/2002 |Center for Food Safety and Applied Nutrition [Food & Color Additives, Ingredients Final No FDA-2013-5-0610
PDF (281.59 KB)PDF (281.59 KB) of Guidance
for Industry: Preparation of Food Contact

Guidance for Industry: Preparation of Food Contact  |Notifications for Food Contact Substances in

Notifications for Food Contact Substances in Contact |Contact with Infant Formula and/or Human Food & Color Additives, Infant Formula &

with Infant Formula and/or Human Milk Milk 05/08/2019 |Center for Food Safety and Applied Nutrition |Foods, Milk/Milk Product Final No FDA-2016-D-1814

Guidance for Industry: Preparation of Premarket

Submissions for Food Contact Substances (Chemistry Food & Beverage Safety, Food & Color

Recommendations) 12/01/2007 |Center for Food Safety and Applied Nutrition |Additives, Ingredients Final No FDA-2013-5-0610

Guidance for Industry: Preparing a Claim of

Categorical Exclusion or an Environmental

Assessment for Submission to CFSAN 05/16/2006 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No FDA-2013-5-0610

Guidance for Industry: Preparing a Claim of

Categorical Exclusion or an Environmental Center for Food Safety and Applied Nutrition,

Assessment for Submission to CFSAN - Appendix A 05/01/2006 |Office of Food Additive Safety Food & Color Additives Final No

Guidance for Industry: Preparing a Claim of

Categorical Exclusion or an Environmental Center for Food Safety and Applied Nutrition,

Assessment for Submission to CFSAN - Appendix B 05/01/2006 |Office of Food Additive Safety Food & Color Additives Final No

Guidance for Industry: Preparing a Claim of

Categorical Exclusion or an Environmental Center for Food Safety and Applied Nutrition,

Assessment for Submission to CFSAN - Appendix C 05/16/2006 |Office of Food Additive Safety Food & Color Additives Final No

Guidance for Industry: Preparing a Claim of

Categorical Exclusion or an Environmental Center for Food Safety and Applied Nutrition,

Assessment for Submission to CFSAN - Appendix D 05/16/2006 |Office of Food Additive Safety Food & Color Additives Final No

Guidance for Industry: Preparing a Claim of

Categorical Exclusion or an Environmental

Assessment for Submission to CFSAN - Appendix E (40 Center for Food Safety and Applied Nutrition,

CFR 1508.27) 05/16/2006 |Office of Food Additive Safety Food & Color Additives Final No

Guidance for Industry: Preparing a Claim of

Categorical Exclusion or an Environmental Center for Food Safety and Applied Nutrition,

Assessment for Submission to CFSAN - Attachment 1 05/16/2006 |Office of Food Additive Safety Food & Color Additives Final No

Guidance for Industry: Preparing a Claim of

Categorical Exclusion or an Environmental Center for Food Safety and Applied Nutrition,

Assessment for Submission to CFSAN - Attachment 2 05/16/2006 |Office of Food Additive Safety Food & Color Additives Final No
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Guidance for Industry: Preparing a Color Additive
Petition for Submission to the Center for Food Safety
and Applied Nutrition for Color Additives Used in or

Center for Food Safety and Applied Nutrition,

on Contact Lenses 05/01/2006 |Office of Food Additive Safety Food & Color Additives Final No

Guidance for Industry: Pre-Petition Consultations for

Food Additives and Color Additives 04/01/2005 |Center for Food Safety and Applied Nutrition |Food & Color Additives, Ingredients Final No FDA-2013-5-0610

Guidance for Industry: Questions and Answers About Food & Beverage Safety, Food & Color

the Food Additive or Color Additive Petition Process 03/31/2011 |Center for Food Safety and Applied Nutrition |Additives, Food & Beverage Safety Final No FDA-2013-5-0610

Guidance for Industry: Recommendations for

Submission of Chemical and Technological Data for

Direct Food Additive Petitions 03/22/2009 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No FDA-2013-5-0610
PDF (100.85 KB)PDF (100.85 KB) of Guidance

Guidance for Industry: Recommendations for for Industry: Recommendations for

Submission of Chemical and Technological Data for  |Submission of Chemical and Technological

Food Additive Petitions and GRAS Notices for Enzyme |Data for Food Additive Petitions and GRAS

Preparations Notices for Enzyme Preparations 06/30/2010 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No
PDF (176.65 KB)PDF (176.65 KB) of Guidance

Guidance for Industry: Regulatory Framework for for Industry: Regulatory Framework for

Substances Intended for Use in Human Food or Substances Intended for Use in Human Food

Animal Food on the Basis of the Generally Recognized |or Animal Food on the Basis of the Generally

as Safe (GRAS) Provision of the Federal Food, Drug, Recognized as Safe (GRAS) Provision of the Center for Food Safety and Applied Nutrition

and Cosmetic Act Federal Food, Drug, and Cosmetic Act 11/01/2017 |Center for Veterinary Medicine GRAS Final No FDA-2016-D-4484

Guidance for Industry: Submitting Requests under 21

CFR 170.39 Threshold of Regulation for Substances

Used in Food-Contact Articles 04/01/2005 |Center for Food Safety and Applied Nutrition [Food & Color Additives, Ingredients Final No FDA-2013-5-0610

Guidance for Industry: Summary Table of

Recommended Toxicological Testing for Additives

Used in Food 06/01/2006 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No FDA-2013-5-0610

Guidance for Industry: Templates for Reporting

Toxicology Data 05/11/2005 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No FDA-2013-5-0610
PDF (266.49 KB)PDF (266.49 KB) of Guidance

Guidance for Industry: Temporary Policy for for Industry: Temporary Policy for

Preparation of Certain Alcohol-Based Hand Sanitizer |Preparation of Certain Alcohol-Based Hand Public Awareness, Current Good

Products During the Public Health Emergency (COVID- |Sanitizer Products During the Public Health Manufacturing Practice (CGMP), Over-the-

19) Emergency (COVID-19) 03/19/2020 |Center for Drug Evaluation and Research Counter Drugs, Pharmaceutical Quality Final No FDA-2020-D-1106

Contaminants, Food & Beverage Safety, Food

Guidance for Industry: Use of Recycled Plastics in & Color Additives, Ingredients, Potential

Food Packaging (Chemistry Considerations) 08/07/2006 |Center for Food Safety and Applied Nutrition |Metal or Chemical Contaminant Final No
PDF (60.37 KB)PDF (60.37 KB) of Heparin for
Drug and Medical Device Use: Monitoring Center for Veterinary Medicine Center for

Heparin for Drug and Medical Device Use: Monitoring|Crude Heparin for Quality: Guidance for Drug Evaluation and Research Center for Current Good Manufacturing Practice

Crude Heparin for Quality: Guidance for Industry Industry 06/25/2013 |Devices and Radiological Health (CGMP), Pharmaceutical Quality Final No FDA-2012-D-0083
PDF (2.18 MB)PDF (2.18 MB) of Immediately

Immediately in Effect Guidance Document: Product |in Effect Guidance Document: Product Postmarket, Premarket, 510(k), Labeling,

Labeling for Laparoscopic Power Morcellators: Labeling for Laparoscopic Power Safety - Issues, Errors, and Problems,

Guidance for Industry and Food and Drug Morcellators: Guidance for Industry and Food Obstetrical & Gynecological, General & Plastic

Administration Staff and Drug Administration Staff 11/25/2014 |Center for Devices and Radiological Health Surgery Final No 01/23/2015 FDA-2014-D-1804
PDF (62.13 KB)PDF (62.13 KB) of

Implementation of Section 120 of the Food and Drug |Implementation of Section 120 of the Food

Administration Modernization Act of 1997-Advisory |and Drug Administration Modernization Act

Committees of 1997-Advisory Committees 10/01/1998 |Center for Drug Evaluation and Research Administrative / Procedural Final No
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Information to Support a Claim of Electromagnetic
Compatibility (EMC) of Electrically-Powered Medical
Devices: Guidance for Industry and Food and Drug

PDF (295.55 KB)PDF (295.55 KB) of
Information to Support a Claim of
Electromagnetic Compatibility (EMC) of
Electrically-Powered Medical Devices:
Guidance for Industry and Food and Drug

Premarket, Biotechnology, 510(k), IVDs (In
Vitro Diagnostic Devices), Radiological Health,
Safety - Issues, Errors, and Problems, Device
Exception (IDE), Anesthesiology , HUD/HDE,
Laboratory Tests, Physical Medicine,
Orthopedic, Ophthalmic, Neurological,
Cardiovascular, Ear, Nose & Throat ,

Administration Staff Administration Staff 07/11/2016 |Center for Devices and Radiological Health Radiology Final No FDA-2015-D-3787
PDF (85.62 KB)PDF (85.62 KB) of Investigating
Out-of-Specification Test Results for
Investigating Out-of-Specification Test Results for Pharmaceutical Production: Guidance for Current Good Manufacturing Practice
Pharmaceutical Production: Guidance for Industry Industry 10/12/2006 |Center for Drug Evaluation and Research (CGMP), Pharmaceutical Quality Final No FDA-1998-D-0019
PDF (359.16 KB)PDF (359.16 KB) of List of
List of Highest Priority Devices for Human Factors Highest Priority Devices for Human Factors Postmarket, Premarket, Labeling, Premarket
Review: Draft Guidance for Industry and Food and Review: Draft Guidance for Industry and Food Approval (PMA), Safety - Issues, Errors, and
Drug Administration Staff and Drug Administration Staff 02/03/2016 |Center for Devices and Radiological Health Problems, Device Exception (IDE) Draft No 04/03/2016 FDA-2015-D-4599
PDF (155.82 KB)PDF (155.82 KB) of Media Fills
Media Fills for Validation of Aseptic Preparations for |for Validation of Aseptic Preparations for Current Good Manufacturing Practice
Positron Emission Tomography Positron Emission Tomography 04/11/2012 |Center for Drug Evaluation and Research (CGMP), Pharmaceutical Quality Final No FDA-2011-D-0691
PDF (66.81 KB)PDF (66.81 KB) of Medication
Medication Guides — Adding a Toll-Free Number for |Guides — Adding a Toll-Free Number for Administrative / Procedural, Safety - Issues,
Reporting Adverse Events Reporting Adverse Events 06/08/2009 |Center for Drug Evaluation and Research Errors, and Problems Final No FDA-2009-D-0217
PDF (91.2 KB)PDF (91.2 KB) of Medication
Medication Guides — Distribution Requirements and |Guides — Distribution Requirements and
Inclusion in Risk Evaluation and Mitigation Strategies |Inclusion in Risk Evaluation and Mitigation Center for Drug Evaluation and Research
(REMS) Strategies (REMS) 11/18/2011 |Center for Biologics Evaluation and Research |Safety - Issues, Errors, and Problems Final No
PDF (555.69 KB)PDF (555.69 KB) of Mixing,
Mixing, Diluting, or Repackaging Biological Products |Diluting, or Repackaging Biological Products
Outside the Scope of an Approved Biologics License  |Outside the Scope of an Approved Biologics Compounding, Current Good Manufacturing
Application: Guidance for Industry License Application: Guidance for Industry ~ |01/18/2018 |Center for Drug Evaluation and Research Practice (CGMP), Pharmaceutical Quality Final No 03/13/2017
PDF (73.83 KB)PDF (73.83 KB) of National
National Uniformity for Nonpresciption Drugs - Uniformity for Nonpresciption Drugs -
Ingredient Listing for OTC Drugs Ingredient Listing for OTC Drugs 04/09/1998 |Center for Drug Evaluation and Research Administrative / Procedural Final No FDA-1998-D-1007
PDF (70.18 KB)PDF (70.18 KB) of Non-
Non-Penicillin Beta-Lactam Drugs: A CGMP Penicillin Beta-Lactam Drugs: A CGMP
Framework for Preventing Cross-Contamination: Framework for Preventing Cross- Current Good Manufacturing Practice
Guidance for Industry Contamination: Guidance for Industry 04/17/2013 |Center for Drug Evaluation and Research (CGMP), Pharmaceutical Quality Final No FDA-2011-D-0104
PDF (173.4 KB)PDF (173.4 KB) of Organ-
Organ-Specific Warnings: Internal Analgesic, Specific Warnings: Internal Analgesic,
Antipyretic, and Antirheumatic Drug Products for Antipyretic, and Antirheumatic Drug Products Compliance, Current Good Manufacturing
Over-the-Counter Human Use —: Guidance for for Over-the-Counter Human Use —: Practice (CGMP), Over-the-Counter Drugs,
Industry Guidance for Industry 11/17/2015 |Center for Drug Evaluation and Research Pharmaceutical Quality Final No FDA-2012-D-0529
PDF (81.71 KB)PDF (81.71 KB) of Over-the- Administrative / Procedural, Combination
Over-the-Counter Pediatric Oral Liquid Drug Products |Counter Pediatric Oral Liquid Drug Products Products, Over-the-Counter Drugs, Safety -
Containing Acetaminophen Containing Acetaminophen 08/05/2015 |Center for Drug Evaluation and Research Issues, Errors, and Problems Final No FDA-2014-D-1473
Center for Food Safety and Applied Nutrition
Center for Veterinary Medicine Office of Postmarket, Compliance, Electronic
Regulatory Affairs Center for Drug Evaluation [Submissions, Investigation & Enforcement,
PDF (43.9 KB)PDF (43.9 KB) of Part 11, and Research Center for Devices and Administrative / Procedural, Current Good
Part 11, Electronic Records; Electronic Signatures - Electronic Records; Electronic Signatures - Radiological Health Center for Biologics Manufacturing Practice (CGMP), Food & Color
Scope and Application: Guidance for Industry Scope and Application: Guidance for Industry |09/05/2003 |Evaluation and Research Additives, Good Clinical Practice (GCP) Final No FDA-2003-D-0143
PDF (210.76 KB)PDF (210.76 KB) of PAT — A
PAT — A Framework for Innovative Pharmaceutical |Framework for Innovative Pharmaceutical Center for Veterinary Medicine Office of Investigation & Enforcement, Current Good
Development, Manufacturing, and Quality Assurance: | Development, Manufacturing, and Quality Regulatory Affairs Center for Drug Evaluation |Manufacturing Practice (CGMP),
Guidance for Industry Assurance: Guidance for Industry 10/04/2004 |and Research Pharmaceutical Quality Final No FDA-2003-D-0032
PDF (39.46 KB)PDF (39.46 KB) of Pediatric
Pediatric Expertise for Advisory Panels - Guidance for |Expertise for Advisory Panels - Guidance for
Industry and FDA Staff Industry and FDA Staff 06/02/2003 |Center for Devices and Radiological Health Advisory Committees, Final No FDA-2003-D-0147
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PET Drug Products - Current Good Manufacturing

PDF (399.04 KB)PDF (399.04 KB) of PET Drug
Products - Current Good Manufacturing

Current Good Manufacturing Practice

Practice (CGMP) Practice (CGMP) 12/10/2009 |Center for Drug Evaluation and Research (CGMP), Pharmaceutical Quality Final No FDA-1998-D-0025
PDF (228.68 KB)PDF (228.68 KB) of PET Drugs-
PET Drugs--Current Good Manufacturing Practice -Current Good Manufacturing Practice Current Good Manufacturing Practice
(CGMP); Small Entity Compliance Guide (CGMP); Small Entity Compliance Guide 08/05/2011 |Center for Drug Evaluation and Research (CGMP), Pharmaceutical Quality Final No FDA-2011-D-0541
PDF (136.64 KB)PDF (136.64 KB) of
Pharmaceutical Components at Risk for
Pharmaceutical Components at Risk for Melamine Melamine Contamination: Guidance for Center for Veterinary Medicine Center for Current Good Manufacturing Practice
Contamination: Guidance for Industry Industry 08/06/2009 |Drug Evaluation and Research (CGMP), Pharmaceutical Quality Final No FDA-2009-D-0354
PDF (7.73 KB)PDF (7.73 KB) of Possible Center for Drug Evaluation and Research
Possible Dioxin/PCB Contamination of Drug and Dioxin/PCB Contamination of Drug and Center for Biologics Evaluation and Research |Current Good Manufacturing Practice
Biological Products Biological Products 08/23/1999 |Center for Veterinary Medicine (CGMP), Pharmaceutical Quality Final No
PDF (1.23 MB)PDF (1.23 MB) of Postmarket
Postmarket Management of Cybersecurity in Medical |Management of Cybersecurity in Medical Postmarket, Premarket, 510(k), Labeling,
Devices: Guidance for Industry and Food and Drug Devices: Guidance for Industry and Food and Premarket Approval (PMA), Safety - Issues,
Administration Staff Drug Administration Staff 12/28/2016 |Center for Devices and Radiological Health Errors, and Problems, Digital Health Final No FDA-2015-D-5105
PDF (187.63 KB)PDF (187.63 KB) of Center for Food Safety and Applied Nutrition
Postmarketing Adverse Event Reporting for Center for Drug Evaluation and Research
Postmarketing Adverse Event Reporting for Medical |Medical Products and Dietary Supplements Center for Devices and Radiological Health
Products and Dietary Supplements During a Pandemic|During a Pandemic 05/11/2020 |Center for Biologics Evaluation and Research |Safety - Issues, Errors, and Problems Final No FDA-2008-D-0610
PDF (380.54 KB)PDF (380.54 KB) of
Postmarketing Safety Reporting for Human Drug and |Postmarketing Safety Reporting for Human
Biological Products Including Vaccines: Draft Guidance|Drug and Biological Products Including Center for Drug Evaluation and Research Safety - Issues, Errors, and Problems,
for Industry Vaccines: Draft Guidance for Industry 03/12/2001 |Center for Biologics Evaluation and Research [Vaccines Draft No FDA-2001-D-0506
PDF (169.24 KB)PDF (169.24 KB) of
Preparation and Public Availability of Information Preparation and Public Availability of
Given to Advisory Committee Members: Guidance Information Given to Advisory Committee Office of the Commissioner, Office of Clinical
for Industry Members: Guidance for Industry 08/01/2008 |Policy and Programs, Office of Clinical Policy |Advisory Committees, Food & Color Additives |Final No
PDF (795.48 KB)PDF (795.48 KB) of
Preparation of Investigational New Drug
Preparation of Investigational New Drug Products Products (Human and Animal): Guidance for Current Good Manufacturing Practice
(Human and Animal): Guidance for Industry Industry 11/01/1992 |Center for Drug Evaluation and Research (CGMP), Pharmaceutical Quality Final No
Center for Food Safety and Applied Nutrition
Center for Tobacco Products Office of the
Commissioner, Office of Clinical Policy and
Programs, Office of Clinical Policy Center for
PDF (946.76 KB)PDF (946.76 KB) of Drug Evaluation and Research Center for
Procedures for Evaluating Appearance Issues Devices and Radiological Health Center for
Procedures for Evaluating Appearance Issues and and Granting Authorizations for Participation Biologics Evaluation and Research Office of
Granting Authorizations for Participation in FDA in FDA Advisory Committees: Draft Guidance the Commissioner, Office of the Chief
Advisory Committees: Draft Guidance for the Public, |for the Public, FDA Advisory Committee Scientist, National Center for Toxicological
FDA Advisory Committee Members, and FDA Staff Members, and FDA Staff 06/29/2016 |Research Advisory Committees, Draft No 06/29/2016 FDA-2016-D-1399
Premarket, Advisory Committees, 510(k),
Administrative / Procedural, IVDs (In Vitro
Diagnostic Devices), Labeling, Laser Notice,
Premarket Approval (PMA), Safety - Issues,
Errors, and Problems, Anesthesiology ,
HUD/HDE, Laboratory Tests, Physical
Medicine, Orthopedic, Ophthalmic,
Obstetrical & Gynecological, Neurological,
Molecular and Clinical Genetics, Immunology
& Microbiology , Cardiovascular , Hematology
PDF (443.17 KB)PDF (443.17 KB) of & Pathology , General Hospital & Personal
Procedures for Meetings of the Medical Use , General & Plastic Surgery ,
Procedures for Meetings of the Medical Devices Devices Advisory Committee: Guidance for Gastroenterology-Urology , Ear, Nose &
Advisory Committee: Guidance for Industry and Food |Industry and Food and Drug Administration Throat, Dental , Clinical Chemistry & Clinical
and Drug Administration Staff Staff 09/01/2017 |Center for Devices and Radiological Health Toxicology , Radiology Final No 05/29/2015 FDA-2015-D-0838
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Process Validation: General Principles and Practices:

PDF (371.9 KB)PDF (371.9 KB) of Process
Validation: General Principles and Practices:

Center for Veterinary Medicine Center for
Drug Evaluation and Research Center for

Current Good Manufacturing Practice

Guidance for Industry Guidance for Industry 01/25/2011 |Biologics Evaluation and Research (CGMP), Pharmaceutical Quality Final No FDA-2008-D-0559
PDF (273 KB)PDF (273 KB) of Product Labeling
Product Labeling for Certain Ultrasonic Surgical for Certain Ultrasonic Surgical Aspirator Premarket, 510(k), Labeling, Safety - Issues,
Aspirator Devices: Guidance for Industry and Food Devices: Guidance for Industry and Food and Errors, and Problems, Obstetrical &
and Drug Administration Staff Drug Administration Staff 10/30/2017 |Center for Devices and Radiological Health Gynecological, General & Plastic Surgery Final No 01/09/2017 FDA-2016-D-3275
PDF (115.79 KB)PDF (115.79 KB) of Providing
Providing Postmarket Periodic Safety Reports in the |Postmarket Periodic Safety Reports in the ICH
ICH E2C(R2) Format (Periodic Benefit-Risk Evaluation |E2C(R2) Format (Periodic Benefit-Risk Center for Drug Evaluation and Research
Report) Evaluation Report) 11/29/2016 |Center for Biologics Evaluation and Research |Safety - Issues, Errors, and Problems Final No FDA-2013-D-0349
PDF (77.06 KB)PDF (77.06 KB) of Providing
Providing Submissions in Electronic Format — Submissions in Electronic Format —
Postmarketing Safety Reports for Vaccines: Guidance |Postmarketing Safety Reports for Vaccines: Postmarket, Electronic Submissions, Safety -
for Industry Guidance for Industry 08/18/2015 |Center for Biologics Evaluation and Research |lIssues, Errors, and Problems, Vaccines Final No FDA-2014-D-0903
PDF (93.78 KB)PDF (93.78 KB) of Public
Public Availability of Advisory Committee Members' |Availability of Advisory Committee Members'
Financial Interest Information and Waivers: Guidance |Financial Interest Information and Waivers:
for the Public, FDA Advisory Committee Members, Guidance for the Public, FDA Advisory Office of the Commissioner, Office of Clinical
and FDA Staff Committee Members, and FDA Staff 02/28/2014 |Policy and Programs, Office of Clinical Policy |Advisory Committees, Food & Color Additives |Final No
PDF (127.96 KB)PDF (127.96 KB) of Public
Notification of Emerging Postmarket Medical
Public Notification of Emerging Postmarket Medical |Device Signals ("Emerging Signals"):
Device Signals ("Emerging Signals"): Guidance for Guidance for Industry and Food and Drug Postmarket, Safety - Issues, Errors, and
Industry and Food and Drug Administration Staff Administration Staff 12/14/2016 |Center for Devices and Radiological Health Problems Final No FDA-2015-D-4803
Center for Veterinary Medicine Office of
Regulatory Affairs Center for Drug Evaluation
PDF (173.71 KB)PDF (173.71 KB) of Pyrogen and Research Center for Devices and Investigation & Enforcement, Current Good
Pyrogen and Endotoxins Testing: Questions and and Endotoxins Testing: Questions and Radiological Health Center for Biologics Manufacturing Practice (CGMP),
Answers Answers 06/28/2012 |Evaluation and Research Pharmaceutical Quality Final No
PDF (197.29 KB)PDF (197.29 KB) of Quality Current Good Manufacturing Practice
Quality Considerations for Continuous Manufacturing |Considerations for Continuous Manufacturing |{02/27/2019 |Center for Drug Evaluation and Research (CGMP), Pharmaceutical Quality Draft No 05/28/2019 FDA-2019-D-0298
Center for Veterinary Medicine Office of
PDF (362.89 KB)PDF (362.89 KB) of Quality Regulatory Affairs Center for Drug Evaluation |Investigation & Enforcement, Current Good
Quality Systems Approach to Pharmaceutical Current |Systems Approach to Pharmaceutical Current and Research Center for Biologics Evaluation |Manufacturing Practice (CGMP),
Good Manufacturing Practice Regulations Good Manufacturing Practice Regulations 10/02/2006 |and Research Pharmaceutical Quality Final No FDA-2004-D-0300
Center for Drug Evaluation and Research
Questions and Answers on Current Good Center for Biologics Evaluation and Research |Current Good Manufacturing Practice
Manufacturing Practices for Drugs 03/30/2018 |Center for Veterinary Medicine (CGMP), Pharmaceutical Quality Final No FDA-2017-D-6821
PDF (89.49 KB)PDF (89.49 KB) of
Recommended Warning for Over-the-Counter
Recommended Warning for Over-the-Counter Acetaminophen-Containing Drug Products
Acetaminophen-Containing Drug Products and and Labeling Statements Regarding Serious Compliance, Current Good Manufacturing
Labeling Statements Regarding Serious Skin Reactions |Skin Reactions 01/11/2017 |Center for Drug Evaluation and Research Practice (CGMP), Over-the-Counter Drugs Final No FDA-2014-D-1862
Center for Food Safety and Applied Nutrition,
Redbook 2000: I Introduction 07/01/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: Il Recommended Toxicity Studies 07/01/2007 |Center for Food Safety and Applied Nutrition |Food & Color Additives Final No
Redbook 2000: IV. A. Introduction to Guidelines for Center for Food Safety and Applied Nutrition,
Toxicity Studies 04/29/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.B.1. General Guidelines for Center for Food Safety and Applied Nutrition,
Designing and Conducting Toxicity Studies 04/29/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.B.2 Guidelines for Reporting the Center for Food Safety and Applied Nutrition,
Results of Toxicity Studies 04/29/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.B.3. Pathology Considerations in Center for Food Safety and Applied Nutrition,
Toxicity Studies 04/29/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.B.4. Statistical Considerations in Center for Food Safety and Applied Nutrition,
Toxicity Studies 06/01/2007 |Office of Food Additive Safety Food & Color Additives Final No 07/01/2007
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Redbook 2000: IV.C.1. Short-Term Tests for Genetic

Center for Food Safety and Applied Nutrition,

Toxicity 07/01/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.1.a. Bacterial Reverse Mutation Center for Food Safety and Applied Nutrition,
Test 07/01/2018 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.1.b. In vitro Mammalian Center for Food Safety and Applied Nutrition,
Chromosomal Aberration Test 11/01/2003 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.1.c Mouse Lymphoma Thymidine Center for Food Safety and Applied Nutrition,
Kinase Gene Mutation Assay 11/01/2013 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.1.d. Mammalian Erythrocyte Center for Food Safety and Applied Nutrition,
Micronucleus Test 07/01/2000 |Office of Food Additive Safety Food & Color Additives Final No
Center for Food Safety and Applied Nutrition,
Redbook 2000: IV.C.10. Neurotoxicity Studies 07/01/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.3.a. Short-Term Toxicity Studies Center for Food Safety and Applied Nutrition,
with Rodents 11/01/2003 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.3.b. Short-Term Toxicity Studies Center for Food Safety and Applied Nutrition,
with Non-Rodents 11/01/2003 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.4.a. Subchronic Toxicity Studies Center for Food Safety and Applied Nutrition,
with Rodents 11/01/2003 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.4.b. Subchronic Toxicity Studies Center for Food Safety and Applied Nutrition,
with Non-Rodents 11/01/2003 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.5.a. Chronic Toxicity Studies with Center for Food Safety and Applied Nutrition,
Rodents 07/01/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.5.b. One-Year Toxicity Studies Center for Food Safety and Applied Nutrition,
with Non-Rodents 11/01/2003 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.6. Carcinogenicity Studies with Center for Food Safety and Applied Nutrition,
Rodents 01/01/2006 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.7. Combined Chronic Center for Food Safety and Applied Nutrition,
Toxicity/Carcinogenicity Studies with Rodents 07/01/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.8. In-Utero Exposure Phase for
Addition to Carcinogenicity Studies or Chronic Toxicity Center for Food Safety and Applied Nutrition,
Studies with Rodents 07/01/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.9.a. Guidelines for Reproduction Center for Food Safety and Applied Nutrition,
Studies 07/01/2007 |Office of Food Additive Safety Food & Color Additives Final No
Redbook 2000: IV.C.9.b. Guidelines for Center for Food Safety and Applied Nutrition,
Developmental Toxicity Studies 07/01/2000 |Office of Food Additive Safety Food & Color Additives Final No
Center for Food Safety and Applied Nutrition,
Redbook 2000: VI.B Epidemiology 10/01/2001 |Office of Food Additive Safety Food & Color Additives Final No
Center for Food Safety and Applied Nutrition,
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