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CBER GUIDANCE DOCUMENTS (OBTAINED FROM THE FDA WEB SITE ON MARCH 14, 2006) 

2006 - 

Draft Guidance for Industry: Clinical Data Needed to Support the licensure of Pandemic Influenza Vaccines--312J?_006 
Draft Guidance (or Industry: Clinical Data Needed to Support the Licansura of Trivalent Inactivated Influenza Vaccines-3/2,12006 
FDA Initiative Helps Expedite Development of Seasonal and Pandemic Flu Vaccines-312i2006 

Guidance for industry : Reports on the Status of Postmarketing Study Corrmitments--implememation of Section 130 of the Food and Drug Administration Mod-
ernization Act of 1997-2J15i2006 

Guidance for Industry : Considerations for Developmental Toxicity Studies for Preventive and Therapeutic Vaccines for infectious Disease Indicaiions-2/13/2006 
Draft Guidance for Industry : Patient-Reported Outcome Measures : Use in Medical Product Development to Suppor', Labeling Claims-2/2/2006 
Guidance for Industry : Adverse Reactions Section of Labeling for Human Prescription Drug and Biological Products-Content and Format- 1 /1 &Q006 
Guidance for Industry : Clinical Studies Section of Labeling for Human Prescription Drug and Biological Products-Content and Format--1/18/2006 
Draft Guidance for Industry : Warnings and Precautions, ConVaindications, and Boxed Warning Sections of Labeling for Human Prescription Drug and Biological 
Products-Content and Forrriat-1/18/2006 

Draft Guidance for Industry : Labeling for Human Prescription Drug and Biological Products- Implementing the New Contenr and Formal Requirements-1/18/2006 
Draft Guidance for Industry : INDs-Approaches to Complying with CGIMF During Phase 1-7112/2006 
Guidance for Industry : Formal Dispute Resolution : Scientific and Technical Issues-Related to Pharmaceutical CGh1P-1,11 1/20C-6 
Guidance for Indusiry. Fast Track Drug Development Programs-Designation, Development, and Application Review- 9/'. 112006 
Appendix ?_ 
Appendix 3--CDER MAPP 6020 3, CQER SOPP E405 
Appendix 4 

2005 

Draft Guidance for Clinical Trial Sponsors : Establishment and Operation of Clinical Trial Data Monitoring Gommitt~es-? 2r30/2G05 
FEDERAL REGISTER : Agency Information Collection Activities ; Submission ior Office of Management and Budqet Review; Comment Request : Draft Guidance ior 

Clinical Trial Sponsors : Establishment and Operaticn of Clinical Trial Data Monitoring Comm+ttees--1210,,3005 
Draft Guidance for Industry : Safety, Efficacy, and Pharmacok.metic Studies to Fapport Marke',ing of Immune Globulin intravenous (Human) as Replacement Therapy 

for Primary Humoral Immnnodeficiency-11 :30/2005 
Guidance for Industry MedWatch Form FDA 3500A : Mandz?ory Report :ng ci Adverse Reactions Re!ated te Human Cells, Tissue ;,, and Cellular and Tissue-Based 

Products (HCTiPs)-11/30i2005 
Draft Guidance for Industry : Recommendations for Implementing a CaUectien Prcgram for Source f lasrna Containing Disease -Associated and Other Immunogicbulm 

(IgG) Antibodies-10,19i2005 
International Conference on HarmonlsaUCn (ICN) ; Guidance for Indusiry : E14 Clinical Evaluation os ()TIQTc Intervai Prolongation and Prcarrhylhmic Potential for 

Non-Antiarrhythmic Drugs-t0/19/2005 



CBER GUIDANCE DOCUMENTS (dETASNED FROF:n THE FDA WEB SITE ON MARCH 14, 2006)-Continued 
International Conference on Harmonisation (iCH): Guidance for Industry : S7E Nonciin;cal Evaluatir,n of ihe F'otenliai ior Delayed `Jen(riaIiar RePolarization (OT in-terval Prolongation) by Human Pharmaceuticals-10/19i2005 
Guidance ?or Industry : Providing Regulatory Submissions in Electronic Format-Human Pharmaceutical Product Applications and Related Submissions Using the eGTD Specifications-10/78/2005 
International Conference on Harmoms2tion (ICHj ; Guidance for Industry Grarularity Document Annex to M4 Org lzation of ,he CTD--10118f2005 
Draft Guidance for Industry and FDA Staff : Compliance with Section 301 ~f the Medical Uevic~ User Fr ;c; and nhodemizalion Act of 2002, as amended-ProminanF 
and Conspicuous Mark of Manufacturers on Single-Use Devices-10/ i/?COS 

Draft Guidance for Industry and FDA Staff : Compliance with Seciion 30° of ih,a Medical Dev;ce User Fee and Mociemiza.ion Act of 20C2-Identification of Manufac-turer of Dl~edical Devices-E~19/2003 
Draft Guidance for Industry and FDA Review Staff : Collection of Platelets by i,u:omated Methcds-913Q%2005 
International Conference on Harmonisation (ICHy; Guidance for Industry : E2B;R) Cfwieai Safety Baia Management : Data Elements for Transmission of Individual Case Safety Reports-9/30'2005 
Draft Guidance for Industry : Using Electronic Means to Distribute Certain Proc~uc~ Intorrna!lon-9%2912005 
Guidance for industry : Collection of Race and Ethnicity Data in Clinical Trials� -9/19/2005 
Guidance for Industry, FDA Staff, and FDA-Accredited Third Parties : Requests for Inspection by an Accredited Person under the Inspection ay Accredited Persons Program Authorized by Section 201 0( the Medical Device User Fee and Mridemization Act of 2002-9/1 5,12005 
Draft Guidance for Industry : How (o Comply with the Pediatric Research Equity Aci-9/7/2005 
International Conference on Harmonisation (ICH); Draft Guideiine : N/5 Data Eiements and Standards for Drug Dictionaries--9i2,2005 
Draft Guidance for Industry: Gane Therapy Clinical Triais-Observing Participants for Delayed Adverse tven°,s-8123i2005 
International Conference on Harmonisation (ICH); Draft Consensus Guldeiine : Q9 Quality Risk Management-8/5%2005 
Draft Guidance for Industry : Nucleic Acid Testing (NAT) for Human ?mmunodeficiancy Virus Type 1 (HIV-i) and Hepatitis C Virus (HCVI Testing, Product Disposi-tion, and Donor Deferral and Reentry-7/19i2005 
Draft Guidance : Emergency Use Authorization of Medical Products- 7i512005 
FEDERAL REGISTER : Guidance for Industry : Discontinuation of Donor Deferral Related to Recent Fev,-r with Headache as a Symptom of West Nile Virus Infection ; Withdrawal of Guidance-6130/2005 
International Conference on Harmonisation (ICH); Guidance for Industry : 05E Comparability of SiotechnologicaVBieiogicaf Products Subject to Changes in Their Manufacturing Process- 6/2'9.12005 
FEDERAL REGISTER : Draft Guidance for Food and Drug Administration Revi ;~wers : Premarket Notification Submissions for Automated 7esting Instruments Used in Blood Establishments ; Withdrawal of Guidance-6128/2005 
Guidance for Industry : Assessing Donor Suitability and Blood and Blood Product Safety in Cases of Known or Suspected West Nile Virus Infection-6123i2005 Draft Guidance for Industry: Bar Code Label Requirements--Questions and Answers-6!7/2005 
Guidance for Industry : Nonclinical Studies for the Safety Evaluation of Pharmaceutical Excipients-5/1812005 
Guidance for Industry and FDA Staff : Guidance for the Content of PremarkAt Submissions for Software Contained in Medical Device s-5112l2005 
`Draft Guidance for Industry : Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials-4/29"2005 Reviewer Guidance : Evaluating the Risks of Drug Exposure in Human Pregnancies-.4/2712005 
Guidance for Industry and FDA. Staff : Application User Fees for Combination Prcducts-41,21)/2005 
Guidance for Industry : Providing Regulatory Submissions in Electronic Fcrm2t--Corneni of Labeling-4/20/2005 
Guidance for Industry and FDA Staff : Submission and Resolution of Formal Disputes Regarding the Timeliness of Premarket Review of a Combination Product-4l 1112005 
Draft Guidance for Industry : Clinical Trial Endpoints for the Approval of Cancer Drugs and Biologics-41I ;2005 
International Conference on Harmonisation (ICH); Guidance for Industry : E2E Fharmacovigilance Planning--313112005 

' Guidance for Review Staff and Industry: Good Review Management Principles for PDUFA Prod uets-3-30i2DD5 
Guidance for Industry : Premarketing Risk Assessment-312512q05 
Guidance for Industry: Development and Use of Risk Minimization Action Plans(-3,'25/2005 
Guidance for Industry : Good Ptiarmacovigilance Practices and F'harmacoepidemiolog;c Assessment-3/25/2005 
Draft Guidance for Industry : Using a Centralized SRS Review Process in Mul9icenter Clinical Trials-3125/2005 
Guidance for Industry : Pharmacogenomic Data Submissions-312212005 
Attachment to Guidance on F'harmacogenomic Data Submissions-3/2212005 

International Conference on Harmonisation (ICH) Guidance for Industry : M% : eC'TD Specification ; Questions & Answers and Change Requests-3l1 t12005 
Cornpanion Document : Current Q&As and Change Requests-31i 112005-Updated-7i1812005-Updated--1!6/2006 
International Conference on Harmonisation (ICH) Guidance for Industry : tvt2 eCTD : Electronic Common Technical Document Specificatiorr-4/1i2003 International Conference on Harmonisation (ICH) Guidance for industry : EZB(M) : Data Elements for Transmission of Individual Case Safely Reports: Questions and Answers (Revision 2)-3/9/2005 

FEDERAL REGISTER : Draft Guideline for the Validation of Blood Establishment Computer Systems; Withdrawal of Guidance--19/2005 
Draft Guidance for Industry and FDA Staff : Class II Special Controls Guidance Document : Automated Blood Cell Separator Device Operating by Centrifugal or Filtra-tion Separation Principle-3i912005 
Draft Guidance for Industry : Manufacturing Biological Drug Substances, Intermediates, or Products Using Spore-Forming Microorganisms-2/23/2005 Draft Guidance for Industry : Considerations for Piasmid DNA Vaccines for Infectious Disease Indications-2i S 7/2005 

Points to Consider on Plasmid DNA Vaccines for Preventive infectious Disease Indications-1 J. 7!1996 
FEDERAL REGISTER : Annual Comprehensive List of Guidance Documents at :ne Food and Drug Ad minisiration ; Correction-2/1 1,'2005 FEDERAL REGISTER : Annual Comprehensive List of Guidance Documents a? the Food and Drug Admini slration---V5!2C~U5 
International Conference on Harmonisation (ICH); Draft Guidance en 08 Pharmaceutical Developrnent--Z/&/2005 
Draft Guidance for Industry : Clinical Lactation Studies-Study Design, Data Ana'rysis, and Recommendations for Labeliny--27I2005 
International Conference on Harmonisation (ICH) ; Draft Guidance on S8 Immunotoxicity Studies for Human Pharmaceuticals-2/7 I2005 
Guidance for Industry : Submitting Separate Marketing Applications and Clinical Da1a for Purposes of Assessing User F ¬e,-7' :i2005 � ~ ~-. _--- - ~-
2004 

International Conference on Harmonisation (ICH); Guidance ?or Industry : M--4 : GTD---Eff~cacy . Questions and Answers (Revision 3)-12/22/2DOa 
international Conference on Harmonisation (iCH); Guidance for Industry : M4 : Tht- CTD-reneraL Questions and Answers (Rev;,iDn 31-72122/2004 
Guidance for Industry and FDA Staff : Use of Symbols on Labels and in Labeling of In Vitro Diagnostic Devices intended for Prosesslonai Use-11,13012004 Guidance for Industry : Conpnuo ;s Marketing Applications Pilot 2--scientific Fe-~dback and intera(:tions During Development of Fast Track Products Under the Pre- scription Drug User Fee Act o( 1992, Notice of extension of application deddfir;e-1 1,11 9/2004 
Guidance for Industry : Continuous Marketing Applications, Pilot 2-Scientific Feedback and inlerac6ons During Development et Fast Track Products Unc:ar 
PDUFA--701612003 

Guidance for Industry and FDA Staff: Resolution of Dispuies Concammg Paymeot or Refund of Medical U2vice User Fees Under MpUFMA-11/17i2004 
Guidance for Indusiry : Recommendaiions for Obtaining a Labeling Claim for C nmrrunicaLle Disease Donor Screening Tests Using Cadaveric Blood Specimens from Donors of Human Cells, Tissues, and Cellular and Tissue-Based Products jHCT/Ps)-11 : 12I20C4 
Draft Guidance for FDA Review Staff and Sponsors : Content and Review of Chemisiry . Manufacturing, ~_,rid i ;on(rol (CMC) L:tcrroaticn for Human Gene Thera p y In-

vestigational New Drug Applications (INDs)--i1 ;812004 
Draft Guidance for Industry : Criteria for Saiety and Efficacy Evafua6or~ of Oxygen Therapeutics as Red Biood Ce11 Substiiutes- 1 0'2~ii2D04 
Guidance for 'ndustry : Use of Nucleic Acid Tests on Pooled and Individual Samples from Donors of Whole Blood and B!ood Components (including Source Plasma and Source Leukocytes) to Adequately and Appropriately Reduce the Risk of ; ransrrlssion of HiV-1 and HC`J-10'21,20r4 



CBER GUIDANCE DOCUMENTS (OBTAINED FROM THE FDA WEB SITE ON MARCH 14, 2006)-Continued 

Guidance for Industry, FDA Staff, and Third Parties : Implementation of the Inr,pection by Accredited Fersqns Program Under T .ie Medical Device User Fee and 
Modernization Act of 2002 ; Accreditation Criteria- 10,, 1 /2004 

Guidance for Industry : FDA Review of Vaccine Labeling Requiremehis for Warnings, Use Instructions, and i'rer,au4ionary Inh;;mnation-10/j/2004 
Guidance for Industry : Sterile Drug Products Produced by Aseptic Processing-Current Good Manufacturing Practice-9/2g/2004 
Draft Guidance for Industry : Oua6ry Systems Approach to Pharmaceutical Current Good Manufacturing Practice Regufations 3/29'2004 
Draft Guidance (w Industry and FDA: Currenf Good Manu!acturing Practice trr Combination Prod! 3cis-G~29/2UC4 
Draft Guidance for Industry : Computerized Systems Used :n Clinical Trials y/2912004 
Guidance for Industry : Computerized Systems Used in Clinical Trials-5i10! 1999 

FEDERAL REGISTER-Annual Guidance Agenda-9!23/200d 
Guidance for Industry and Clinical Invesiigators : The Use of Clinical Holds r e,fowir.g Clinical Investigator Mkscondijcl--9/Zi20134 
Guidance en Research Involving Coded Private Informa[ion or Biological Specimens-8/30I2004 
Guidance for Industry and FDA: FY 2005 MDUFMA Small Business OuaiifiCa! ;on Worksheet and Cerlification-8/20/2004 
Guidance for Industry : Independent Consultants for Biotechnology Clinical Trial Protoco!s-8/1 8lL004 
Guidance for Industry : Available Theraloy-7/21/2004 
Guidance for Industry : FDA Export Certificates (Corrected to update the Medical Devices contact phone number 4'2712005;-- T/12I2004 
International Conference on Harmonisation {ICH}; Guidance for Industry : G1F Stability Data Package for Registration Applications in Climatic Zones III and IV-7)2/ 
2004 

Guidance for Industry : Developing Medical Imaging Drug and Biological Products-6%17i2004 
Part i : Conducting Safety Assessments 
Part 2: Clinical Indications 
Part 3: Design, Analysis, and interpretation of Clinical Studies 

' International Conference on Harmonisation (ICH); Guidance for Industry : ?v14 ; -: he C i D--Quality : Questions and AnswersiLocation issues--6/812004 
international Conference on Harmonisation (ICH); Guidance for Industry : Q1E Evaluation of Stability Data--6/7/2004 
International Conference on Harmonisation (ICH); Guidance for Industry : ES-- Ethnic Factors in the Acceptability of Foreign Clinical Data-C?uestions and Answers� 
6/3/2004 

Guidance for Industry and FDA Staff : User Fees and Refunds for Premarket Notification Submissions (51U(k)s)f-SI28!2004 
Guidance for Industry and FDA Staff: FDA and Industry Actions on F'remarkei Notification (510(k)) Submissions Effect on FDA Review Clock and Performance As-
sessment-5/2012004 

Draft Guidance for Industry : Eligibility Determination for Donors of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps;-512012004 
Questions and Answers for Roll-Out of Donor Eligibility Final Rule and Draft Guidance 

Draft Guidance for Industry: Acceptable Full-Length Donor History Questionnase and Accompanying Material-, for Use in Screening Human Donors of Blood and 
Blood Ccmponents--4/2312004 

Draft Guidance for Industry: Vaccinia Virus-Developing Drugs to Mitigate Complications from Smallpox Vaccination-;318i2004 
International Conference on Harmonisation (iCH); Guidance tor Industry : Addendum to E2C Clinical Safety Data Management : Periodic Safety Update Reports for 
Marketed Drugs-2'4/2004 
International Conference on Harmonisation (ICH); Guidance for Industry : ELC Clinical Safety Data Management : Periodic-Sazfety Update Reports for Marketed 
Drugs-7111996 

' Draft Guidance for Industry and FDA: Consumer-Directed Broadcast Advertising of Restricted De-vices--2)4/2004 
Draft Guidance for Industry : Brief Summary: Disclosing Risk Information in Consumer-Directed Print Advertisements-2J41200 4 
Example of Fictional Highlights of Prescribing Information (Based on Propos,~rd Physician Labeling Rule}--2%4120t34 
Example of Fictional Highlights of Prescribing Information (Based on Proposed Physician Labeling Ri.le) Translated in Consumer-Friendly Language and For-
matted for Use in Consumer-Directed Advertisement-2/412004 

"Draft Guidance for Industry : "Heip-Seeking° and Other Disease Awareness Communications by or on Behalf of Drug and Device Firms-2141200? 
Draft Guidance for Industry : Information Program on Clinical Trials for Serious or Life-Threatening Diseases end Conditions (Revision t}-1i26/2004 
Guidance for Industry : Information Program on Clinical Trials for Serious or Liie-Threal enirg Diseases and Condition s---3/1&:'2002 

Guidance for Industry_ IND Exemptions for Studies of Lawfully Marketed Drug Dr Biological Products for the Treatment of Cancer (Revision 1}-t/16i2004 
Draft Guidance for Industry : Drug Substance-Chemistry, Manufacturing, and Controls Information-1/6/2004 

2003 
- ------- --- ---

Guidance for Industry and FDA Staff : Class II Special Controls Guidance Document : Human Dura Mater-tu1712G03 
Guidance for Industry : An Acceptable Circular of Information for the Use of Human Blood and Blood Components--1 2,i0912003 -
Guidance for Industry and FDA Staff : Expedited Review of Premarket SubnYs:, :ons for Devices-11!21/2t703 
Guidance for Industry and FDA, Staff : User Fees and Refunds for Premarket Approval Applications-11 1121/2003 
Guidance for Industry and FDA Staff : Bundling Multiple Devices or Multiple indications in a Single Submission-1 -1121/2003 
Guidance for Industry and FDA: Assessing User Fees: PtvtA Supplement Definitions, Modular PMA Fees, BLA and Efficacy Supplement Definitions, Bundling tvlvi-

tiple Devices in a Single Application, and Fees for Combination Products-3/12/2D03 
International Conference on Harmonisation (ICH) ; Guidance for Industry : Q'lA(ri2) Stability Testing of New Drug Substances and Products-71120/2003 
International Conference on Harmonisation (,ICH) ; Guidance for Industry : 03B(R) Impurities in New Drug Products-1 I /'1 31-22003 
International Conference on Harmonisation (ICH); Guidance for Industry : Q3C--Tables and List--11/1212003 
Guidance for Industry : Q3C Impurities : Residual Sol-vents--12/24/1997 

Guidance for Industry : Product Recalls, Including Removals and Corrections-i0,'31/2043 
Guidance for Industry and FDA Staff : Premarket Approval Application Modular Review- 1 O131l2003 
Guidance for Industry and FDA Staff : Class ii Special Controls Guidance Document : Serological Reagents for the Laboratory Diagnosis of West Nile Virus-10130! 
2403 

Draft Guidance for Industry : Providing Regulatory Submissions in Electronic Fcrmat--General Considerations--10/22/2003 
Guidance for Industry : Providing Regulatory Submissions in Electronic Formal--General Considerations---1/2&11999 

Guidance for Industry and FDA Staff : FDA and Industry Actions on Premarket Approval Applications (PMAs) : Effect on FDA Review Clock and Performance Assess-
ment-10/8/2003 

Guidance for industry : Continuous Marketing Applications : Plot i-ReviewablQ Units for Fast Trac.k Products Under F'DUFA-1,016.,2003 
Guidance for Industry : Notifying FDA of Fatalities Related to Blood Collection or Transfusion--9/22,2003 
Guidance for Industry : Revised Recommendations for the Assessment of Donor Suitability and Blood Product Safely in Cases >f Suspected Severe Acute Res-

pFratory Syndrome (SARS) or Exposure to SARS-9i16/2003 
Guidance for Industry : Recommendations for the Assessment of Donor Su :tatiility and Blood Product Sa`ery in Ca_es of Suspec;ad Severe Acute Respiratory Sy;i-
drome (SARS) or Exposure to SARS-4/17/2003 
Question and Answer on FDA Guidance Entitled °Recommendat+ons for the Assessrrient o( Donor Suitability and Blood and Blood Product Safety in Cases o( 
Suspected and Probable Severe Acute Respiratory Syndrome (SHRS) o, Exposure to SARS"-Since Publication oi this guidance, COC issued a health aier, 
for travelers arriving from Toronto Canada, and updated their case defintiion . As discussed in the guidance under section LB 3 ., Updated Information on 
Case Definitions in Area,,, Affected by SARS, the FDA indicated that you sheuld consult wili3 the CCC website and pilono number for updates . Phone (888~ 
246-2675_ 

Updated Interim U -S . Case Definition of Severe Acute Respiratory Syndrome (SARS) . http ./.hkww cdc .~ov,neidodisars casedeii,~itlon .htrn . 
ICH Draft Guidance' E2D Post-Approval Safety Data Management Dpfmilions and Standards for Exuediteci Reporting--9i 12/200 :3 
Draft Guidance for Industry : Comparability Protocols-Protein Drug Products arid Biological Products-Che*nisYry, fvla^utartu ;+ng, and Controls Information-9%3/ 
2003 



GBER GUIDANCE DOCUMENTS (OBTAINED FROM THE FDA WEB SITE ON MARCH 14, 2006)--Continued 

Guidance for Industry : Part 11 , Electronic Records; Electronic Signatures-Scnfse and Application,--9/3/2003 
Draft Guidance for Industry : Providing Regulatory 5ubrrrissions in Electronic Format--Annual Repo,-ts for INew Drug App6caiions and Abbreviated New Drug Applica-
tioriS-3/27/2003 

Draft Guidance for Reviewers : Instructions and Template for Chemistry, Manufacturing, and Control (CMG) Reviewers of Hurna;-i Somatic Cell Therapy Invast :ga-
tionat New Drug Applications (iNlDs~8/15'2003 

Guidance for Industry and FDA _ FY 2004 MDUFMA Small Bus,ness Qualification Worksheet and Certifi--aUOn-&1/20n3 
Draft Guidance for Industry and FDA Staff- Premarket Assessrnent of Pediatric Medical Devices-- 7T 4/2003 
Guidance for Industry : Streamlining the Donor Interview Process: Recommendations for Self-Administered Questilonnaires-7i3,2003 
Guidance for Industry and FDA Staff : Medical Device User Fee, and Modernization Act of 2002, Validation Data in Premarket Noliticat)on Submissions (510(k)s} for 

Reprocessed Single-Use Medical Devices-7i3!2003 
Draft Guidance for Industry : Revised Recommendations for Donor and Product Management Based on Screening Tests for Syph)is-6/25/2003 
Draft Guidance for Industry : Providing Regulatory Submissions m Electronic Format--Postmarketing Periodic Adverse Drug Experience Repciris-6)23i2003 
Guidance for FDA Staff : The Leveraging Handbook, An Agency Resource for Effective Collaborations--6/19/2003 
Guidance for Industry : Pharmacokinetics in Patients With Impaired Hepatic Function : Study Design, Data Analysis, and impact on Dosing and Labeling-5,'30/2003 
Guidance for Industry : Exposure-Response Relationships-Study Design, Data Analysis, and Regulatory Applications-5,15/2003 
Guidance for Industry and FDA Staff : Premarket Approval Application Filing RC,.view--5,'1./2003 
FEDERAL REGISTER-Annual Guidance Agenda-41412003 
Guidance for Industry : Source Animal, Product, Preciinical, and Clinical issues Concerning the Us2 0( XenotransptanlaGon Prcducis in Humans-4/3/20U3 
international Conference on Harmonisation jiCH) Guidance for Industry : M2 eGTD : Electronic Common Technical Document Specification-4/1,,2003 

International Conference on Harmonisation (ICH) Guidance for industry : F02: eCTD Specification ; Questions 8 Answer ; and Change Requests-3/11120Q5 
Companion Document : Current QBAs and Change Request,-3/11/2005-Updated-7/18/2UO:r--UpdaPed--ti612C106 

Guidance for Industry and FDA.- FY 2003 MDUFMA Small Business Qualification Worksheet and Certi9icalipn-3J12/2003 
Draft Guidance for Industry ; Comparability Protocols-Chemistry, Manufacturing, and Controls Information--2/201,2003 
International Conference on Harmonisation (ICH); Guidance for industry : d3A impurities in New Drug Substances-2/1-1/2003 
Guidance for Industry and FDA Staff: Quality System Information for Certain Premarket Application Reviews-2/3/2003 
International Conference on Harmonisation (ICH); Guidance for Industry : Pe14 : ~i he CTID-Safety : Questions and Answers-2/3/2003 
Draft Guidance for Industry: Drug Product: Chemistry, Manufacturing, and Conirols Informa9ion-ii2L12G03 
International Conference on Harmonisation (ICH); Guidance for Industry ; Q1D Bracketing and MaCrixing Designs tos Stability Testing of New Drug Substances and 
Products-1/1 512003 

Draft Guidance for Industry and Reviewers on Estimating the Safe Starting Dose in Clinical Trials for Therapeutics in Adult Heahhy Volunteers-1/1512003 
Guidance for Industry : Recommendations for Deferral of Donors and Quarantine and Retrieval of Blood and Blood Products in Recent Recipients of Smallpox Vac-
cine (Vaccinia Virus) and Certain Contacts of Smallpox VaccineRecipients-72130/2002-(Corj ected 2J412C03) 
Questions and Answers on FDA Guidance Entitled "Recommendations for Ueferral of Donors and Quarantine and Retrieval of Blood and Blood Products in Re-
, cent Recipients of Smallpox Vaccine (Vaccinia Virus) and Certain Contacts of Smallpox Vaccine Recipients" 

2002 

The Least Burdensome Provisions of the FDA Modernization Act et 1997 : Concept and Principles ; Final Guidance for FDA and :ndustry-t Gi3.%2002 
Guidance for Industry : Establishing Pregnancy Exposure Registries-9/20r2002- , 
Dtaft Guidance for Industry : Drugs, Biologics, and Medical Devices Derived from Fsioengineered Plants for Use in Humans ants Animais--916/2002 
Draft Guidance for Industry : Preventive Measures to Reduce the Possible Risk of Transmission of Creutzteldt-Jakcb Disease (CJD) and Variant Creutzfeldt-Jakob 
Disease (vCJD) by Human Cells, Tissues, and Cellular and Tissue-Based Products (HCTiPs)-6/14/2002 

Guidance for Industry : Special Protocol Assessment-5116l2002 
Guidance for Industry : Container Closure Systems for Packaging Human Drugs and Biologics ; Questions and Answers--5/1312002 
`Guidance for Industry : Container Closure Systems for Packaging Human Drugs and Biologics; Chemistry, Manufacturing, and Controls Documentation-717f1 999 

Draft Guidelines for Ensuring the Quality of Information Disseminated to the Public-5/2'20D2-FiHS Guideline 
Draft Guidance for Industry : A Modified Lot-Release Specification for Hepatitis B Surface Antigen (FiBsAg) Assays Used to Test Blood, Blood Components and 
Source Plasma Donations-I/10/2002 

Guidance for Industry : Providing Regulatory Submissions to CIDER in Electronic Format-Invesiigatipnaf New Drug Applications ~INDS)-3i26/2002 
Electronic IND Demo 

Guidance for Industry : Validation of Procedures for Processing of Human 'Tissues Intended for Transplantation-:i!312002 
Draft Guidance for Industry: Precautionary Measures to Reduce the Possible Risk of Transmission of Zoonoses by Blood and Blood Products from 

Xenotransplantation Product Recipients and Their Intimate Contacts-Z/112002 
Draft Guidance for Industry : Precautionary Measures to Reduce the Possible Risk of Transmission of Zcronoses by Blood and Blood Products from 

Xenotransplaniation Product Recipients and Their Contacts�] 2/23/1999 
Guidance for Industry : General Principles of Software Validation ; Final Guidance for Industry and FDA Staff-1 /11/2002 
Guidance for Industry : Revised Preventive Measures to Reduce the Possible Risk of Transmission of Creuizleldt-Jakob Disease (CJD) and Variant Creutzieldl-
Jakob Disease (vCJD) 6y Blood and Blood Products-1!9120Q2 
Questions and Answers on "Guidance for Industry : Revised Preventive Measures to Reduce the Possible Risk of Transmission of CreuizfeldbJakob Disease 
(CJD) and Variant Creutzfeldt-Jakob Disease (vCJD) by Blood arid Blood Products" 

2001 

Guidance for Industry Information Request and Discipline Review Letters Under the Prescription Drug User Fee Act--I 1/21,12001 
Draft Guidance for Clinical Triai Sponsors On the Establishment and Operation of Clinical Trial Data Monitoring Committees-i1%15%2001 
Guidance for Industry-Recommendations for Assessment of Donor Suitability and Blood and Blood Product Safety in Cases of Possible Exposure to Anfhrax-1a! 

17/2001 
International Conference on Harmonisation (ICH); Guidance on M4 Common Technical Document-10/16/P001-
M4: Organization of the CTD 
M4E : The CTD-Efficacy 
M4Q The CTD--Ouality 
h14S : The CTD--Safety 
M4S: The CTD-Safety Appendices 

Guidance for Industry : Content and Format of Geriatric Labeling-1 0,'S!'200 I 
Guidance for Industry : Cancer Drug and Biological Producis-Glin'ical Da!a in 'Aarketing Applications-10/5i2001 
International Conference on Harmonisation (ICH) Guidance; 07A Good Manufacturing Practice Guide for Active Pharmaceutical Ingrechents-9,125/2001 
Draft Guidance far Industry Sunmitting Marketing Applications According to !he CH CID Formal--General ConsidPrations~S?Si2001 
Draft Guidance for Industry- Premarket Notifications (S10(k)s] for In Vitro HIV Drug Resistance Genotype Assays : Sn°ci2.l Contro s-8/28i?_OGi 
Draft Guidance for Industry Suomitting Type V Drug Master Piles to the Center for Biologics Evaluation and Research--S122/2~Ot 
Guidance for Industry : Variances for Blood Collection from Individuals with F;erraditary Hemoc!~rornasosis-8/22~2U01 
Draft Guidance for Industry : Bielogical Product Deviation Reporting for Blood and Plasma Establishments-8!1012001 

_ Draft Guidance for Industry : EJelogical Product Deviation Reporting for Licensed Manufacturers of Biological Produc :s Other then Blood and Biood Components-8,' 
10l2Q01 
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Guidance for Industry : Changes to an Approved Application: Biological Products Human Blood end B'ooo Components In'ended for Transfusion or for Further Man-
ufacture--&7-2001 

Guidance for FGA Reviewers: Premarket Notification Submissions for Blood and Plasma Warmers--7,119/200.1 
Guidance for FDA Reviewers- Premarkei Notification Submissions for Transfer Sets ;Excluding Sterile Connecting :evicesj-?/19/21001 
Guidance for FDA Revievvers- Premarket Notification Submissions for Empty Containers ?or the rloAecttor and Processing or BIOOJ and B!ood Components-7£19/ 
2001 

ICH Guidance for Industry : S7,4 Safety Pharmacology Studies for Human Pha~maceuticais-7/12~2Q01 
Guidance for Industry- Revised Recommendations Regarding Invalidation of Test Results of Licensed and 510tk} Cleared 81oooborne Pathogen Assays Used [o 

Test Donors-7/1 112001 
Guidance for Industry: CBER Pilot Licensing Program for Immunization of Source Plasma Donors Using immunogen Red Blood Cells Obtained From Ari Outside 

Supplier-7/11/2001 
Guidance for Industry : IND Meetings for Human Drugs and Biologics ; Chemistry, Manufacturing and Controls Information-�125i2001 
Draft Guidance for Industry : Forms for Registration of Producers o` Urugs and Listing of Drugs in Commercial Distribution---5i1412001 
IGN Guidance for industry- E 10 Choice of Control Group and Related Issues in Clinical Trials-5/1 1l2DDt 

- Draft Guidance for Industry : Providing Regulatory Submissions in Electronic F<>,mat-POStmarkeling Expedited Safety Reports-5I3/20C1 
Guidance for Industry: Monoclonal Antibodies Used a, Reagents in Drug Map, ofacturmg-3,129/20011 
Guidance for Industry : Financial Disclosure by Clinical Investigators-3128!200i 
Guidance for Industry : Acceptance of Foreign Clinical Studies--3/1312001 
Draft Guidance for Industry : Pustmarketing Safety Reporting for Human Drug ~nd Biological Products Including Vaccines--3112J2001 
Draft Guidance (or Industry : Disclosing Information Provided lo Advisory Committees in Connection with Open Advisory Comn,ii?:ee Meetings Related to the Testing 

or Approval of Biologic Products and Convened by the Center for Biologics Evaluation and Research--?/i5/200i 
Guidance for Industry : Recommendations for Collecting Red Blood Cells by Automated Apheresis Methods-Tech rriezl Correction February 2007-2'i31200t 
Draft Guidance for Industry : Providing Regulatory Submissions in Electronic Format-Prescription Drug Advertising and Promotional Labeling-t131/2001 
Draft Guidance for Industry : Pr,-Storage Leukocyte Reduction of Whole Blood and Blood Components Intended toy Translusion--1/212001 
PHS Guideline on Infectious Disease Issues in Xenotransplantatiorr--l,'19,'2001 

2000 

International Conference on Harmonisation ; Guidance on 06A Specifications : Test Procedures and Acceptance Criteria for New Drug Substances and New Drug 
Products : Chemical Substanres-12/29/2000 

6nternational Conference on Harmonisation (fCH) Guidance for Industry : Et 7 t:iiNcal investigation of Medicinal Products Ill the Pediatric Population- 12115/2000 
Draft Guidance for Industry_ Recommendations for Complying With the Pediatric Rule (21 CFR 374 .55(a) and 601_27(a ;}-12!4/2000 
Guidance for Industry : Use of Sterile Connecting Devices in Blood Bank Practi,-es-11122I2000 
Guidance foe Reviewers: Potency Limits for Standardized Dust Mite and Grass Allergen Vaccines : R Revised Protocol-1, 1/2D12U00 
Guidance for Industry : Testing Limits in Stability Protocols for Standardized Grass Pollen Extracts-1 t12D72D00 
Guidance for Industry : Submitting and Reviewing Complete Responses to Clinical Holds-10/26/2000 
Guidance for Industry : Supplemental Guidance on Testing for Replication Competent Retrevirus in Retrcviral Vector Based Gene Therapy Products and During Fol-

low-up of Patients in Clinical Trials Using Retroviral Vectors-1011 &12000 
Guidance for Industry : Q 8 A Content and Format of INDs for Phase S SRidie : of Drugs, Including Well-Characterized, Therapeutic, Biotechnology-Derived Prod-
ucts-10/9/2000 
Guidance for Industry : Content and Format of investigatiorial New Drug Applications (INDs) for Phase 1 Studies of Drugs, including Well-Characterized,-Thera-

peutic, Biotechnology-derived Products-9111995 - 
Draft Guidance for Industry : Analytical Procedures and Methods Validatiorr--C :-,emist ry, Manufacturing, and Controls Documentation-8/30,'2000 
Guidance for Industry and FDA Staff : Guidance an Amended Procedures for Advisory Panel fvleetings--7!22i2000 
Draft Guidance for Industry : Chronic Cutaneous Ulcer and Burn Wounds-Developing Products fur TreatmenP-6i2&'2000 
Guidance for Industry : Availability of Licensed Donor Screening Tests Labeled for Use with Cadaveric Blood Spec. imens--6/23/2000 
Draft Guidance for Industry : Pediatric Oncology Studies In Response to a Writ?en Request-&/21 :2000 ' 
Draft Guidance for Industry : Recommendations for Donor Questioning Regarding Possible Exposure to Ntafana--6i81200a 
Guidance for Industry : Recognition and Use of a Standard for the Uniform Labeling of Blood and Blood Components-6/6/2000 
Guidance for Industry : United States Industry Consensus Standard for the Uniform labeling of Blood and Blood Components Using ISBT 128--11/1999 

Guidance for Industry : Gamma Irradiation of Blood and Blood Components: A Plot Program for Licensing--3/1 5f'2000 
Guidance for Industry : Formal Meetings With Sponsors and Applicants for PDUFA Products-3/l/2000 
Guidance for Industry : Formal Dispute Resolution : Appeals Above the Division Level-317;2000 
International Conference on Harmonsation of Technical Requirements for Registration of Pharmaceuticals for Human Use--2'i0)2040 

1999 

Guidance for Industry : In the Manufacture and Clinical Evaluation of in Vitro Tests to Detect Nucleic Acid Sequences of Human Immunode liciency Viruses Types a 
and 2-12/14/1999 

Guidance for Industry : in Vivo Drug Metabolism / Drug Interaction Studies-Study Design, Data Analysis and Recommendations [or Dosing and Labeling-11/24) 
1999 

REVISED Guidance for Industry : Providing Regulatory Submissions to the Cerier for Biologics Evaluation and Research (Gl3ER) in Electronic Format-Biologics-
Marketing Applications tBiolooics License Application (BLA), Product license Application (PLA) ! Estab!ishment License Appl ;cation (EL41 and New Drug AppGca-
tion (NDA)j-11i1211999, REVISED 11122/1999 
CBER Computer Assisted License Application (CALA) Questionnaire 

Guidance for Industry : Qualifying for Pediatric Exclusivity Under Section 505,4 of the Federal Food. Drug and Cosmetic Aci--iGlEt/;999 
Guidance for Industry : Submission of Abbreviated Reports and Synopses in Support of Marketing Applications-913/1999 
Guidance for Industry Possible Dioxin/PCB Contamination of Drug and Biological Products-8/27111999 
1CH Guidance on Specifications : Test Procedures and Acceptance Criteria for f3iotechnological/Sfological Producjs--8/113/1999 
Guidance for Industry : Consumor-Directed Broadcast Advertisements-8/&1991' 
Draft Guidance for Industry : Cooperative Manufacturing Arrangements for Licensed ~'iologics-3i3it395 
Draft Guidance for Industry : Interpreting Sameness of Monoclonal Antibody Products Under the Orphan Drug Regulations -7.124,1999 
Draft Guidance for Industry : Clinical Developmem Programs for Drug,-, Device~,a ~,.d Biological Products intended for the Treatment of Osteoarit;ritis (OA)i---7i15~ 
1999 

ICH Guidance on the Duration of Chronic Toxicity Testing ~n Animals (Rodent and NonredeN Toxicity Testingi ; Availability--6,125,11399 
Draft Guidance for Industry : Current Good Manufacturing Practice for 81ood and Blood Components : (1) Quarantine and Disposilion of Prior Collections from Donors 

with Repeatedly Reactive Screening Tests for Hepatitis G Virus (HCV) ; (2) Supplemental Testing, and the Notification of Coi;signees and Transfusion Recipients 
of Donor Test Results for Antibody to HCV (Anti- HCV)--6;17~1999 
FEDERAL REGISTER Notice of Availability--6/22"1999 
Guidance for industry : Current Good Manufacturing Practice for Blood and 2iood Components : j'j Quarantine and Disposition of Un ;ts from Prior Collections from 
Donors with Repeatedly Reactive Screening Tests for Antidoby to Hepa!ifls C Virus (AnU-HCV ; ; (2) Supplemental Testing, and ,he Notification of Consignees 
and Blood Recipients o1 Donor Test Results for Anti-HCV- 91211998 

Guidance for Industry : Efficacy Studies to Support Marketing of Fibrin Saalnnt Producis P.Ianu(actu~ed for Comvre;cial Us`--5I201999 
Draft Guidance for Industry For Platelet Testing and Evaluation of Platelet Suhsiitute Products--5%20i1999 
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Guidance `or Industry For the Submission of Chemistry, Manufacturing and Controls and Establishment Description Information for Human Blood and Blood Compo-
nents Intended for Transfusaon or (or Further Manufacture and For the Corr~, letfon of the Form FDA ;56h "Application to Market a New Drug, Biologic or an Anti-
biotic Drug for Human Use'-5/1 011 999 

Guidance for Industry On !he Content and Format of Chemistry, tv9anutac?uring arid Controls Information and Establishrnant Descrifction Information loran Allergenic 
Extract or Allergen Patch Tesl--4/23/1999 

Guidance for Industry : Public Health Issues Posed by the Use of NOnhuman Primate Xenografts in Humans--A1611999 
Draft Guidance for Industry : Accelerated Approval Products-Sub;nission of Promolic}cal Mater,als-3/26/1999 
Draft Guidance for Industry : Product Name Placement, Size and Prominence in Advertising and Promotional Laibe!ing-3,112/1999 
Guidance for Industry : Content and Format of Chemistry, Manufacturing and Controls Information and Estabfshnien+ Cescripiion Information for a Biological In Vitro 

Diagnostic Product-3f8/1999 
Guidance for Industry : For the Submission of Chemistry, Manufacturing and Controls and Establishment Description Information for Human Plasma-Derived Bk>logi-

tal Products, Animal Plasma or Serurn-Derived Product:-?J17'5999 
Guidance for Industry : Clinical Development Programs for Drugs, Devices anct Biological Products for the Frealment of Rheumatoid Arthritis (RA}-2/t7/1999 
Guidance for Industry : Population Pharmacokinetics-?J101t999 
Guidance for Industry_ FDA Approval of New Cancer Treatment Uses for Marketed Drug and Biological Products--?J3/1 999 
Guidance for Industry : Conten : and Format of Chemistry, Manufacturing and Controls ir,formaUon and Establishment D~escriptiori Information for a Vaccine or Re-

laced Product-1/5,1999 

1998 

Draft Guidance for Industry: General Considerations for Pediatric Pharmacokinetic Studies for Drugs and Biological Producls-1 1/30/1998 
Guidance for Industry ; Advisory Committees : Implementing Section 120 of the r=ood and Drug Administration Modernization Act of 1997-1013011598 

' Draft Guidance for Industry : Submitting Debarment Certification Statements--101211998 
ICH Guidance on Viral Safety Evaluation of Biotechnology Products Derived From Cell Lines of Human or Animal Origin--9124J`998 
Guidance for Industry : Current Good Manufacturing Practice for Blood and Blood Components : (f 1 Quarantine and Disposition o1 Units from Prior Collections from 
Donors with Repeatedly Reactive Screening Tests for An'tidoby to Hepatitis C Virus (Anti-HCV) ; (2) Supplemental Testing, and the Notification of Consignees arid 
Blood Recipients of Donor Test Results for Anti -HCV-3'?_3/1998 

IGH Guidance on Quality of BiD tech nologicaVBiologioal Products: Derivation arid Characterization of Cell Substrates Used for Production of Biotechnologicau'6ioloc;i-
cal Products-9/2111998 

IGH Guidance on Statistical Principles for Clinical Trials-9/7611598 ' 
Withdrawal of "Guidance for Industry : Supplemental Testing and the Notification of Consignees of Donor Test Results for Aniirxody to Hepatitis C Virus (Anti-

HCV)"-fnformation Sheet-9,18/1998 
Guidance for lndustry : Supplemental Testing and the Notification of Consignees of Donor Test Results for Antibody to Hepatitis C Virus (Anti-HCV}-3I2011998 

Guidance for Industry : How to Complete the Vaccine Adverse Reporting System Form (VAERS-t)-918ity98 
Guidance for Industry : Environmental Assessment of Human Drug and Biologics Applications-7/27/1998 
Guidance for Industry : Implementalion of Section 126 of the Food and Drug Administration Modernization Act of 1 997-Elimination of Certain Labeling Require-

ments-7/21/1998 
Draft Guidance for Industry : Exports and Imports Under the FDA Exoort Reform and Enhancement Act o( i 996--6/iJ1998 
Guidance for Industry : Errors and Accidents Regarding Saline Dilution of Sari4?les Used for Viral Marker Testing--6lt 1/1998 
fCH Guidance on Ethnic Factors in the Acceptability of Foreign Clinical Qata--~'~/t0i599E 
Draft Guidance for Industry : Stability Testing of Drug Substances and Drug hr+iducts--6B/7998 
Guidance for Industry : Providing Clinical Evidence of Effectiveness for Human Drugs and Biological Products--51'151 ;998 
Guidance for Industry : Standards for the Prompt Review of Efficacy Supplements, Including Priority Efficacy Supple m°ni_s -5115i1998 
Guidance (or Industry : Pharmacokinetics in Patients with Impaired Renal Function-Study Design, Data Analysis and Impact on Dosing and Labeling-5/15/1998 
Guidance for Industry : Classifying Resubmissions in Response to Action Letters-511411998 
Draft Guidance for Industry : Instructions for Submitting Electronic Lot Release Protocols to the Center for Biologics Evaluation and Research--5/13/1998 
Draft Guidance for Industry : Manufacturing, Processing or Holding Active Pharmaceutical Ingredients-4/17/1993 
Guidance for Industry : Guidance for Human Somatic Cell Therapy arid Gene Therapy-t13011998 
Draft Guidance for Industry : Container and Closure Integrity Testing in Lieu of Sterility Testing as a Component of the Stability Protocol for Sterile Products-1/28l 
1998 

Guidance for Industry : Year 2000 Date Change for Computer Systems and Software Applications Used in the Manufacture of Blood Products--1/81t998 

1997 

Draft Guidance for Industry : Promoting Medical Products in a Changing Heafthcare Environment ; ! . Medical Product Promotion by Healthcare Organizations or Phar-
macy Benefits Management Companies (PBMS)-1211997 

Final Guidance on Industry-Supported Scientific and Educational Activities ; Notice- 12/3,11997 
Guidance for FDA and Industry : Direct Final Rule Procedures-1 V21/1997 
Guidance for Industry : Industry -Supported Scientific and Educational Activities--91r1997 
Guidance for Industry-The Sourcing and Processing of Gelatin to Reduce the Potential Risk Posed by Bovine Sponciform Encephalopathy (BSE) in FDA-Regulated 

Products for Human Use-10/07l1997 
Guidance for Industry-Postmarheting Adverse Experience Reporting for Human Drug and Licensed Biological Produets Clarification of What to Report-8/27/1997 
Guidance for Industry-Donor Screening for Antibodies to HTLV-1i SI15I1997 
Guidance for industry-Screen'ng and Testing of Donors of Human Tissue Intended for Tcansplantation-7/29!1997 
Guidance for Industry--Changes to an Approved Application : Biological PrcdijNs~-7.124/1997 
Guidance for Indusiry-Changes to an Approved Application for Specified Biotechnology and Specified Synthetic Biological Products-7/2d/1997 
International Conference on Harmonisation (ICH) Guidance for industry : 02B Validation of Analytical Procedures : Methodology-5/19,11997 
International Conference on Harmonisation (ICH) Guidelines for the Photostabiliry Testing of New Drug Substances and Products--5/16/1997 
Guidance tor Industry for the Evaluation of Combination Vaccine5 for Preventable Diseases : Production, Testing and Clinical SnidiQs-411011997 
Proposed Approach to Regulation of Cellular and Tissue-Based Prod ucts-2'2r1i997 
Paints to Consider m the Manufacture and Testing of Monoclonal Antibody Products for Human Use~-Z-2&1997 
Guidance For the Submission of Chemistry, Manufacturing and Conirois Information and Eslablinment DescrIoUOn for Autologous Somatic Cell Therapy Products-

I ;1Q1997 

1996 

Guidance for Industry for the Submission o( Chemistry, Manufacturing, and Coidrol, information for a 7herape~jtlc Pacombfrani DNA-Derived Product or a 
Monoclonal Antibody Product ?or In Vivo Use-8/1996 

}nternatonal Conference on Harmonisation : Final Guidance on Stability Testing of Biniechnological i Biclogical PrQducts-7; 70r1996 
Guidance for Indusiry-The Content and Format for Pediatric Use Supplements--511996 
Guidance on Apriications for Products Comprised of Living P,utologous Cells fJanipulated ex vivo and !r,tendeci for Structural Repair or Reconstruction-5/t996 
FDA Guidance Concerning Dernunstra!ion of C3mparability of Human Biological Produc;s, Including Therapeutic Eiotechnology-Gerived Products-411996 
International Conference on Harmonisation: Final Guideline on the Need for Long-Term Rodent Csrcincqeniciry SIUdies of Pharrr.aceuticals-3/1996 
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International Conference on Harmonisation : Final Guideline on Quality o! 8ioi~;chnicat Products : Analysis of the Expression Cons+,ruct in Cells Used for the Produr,-
tion of r-DNA Derived Protein Products-2 .1996 

1995 and earlier 

Draft Reviewers' Guide : Disease Associated Antibody Coilection Pro,g ; arn-1(i'1 n 995 
Draft Reviewers' Guide: Informed Consent for Plasmapheresis / Immunization -10/1/1995 
Guideline for Quality Assurance in Blood Establishments-7!1111995 (NOTE 'r he text version does not contain Tables ?-8) 
FDA Guidance Document Concerning Use of Pilot Manufacturing Facilities for !he Development and Manvfac[uring of Biological Producis--Ti S/1995 
Points to Consider in the Manufacture and Testinq of Therapeutic Products for Human Use Derived from Transgenic Animals- 1995 
Guidance for Industry for the Submission of Chemistry, Manufacturing, and Controls Information for Synthetic Peptide Substance-11/1,11994 
Guidance for Industry for the Submission Documentation for Sterilization Process Validation in Appiicaiions for Human and Veterinary Drug Products--1111994 

` Guidance on Alternatives to Lot Release for Licensed Biological ?roducis-7174(1993 
Draft Points to Consider in the Characterization of Cell Lines Used To Produce Biofoaicais (1993)-7I7?Jt993 
FDA's Policy Statement Concerning Cooperative Manufacturing Arrangements for Licensed Bioiegics--t 7/2511992 
Supplement to the Points to Consider in the Production and Testing of New Drugs and Biologics Produced by Recombinant DNA Technology : Nucleic Acid Charac-

terization and Genetic Stability-4.1611992 
Guideline for the Determination of Residual Moisture in Dried Biological Products-li-1/1990 
Guideline fo~ Collection of Blood or Blood Products from Donors with Positive Tests for Infectious Disease Markers ('High Risk" Donors)-10/26/1989 
Points to Consider in the Collection, Processing, and Testing of Ex-Vivo Aetiv~,ted Mnnoneuc!ear Leukocytes ior Administering to Humans-8/22M989 
Draft Points to Consider in the Manufacture and Clinical Evaluation of In Vitro Tests to Detect An?ibodies to the Hun:an lmmur,odeficiency Virus Type 7--8lSi1989 , 
Revised Guideline for the Collection of Platelets, Pheresis-10/7/1988 
Guideline on Validation of the Limulus Amebocyte Lysate Test as an End-Product Er,dotoxin Test For Human and Animal Parenterai Drugs, Biological Products and 
Medical Devices-12/1987 

Guideline or. General Principles of Process Validation-511987 
Guideline for the Uniform Labeling of Blood and Blood Components-8/19,85 
Points to Consider in the Production and Testing of New Drugs and Biologicals Produced by Recorribinaril DNA Technology-4/10/1985 
Interferon Test Procedures : Points to Consider in the Production and Testing of Interferon Intended for Investigationai Use in Humans-712811983 

. Guidelines for Immunization of Source Plasma (Human) Donors with Blood Subsiances-6/1980 

III . Center for Drug Evaluation and Research (CDER) 

Far information on a specific guidance document or to obtain a hard copy, 

contact : Division of Drug Information, Office of Training and Camar~ui7ications, 

Center for Drug Evaluation and Research, Food and Drug Administration, 5600 

Fishers Lane, Rockville, MD 203357, 301-827-4573, nttp :i,ltivavi-i,F_I'dci .gov/cder/ 

guidance/in d ex. htm. 

The following is a list of CDER guidance documents that have been 

withdrawn from January 5, 2005, to January 5, 2006, 
Title of Document Date of Issuance 

v~ 

Date of Withdrawal 

PreClinical Development of Antivirai Drugs ' 
- - ~ ~ ~ 

111i!1390 7I612005 

Conjugated Estrogens, USP: LC-MS Method for Both Qualitative Chemical Characterization and Documentation I 
of Qualitative PharmaceuUCa% Equivalence 

_ ~ - i 

-~ 
3!9l2pOQ 

--- 

- 
8/12'2005 

- 
PhenytoiNPhenytoin Sodium Capsules, Tablets and Suspension In Vivo Bioequivalence and In Vitro Dissolution I 
Testing 

-- --- -~ 

- - 
3/4119SA 

-- 

- 
916i2005 

Organization of an Abbreviated New Drug Application 
~`- 

3I2/Y999 
-- 

71/1B. "'2005 

PreciiniCal Development of lrrimunomodulatory Drugs tor Treatrnert of HIV Infection and Associated Disorders 
- - -- ~ -^ ~ ̂ - . -,~ 

9i4i^952 ~ 
L---- - 

1?J29/2005 
- 
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NewfRevised~'Withdrawn List for 2005 (updated 114i2D06j 

Advertising 

Aerosol Steroid Product Safety Information in Prescription Drug Advertising and Prcrnot :onal Labeling (Issued 12'1997, Posted 1/1 Z11 998j 
Consumer-Directed Broadcast Advertisements (issued 81t999, Posted 8,6/1999) 
Questions and Answers (Posted 8'61993) 
Industry-Supported Scientitir and Educational Activities (Issued t?l3!1997, ro-:>ted t2/4i7997j 

Advertising Draft 

Accelerated Approval Products : Submission of Promotional Materials (Posted 3126!1993) 
Brief Summary: Disclosing Risk Information in Cons umer-Direc[ed Print Advertisements (Posted .J4/2004) 
Labeling Example 
Labeling Example ; Consumer-Friend!y Version 

Consumer- Directed Broadcast Advertising of Restricted Devices (Issued 9i26/;_004, Posted Z'4i^c004) 
"Help-Seeking" and Other Dis~jase Awareness Communications by or on Beh-_lif of Drug and Device Firms (Issued t12612004, Pooled 2/41200A) 
Product Name Placement, Size, and Prominence in Advertising and Promotional Labeling (Issued 111999, Posted 3/1Z11999) 
Promoting Medical Products in a Changing Healthcare Environment, l . Medical Product Promotion by Nealthr.are Organizations or Pharmacy Management Compa-

nies (PBMs) (issued 12'1997 Posted 1i5/1998) 

Biopharmaceutics 

Bioanalyticai Method Validation (Issued 512001, Posted 5,'22/2001) 
Bioavailabi6ty and Bioequivalence Studies for Orally Administered Drug Products-General Considerations (Issued 312C1Q3, Posted 3119/2003) 
Cholestyramine Powder in Vitro Bioequivalence (intermin Guidance) 
Clozapine Tablets : In Vivo Bioequivaience and In Vitro Dissolution Testing (Issued 6If i120U5, Posted 6/171/2005) 
Corticosteroids, Dermatologic (topical) In Vivo (Issued 6121t995, Posted 31611998) 
Dissolution Testing of Immediate Release Solid Oral Dosage Forms (Issued 811997, Pasted 8./25~11997) 
Extended Release Oral Dosage Forms: Development, Evaluation, and Application of In Vitro/In Vivo Correiatiuns (issued 9;19y7, Posted 9/2o1t997) 
Food-Effect Bioavailability and Fed Bioequivalence Studies (Issued ?2!2002, Posted 1/3012003) 
Metaproterenoi Sulfate and Albuteroi Metered Dose inhalers in Vitro (Issued 6,27ii989, Posted 3/2/t99A) 
Potassium Chloride (slow-release tablets and capsules) in b'ivo Bioequivafenee and fn Vitro Dissolution Testing (Revised 6l6ItS94, Posted 612211998) 
Statistical Approaches to Establishing Bioequivalence (issued 212U01, Posted 21112001) 
Waiver of In Vivo Bioavailabiiity and Bioequivalsnce Studies for Immediate- Release Solid Oral Dosage Forms Based an, a 6iopharmaceutics Classification System_ 

(issued gi2400, Posted 8/31i2000) 

Biopharmaceutics (Draft) 

Bioavailability and Bioequivalence Studies for Nasal Aerosols and Nasal Sprays for Local Action (Posted 4/212003) 
Statistical Information from t1he June 7999 Draft Guidance and Statistical Information for in Vitro Sioequiveience Data (Posted 4/1112003) 

Conjugated Estrogens, USP-LC-MS Method for Both Qualitative Chemical Characterization and Documentation of Qualitative Pharmaceutical Equivalence. With-
drawn per August 12, 2005, =ederal Register notice -

CGMPs(Pharmaceutical CGMPs for the 21st Century) 

Formal Dispute Resolution : Scientific and Technical Issues Related to PharmaUeutica! CGMP (is,aued 1/1 1i2006-1 Posted 1/11/2006) 
Questions and Answers on Current Good Manufacturing Practices (cGMP) for Drugs (Posted 8!4/2D04) 
Part 11, Electronic Records; Electronic Signatures-Scope and Application ',Po .ted 9/3"2003) 
PAT-A Framework for Innovative Pharmaceutical Development, Manufacturing, and Quality Assurance (posted 9129/20fl4) 
Sterile Drug Products Produced by Aseptic Processing--Current Goad Manufacturing Practice Posted 9129i200A 

CGMPs (Pharmaceutical CGMPs for the 21s1 Century~--Draft 

Comparability Protocols-Protein Drug Products and Biological Products- Chemistry, Manufacturing, and Controls Information (Posted 9i312003) 
Current Good Manufacturing Practice for Combination Products (Posted 91291<r)04) 
(NDs-Approaches to Complying with CGMP's for Phase 1 Drugs (issued 1ltu2006 ; Posted t172f20p6) 
Powder Blends and Finished Dosage Units-Siratified In-Process Dosage Unit Sampling and Assessment (Issued 11 12003, Posted 1116/2003) 
Revised Attachments (Issued 11i2003, Posted 11 /21/2003) 
Quality Systems Approach to Pharmaceutical Current Good Manufacturing Practice Regulations (Posted 9129l2D04) 

Chemistry 

BA'CPAC I : Intermediates in Drug Substance Synthesis ; Bulk Actives Po,tapproval Changes : Chemistry, Manufacturing, and Ccmircls Documentation (Issued 21 
2001, Posted 211612001) 

Botanical Drug Products (Issued 6/2004, Posted 6l9!2004) 
Changes to an Approved Application for Specified Biotechnology and Specified Synthetic Biological Produczs (Issued 7i1997, Posted 7/28i1997) 
Changes to an Approved NDA ~x ANDA (Issued 4%2004, Posted 4/7,12004) 
Changes to an Approved NDA or APdDA: Questions and Answers (Issued 112001, Posted V22.2001) 
Changes to an Approved NDA or AND.A ; Specifications-Use of Enforcement Discretion )or Compendial Changes (issued 11/1912004, Posted 11/1312004) 
Container Closure Systems (or Packaging Human Drugs and Biologics (issued 5:1995, Posted 7i6i1999) 

Container Closure Systems for Packaging Human Drugs and Bio;ogics--L?uestions and Answers (Issued 512002 . Posted 5;10;2002) 
Demonstration of Comparability of Human Biclogical Products, Including Therapeutic Bintechnolony-derved Products 
Development of New Stereoiscineric Drugs (5/l/1992) (Post Dole : 11311996) 
Drug Master Files (911 ; 19891 

Current DMF Information %c g~ lists, addresses, guidances etc ) 
Drug Master Files for Bulk Antib ;olic Drug Substances (issued 11!t999, Pes ;ecl 11126i1999) 
Environmental Assessment of human Drug and Biologics Applfcatiany (Issued 7!1998, Posted T2,1198) 
Formal and Content n( the Cheanistry, Manufacturing and Controls Section of an Application* 'Issued 2:19P,7, Posted 3~2/1998) 
Forma! and Content for the CMC Section of an Annual Report 19/11, 1 gq41 
INDs for Phase 2 and Phase 3 S?ud :es Chemistry . Manufacturing, and Controis information (Pested 5/2012D031 

' INb Meetings for Human Drugs and Biologics Chernistry, Manufacturing, and Controls information (Issued 5'2(50t, Fosfed 6I4 ZOU1) 
Monoclonal Antibodies Used as Reagents in Drug Marufacturinp (issued 3!2007, Posted 312B%2001) 
Nasal Spray and Inhalation Solution, Suspension, and Drug Products jlssued 7:2002, Posied 71312002j 



11 
CDER GUIDANCE DOCUMENTS (OBTAINED FRO^.1 THE FDA WEB SITE ON MARCH 14, 2006)-Continued 

NDAs : Impurities in Drug Substances (Issued 2,2000, Posted U2d12b00) 
PAC=A7L$ : Postapproval Changes-Analytical Testing Labora~ory Sites (ssL; :=d 4128/1998, Posted Gi28i199FS) 
The Sourcing and Processirg of Gelatin to Reduce 'he Potcntiaf Risk Posed by Bovine Spongiicrm Enceoha)opathy (PSE; (12I20f2000) 
SUP:AC-IR- Immediate-Release Solid Oral Dosage Forms: Scale-Up and Pont Approval Changes : Chemistry, Manufacturing and Controls, In Vitro Dissolution Tes,t-

ing, and In Vivo Broequivilence Documentation 
SUPAC-IR Questions and Answers about SUPAC-IR Guidance (2/1811997) 
SUPAGIR.%MR : Immediate Fe ;ease and Modified Release Soiid Oral Dosage Forms, hAanufactu^ng Equipment Addendum (Issued ',/i999, Posted 212511999) 
SUPAG-MR : Modified Release Solid Oral Dosage Forms Scale-Up and Posta;

:' 
prova! Changes Chemistry, ti',arn,ifiactur9ng, and Controls, In Vitro Dissolution Testing 

and In Vivo Bioequivalence Documentation Ilssued 10/611997, Posted tn~6 :1997j 
SUPAGSS' Nonsterlle Semisolid Dosage Forms: Scale-Up and Post-Approval Gh2nges: Chemistry, R4anu(ac ;urinq arid Controls ; In Vitro Release Testing and in 

r Vivo Bioequivalence Documentation (Issued 5/1997 ; Posted 6/16%1997) 
Reviewer Guidance, Validation of Chromatographic Methods 
Submission Documentation for Sterilization Process Validation in Applications ior Human and Ve:erinary Drug P!oducls 
Submission of Chemistry, Manufacturing, and Controls Intorm~tion for Syntf~etl!; Pep±ide Substances 
Submitting Documentation for the Manufacturing of arid Controls !or Drug Products' (Issued 2/19871, Posted 3/2,,1 9,98) 
Submitting Documentation for (he Stability of Human Drugs and Biologics' (Issued ?11987, Posted 3)'21/1998) 
Submitting Samples and Analytical Data for Methods Validation 
Submitting Supporting Documentation in Drug Applications for the PAanuia.^tur~= of Drug Subs:ances 

Chemistry (Draft) 

Analytical Procedures and Methods Validation . (Issued 81200Q PostQd Sl3(},'20!30) 
Comparability Protocols-Chemistry, Manufacturing, and Controls Information (Issued ?J2003, Posted 2i20/2003) 
Drugs, Biologics, and Medical Devices Derived from Bioengineered Plants for Use in Humans and Animals ~Posted 9/1 1,12003) 
Drug Product : Chemistry, Manufacturing, and Controls information (issued ?i2003, Posted 1,128!'2003) 
Drug Substance: Chemistry, Manufacturing, and Controls Infomiafon (issued ?i2004, Pasted i%6i7_004) 
Interpreting Sameness o( Monoclonal Antibody Products Under the Orphan Drug Regulations (?/2411999) 
Metered Dose Inhaler (MDf) and Dry Powder Inhaler (DPI) Drug Products (Issued 1 1,13,11998, Posted fill 9/1998, Posted 9127/1999) 
Liposome Drug Products : Cheinis?ry, Manufacturing, and Controls ; Human PharmacokineUcs and Bioavailabiiily : and Labeling Documentation. (Issued 7,12002, Past-
ed 8/20/2002) 

Stability Testing of Drug Substances and Drug Products (Issued 6.!`7"998, Po<ied &;S11998) 
SUPAC-SS : Nonsterile Semisolid Dosage Forms Manufacturing Equipment Addendum (issued 1211958, Posted 1/51999) 

Glinical/Antimicrobial 

Antiretroviral Drugs Using Plasma HIV RNA Measurements-Clinical Considerations 4or Accelerated and Traditional Approval iIssued t0i2402, Posted 10131/2002) 
Clinical Development and Labeling of Anti-fnfective Drug Products (Issued 10!1592, Posted 3l2/1398, Revised 2'12~2DOt) 
Clinical Evaluation of Anti- infective Drugs (Systemic) (Issued 9,77, Posted 3/Z'l 998) 

ClinicaVAntimicrobial (Draft) 

' Acute Bacterial Exacerbation of Chronic Bronchitis-Developing Anti microbial Drugs Yor_Treatment (issued 7!2711598; Posted 7/22/1998) 
Acute Bacterial Meningitis-Developing Antimicrobial Drugs for Treatment (Issued 7(22it 998, Posted 712J1998) 
Acute Bacterial Sinusitis-Developing Antimicrobial Drugs for Treatment (Issued 7,12217998, Posted 7/22/1998) 
Acute or Chronic Bacterial Prostatitis-Developing Antimicrobial Drugs for TrenFment (Issued T2211998, Posted 7i2211998) 
Acute Oti6s Media-Developiny Antimicrobial Drugs for Treatment (Issued T'2211 ",98, Posted 71221 998) 
Antiviral Drug Develop ment-Conduct ing Virology Studies and Submitting the Data to the Agency (Issued 5i24/2U05, Posted 5,12412005) 
Bacterial Vaginosis-Developing Antimicrobial Drugs for Treatment t)ESUed 7l2?/1998, Posted 7/22J1998j 
Catheter- Related Bloodstream Infections-Developing Antimicrobial Drugs for 'freatmerrt (Issued 10/t99°, Posted t0i1£3i1995) 
Community-Acquired Pneumonia-Developing Antimicrobial Drugs for TreatirEent (Issued 7/2211998, Posted 7/221i958) 
Complicated Urinary Tract Infections and Pyeionephritis-Developing ;Antimicrc}bfal Drugs far Treatment (Issued 7/22/4,998, Posted 7/221t998) 
Developing Antimicrobial Drugs-General Considerations for Clinical Trials (Issued 7/2?Jt998, Pasted %!2211998) 
-Empiric Therapy of Febrile Neutropenia-Developing Antimicrobial Drugs for TreatmenS jlssued 7r2211498, Posted 7/22/1998) 
Evaluating Clinical Studies Of Anlimicrobials In The Division Of Anti-ihtecuve Drug Products (2/1811997) 
Inhalationa! .Anthrax (Post Exposure)-Developing Antimicrobial Drugs (issued 3115/2002, Posted 3115/?_OU2) 
Lyme Disease-Developing Antimicrobial Drugs for Treatment (Issued 7'2?J1958, Posted 7%2Z1998) 
Nosocomial Pneumonia--Developing Antimicrobial Drugs for Treatment (Issued 7'2211998, Posted :/22/9998) 
Role of HIV Drug Resistance Testing in AntlreFroviral Drug Development (issued 11/26/04, Posted 11/26)'04) 
Secondary Bacterial Infections of Acute Bronchitis-Developing Antimicrobial Drugs for Treatment (Issued %i22/1998, Posted 7122/1998) 
Streptococcal Pharyngitis and Tonsillitis-Developing Antimicrobial Drugs for l"reatmen9 (Issued 7122/1J98, Posted 7/22 ;1998) 
Uncomplicated and Complicated Skin and Skin Structure Infections-Develooir ;g Antimicrobial Drugs for Treatment (Issued 7122/1998, Posted 7/22f1998) 
Uncomplicated Gonorrhea-Developing Antimicrobial Drugs for Treatment (Issued 7/22l1995, Posted 712211998) 
Uncomplicated Urinary Tract Infections-Developing Antimicrobial Drugs for T:aatmeirt (issued 7/22J1998, Posted 7122/?998j 
Vaccinia Virus-Developing Drugs [o Mitigate Complications from Smallpox Vaccination (Posted 3/6i2004) 
Vulvovaginal Candidiasis-Developing Antimicrobial Drugs for Treatment (Issued 7~22/1998, Posted 7/2Z11998) 

Clinical/Medical - - ~`--------_-- W-

Acceptance of Foreign Clinical Studies (Posted 3!12f2COt) ~ ̂ L 
Available Therapy (Posted 7r2212004) , 
Calcium DTPA and Zinc DTPA Drug Products-Submitting a New Drug Apptirstion (Posted Sl13%2004) 
Cancer Drug and Biological Products-Clinical Gala in Marketing Applications I posted 10/11 ;20p1) 
Clinical Development Programs for Drugs, Devices, and Biological Products for the Treatment of Rheuma£oid Artrritls (RA) 'Issued 111999, Posted 216/1999) 
G1inicai Development Programs for MDI and DPI Drug Products (issued 9f19-1994, P~osted 3I21t998 ; 
Clinical Evaluation of Analgesic Drugs (Withdrawn per August 5, 2003, FFc,derai Register Notice) 
Clinical Evaluation of Antacid Drugs (Withdrawn per July 20, 2004, FFederal Register 
Clinical Evaluation of Anti-Inflammatory and Anlirheumatfe Drugs !(adults and cr:iidren) 
Clinical Evaluation of Antianxiely Drugs (Issued 9/77, Posted 3i2/799$1 
Clinical Evaluation of Antidepressant Drugs ;issued 9,,77, Posted 3121 998) . 
Clinical Evaluation of Antidiarrheai Drugs (Withdrawn per Juty 20, 2004. Feder ; Register nuGce . ; 
Clinical Evaluation of Antiepileptic Drugs (adults and children ;i (Issued' ti1981, Fosled 3i2tt998) 
Clinical Evaluation of Gastric Sacretory Depressant (GSD) Drugs (Withdrawn per July 20, 2004, Feder( Register not;ce.~ 
Clinical Evaluation of General Anesthetics (Issued 5/1962, Posted ;1211958) 
Clinical Evaluation of Hypnotic Drugs (Issued 9 .7?, Posted 3,'2,'! 993) 
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Clinical Evaluation of Laxative Drugs ;Withdravin per July 20, 2004, Federal Register nolcel 
Clinical Evaluation of Local Anesthetics (Posted 31?J1998) 
Clinical Evaluation of Psychoactive Drugs in Infants and Children (Pasted 3/2,1998) 
Clinical Evaluation of RadiopharmaceuUCal Drugs (Withdrawn Per July 20, 2004, Federal Register notice .) 
Collection of Race and Ethnicity Data in Clinical Trials (Issued 9,'6/2005, Posred 91t6120f5) 
Content and Format (or Pedia~nc Use Supplements 
Content and Format of IrivestigaUonal New Drug Applications (fNDs) for Phes+: 7 Studies of Drugs, including Weli-Characlerlzecl, Therapeutic, Biotechno;ogy-derived 
Products 

Developing Medical Imaging Drug and Biological Products 
Pad 1 : Conducting Safety Assessments (issued 6/17/2004, Posted 6/17 i2004) 
Part 2 : Clinical Indications (Issued 6/1712004, Posted 6/1712004) 
Part 3 : Design, Analysis, and Interpretation of Clinical Studies (Issued 6117/2p04, Posted 6/j 7,2004 ; 

Development and Use o( Risk Minimization Action Plans (issued 12412G'05r Posted 3i24,12005) 
Establishing Pregnancy Exposure Registries (issued 8/2002, Posted 9/20/200 :) 
Evaluating the Risks of Drug Exposure in Human Pregnancies (Issued 4i2712i105, Posted 4i27:2005) 
FDA Approval of New Cancer Treatment Uses for Marketed Drug arid Biological Products (Issued 1213998, Posted J2%1999, posted 9i74/t999) 
FDA Requirements for Approval of Drugs to Treat Non-Small Cell Lung Cancer (Posted 3'2/7998p 
FDA Requirements for Approval of Drugs to Treat Superficial Bladder Cancer (Withdrawn per Ju!y 20, 2004, Federal Register notice .) 
Format and Content of the Clinical and Statistical Sections of an Application (issued 7!1988, Posted 5/21,1997) 
Format and Content of the Summary for New Drug and Antibiotic Applications' (issued ̂ <r4987, Posted 3/2~t998) 
Formatting, Assembling and Submitting New Drug and Antibiotic Applications* (Issued 211987, r^osted 31211998) 
General Considerations for the Clinical Evaluation of Drugs 
General Considerations for the Clinical Evaluation of Drugs in Infants and Chuaren (Issued 9177, Posted 312/1998) 
Good Pharmacovigilance Practices and Pharmacoepidemiologic Assessment -;lssued 3i24/2005, Posted 3f74/2005} 
Guidance for the Development of Vaginal Contraceptive Drugs (NDA) (Posted 31211998) 
Information Sheet Guidance for Sponsors, Clinical Investigators, and IR6s : Waiver of lA8 Requirements for Drug and Biological Product Studies (Issued 112006) 
lND Exemptions for Studies of Lawfully Marketed Drug or Biological Products °or the Treatment of Cancer (Revised i/15!2004 . Posted 1/15/2004) 
Internal Radioactive Contamination-Development of Decorparation Agents (Issued 3r112006, Posted 31t12005) 
Integration of Dose-Counting Mechanisms into MDI Drug Products (issued 312003, Posted 3l12/2003) 
tevothyroxine Sodium Tablets--In Vivo Pharmacokinetic and Bioavailability St~idies and In Vitro Dissolution Testing (Issued i/2001, Posted 3/8/2001'1 
Oncologic Drugs Advisory Committee Discussion or FDA Requirements for Approval of New D"s for Treatment of Ovarian Cancer (Posted 312'1998) 
Oncologic Drugs Advisory Committee Discussion on FDA Requirements or Approval of New Drugs for Treatment of Colon and Rectal Cancer (Posted 3i21'998) 
Premarketing Risk Assessment (issued 3124i2005 ; Posted 3/24/2005) 
Postmarketing Adverse Experience Reporting for Human Drug and Licensed Biological Products : Clarification of What to Report (Issued 812717997, Posted 81271 

1997) 
Postmarketing Reporting of Adverse Drug Experiences (Issued 3/1992, Posteo 3/2/1998) 
Preparation of Investigational New Drug Products (Human and Animal) (issual 17/1992, Posted 312J1998) 
Providing Clinical Evidence of Effectiveness !or Human Drug and Biological Products (Issued 5114!t998, Posted 5/14A 998) 
Prussian Blue Drug Products--Submitting a New Drug Application (Issued '.12t)03, Posted 21412U03) 
Study and Evaluation of Gender Differences in the Clinical Evaluation of Drugs (issued 7122'7993, Posted 307898) 
Study of Drugs Likely to be used in the Elderly (issued 1117985; Posted 3/2-i1998) 
Submission of Abbreviated Reports end Synopses in Support of Marketing Applications ,Issued 811999, Posted 5/73,11999) 
The Use of Clinical Holds Following Clinical Investigator Misconduct 

Clinical/Medical (Draft) ' 

Acne Vulgaris : Developing Drugs for Treatment (issued 911612005, Posted 91n/2005i 
Allergic Rhinitis : Clinical Development Programs for Drug Products (Issued B/20Q0, Posted 612D .%2000) 
Chronic Cutaneous Ulcer and Burn Wounds-Developing Products for Treatment (Issued 612000 ; Posted 6/?_`1/200G) 
Clinical Development Programs for Drugs, Devices, and Biological Products Intended for the Treatment of Osterarthri65 (Issued 7107/1999, Posted 7/t41f999) ' 
Clinical Evaluation of Lipid-Altering Agents (Issued 10/199Q, Posted 2/18/1998) 
Clinical Evaluation of Weight-Coniroi Drugs (912411996, Posted 2/18/7993) 
Clinical Trial Endpoints for the Approval of Cancer Drugs and Biologics (Issued 4i1/2a05, Posted 41112005) 
Development of Parathyroid Hormone for the Prevention and Treatment of Os?a:oporosis (Issued 512000, Posted 611 ;l200G) 
Drugs, Biologics, and Medical Devices Derived from Btoengineered Plants for Use in Humans and Animals (Issued 9/6/2002) 
Estrogen and EstrogenlProgestin Drug Products to Treat Vasomotor Symptoms and Vuivar and Vaginal Atrophy Symptoms--i;eccmmendations for Clinical Evalua-

tion (issued t12003, Posted 1130/2D03) 
Evaluation of the Effects of Orally Inhaled and Intranasai CoRicvsteroids on Growth in Children (Posted 51!6/2001) 
Exercise-Induced Bronchospasm (EIB}-Development of Drugs to Prevent EIB (Issued 2/2002, Posted 2'1512002} 
Exocrine Pancreatic Insufficiency Drug Prod ucis-Submitfing NDAs (Posted 4I27i2004) 
Female Sexual Dysfunction: Clinical Development of Drug Products for Treatment (Issued 5'2000, Posted 5/1 812000) 
Gingivitis : Development and Evaluation of Drugs for Treatment or Prevention (issued June 24, 2005, Posted June 27, 20011) 
Guidance for Clinical Trial Sponsors On Yhe Establishment and Operation of C?micat Trial Data Monitoring Committees (I, sued 72/Q1/2005, Posted 2107/2006) 
Guidance !or Institutional Review Boards, Clinical Investigators, and Sponsors: Exception from Informed Consent Requiremencs .'or Emergency Research (31311 
2000) 

Inhalation Drug Products Packaged in Semipermeable Container Cfo5ure Syst ::ms (Issued 7/2002, Posted 7125!?_002) 
OTC Treatment of Herpes Labialis with Antivirai Agents (Issued 3/SI(?COQ, Posted 3+8~2000} 
Patient-Reported Outcome Measures : Use in Medical Product Development to Support Labeling Claims (Issued 21212006j, Posted 22/2006) 
Pediatric Oncology Studies In Response to a Written Request (Issued 6/?OGO, Posted 6/19i200D) 
Preciinical and Clinical Evaluation of Agents Used in the Prevention or Treatment of Fostrnenopausal nsteoporosis ( ;ssued 4/1994, Posted ?J1811998) 
Recommendations for Complying with the Pediatric Rule (2? CFR 314.55(a) and 601 27(a)) (Posted 12!1f2p00) 
Systemic Lupus Eryihemalosus-Oeveioping Drugs for Treatment (Issued 3~28i2005, Posted 3128!2005) 

Clinical Pharmacology 

Drug Metabolism/Drug Imeract.on Studies in the Drug Development Process: Siudies in 'vitro "Issued 411997, Posted 4;811997i 
'Exposure-Response Relationships--Study Design, Data Analysis, and Regulatory Applications (Posted 5)5'2003} 
Format and Content of the Human Pharmacokin2lics and Biuavailability Secticr+ of an Application* (Issued ?J1987; Posted 3i211 ~9~? 
In Vivo Drug Metabolism/Drug Interaction Studies-Study Design, Data Analysis, ana Recommendations for Dosing and Labeling (Issued iti?4i1999, Posted 1!1211 

1999) 
Pharmacokirietics in Patients wilh lmpaired Hepatic Function : Study Design, Data Analysis, and Impact on Dosing an,, Labeling IPosted 5i3012003) 
Pharmacokinetics in Patients with impaired Renal Function (Issued 51141,,l 993, Posted 5%14/1998? 
Population Pharmacokioetics (Issued 211999, Posted 2110/7999) 
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Clinical Pharmacology (Draft) 

Clinical Lactation Studies-Study Design, Data Analysis, and Recommendations for Labeling (Issued ?J7!05, Posted 2f8,'051 
General Considerations for Pediatric Pharmacokineiic Studies for Drugs and Biological Products (Issued t 1it99n, Posted 7 s/i'~it598J 
Pharmacokii;etics in Pregnancy-Study Design, Data Analysis, and Impact or, Dosing and LabeSag (issued ~Oi29/2004, Posted 10~29 ;2004) 

Combination Products (Drug/Device/Biologic) 

Draft and Final guidances can be found on the Office of Ccrnbinatian Product: web site . 

Compliance 

A Review of FDA's implementation of the Drug Export Amendments of 1986 (Issued 1 tit989 ; Posted :3'2/1993) 
Compressed Medical Gases (Issued 2/1989, Posted 3/10/1997) 
Computerized Systems Used in Clinical Trials (Issued 41t399, Posted 5/11/ 19~9) 
General Principles of Process Validation ' 
Good Laboratory Practice Regulations Questions and Answers (Posted 31w19-)8) 
Guidance for Hospitals, Nursing Homes, and Other Health Care Facili6es-FDA Public Health Advisory (Issued and Posted 4/5/2001) 
Guideline for Validation of Limulus Amebocyte Lysate Test as an End-Product Endatuxirr Test for Human and Animal Parenteral Drugs, Biological Products, and ' 
Medical Devices (Posted 3/2/1998) 

Expiration Dating and Stability Testing of Solid Oral Dosage Form Drugs Containing Iron (issued 6127J1937, Posted 5i2iit997) 
Monitoring of Clinical Investigations (Posted 3/?J1998) 
Nuclear Pharmacy Guideline Criteria for Determining When to Register as a Drug Establishment (Posted 3'21998) 
Pharmacy Compounding-Compliance Policy Guide (Issued 512002, Posted 3!i2'2004) 
Possible Dioxin/PCB Contamination o( Drug and Biological Products (Issued Q123!7999, Posted F/2311999) 
Prescription Drug Marketing Act-Donation of Prescription Drug Samples !o Free Ciioics (Issued 3!26C6, Posted 311312006) 
Street Drug Alternatives (issued 3/2000, Posted 313i12000) 

Compliance (Draft) 

Bar Code Label Requiremems--Questions and Answers. (issued o17/2005, f'o:>ted 617/?.005) 
Computerized Systems Used in Clinical Trials (Posted 9/29/2004) 
Current Good Manufacturing Practice for Medicat Gases (Posted 5i6/2003) 
Expiration Dating of Unit-Dose Repackaged Drugs: Compliance Policy Guide (5/27!2005) 
Guidance for 1R6s, Clinical Investigators, and Sponsors : Exception from Informed Consent Requirement, for Emergency Research (21 CFft 5024) Draft released 

for comment 3/30/2000 (5112i2000) 
investigating Out of Specification (OOS) Test Results for Pharmaceutical Production (Issued 5l3011958, Posted 9r30r1998) 
Manufacturing, Processing, or Holding Active Pharmaceutical Ingredients (Issued 4li?i1998, Posted d/17/?39II) -
Marketed Unapproved Drugs-Compliance Policy Guide (Issued 10/1512003 . Posted 10,17/2003) 
PET Drug Products-Current Good Manufacturing Practice (CGMP) (Issued 9/15/2005, Posted 9/15l2Q05) 

Drug Safety 

Conducting a Clinical Safety Review of a New Product Application and Preparing a Report on ?he Review (issued 2/2005, Posted 2/20051 

Drug Safety Draft 

FDA's "Drug Watch" for Emerging Drug Safety Information (Issued 5/5/2005 : Posted 5/5,12005) 
Questions and Answers (Qs & As) 

Electronic Submissions 

Part 11, Electronic Records; Electronic Signalures-Scope and Application (Posted 9/3i2003) 
Providing Regulatory Submissions in Electronic Format-ANDAs (Issued 6120G2, Posted 612712002) 
Providing Regulatory Submissions in Electronic Format--Content of Labeling (issued 4/20/2005, Posted 4120/2005) 
providing Regulatory Submissions in Electronic Format-Human Pharmaceutical Product Applications and Related Submissions Using the eCTD Specifications . To 
ensure you have the most recent versions of the specifications referenced in this document, check the appropriate cenier's gu'dance Web page. For CBER, this 
Web site is http-l7www .lda .gov%ber/esub/esub .htm. For GDER, this Web site is http :,%svww.fda .gov/cderlregulatoryiersnectd.ntm. (issued t0118/2005, Posted 10/ 
18/2005) 

Regulatory Submissions in Electronic Format ; General Considerations (Issued ?11999, Posted t12711999) 
Regulatory Submissions in Electronic Format ; New Drug Applications (issued 1 .1999, Posted 7/271t999) 
SPL Standard for Content o1 Labeling Technical Qs 8 As ( issued 12120C5, Posted 1?J9/20D5) 
Example of an Electronic New rDrug Application Submission (Posted 2J17/T9S5) . 

Electronic Submissions Draft 

Providing Regulatory Submissions in Electronic Format-Annual Reports (or hYUAs and ANDAs (Posted 3/2?17003) 
Providing Regulatory Submissions in Electronic Format-General Considerations (Issued 10/2003, Posted 10i22/2003) 
Providing Regulatory Submissions in Electronic Format-Postmarketing Expadiied Safely Reports (Issued 5i200t, Posted SI312001) 
Providing Regulatory Submissions in Electronic Format-Postmarketrcig Periodi; Adverse Drug Experience RepoOs (Posted 6'?.3i3003} 
Providing Regulatory Submissions m Electronic Forma t-Presoription'Drug Advertising and Promotional Labeling (Issued 1/20G1, Posted 1/3012001) 

Generics 

180-Day Exclusivity When Multiple ,4NCAs Are Submitted on the Same Day (Issued 7!2003, Posted T,0!2003) 
Alternate Source of the Active Pharmaceutical ingredient in Pending ANDRs (Posted i2i12`2000) 
ANDA's : Impurities in Drug Substances (Issued 1111999, Posted 12,2,1999) 
Court Decisions, ANDA Approvals, and 180-Day Exclusivi,y Under the Hatch-V6axmar Amendments lo the Federal Food, Drug, and Cosmet :c Act (Posted 3 ;27i 

2000) 
Handling and Retention of BA and BE Testing Samples (5,'25/2004) 
Letter announcing that the OGD will now accept the !CH long term storage conditions as well as the s,atCity studies conducted in the past. (Posted 3;2/1998) 
Letter describing efforts by the CDER and the ORA to clarify the responsibilities of CuER chemistry review sc ;entists and ORA field invescgators in the new and ab-

breviated drug approval process in order to reduce duplication or redundancy in ihe process (Posted 3i211998) 
Letter on incomplete Abbreviated Applications, Convictions Under GDcA, Multiple Supplements, Annual Reports for Bulk Antibiotic;,,;, Batch Size for Transdermal 

Drugs, Bioequlvalerce Protocols, Research, Deviations from OGD Policy i;Pos[ed 3/21t998) 
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Letter on the Provision of new information pertaining to new bioequivalence guidelines and refuse-lo-file fetters (f'os?ed 312«99F,) 
Letter on the provision of new procedures and policies affecting the generic drug review .process (Posted 3'Z'1398) 
Letter on the request for cooperation of regulated industry to improve the effir:ency and effectiveness of the generic drug review process, by assuring the compiele-
ness and accuracy of requir~d information and data submissions (Posted 3i ;'/1938) 

Letter on the response to 12/201t984 latter from the Pharmaceutical Manufac9arErs Association about the Drug Price Competition and Patent Term Restoration Act 
(Posted 31211998) 

Letter to all ANDA and AADA 
-applicants 

about the Generic Drug Enforcement Act o( 1992 (GDEA), and the Office of Generic Drugs intention to refuse-to-file incom-
plete submissions as required by the new law (Posted 3/2i7998) 

Letter to regulated industry notifying interested parties about imporfant detaiied information regarding labeling, scair-up, packaging, minor/ma;or amendment criteria 
and bioequivalence requirements (Posted 3i211998) 

Major, Minor, and Telephone Amendments to Abbreviated New Drug Applications (issued 12/20Q1, Posted 12120i2001) 
- Potassium Chloride Modified-Release Tablets and Capsules : In Vivo 8ioequivalence and fn Vitro Dissolution Testing (Issued 10125/2005 ; Posted ?0/2512005) 

Revising ANDA Labeling Following Revision of the RLD Labeling (Issued 4126/2000, 4/2b/2000) 
Variations in Drug Products !hat May 8e Induced in a Single ANDA (Issued 1?/t998, Posted 1126/i999) 

Generics (Draft) 

ANDAs : Impurities in Drug Products (issued 8/2612005, Posted 8!26/2405) 
ANDAs : Impurities in Drug Substances (Issued 1!28/2005, Posted 1!28/<^ODS) 
ANDAs : Pharmaceutical Solid Polymorphism (issued 1J11/2004, Posted 121i?J2004) 
Listed Drugs, 30-Month Stays, and Approval of ANDAs and 505(b)(2) Applications Under Hatch=Waxman, as Amended by the Medicare Prescription Drug, Improve-
ment, and Modernization Act of 2003---Quest ions and Answers (Issued 10 .12004, Posted 11/3/2004) 

Good Review Practices (GRPs) 

Conducting a Clinical Safety Review of a New Product Application and Preparing a Report on the Review (Posted 2'78/20,)5) 
Pharmacology/Toxicology Review Formal (Posted 5/9/20Q1) 

Good Review Practices (GRPs) (Draft) 

Industry Letters 

Continuation of a series of letters communicating interim and informal generic drug policy and guidance. Availability of Policy and Procedure Guides, and further 
operational changes to the generic drug review program (Posted 3Y2/t99FS) 

- Fifth of a series of letters providing informal notice about the Act discussing the statutory mechanism by which ANDA applicants may make modifications in ap-
proved drugs where clinical data is required (Posted 3/211998) 

Fourth of a series of letters providing informal notice to all affected parties about policy developments and interpretations regarding the Act. Three year exclusivity 
provisions of Title I (Posted 3i2/1998) 

implementation of the Drug Price Competition and Patent Term Restoration Act_ Preliminary Guidance (Posted 31211938) 
Implementation Plan LISP injection nomenclature (Posted 3/7J1998) 
Seventh of a series of letters about the Act providing guidance on the 1.3d-day exclusivity" provision of section 505(j)(4)(B)(ivt of the FD&C (Posted 3i21199$) 
Sixth of a series of informal no4ice letters about the Act discussing_3- and 5-Year exclusivity provisions oi sections 5U5(c)(9)(O) and 505(;)(4)(D) of the FD&C Act 
(Posted 3i211998) 

Supplement to t0 .1tt/1984 letter about policies, procedures and implementation at the Act (t}&A formal) (Posted 3/21199t1) 
Third of a series of letters regarding the implementation of the Act (Posted 3%2ii 998) 
Year 2000 Letter from Dr . Janet Woodcock (10119i98) 

International Conference on Hz~rmonisation 

Safety 
StA The Need for Long-term Rodent CarcinogeNcity Studies of Pharmaceu, ;cals 
SIB Testing for Carcinogen icity of Pharmaceuticals (issued 2I28It998, Posted 3124i1938) 
S1 C Dose Selection for Carcinogenicity Studies of Pharmaceuticals 
S1C(R) Guidance on Dose Selection for Carcinogenicity Studies of Pharmaceuticals : Addendum on a Limit Dose and Related Notes (Issued 1214i1997, Posted 

12,111/1997) 
S2A Specific Aspects of Regulatory Genotoxiciry Tests far Pharmaceuticals 
S2B Genotoxicity : A Standard Battery for Genotoxicity Testing of Pharmaceuticals (Issued 11i2Ui997, Posted 514i7998) 
S3A Toxicokinetics : The Assessment of Systemic Exposure in Toxicity Studies 
S3B Pharmacokinetics : Guidance for Repeated Dose Tissue Distribution Studies 
S4A Duration of Chronic Toxicity Testing in Animals (Rodent and Nonrodent Toxicity Testing) Posted 6/2S/Q9 
SSA Detection of Toxicity to Reproduction for Medicinal Products (Issued 3!i994, Posted 4/231t997) 
SSB Detection of Toxicity to 9eproduction for Medicinal Products : Addendum on Toxicity to Male Fertility 
S6 Preciinical Safety Evaluation of BiotechnologyDerived Pharmaceuticals (issued 11i1997, Posted t ;/Y81199%) 
S7A Safety Pharmacology Studies for Human PharmaceuticalS jlssued 7120Gt, Posted 7112J20D1) 
S7B Nonclinical Evaluation of the Potential for Delayed Ventricular Repolarization {QT Interval Prolongation) by Human Pharmaceuticals (issued 10/1912D05, Post-

ed 1011912005) . 
Joint Safety/Efficacy (Multidisciplinary) 
M2 eCTD : Electronic Common Technical Document Specification (Posted 4l112003) 
M2 : eCl-D Specification Questions and Answers and Change Requests (Posted 3/14105) 
Companion Document : Current Q & As and Change Requests (Issued 1i&i2006; Posted 1I6/200E) 

M3 Nonclinical Safety Studies for the Conduct of Human Clinical Trials tor Pharmaceuticals (Issued 1 1,11997, Posted 11/25/1997) 
- M4 : Common Technical Document for the Registra6on of Pharmaceuticals for Human Use (Posted 1015,,2001) 

M4 : Organization of the CT D 
M4 Granularity Annex (issued i0/t8/2005, Posted 1C'18r2005) 
Md : The CTD--General Questions and Answers lIssued 124,4; Posted 12'22/20041 

104 : The CTCr-Quality 
P.14 : The CTD-Quality C.uestions and Answers /Location issues ~Ifssued 5/2004, Posted 6/812004} 

M4 : The CTD-Efficacy 
M4 : The CTG--ctficacy ~ :luestions and Answers (Issued 12i2004, Poste : 1212~1'2004) 

rot4 : The CI-D---Safety 
Md : The CTD--Safety .Appendices 

" ;4l2003) M4 : The CTD-Safety Questions and Answers !Issued 2'2003, Posted 
Efficacy 
E7A The Extent of Population Exposure to Assess Clinical Safety : For Drcgs Intended for Long-term Tr2almer,r of NonrLIfe-Threatening Conditions 
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E2A Clinical Safety Data Management Definitions and Standarils for Fxlped*-_d Reporting 
E213 International Conference on Harmonisation, Guidance on Data Elem2nls for Transmission ot Individual Case Safety Reports (issued 1i15/1998, Posted 1/15l 
1998) 
E2BM Data Elements for Transmission Of Individual Case Safety Reports (issued a?2002, Posted 4Ia,-2002) 
E2B(M) Questions and Answers (Revised 3109/20G5, Posted, 3/16/20051 

E2C Clinical Safety Data Management Periodic Safety Update Reports for Marketed Drugs ( :ssued 5/19/11997, Posted 3/19' 1998) 
E2C Addendum to ICH E2C Clinical Safety Data Management: Periodic Safety Update Reports for Marketed Drugs (Posted 2/512004) 
E2E Pharmacovigi!ance Planning (Issued 3/31i0b; Posted 3/311051 
E3 Structure and Content of Clinical Study Reports 
E4 Dose-Response Information to Support Drug Registration 
ES Ethnic Factors in the Acceptability of Foreign Clinical Data 
F5 Questions and Answers (Issue 6'2004, Posted 6/4i2004) 

E6 Good Clinical Practice : Consolidated Guideline Spanish Version (Issued 5/9/tUQ7, Pos!ed 3/i 9/1998) 
E7 Studies in Support of Special Populations: Geriatrics 
E8 General Considerations for CiinicatTrials (Issued 12It997, Posted 12,1711997) 
E9 Statistical Principles for Clinical Trials (9/1/t998) 
¬10 Choice of Control Group and Related Issues in Clinical Trials (Issued Sr'200t, Posted 511 3i2001) 
E11 Clinical Investigation of Medicinal Products in the Pediatric Population (issued 1 0,2000, Posted 120 412000) 
E14 Clinical Evaluation of QT/QTc Interval Prolongation and Proarrhythmic Potential for Non-Antiarrhy(hmic Drugs (Issued !Dlt9/?005, Posted 1011912005) 

Quality 

01A(R2) Stability Testing of New Drug Substances and Products (issued 1 "i2003, Posted 11l20l2003) 
01B Photostability Testing of New Drug Substances and Products (issued 111/1996, Reposted 71?11998) 
Q1C Stability Testing for New Dosage Forms (Issued 5/911997, Posted 31-19.'9998) 
Q1D Bracketing and Matrixing Designs for Stability Testing of New Drug Substances and Products (issued 11<003, Posted 11!5.12003) 
01E Evaluation of Stability Data (Issued 6/2004, Posted 6/712004) 
Qf F Stability Data Package for Registration Applications in Climatic Zones i!+ and IV, revision 1 (7/1+'20t;4) 
Q2A Text on Validation of Analytical Procedures 
Q2B Validation of Analytical Procedures : Methodology (Issued 5li9/1997, Posted 3/191i997) 
Q3A Impurities in New Drug Substances (Issued 2150/2003, Posted 2l?01?OC3) 
Q38(R) Impurities in New Drug Products (issued 11/2003, Posted 11/1312aC3) 
Q3C Impurities : Residual Solvents or Adobe Acrobat version (Issued 121241`39i, Wos.ed 1213011897) 
Q3C Tables and List (Posted 1111Z2003) 
Appendix 4, Appendix 5, and Appendix 6 (Appendices were issued with the 03C draft guidance documents) 
Maintenance Procedures for Updating (Posted 2111/2002) 
Q5A Viral Safety Evaluation of Biotechnology Products Derived From Cell Lines of Human or Animal Origin (Posted 5/1998? 
Q5B Quality of Biotechnological Products, Analysis of the Expression Construct in Cells Used for Production of r-DNA Derived Protein Products 
Q5C Quality of Biotechnological Products : Stability Testing of Biotechnological/Biological Products 
OSD Quality of Biotech note gicaVBiological Products : Derivation and Characterization of Cell Substrates Used for Production of Biotechnological/Biological Prod-

ucts ; Availability (Issued 9i21/1998, Posted 9/21!1998) 
QSE Comparability of BiotechnofogicallBiologicai Products Subject to Changr., in Their Manufacturing Process (Issued 6/200a, Posted 6/29/ZGQ5) 
Q&A International Conference on Harmonisation ; Guidance or Q6A Specifications : Test Procedures and Acceptance Crfterip. for New Drug Substances and New ' 

Drug Products : Chemical Substances . (12I2912000) 
Q66 Specifications : Test Procedures and Acceptance Criteria for Biotechnological/ Biological Products (issued 8/1999, Posted 12/14/2001) 
Q7A Good Manufacturing Practice Guidance for Active Pharmaceutical Ingredients (Issued 812001, Posted 9i2412G01j 

International Conference on Harmonisation (Draft) 

Efficacy 
E2B(R) Clinical Safety Data Management : Data Elements for Transmission of Individual Case Safety Reports (Issued 9130/2D05. Posted 913012005) 
E2d Postapproval Safety Data Management : Definitions and Standards for Expedited Reporting (Posted 9/1212003) 
Principles for Clinical Evaluation of New Anti hypertensive Drugs. (Issued 812G00, Posted 818120C10) 

Joint Safety/Efficacy (Multidisciplinary) (Draft) 
International Conference on Harmonisation ; Draft Guidance on MS Data Elements and Standards for Drug Dictionaries (Issued 9120D5, Posted 9/2l2D05) 
Submitting Marketing Applications According to the ICH/CTD Format : General Considerations (Issued 9f2p01, Posted 915/2b01) 

Qua4ty 
Q8 Pharmaceutical Development (Issued ?J712005, Posted 2i8i2005) 
09 Quality Risk Management (issued 8I5/2005, Posted 8)r5/2005) 

Safety 
SS lmmuno[ox)city Studies for Human Pharmaceuticals (Issued 2I7i05, Posted 218i05) 

Investigational New Drug Applications 

Content and Format of Investigational New Drug Applications ((N0 ;) for Phase 1 Studies of Drugs 

Labeling 

Adverse Reactions Section of Labeling for Human Prescription Drug and Biological Products-Content and Format (issued 1/14/2006; Posted 1/1812000) 
Clinical Studies Section of Labeling for Human Prescription Drug and' Biological Products-Content and Format (Issued 1115/2006; Posted SI18'2006) 
Content and Format for Geriatric Labeling (Issued tO12001, Posted tq'4/2001) 

Labeling (Draft) 

Labeling for Combined Oral Contraceptives !Issued 3I2I2004, Fcsted 314/2004; ' 
Labeling for Human Prescription Drug and Eioiogical Products-Implementing 1he New Content and Format Requirements (issued 1i18/2006 ; Posted liigl2006i 
Labeling Guidance for 07C Topical Drug Products for the Treatment of Vagina : Yeast Infections (Vulvovaymal Candidiauis) (Issued 6,,1998, Posted 71201199F3} 
Noncontraceptive Estrogen Drug Products for the Treatment of Vasomotor Symptoms and Vulvar and Vaginal Atrophy Symptems-Recommended Prescribing 

Intormtion for Health Care Providers and Patient Labeling (Issued 11/15'2005 . PosYed 11/15/2GOS) 
Referencing Discontinued Labeling for Listed Drugs in Abbreviated New Drug Applications (Issued 70;2000, Posted t0??_Si20GOj 
Warnings and Precautions, Contraindications, and Boxed Warning Sections of Labeling for Human Prescription Drug and Biological Products-CorFtent and Formai 

(Issued t/1812006 ; Posted 1it8!2006) 

Microbiology 
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Format and Content of the Microbiology Section of an Appiira9ion' 

Modernization Ait of 1997 

, "Changes ;o an Apprcved NDA or NNDA jissued 41200A, Posted 4/'i2D04j 
Classifying Resubm;sslons in Response to Action Letters (issued 5;14ItS98, Posted S,t4i1998) 
Enforcement Poficy During Implementation of Section 503A o£ the Federal Food, Drug, and Cosmetic Act ;Issued 1t!1998, Posted 11/20,11998) 
Fast Track Drug Development Programs-Designation, Development, and Application Review (Posted 7/22!2II04) 
Appendix 2 ; Appendix 3 consisting of Mapp 5D20-3 and SC°F 8405 ; and Appondix a [Appendices are scanned copies, which will be replaced by final versionsj 

(Issued 11%1,' ;1993, Posted 11117/1998) 
Formal Dispute Resolution : Appeals Above the Division Level (issued ?J2000, Posted 316/2000) 
Formal Meetings With Sponsors and Applicants for PDUFA Products (issued 212000, Posted 3/6i2000) 
fmplementation of Section 120 of the Food and Drug Administration Modern iz :afion Act of 1997-Advisor/ Committees (Issued t0/1998, Posted 11/02I98) 
Implementation of Section 126 of the Food and Drug Administration Modernization Act of 1997-Elimination of Certain Labeling Requirements I,issuzd 7/!998, Post-
ed 712G/98) 

Information Program on Clinical Trials for Serious or Life-Threatening nisease,s and Conditions (Issued 3/2002, Posted 3118/2pD2) 
National Uniformity for Nonprescipiion Drugs-Ingredient Listing for 07C Un1oS (Issued 411998, Posted 5/5/1998) 
Providing Ci ;nical Evidence of Effectiveness for Human Drug and Biological Products (Issued 5114l1998, Posted ;114/1998) 
Qualifying for Pediatric Exclusiviry Under Section SOSA of the Federal Food, Drug, and Cosmetic Act (Issued 91i999, Posted 1,014ii999) 

Frequently Asked Questions on PediaYric Exclusivity (SQSA), The Pediatric "Rule," and Their Interaction (Posted 7727/1999} 
Repeal of Section 507 of the Federal Food, Drug and Cosmetic Act (Revised 5/1998, Posted 6/12Jt998) 
Standards for Prompt Review of Efficacy Supptements (Issued S115I199B, Posled 5/t51t958) 
Submission of Abbreviated Reports and Synopses in Support of Marketing Applications (Issued 8!i99R, Pasted 9it5/98) 
Submitting and Reviewing Complete Responses to Clinical Holds (Revised) (.ssued 1012000, Pasted t0i25/2000 
'Women and Minorities Guidance Requirements (Issued 7/2011898, Posted 17i25/1998) 

Modernization Act of 1997 (Draf1) 

Information Program on Clinical Trials for Serious or Lite-Threatening Diseases and Conditions (Issued ?12004, Posted 9127/2C04) 
PET Drug Applications-Content and Format for NDAs and ANDAS (Issued 3!7/20Q0, Posted 3171i2000) 
Sample formats for chemistry, manufacturing, and controls sntions 
Sample formats for labeling 
Sample formats for Form FDA 356h 
Sample formats for user tee Form FDA 3397 

Reports on the Status of Postmarketing Studies-implementation of Section 130 of the Food and Drug Administration Modernization Act of 1997 (Posted 4/4/2001) 

Over-the-Counter (OTC) Guidances 

Enforcement Policy on Marketi:ig OTC Combination Products {CFG 7132b.16} (Posted 31211998) 
General Guidelines for OTC Combination Products (Posted 3l2/1998) 
Labeling OTC Human Drug Products Using a Column Format (Issued 12i2000, Posted i21t8!200D) 
Labeling OTC Human Drug Products Updating Labeling in RLDs and ANDAs 
Example Drug Facts Labels 

Acetaminophen 120 mg in a Suppository Dosage Form 
' Acetaminophen 325 mg in a Suppository Dosage Form 

Acetaminophen 650 mg in a Suppository Dosage Form 
Cimetidine 200 mg in a Table! Dosage Form 
Ctemastine Fumerate 1 .34 mg in a Tablet Dosage Form 
Doxylamine Succinaie 25 mg Tablet Dosage Form 
ibuprofen 200 mg in a TabIeU'Capsute Dosage Form 
Loperamide HCI in a Liquid Dosage Form 
Loperamide HCI in a TableVCaplet Dosage Form 
Miconazole Nitrate Vagina : Products 
Minoxidil Topical Solution 2% for Men and Women 
Minoxidil Topical Solution 51% for Men 
Naproxen Sodium 220 mg in a TabIeUCapIeUGelcap Dosage Form 

' Pseudoephedrine HCI Extended-Release Tablets 120 7!g 
Upgrading Category III Antiperspirants to Category i (43 FR 46728-46731) (Posted 3i2/1998) 

Over-the-Counter (OTC) Draft 

Labeling OTC Human Drug Products Questions and Answer, (issued 1/2005, Posted 1/12/05 
Labeling OTC Human Drug Products-Submitting Requests for Exemptions and Deferrals (Issued 1212000, Posted 1211812000) 
Labeling OTC Human Drug Products (Small Entity Compliance Guide) (Issued 12/2004, Posted 6,'8/2005) 
Labeling OTC Human Drug Products Updating Labeling in ANDAs (?J21/2001) 

Additional examples 1 (3/19!2001) 
Additional examples 2 (3/26%2001) 
Additional examples 3 (3/26~`2001) 

Time and Extent Applications (Issued 2~'2004, Posted 2111 ;2004} 

Pharmacology,TOxicology 

Carcinogenicity Study Protocol Submissions (Issued 5i22i2002) 
Content and Format of !NDs for Phase t Studies of Drugs, Including Well-CYiaracierized, Therapeutic, Biotechnology- Derived Products 
Developing Medical Imaging Drug and Biological Products 

Part t_ Conducting Safety Assessments (Issued 6117/2004, Posted 6I1712G0~) 
Estimating the Maximum Safe Starting Dose in Initial Clinical Trials for Therapeutics in Adult Healihy Volunteers (lissued 7I21/20Ci5, Posted 7/21%2005. 
Exploratory IND Studies (Issued 1;i2/2006; Posted 1112/2006) 
Format and Content of the Nonciinicai Pharmacology/Toxicology Section o! an Application' (Posted 3/2/i99B) 
Immunotoxlcology Evaluation o1 Investigational New Drugs (Issued 1012002, Posted 10,~3112002) 
NOndinicai PharmacologyiToxit :ology Development of Topical Drugs Intended 1n Prevent the Transmission of Sexually i ransrnitted Diseases (STD) and/or for the 
Development of Drugs Intended ?o Act as Vaginal Contraceptives 

Nonciinicai Safety Evaluation oT Pediatric Drug Products (Issued 2/14I20C6, Pes ;ed 2 ;1412006) 
Nohclinical Studies for the Safety Evaluation of Pharmaceutical Exeipients (Issu--c! O5i18i2005, Posted OS118/2oD`) 
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Photosatery Testing (Posted 5'i2003} 
Reccmmerided Approaches to Integration of Genetic Toxicology Study Result> (Issued Sl3%2pCE, Posted ?I3i2006) _ 
Reference Guide for the Nonc!inical Toxicity Studies of Anliviai Drugs IndicaYed for the Treatment of N/A Non-Ufe Threatening Disease Evaluation of Drug Toxicity 

Prior to Phase I Clinical Studies (Posted 3!2't398) 
Single Dose Acute Toxicity Testing for Pharmaceuticals 

PharmacologyiTox:cology Draft 

Integration of Study Results to Assess Concerns about Hurnaiz Reproductive and Developmental Foxioiue-s (Issued t1 ;200t, Posted 11/9i2007) 
Nonclinicai Evaluation of Late Radiation Toxicity of Therapeutic Radiophamnac:eutlc3ls (Issued 6,',7/2U05 ; Posted 611712005) 
NoncGnicai Safety Evaluation of Drug Combinations (Issued 1/25/Q5, : Posted ' :26`05) 

- Safety Testing of Drug Metabolites {Issued 6/2005, Posted ul3i2D05) 
Statistical Aspects of the Design, Analysis, and Interpretation of Chronic Rodent Carcinogen)city Studies of Pharmaceuticals (issued 5/2001, Posted 5/7/2001) 

Procedural 

180-Day Generic Drug Exclusivity Under the Hatch-Waxman Amendments to tile Federal Food, Drug, and Cosmetic Act (Issued 6/7998, Posted 6/22l1998) 
Continuous Marketing Appficalions : Pilot t-Reviewable Units for Fast Track Products Under PDUFA (Posted 1GJ1I21003) 
Continuous Marketing Applications : Pilot 2-Scientific Feedback and Interactions During Development of Fast Track Products Under FDUFA (Posted 10/i/2003 ; 
Paperwork Reduction Act Burden Statement (Posted 7/27i2004) 

Court Decisions, ANDA Approvals, and 180-Day Exclusivity Under the Hatch-irJaxman Amendments to the Federal Food, Drug, and Cosmetic Act (Posted 31271 
2000) 

Disclosure of Materials Provided to Advisory CommiYrees in Connection with C-Nen Advisory Committee Meetings Convened by the Center for Drug Evaluation and 
Research Beginning on January 1, 2000 (issued t 1J1999, Posted _t ;129/1999) 

Drug Products Containing Ensu6zole, Hypromellose, Meradimate, Oetinoxate, and Oitisalate-Labeling Enforcement Policy (Posted 6/3l2u03) 
_ Enforcement Policy During Implementation of Section 503A of the Federal For-ad, Drug, and Cosmetic Act (issued 17,'t998, Posted ;112011998) 

Fast Track Drug Development Programs-Designation, Development, and Application Review (Posted t?t2/2006) 
Appendix 2 ; Appendix 3 consisting of Mapp 6020 .3 and SOPP 8405:and Appendix 4 [Appendices are scanned copies, which will be replaced by final versions It/ 

18] (Issued 11/1711998, Posted 11I171i998) 
FDA Export Certicates (Issued 712004, Posted 7/1312004) 
F ;ranc ;al Disclosure by Clinical Investigators (3/27/200t) 
Formal Dispute Resolution : Appeals Above the Division Level (Issued 2/2000, Posted 3/6/2000) 
Formal Meetings With Sponsors and Applicants for PDUFA Products (Issued 2/2000, Posted 3i6,`2000) 
Good Review Management Principles and Practices for PDUFA Products (Issued 3I20C5 ; Posted 3I3DI20C5) 
Guidance for FDA Staff : The Leveraging Handbook ; An Agency Resource for Effective Collaborations (Revised 612003) 
Imolementation of Section 120 of the Food and Drug Administration Modernization Art of 1997-Advisory Committees (issued 10/1998, Posted 11/02/98) 
Implementation of Section 126 of the Food and Drug Administration Modernization Act of 1997-Elimination of Geriain Labeling Requirements (Issued 7l1998, Post-
ed i!20198) 

Independent Consultants for Brotechnoiogy Clinical Trial Protocols (issued 8./7,3l2004, Posted 81192i2G04) 
Information Program on Clinical Trials for Serious or Life-Threatening Diseases and Conditions (issued 3120b2, Posted 3i1812002) 
Information Request and Discipline Review Letters Under the Prescription Drug User Fee Act (Issued 11/2001) 
Levothyroxine Sodium Products Enforcement of August 14, 2001 Compliance Date and Submission of New Applications (issued 7/2001, Posted 711Z.12001) 
National Uniformity for NonprescipNon Drugs-Ingredient Listing for OTC Drugs (Issued 4/1998, Posted 5/511998) 
Pharmacogenomfc Data Submissions (Issued 3/2005, Posted 3(?_2/2005) 
Examples of Voluntary Submissions or Submissions Required Under 21 CFR 312, 3?4, or 601 (issued 312005, Posted 3I22/2005) 

Potassium Iodide as a Thyroid Blocking Agent in Radiation Emergencies (issued S?J2001, Posted '12I10i2001) 
KI in Radiation Emergencies �-Questions and Answers (Issued 92I2D/2402, Posted iZ123/2002) 

Potassium Iodide Tablets-Shelf Life Extension (Posted 319I200a) 
Reduction of Civil Money Penalties for Small Entities (Issued 3/20 ;2QU1) 
Qualifying for Pediatric Exclusivity Under Section 505A o( the Federal Food, Drug, and Cosmetic Act (Issued 911999, Posted 10.14il999) 
Refusal to File (Issued 7/72/1993, Posted 11/26/99) 
Repeal of Section 507 of the Federal Food, Drug and Cosmetic Act (Revised 5/7998, Posted 6!iU1998) 
Reports on the Status of Postmarketing Study Commitments-! mplementation of Section 130 of :he Food and Drug Administration Modernization Act o4 1997 

(Issued 2115/2006; Posted 2/15/2006) 
Special Protocol Assessment (issued 5/2002, Posted 5i16/2002) 
Standards for Prompt Review of Efficacy Supplements (Issued 5/15i1998, ?os;ed 5115,11998) 
Submitting and Reviewing Complete Responses to Clinical Holds (Revisedj iissued 1012000, Posted 14i252000) 

Procedural Draft 

Applications Covered by Section 505(b)(2) (issued 10I1999, Posied t2/71-,999 ; ^ . 
'Disclosing Information Provided to Advisory Committees in Connection with Open Advisory Comnnfttee Meetings Related to the Testing or Approval of New Drugs 
`and Convened by the Center for Drug Evaluation and Research, Beginning on January 1, 2000 (Issued 121i993, Posted 12t22/1999) 

Disclosure of Conflicts of Interest for Special Government Employees Participating in FDA Product Specific Advisory Committees (2/14I2Q02) 
Emergency Use Authorization of Medical Products ; Availability (issued 7i5l2005 ; Posted 7/512005 . 
Fixed Dose Combination and Co-Packaged Drug Products for Treatment of HIU (5!i';2004) 
Forms for Registration of Producers of Drugs and Listing of Drugs in Commer6al Distribution (5/14/2001) 
How to Comply with the Pediatric Research Equity Act (Posted 917i2005) 
Independent Consultants for Biotechnology Clinical Trial Protocols (Posted Si?;2003) 
Information Program on Clinical Trials for Serious or Life-Threatening' Diseases and Conditions (Issued 1/2,M4, Posted Ii27i2004) 
PET Drug Applications-Cortent and Format for NDAs and RNDAs (Issued X7`/2000, Posted 3Ii~2000) 
Sample formats for chemistry, manufacturing, and controls sections 
Sample formats for labeling 
Sample formats for Form FDA 356h 
Saropie formats for user fee "~orm FDA 3397 

Postmarketing Safety Reporting for Human Drug and Biological Products lnciu:iing Vaccines (Issued 3%2001, Posted 3l912001) 
Submitting Debarment Certification Statements (Issued 10r2'98, Posted 10/2191) 
Submitting Marketing Applications According to the iCHiCTD Format General Considerations (issued 912001, Posted 9;; ;2001) 
The Use of Clinical Holds Following Clinical Invesligator Misconduct (issued 4/2002, Posted 3I26"2002) 
Useful Written Consumer Medication Information (Ch11) (Issued 5/25/2005, Posted 5,i25i20U5) 
Using a Cenh< Ilzed iRB Review Process in Multicenter Clinical Trials', (Issued 3!25i2005, Posted 3%25/2005) 

Small Entity Compliance Guides 
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Sterility Requirement for Aqueous-Based Drug Products for Oral inha3ation--Smali Entity Compliance Guide IPos!ec3 111712061) 

Small Entity Compliance Guides (Draft) 

Labeling OTC Human Drug Products (Small Entity Compliance Guide) (Iscueci 1212004, Posted 6~8/2G05) 

- - --- User Fees --- - 

Classifying Resubmissions in Response to Action Letters (issued 5i14 ;1998, Posted 5/14,'1938) 
Fees-Exceed-the-Costs Waivers Under the Prescription Drug User Fee Act (I~;;ueci 6/i999, Posted b'25199) 
Guidance for Industry and FDA Staff : Application User Fees for Combination Products . (Fssued 412005 . Posted 5l3/2005 ; 
Information Request and Discipline Review Letters Under the Prescription Dru<_j User Fee Act (Issued 1 fI200S) 
Submitting Separate Marketing Applications and Clinical Data for Purposes of Assessing User Fees (issued 1Z'30'2004, Posted 12130/20Q4) 

User Fees (Draft) T _ v^ 

Attachment G--Draft Interim Guidance Document for Waivers of and Reduc.irns in User Fees (7116/1993) 
User Fee Waivers for FDC and Co-Packaged HIV Drugs for PEPFAR (Issued 4?15i2005, Posted 4i15;2C05) 

Also see Current Good Manufacturing Practice Regulations 
Enforcement of the Postmarke;ing Adverse Drug Experience Reporting Regula°,inns (Posted 8/11/t997) 

IV. Center for Devices and Radiological Health (ClDR11) 

Far information on a specific guidance document or to obtain a hard copy, 

contact : Division of Small Manufacturers, International and Consumer 

Assistance, Center for Devices and Radiological Health, Food and Drug 

Administration, 1350 Piccard Dr., Rcckvifle, MD 20850, 1---f300--638--2041 or 

301--443-6597, http ://im~w.fda .gov/c.drh/guidtznce .117 t.r71 . , 

The following is a list of CDFtH guidance documents that have been 

withdrawn from January 5, 2005, to January 5, 2006 . 
: Title of Document Date of Issuance Date of Withdrawal 

Methods for Conducting Recall Effectiveness Checks June ib, 1978 January 2006 

Guidance for Clinical Laboratory Improvement Amendments of 1388 (CL1A) Cri?eria for Waiver ; Craft Guidance March 7, 2001 September 7, 2005 
for Industry and FDA 

~ Guidance for Industry ; In Vitro Diagnostic C-Reactive Protein Immunalogicat Test System 

1 

July 20, 1998 September 22, 2005 

Guidance for Over-the-Counter (OTC) Ovulation Predictor 510(Ic)s July 22, 200C+~' September i, 2t?05 

Draft Review Criteria for Nucleic Acid Amplification Based In Vitro Diagnostic Devices for Direct Detection of U- June td, 7993 December 8; 2005 
feetious Microorganisms 

~~ CDRH interim Regulatory Policy for External Penile Rigidity Devices September 10, 1997 January 2005 

Guidance for Neurological Embolizalion Devices 

~ 

November i, 2000 January 2G05 

Class lf Special Controls Guidance Document Dental Bone Grafting Material Devices Draft of this document Final issued on : April 
was . ; sa2d an June 28 . 2005 _- --_ ----~~ - 

-- 
~ 

~ - 30, 2004 
1 

Class di Special Controls Guidance Document Vascular and Neurovascular EmboGzation Devices I 
-_ 

Draft of ;his document ~ 

- 

Finai issued on : De- 
; was issued en Feb- 

25 2004 ~ 
cember 29, 2004 

-- -------- -------------- -` 
ruary , 

- -- -- G - -- 
Class tl Special Centreis Guidance Document : External Penile Rigidity Device ; i 

-- -- 
Draft of ihis cocument 

------ 
Final issued on . De - 

. was issued March 17, camber ?8, 2004 

--- 
2004 

The following is a copy of a list of current CDRH guidance dOCLIInentS 

obtained from the FDA Web site as of Marcl114, Z0O6 . 
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(1) A Guide for the Submission oi Abbreviated Radiation Safety Reports 
(2) Abbreviated Reports on Radiation Safety of Non-Medical Ultrasonic F 

` (3) Compliance Program for Feid Compliance Testing of Cabinet X-Pay 
(4) Compliance Program Guidance Manual Field Implementation of the ` 

dustry and FDA 75 10 ;06/2G01 
(5) Frequently Asked Questior.s (FAQs) on the Status of Reprocessed & 
ahce for !ndusiry and FDA Staff 1544 11/08/2004 

{6} Guidance for the Submission of Cabinet X-Ray System Reports Pursi 
(7) Guidance on the Department of Defense Exemption from the FDA Pe 
(8) Guide for Preparing Abbreviated Reports of Microwave and RF Emitti 
(9) Guide for Preparing Annual Reports for Ultrasonic Therapy Products , 
(f0) Guide for Preparing Annual Reports on Radiation Safety Testing of I 
(17) Guide for Preparing Annual Reports on Radiation Safety Testing of 1 
(12) Guide for Preparing Annual Reports on Radiation Safety Testing of ` 
(13) Guide for Preparing Product Reports for Medical Ultrasound Product 
(14) Guide for Preparing Product Reports for Ultrasonic Therapy Product 
(15) Guide for Preparing Product Reports on Sunlamps and Suolamp Prc 
(16) Guide for Preparing Reports on Radiation Safety of Microwave Over 
(17) Guide for Submission of Information on Accelerators intended to Em 
(18) Guide for Submission of Information on Analytical X-Ray Equipment 
(t9) Guide for Submission of !nformation on Industrial Radiofrequtncy Di 
8137) 254 0910111980 

(20) Guide for Submission of information on Industrial X-Ray Equipment 
(21) Information Requirements for Cookbooks and User and Service IMan 
(22) Keeping Up With the Microwave Revolution (FDA Pub No. 91-4 .160) 
(23) Laser Light Show Safety--Who's Responsibility (FDA 86-8262) 13 C 
(24) Laser Products--Conformance with IEC 60825-1, Am.2 and !EC 601 
(25) Letter to All Foreign Manufacturers and Importers of Electronic prodi 
(26) Policy on Maximum Timer Interval and Exposure Schedule for Sunia 

f) FROM THE FDA WEB SITE ON MARCH '"-4, 2006) 

n?age Receptor Support Devic2s tor i9am :rioyrartuc X-Ray Systems 979 03110111996 
iets 951 08/01 r1995 
pme.it ;CP 7385.OOA} ; Final Guidance for Industry arid FDA Staff 57 021261 .?OOt 
amp and Sonlamp Product Performance Standard, as amended ; Final Guidance for in-

'Jse Devices ;SUDs) that receive a Not Substantially Equivalent (NSE) Letier-Guid-

to 2t-CFR 1020.4C 241 O7JOti1975 
nznce Standard for Laser Products ; Guidance for Industry and FDA 1412 O7r1212002 
-ctror* ;c Products intenced 'or Medical 1-1,e 399 09l01/1996 
C91/011/1996 
;ronic Products (General) 243 10%01 !1987 
ury Vapor Lamps 263 09i07i1995 
amps and Sunlarnp Products 262 09/0i!1995 
0 09/01I1996 
)ysical therapy only ; 249 Q8/0t/199F 
ts (21-CFR 1002) 274 09,~011995 
39 03/0111985 
Radiation Required Pursuant to 2'-CrR 1002 .10 ?_35 0410?11971 
uired Pursuant to 21-CFH ?OC2.10 240 04/30/7974 
Ir :c Heater and Sealer Equipment Pursuant to 21 C'FR 100?_ .10 and 1002 .12 (FDA 81-

j~~red Pursuant to 25-CFR 1002 .10 237 03101i19i3 
697 10/31/1988 

~ D3/01fS990 
1986 
2-22 ; Final Guidance fur industry and FDA (Laser Notice 50) 1346 07i26/2001 
for Which Applicable FDA Performance Standards Exist 231 05128/1981 
='roducts 342 08!2117986 

(29) Reporting and Compliance Guide !or Television Products including Product Report, Supplemental Report, Ra0alion Safety Abbreviated Report, Annual Report, 
Information and Guidance 260 10/01/1995 

(30) Reporting Guide for Laser Light Shows and Displays (21-CFRiq02) (FDA 8&-8t40) 251 09I01/t995 
(31) Reporting Guide for Product Reports on High Intensity Mercury Vapor Discharge Lamps (21 CFR 1002) 348 0910111995 
(32) Reporting of New Model Numbers to Existing Model Families 675 06't4It983 
(33) Revised Guide for Preparing Annual Reports an Radiation Safety Testing of Laser and Laser Light Show Products (replaces FDA 82-8127) 264 09/C1/1995 
(34) Suggested State Regulations for Control of Radiation-Volume Gi Nonioni2-ing Radiation--LaYers (FDA Pub No . 83-8220j 70 C110111982 
(35) Wireless Medical Telemety Risks and RecommendaGons 1173 D912?i20U0 
(36) Assessing User Fees : PMA Supplement Definitions, Modular PMA Fees, BLA and Efficacy Supplement Definitions ; Bundling Multiple Devices in a Single App'i-

cation, and Fees for Combination Products ; Guidance for Industry and FDA CBER 1201 0212512003 
(37) Compliance with Section 301 of the Medical Device User Fee and Modernization Act of 2002-Identiiicalion of Manufacturer of Medical Devices-Draft Guid-
ance for Industry and FDA Staff CBER 1217 06/23l2003 

(38) Draft Guidance for Industry : Drugs, Biologics, and Medical Devices Derived from Bioengineered Plants, for Use in Humans and Animals CBER 09/06i20Q2 
(38) Guidance for Industry : FDA Export Certificates CBER 1417 q71t2'20Qn 
(40) "Help-Seeking" and Other Disease Awareness Communications by or on behalf of Drug and Device Firms - Draft Guidance for Industry C6ER CDER CDRH 

02I1 0,120D4 
(A1) Bundling Multiple Devices or Multiple Indications in a Single Submission-Guidance for Industry arid FDA Stafi CBER CDRH 1215 t ti26/20p3 
(42) Expedited Review of Premarket Submissions for Devices-Guidance for Industry and FDA Staff CBER CDRH 108 11l?_612003 
(43) FY 2005 MDUFMA Small Business Qualification Worksheet and Certification--Guidance for Sndustry and FDA CBER CDRH 2005 OSI02J2004 
(44) FY 2006 MDUFMA Small Business Qualification Worksheet and Certification-Guidance for Industry and FDA C3ER CDRH 2006 08/7712005 
(a5) Guidance for Industry and FDA Staff-Use of Symbols on Labels and if) Labeling of !n Vitro Diagnostic Devices Intended iaa Professional Use CBEP.CDRH 
4444 11/30/2004 

(46) Requests for Inspection by an Accredited Person Under the Inspection by Accredited Persons Proyrarn Authorized by Section 201 of the Medical Device User 
Fee and Modernization Act of 2002-Gudiance for Industry, FDA Staff, and i-DA-Accredited Third-Parties CBER CDRH 1532 03%15l2G05 

(47) Resolution of Disputes Concerning Payment or Refund of Medical Device User Fees Under R4DUFMA-Guidance for Industry and FDA Staff C6ER CDRH 
1303 11/17/2004 

(48) User Fees and Refunds for Premarket Approval Appfiaations--Guidance for Industry and FGA Staff CBER CDRH 1224 11/24/2003 
(49) User Fees and Refunds for Premarket Notification Submissions (51G(k)s)--Guidance for industry and FDA Staff CBER CDRH 1511 OS/28120Q4 
(50) Acceptance o1 Foreign Clinical Studies ; Guidance for Industry CIDER 03/13/2001 
(51) Clinical Development Programs for Drugs, Devices, and Biological Products Intended for the Treatment at Oste>arrhritis CD,_n 2199 07,'07/1999 
(32) Draft Guidance for Industry on Providing Regulatory Submissions fn Electronic Format--General Considerations GDER 1 012212003 
(53) Guidance for Industry : Chronic Cutaneous Ulcer and Bum Wounds Develcpiny Products for Treatment CDER 96/0-1/2000 
(54) Guidance for Industry ; Collection of Race and Ethnicity Data in Clinical Trials CIDER 09i01i2Q05 
(55) Part 11, Electronic Records; Electronic Signatures-Scope and Application CDER 09i05/2003 
(56) Implementation of the Inspection by Accredited Persons Program Under The Medical Device User Fee and Modernization Act of 2002 ; Accreditation Criteria : 
Guidance for Industry, FDA Staff, and Third Parties CDRH 1200 ?0104i2004 

(57) Alternative to Certain Prescription Device Labeling Requirements OC 1150 01/2t12D00 
(58) Civil Money Penalty Policy OC 1124 0610811999 
(59) Classification Names for Medical Devices and In Vitro Diagnostic Products (FDA Pub No . 95--4246) OC 10 43/01119y, 
(60) Color Additive Petitions ;p. fl-19 of PMA Manual) OC 296 06l01f1987 
(61) Color Additive Status List ~'Inspection Operations Manual) OC 288 02/u"11°83 

` {62) Commercial DistributioniExhibit Letter OC 246 04190i1992 
(63) Compliance With Section 301 of the Medical Device User Fee and Moderr:iza ;ion Ac! of 2002, as amended-Prornwn4nt and Conspicuous Mark of Manutacnur-

ers on Single-Use Devices-Draft Guidance (or Industry and FDA Staff CC 1217 10/11 12005 
(64) Consumer-Direc?ed Broadcast Advertising of Restricted Devices OC 1513 C12I10/20G4 
(65) FDA Guide for Validation of Biological Indicator Incubation Time CC 283 Ct!01/198E 
(66) General Principles of Software Validation ; Final Guidance for Industry and FDA Staff OC 938 01 /11,2002 
(67) Guidance on Performance Standard for Lead Wires and Patient Cables 0~~; 1197 03iD9i199& 
(68) Guideline for the Monitoring of Clinical Investigations OC 428 011/01/1988 
(69) Implementation of the Biomaterials Access Assurance Act of 7998 ; Draft Guidance for Industry and FDA OC t ~24 04;02/20Ut 
(70) Letter [o Medical Device Manufacturer on Pentium processors CC 456 G2/14i1955 
(71) Medical Device Tracking- Guidance for Industry and FDA Staff OC 169 OS'OSi20D3 
(72) Preproductlon Quality Assurance Planning : Recommendations for Medical Device Manufacturers (FDA 90-4233) OC, 295 ;19%0?i7989 
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(73) Sec. 300.600 Commercial Distribution with Regard to Fremarke[ Ncti(icniion (Section 510(k~] [CPG 7124 .191 pC 181 v9i-41 987 
(74) Sterilized Convenience Kits for Clinical and Surgical Use; Final Guidance for Industry OC 1390 OtiCr7i2DD2 
(75? User Labeling for Devices that Contain Natural Rubber (21 CI=r; 801 43?} : Small Entity Compliance Guide; Guidance for industry OC 1212 04I01!2003 
(76) Preparing Notices of Availability of InvestigaUonai Medical Devices and Eor Recruiting Study Subjects OCID6M 2229 03/19,1999 999 
(77) Regulating In Vitro Diagnostic Device, (IVD) Studies OC/D6M 1132 12,17, 1999 

(78) Guidance on Electrosurgical Devices and the Application of the ;Periormance Standard for Electrede Lead Wires and Pati~;nt Cab!es OCiDE1 1129 tilt511999 
(79) Letter to Medical Device industry on Endoscopy and Laparoscopy Ac,cess3ries (GaIdi) OGC>E1 S~sS OSi17/1993 
($O) All U.S . Condom Manufacturers, Importers and Repackagers OC/DE2 25t0 04,T)71,11 987 
(81) Condoms: Inspection and Samp!ing at Domestic Manufacturers and o1 a!! Repackerc; Sampling from all Irnpor'ere (Darna ;k.a Nlerrro to Field on 4Bl&7) OC~Gi=2 
293 04!08/1987 

(82) Dental Handpiece Sterilization (Dear Decior Letter) OCiDE2 589 05'28I1f)92 
(83) Draft Guidance for Industry on Surveillance and Detention Without Physical Examination of Gcndoms OCIUE2 1139 Oalt412C00 
(84) Ethylene Oxide; Ethylene Chlorohydrin ; and Ethylene Glycol, Proposed Maximum Residue Limits and Maximum Levels of Exposure OC.DE2 1019 C612311979 
(8'S) Hazards of Volume Ventilators and Heated Humidifiers OCIDE2 901 09'tY;!?993 
(36) Latex Labeling Letter (Johnson) OC/DE2 831 03I18I7993 
(87) Letter-Condom Manufac,,urers and Distributors OCfDE2 56 04/OS1t994 

' ($8) Letter-Manufacturers, Distributors and Importers of Condom Products (included in Condom Packet 398) CCIDE<^ 52 02-231t994 
(89) Letter-Manufacturers, Importers, and Repackagers of Condoms for Contraception or Sexually-Tiansmitied Disease Prevention (Holc) OC/DE2 53 OZ/13/198S 
(90) Letter to Industry, Powered Wheelchair Manufacturers from RMJohnson C'iCIDE2 869 CS17011993 
(81) Letter to Manufacturers/Repackers Using Cotton OC'GE2 101 04122!'994 
(82) Letter to Ophthalmologists about Lasers for Refractive Surgery bCIDE2 8323 06/27/1997 
(93) Manufacturers and Initial Distributors of Hemodialyzers OCiQE2 2507 05!23r'1595 
(94) Manufacturers and Initial Distributors of Sharps Containers and Destroyers Used by Health Care Professionals GCiDE?_ 93 :t 02103/199d 
(95) Pesticide Regulation Notice 94-4 Interim Measures for the Registration of Antimicrobiaf Products/Liquid Chemical Germicides with Medical Device Use Claims 
OClDE2 851 06130/1994 

(96) Prospective Manufacturers of Barrier Devices used during Oral Sex for STD Protection Oi;/DE2 1394 1Gi3111996 
(97) Shielded Trocars and Needles Used for Abdominal Access During Laparcscopy OCIDE2 1122 08/23/1 996 
A98) Standard Specification 1or Rubber Contraceptives (Condoms) QCIDE2 628 1072811983 
(99) Surveillance and Detention Without Physical Examination of Surgeons' and/or Patient Examination Gloves, Guidance for 1 ndustry--0raft OC/DE2 1141 07126/ 
2000 

(100) Labeling for Male Condoms Made of Natural Rubber Latex--Class II Spocial Controls Guidance Document--Draft Guidance for industry and FDA Staff OC/ 
DE210BGUB 1548 71/14/2005 

(101) Computerized Devices'P ocesses Guidance--Applicasion of the Medical !_evice Gtu1P to Computerized Devices and Manufacturing Processes OC/CE3 247 o5i 
01it992 ' 

(102) Design Control Guidance (or Medical Device Manufacturers GC/DE3 594 03/1111997 
(103) Enforcement Priorities for Single-Use Devices Reprocessed by Third Parties and Hospitals OC1D[3 1168 OS/14i2000 
(104) Guidance for indus?ry; Labeling for Electronic Anti-Theft Systems UCiDE3 1'170 08115I2a00 
(105) Keeping Medical Devices Safe from Electromagnetic Interference OCiDE3 1081 07/011?995 
(106) Labeling Recommendations for Single-Use Devices Reprocessed by Third Parties and Hospitals ; Final Guidance for Indus:ry and FDA OC/DE3 1392 07'30! 

2001 
(f07) Letter to Trade Association: ReUse of Singie-use or Disposable Medical Devices t)C/DE3 861 12/271i995 
(108) Medical Device Electromagnetic Interference Issues, Problem Reports, S?aridards, and Recommendations OC/DE3 1086 
'(109) Medical Devices and EMI: The FDA Perspective OC/DE3 7082 Q1IO1t1995 
(110) Quality Assurance Guidelines for Hemodialysis Devices OGDE3 507 02~Otit 991 
(111) Quality System Information for Certain Premarket Application Reviews; Guidance for Industry and FDA Staff OC/DE3 1140 02/03/2003 
(112) Safety of Electrically Powered Products: Letter To Medical Device and Electronic Product Manufacturers From Lillian Gill & BNB correction memo# OCIDE3 
1087 09/18/1996 

(113) Unsafe Patient Lead Wires and Cables OCIDE3 889 09/0311993 
(114) Draft Guidance Likelihood of Facilities Inspections When Modifying Devices SubiPC? to Premarket Approval OGIDFO 1269 D8i0517999 
(115) Inspection of Medical Device Manufacturers; Final Guidance for Industry and FDA CJCIDPQIFPB t?02 02/0712C01 
(11 6) Draft Guidance for Industry : Container and Closure Integrity Testing in Lieu at Sterility Testing as a Component of the Stability Protocol for Stenle Products 
OCQ 01i28/1998 

(117) FDA and Industry Actions on Premarket Approval Applications (PMAs) : Effect on FDA Review Clock and Performance Assessment-Guidance for Industry 
and FDA Staff OCD 1218 10/08!2003 

(118) FDA and Industry Actions on Premarket Notification (510(k)) Submission, : Effect on FGA Review Clock and Performance Assessment-Guidance for industry 
and FDA Staff OCD 1219 OSi21/2004 

(119) Guidance for Industry : Financial Disclosure by Clinical Investigators OCD 03120i2001 
(12D) Premarket Assessment of Pediatric Medical Devices--Guidance for lnduMry and FDA Staff OCD 1220 05/t4i2004 
(121) Resolving Scientific Disputes Conceming the Regulation of Medical Devices, A Guide to use of the Medical Devices Dispute Resolution Panel; Final Guidance 

for Industry and FDA OCD 1121 0'i02/2001 
(t22) FDA Modernization Act of 1997 : Guidance for the Device Industry on Implementation of Highest Priority Provisions; Availability OCER 434 02/06/1998 
(123) CDRH Manual for Good (Guidance Practices (GGP) Regulations; Final Guidance for FDA Staff OCcRIDCUPSA 7323 02`D9i200t 
(124) Do ft 8y Design-An Introduction to Human Factors in Medical Devices OCER;DDUPSA 995 12101/1990 
(125) Frequently Asked Questions about the Reprocessing and Reuse o( Single Use Devices by Third Party and Hospital Repro< :essors ; Final Guidance for Indushy 
and FDA Staff OCERipDUPSA 1333 07/0612G01 

(126) Frequently Asked Questions about the Reprocessing and Reuse of Single-Use Devices by Third-Party and Hospital Reprocessors; Three Additional Ques-
tions-Guidance for Industry, FDA Staff, Third-Party and Hospital Peprocessors OCER/DDUPSA 1427 07/t&I2QQ3 

(127) Frequently-Asked-Questions about the Reprocessing and Reuse of Single.-Use Devices by Third-Party and Hospital Reproce:sors: Three Additional Questions; 
Final Guidance for Industry and FDA Staff OCER/DDUPSA 1408 Q7/09120D?_ 

(128) Guidance on Medical Device Patient Labeling ; Final Guidance for Industry and FDA Reviewers OCERIQDUPSA 1128 04 :191/2D01 
(129) Human Factors Points to Consider for IDE Devices OCERIDDUPSA 339 D111711997 
(130) Human Factors Principle, for Medical Device Labeling OCERI4GlfPSA 127 09/'01,11993 
(731) Medical Device Reporiing for User Facilities OCERiDDUPSA 9$9 (?a.?011i996 

`(13^c) Medical Device Use-Safety : Incorporating Human Factors Engineering into Risk Management UCER:DDUPSA 1497 07,'13I2C00 
(133) Accidental Radioactive Contamination of Human Food and Animal Feeds Recomrnendations for Stale arid Local Agencies GCERiDDACRP 1071 08,113,11998 
(134) Clarification of Radiation Control Regulations for Diagnostic X-Ray Equipment (VGA E9-8221) OGERIDMQRP 758 03:01i1989 
(135) The Mammography Quality Standards Act Final Regulations Document 3 rJCERIDMQRP 1496 0'i118!2000 
(136) The Mammography Quality Standards Act Final Regulations Medificalions and Additions to Policy Guidance Help Sysierr : 0ti-Guidance for Industry, MQSA 

Inspectors, and FDA Staff OCERiDMQRP 15E9 0&(i212005 
(i37) The Mammography Quality Standards Act Final Regulations : 11odlfication, and Additions to Policy Guidance Help System 410-Guidance for Industry and 
FDA Staff OCERlDMORP 1554 t0/3tI2005 

(138) The Mammography Quality Standards Act F:nal Regulations : Modifications and Additions to Policy Guidance Help System, 49-Draft, Gafdance for (nducilry arid 
FDA OCER/DMORP 1539 Oi/1512005 
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(139) Guidance for Industry and FDA Staff-Exemption from Reporting and Racordkeeping Requirements to,- Low Power Laser Produccs (Laser Notice 54) OCERJ 
DMQRP OCER/DMQRP/E°DB 1592 Ot10612006 

(140) A Guide for the Submission of an Abbreviated Radiation Safety Report vn X-Ray Tables, Cradles, Film Changers or CaSS-ette Holders Intended for Diagnostic 
Use OCER;OMORP,'DDB 978 03,i01/1996 

(141) A Guide for the Submission of An Abbreviated Radiation Safety Report: on Cephalometric Devices intended for Diagnostic Use OCER;DMORP;DDB 977 C3/ 
0111996 

(142) A Guide for the Submission of Initial Reports on Diagnostic X -Ray SySierns and their Major Con'iponents OCER.'DMQR°l DpB 257 OS10111982 
(143) Compliance Program Guidance Manuai : Field Compliance Testing of Diagnostic (Medical) X-ray Equipment OCER/DMnRPIDDB 11 133 03/15/2000 
(t44) Guide for the Submission of Initial Reports on Computed Tomography ;(-Ray Systems OCrR/DD1QRP.!DOL 2-11 t21Oti?585 
(145) Information Disclosure by Manufacturers to Assemblers for Diagnostic X-ray Systems, Guidance (or Industry and FDA Staff OCERIDMORP/CDB 2619 09/OSt 
2003 

(146) Manufacturers/Assemblers of Diagnostic X-ray Systems: Enforcement Policy for Positive-Beam Limitation (PBL) Requtremenls in 21 CFF 1020 .31(g) QCER1 
DMQRP,'DDB 116 10i13i1993 

(147) Abbreviated Reports on Radiation Sately~ for Microwave Products (Other Than Microwave Ovens)-E .G . Microwave Heating, Microwave Diathermy, RF 
Sealers, Induction, Dielectric Heaters. Security Systems GCER/DtAQRP/EPDB 236 Ci8101/1995 

(148) Applicability of the Performance Standard for High-ImensiTy Mercury Vacor Discharge Lamps (2t CFR 1040.30)---Guidance for Industry and FDA Staff OCERI 
DMQRP/EPDB 1565 11/OSi2005 

(t49) Application for a Variance from 21 CFR 1040A 1(c) for a Laser Light Show, Display, or Device OCERIDtv1QRP.~Ef':7B 903 03i01/1987 
(150) Compliance Guide for Laser Products (FDA 86-826U) OCERJuMQRP/EPDB 278 09101l1985 
(151) Exemption from Reporting and Record keeping Requirements for Certain Sunlamp Product Manufacturers 0CER/DMQRFiEPDB 343 09/16;1981 
(152) Guide for Establishing and Maintaining a Calibration Constancy Intercornparison System tcr Microwave Oven Compliance Survey Instruments (FDA 88-£s264)] 
OCER/DMQRPlEPDB 286 03/Ot/t988 

(t53) Guide for Preparing Product Reports for Lasers and Products Containing Lasers OCERIDPAORP%EPDB 277 U9J01li995 
(t54) Guide for the filing of Annual Reports for X-Ray Com~.~onenis and Sysienis OCER'DMQRP/EPpB 253 07/0111980 
(155) Imports Radiation-Producing Electronic Products (FDA 89---&OOS) OCER/DMQRFlEPDB 756 1110111988 
(156) Letter to All Manufacturers and Importers of Microwave Ovens: Retention, of Records Required by 29 CFR ?002 OCF_RIONfQRP1EPU8 880 0&'241i981 
(t57) Open Door Operation o( Microwave Ovens as a Result of Oven Niswiring OCEF{IDMQRPIrPDB 646 0312811980 

' (Y58) Policy on Lamp Compatibility (suniamps) OCERIDMQRPiEPDE3 2343 09i02i19t3S 
(t59) Policy on Warning Label Required on Sunlamp Products OCERlDMQRF/EPDB 1343 G6125119B5 
(1G0) Procedures for Laboratory Compliance Testing of Television Receivers CiCERIDMQRP/EPDB 945 05~0111986 
(161) Responsibilities of Laser Light Show Projector Manufacturers, Dealers, and Distributors ; Final Guidance 'or Industry and FDA-Laser Notice 51 OCERI 
bM4RP,/EPDB 1343 05/27%2'001 

(162) Compliance Guidance-The Mammography Quality Standards Act Final Regulations : Preparing For MCiSA Inspections; Final Guidance for Industry and FDA 
OCER/DMORP/ICB 6400 71/OSI2001 

(i63) Guidance for Industry and FDA Slaff-Mammography Facility Surveys, Mammography Equipment Evaluations, and Medical Physicist Qualification Require-
ments under MQSA OCER/C)MORP/ICB 6409 09!13f2005 

(164) 510(k) Manual--Premarket Notification: 510(k)-Regulatory Requirements for Medical Devices OCEf31DSMlCR 469 08/01/1995 
(165) Certification Statement for the Impact Resistance Test OCERiDSMlGA 'A60 10/25/1993 

, (166) Comparison Chart: 1996 Quality System Reg vs . 1978 Good Manufacturing Practices Reg as. A!V5liiSOIASQC 09001 and iSOiDi 13485:1996.OCER,' . 
DSMICA 133 

(167) DRAFT Guidance for Staff, Industry and U.S .IEU CABs ; Implementation Plan for the MAA between the EU and the USA: Confidence Building Program: Over-
view, Medical Device Annex, Version 7 June 29, 2000 OC:EWDSTNICA 1396 

(168) DRAFT Guidance for Staff, Industry and U.S .IEU CABs ; Implementation Plan for the TARA between the EU and tl,e .t1SR, : Confidence Building Program: Proce-
dures, Medical Device Annex, Version 7 June 29, 2000 OCER/DSMtCp 139? 

(169) Draft Medical Glove Guidance Manual OCER'DSMICA 852 07/3011998 
(170) Guidance (or Staff, Industry and Third Parties: Third Party Programs Under the Sectoral Annex on Medical Devices to the Agreement on Mutual Recognition 
Between the United States of America and the European Community (MR,4) OCERiDSMlCA 1114 01 ;OE'1999 

(S71) Impact Resistant Lenses : Questions and Answers (FGA 87-4002) OCER/DSMICR 23 09!0111987 
(172) Implementation of Third Party Programs Under the FDA Modernization Act of 1997 ; Final Guidance for Staff, Industry and Third Parties OCERIDSMICA 1160 
02/0?J2001 

(i73) In Vitro Diagnostic Devices: Guidance for the Preparation of 510(k) Submissions OCER'DSMICA 471 01 ;01/i997 
(174) Labeling-Regulatory Requirements for Medical Devices (FDA 39-4203j OCER/DSh9ICR 470 0910119989 
(175) Medical Device Appeals and Complaints : A Guidance on Dispute Resolution OCERIDSMIC:A 396 02/19!1988 
(176) Medical device Quality Systems Manual : A Small Entity Compliance Guide OCER/DSMICA 6303 12/Di?7596 
(177) Medical Device Reporting for Manufacturers OCER/DSMICA 987 03/01/1997 
(178) Overview of FDA Modernization Act of 1997, Medical Device Provisions OCEAIDSMICA 1174 02Ji9/1993 
(179) Regulation of Medical Devices: Background Information for International Officials OCER/DSMICA 610 04/14/1999 
(180) #D95-2, Attachment A (interagency Agreement between FDA & HCFA) ODE 2106 09i15i1995 
(181) #D95-2, Attachment B (Criteria for Categorization of Invastigatipnai Devices (NCFA) ODE 3106 99115It995 
(T82) 30-Day Notices and t35-day PMA Supplements for Manufacturing Method or Process Changes, Guidance for Industry and CDRH (Docket 98D--0080) ; Final 
ODE 795 02/1 9/1998 

(a83) 570(k) Additional Information Procedures iiK93-1 (blue book memo) ODE 886 07123i1993 
(i84) 510(k) Quality Review Program (blue book memo) ODE 344 03i2911996 
(185) 510(k) Refuse to Accept Procedures #K94-t (blue book memo) ODE 40 i 05/20IT994 
(186) 510(k) Sign-Off Procedures NK94-2 (blue book memo) ODE 308 O6/03l1994 
`(187) A New 510(k) Paradigmr-Aiternate Approaches to Demonstrating Substantial Equivalence in Prema(kel Notifications ODE 905 03/20/1998 
(188) A Pilot Program to Evaluate a Proposed Globally Harmonized Alternative for Prernarket Procedures ; Guidance for Industry and FDA Staff ODE 1347 11/10/ 
2005 

(189) A Suggested Approach to Resolving Least Burdensome Issues ODE ? 188 09111!2000 
(199) Application of the Device Good Manufacturing Practice (GMP) Regulation to the Manufacture of Sterife Devices ODE 267 12%O111983 
(191) Assignment of Review Documents HI90-? (blue book memo) ODE 366 03/2t19990 
(192) AvaiSability of Information Given to Advisory Committee Members in Connection with CDRW Open Public Pane! Meetings_ Draft Guidance for Industry and FDA 

Staff ODE 1341 07/18,12001 
(t93) Center for Devices and Radiological Health's Investigational Device Exemption (IDE) Refuse to Accept Policy ODE 4859 05i30It993 
(t94) Center for Devices and Radiological Health's Premarkct Notification [510%k)] Refuse to Accept Policy-(updated Checklist 3/1417995) ODE 3859 06I30i!993 
(195) Changes or Modifications During the Conduct of a Clinical Investigation, Final Guidance for Industry and CDRN Staff ODE 1337 051291200t 
(196) Classified Convenience Kits ODE 729 04/30/1993 
{797) Consolidated Review of Submissions for Diagnostic Ultrasound Equipment, Accessories -and Related Measurement Devices #G90-2 (blue book memo) ODE 

30 10,' 19/1990 
(t98) Consolidated Review of Submissions for Lasers and Accessories auSO-i (blue book memo) ODE 31 10119/ ;99G 
(199) Continued Access to Investigational Devices During PPAA Preparation arid Review (Blue Book ~vlemo) (G96-1) ODE 872 0'IiiS/1996 
(20D) Convenience Kits Interim Regulatory Guidance ODE 562 05~201i997 
(20t) Cover Letter 510(k) Requirements During Firm-Initiated Recalls, Attachment A : Guidance on Recafi and Premarket Notification Review Procedures During ' 

Firm- Initiated Recalls of Legally Marketed Devices (blue book memo #K95-t) ODE 406 t1121/1995 
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(202) Deciding When to Submit a 51 0!1k) for a Change to an Existing Device (K97-i) ODE 935 Oii10r1957 _ 
(203) Decidiig When To Subrmt a 510(k) for a Chance to an Existing Wireiess Telemetry Medical Device, Final Guidance for FDA Reviewers and Industry ODE 
1073 11/30/2000 

(204) Determination of Intended Use for 510(k) Devices ; Gui&jnce for CDRH Staff ODE 357 1?T31?002 

(205) Device Labeling Guidance #G9'-t (blue book memo) ODE 414 03IC811991 
(L05) Distribution and Public Avaiiabiliry of PMA Summarv of Safety and Effect veness Data Packages t_DE 563 101;OI1997 

(207) Document Review Processing 0f91-t (blue book memo) ODE 446 O~J12 t992 
(208) Documentation and Resolution of Differences of Opinion on Product Eva?uatiun, HG93-t (clue book memol ODE 920 12,"23,1 993 
(209) Early Collaboration Meet :ngs Under the FDA Modernization Act (FGAMa,; Final Guidance for Industry and for CORN Staff ODE 310 D2/28i2001 
(21p) Format for IDE Progress Reports ODE 311 Ob/0?11996 
(271) Frequently Asked Questions on the New 510(k) Paradigm ; Final ODE. ?_~30 10/'?_2,'1998 
(212) Goals and Initiatives for the IDE Program #lD95-1 (blue book memo) ODE 405 07;1211995 
(2t3) Guidance for Industry ; Gc-neral/5pecific fntended Use; Final ODE 199 1?~04l1998 
(274) Guidance for Off-the-Shelf Software Use in Medical Devices; Final ODE 585 09/OS11999 
(215) Guidance for Submitting Reclassification Petition ODE 609 01iq171997 
(216) Guidance on Amended Procedures for Advisory Panei Meetings ; Final ODE 413 07/2212000 
(217) Guidance on IDE Policies and Procedures ; Final ODE 882 01/?,0l1y98 
(218) Guidance on PMA Interactive Procedures for Day-100 Meetings and Subsequent Deficiencies-for Use by CDRN arid Industry ; Final ODE 322 02119/7998 
(279) Guidance on Section 216 of the Food and Drug Administration Modernization Act of 1997 ODE 1135 DA/09i2000 
(220) Guidance on the Center for Devices and Radiological Health's PremarkeE Notification Review Program #K86--3 (blue book memo) ODE 289 06l30/t986 
(221) Guidance on the Use of Standards in Substantial Equiva!ence Determinations, Final ODE 1131 03i1?J2000 
(222) Guidance to industry Supplements !o Approved Applications for Class Ili Medical Devices: Use of Published Literature, Use of Previously Submitted Materials, 
and Priority Review ; Final ODE 380 05/201'1998 

(223) Guideline on General Principles of Process Validation ODE 425 05,101,'19$7 
(224) Guideline on Validation of the LimuNs Amebocyte Lysate (LAL) Test as an End-Product Endotoxin Test ODE 427 12J01i1987 
(225) HCFA Reimbursement Categorization Determinations for FDA-approved IDES ODE 4106 09I15ii995 
(226) Humanitarian Device Exemptions (HIDE) Regulation : Questions and Answers; Final Guidance for Indus" ODE 1381 u"711' J2001 
(227) IDE Refuse to Accept Procedures HD94-t (blue book memo) ODE 410 G5/2U1t99n 
(228) Implementation of the FGAIHCFA Interagency Agreement Regarding F?eirnbursement Categorization o! investigationai Devices, Alt. A Interagency Agreement, 
Alt. B Criteria for Catergorization of Invesligational Devices, & Alt . C -List ;tD95-2 (blue book memo .) ODE 106 09115/t995 

(229) indications for Use Statement ODE 879 01/0211996 
(230) Industry Representatives on Scientific Panel ODE 329 03,27~ 1987 
(231) Integrity of Data and Information Submitted to ODE #191-2 (blue book m~mo) ODE 447 OSi29l1991 
(232) Kit Certification for 510(k)s ODE 562 07/01i1997 

(234) Letter to Industry, Powered Wheel chairiScooter or Accessor/lComponen? Manufacturer from Susan fllpert, ?hD.,M.L'. ODE 883 0512611994 
(235) Limulus Amebocute Lysate ; Reduction of Samples for Testing ODE 178 t0/23/i987 
(236) Master Fifes Part III ; Guidance on Scientific and Technical Information ODE 338 06i011198? 
(237) Medical Devices Containing Materials Derived from Animal Sources (Except In Vitro Diagnostic Devices), Guidance for FDA Reviewers and Industry ; Final 
ODE 2206 11116/1998 

(238) Meetings with the Regulated industry #189-3 (blue book Memo) ODE 36i 11 ;2011989 
(239) Memorandum of Understanding Regarding Patient Labeling Review (Blue Book Memo #G9E-3) ODE 806 08/0311996 
(2a0) Memorandum : Electromagnetic Compatibility for Medical Devices: Issues and Solutions ODE 639 06/ 13/1995 
(241) Methods for Conducting Recall Effectiveness Checks ODE 225 fl617Gi19'8 
(242) New section 513(0(2)--Evaluation of Automatic Class ill Designation: Guidance for Industry and CvRH Staff; Final ODE 199 02199/1998 
(243) Nondisclosure of Financially Sensitive Information NI92-1 (blue book rnerno) ODE 587 03/05/t992 
(244) ODE Executive Secretary Guidance Manual G87-3 ODE 1338 08107/1987 
(245) Panel Report and Recommendations on PMA Approvals tiPA6-5 (blue book memo) ODE 306 041181'1988 
(246) Panel Review of Premarket Approval Applications #P91-2 (blue book memo) ODE 444 OSi03/1991 
(247) Pediatric Expertise for Advisory Panels ; Guidance for Industry and FDA Staff ODE 1208 06!03/2003 
(248) PMA Compliance Program aiP97-3 (blue book memo) ODE 445 05/03i1k91 
(249) Points to Consider in the Characterization of Cell Lines Used ?o Produce Biological Products ODE 269 06ICii1984 
(250) Policy Development and Review Procedures NI90-i (blue book memo) CvE 368 0211511990 
(251) Preamendment Class III Devices ODE 584 U3111i1992 
(252) Preamendments Class III Strategy ODE 611 04/191195A 
(253) Premarket Approval Application (PMA, Closure #P94-2 (blue book memo) ODE 403 07/08"1 994 
(254) Premarket Approval Application Modular Review-Guidance for Industry and FDA Staff ODE 835 1110312003 
(255) Premarket Notification ---- Consistency y of Reviews #K8y-1 (blue Book merno) ODE 339 0~~2811989 
(256) Premarket Notification [5'i0(k)] Status Request Form ODE 858 03!07/1934 
(257) Procedures for Class il Device Exemptions from Premarket Notification Guidance for Industry and CDRH Staff ; Final ODE 159 0217911998 
(258) Questions and Answers for the FDA Reviewer Guidance : Labeling Reusable Medical Devices for Reprocessing in Health Care Facilities ODE 1598 091p3/t996 
(259) Real-Time Review Program for f'remarket Approval Applications(PMA) -Supplements ODE 673 041^c217937 

- (260) Review of IDES for Feasibility Studies #d89-t (blue book memo) ODE 362 05It"1989 
(26f) Review of Laser Submissions #G8S-1 (blue book memo) ODE 330 0411511988 
(262) Shelf Life of Medical Devices ODE 415 04,'0111991 
(263) SMDA Changes-Premaii<et Notification ; Regulatory Requirements for Medical Devices (57 0k) Manual insert ODE 655 04/T711992 
(264) Substantial Equivalence (SE) Decision Making Documentation ATTACHED : 'SE' Decision Making F'rucess (Detailed) i.e . the decision making tree ODE 390 

O1i01/1950 
(265) Suggested Content for Original I DE Application Cover Letter ODE 797 02%2711996 
(26S) Suggested Format for Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions of FDAMA ODE 1195 11!O7J20Q0 
(267) Telephone Communications Between ODE Staff and Manufacturers 4193--1 (btise book memo) ODE 380 01!2911393 
(268) The Least Burdensome Provisions of the FDA Pvlodernizaiion Act of 1997 Concept and Principles : Final Guidance for FDA and Industry ODE 1332 10104/2902 
(269) Threshold Assessment of !he Impact of Requirements( for Submlssiun of i'MAs for 31 Medical Devices Marketed Prior to May 28, 1376 ODE 352 0'%Oti1990 
(270) Toxicology Risk Assessment Committee 9G89--1 (blue book memo) ODE 363 03I091t989 
(271) Updated 510(k) Sterility Review Guidance K90-1 ; Final Guidance for Industry and FDA ODE 361 G8/3012002 
(272) Use of International Standard ISO-10993, 'Biological Evaiua5ori of Medical Devices Part t ; Evaluation and Testing' (Rep'aces YG87-1 #8294) (blue book 
memo) ODE 164 05'0111995 

(273) Draft Guidance for Industry and FDA Staff-Functional Indications for Irn;;lantable Cardioverter Defibrillators ODE OC 1304 10/06i2005 
(274) Guidance for Industry-Cybersecority for Networked Medical Devices Containing Off-the-Shelf (OiSy Software ODE OC 1553 01I14I20U5 
(275) Addendum to : Guidance nn Premarket Notification [510(k)] Submissions for Sterilizers'.ntended tor Use in Health Care Facilities OOE'DAGiD 1E33 0911911995 
(276) Class II Special Controls Guidance Document : Apnea Monitors; Guidance for Industry and FDA OffEJDABiD 1178 07/1 1-112002 
(277) Class II Special Contcols Guidance Decument : Optical Impression Systcrr.s for Computer Assisted Design and Manufacturing (CAD/CAM) of Denial Restora~ 
Uons ; Guidance for Industry and FDA ODEIDAGID 1203 04/22J2(l03 

(278) Dental Cements-Premarkei Notification : Final ODE,%DAGID 2204 0&-°8:i998 
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(273) Dental Impression Materials-Premarkei Notification : Final CDEIDAGID 2203 Ug%17it998 
(280) Guidance for Industry and FDA Staff : Medical Device User Fee and Modernization Act of 2002, Validation Data in Fremarket Notification Submissions 

(51o(k)sj for Reprocessed Single-Use Medical Devices ODE/DAGiD 1276 C5101/20g4 
(281) Guidance on Premarket Not!tication 510(k) for Sieri6zers Intended for Use in Health Care Facilities ODEIDAGIG S33 03i01 :1993 
(282) Guidance on the Content of PremarkeP Notification [510(k,] Submissions for Protective Restraints qDEiDAr31D 953 12j01/1 955 
(2831 OTC Denture Cushions, Pads, Reliners, Repair Kits, and Partially Fabricated Denture Kits, Final ODE1DAG0 2205 OS,'i? ;?998 
(284j Reprocessing and Reuse of Single-Use Devices : Review PdorilizaCron Scheme, Graft ODF;DAGID 1156 02/0&2000 
(2g5) Class If Special Control Guidance Documeni for Acute Upper Airway ObsVUCtIpn Devices-, Final C>DEiDAGID,IF+RuB 1 738 flT03/2000 
(2g6} Class II Special Control, Guidance Document : Cutaneous Carbon Dioxide (PcCo2) and Oxygen (Pc02) Monitors; Guidance (or SnJustrv and FDA ODE/ 
DAGID/ARDB 1335 12173/2002 

(3$7) Class II Special Controls Guidance Document : Indwelling Blood Gas Analyzer, ; 'Final Guidance fo~ ?ndusiry and FDA OJEJ[)AG!DIARDB 1125 10105/2001 
(288) Draft 510(K) Submission Requirements for Peak Flow Meters ODEtDP.GiD/AR6B 999 Ot113/19°4 
(289) Draft Emergency Resuscitator Guidance ODEIDAGIUiARDB 985 04lt4/t9Q3 
(290) Draft Reviewer Guidance for Ventilators ODE/DAGIDiARDB 500 07/t7?i1995 
(291) Draft Reviewer Guidance on Face Masks and Shield for CPR OGE/UAGjDiARDB 996 03116/1994 
(292) Excerpts Related to EMI from November 1993 Anesthesiology and Respiratory Devices Branch (includes E~~1 standard) OD;,%DAGID ;ARDB 638 t 1101/1G93 
(293) General Guidance Document : Non-Invasive Pulse Oximeler ODEJDAGIC:/ARDe 997 09i07Ii992 
(294) Guidance Document for Premarket Notification Submissions (or Nitric Oxide Delivery Apparatus, Nitnc Oxide Analyzer and Nitrogen Dioxide Analyzer ; Final 
ODE/DAGID/ARDB 1157 0tf2d12000 

(295) Guidance for Oxygen Conserving Device 510(k) Review 73 BZD 868.15905 Non-conlinuous Ventilator Class II QpE/GAGIDIRRDB 5&3 02/01/1989 
(296) Guidance for Peak Flow Meters for Over-the-Counter Sale ODE'DRGIDIARUB 998 06123!1992 
(297) Heated Humidifier Review Guidance GDE/DAGip/ARDB 780 0$/30f1S391 
(298) Review Guidance for Oxygen Generators and Oxygen Equipment 00E/1DAGiD/kRUB 986 
(299) Reviewer Guidance for Nebulizers, Metered Dose Inhalers, Spacers and Actuators ODE/DAGIDiARDB ?S4 70/01/1999 
(300) Class it Special Controls Guidance Document : Dental Soriography and Jaw Tracking Devices--Guidance for Industry arid FDA Staff ODElDAGIDIDEDB 1393 

12/0?J2C03 
(301) Class II Special Controls Guidance Document : intraoral Devices for Snoring and/or Obstructive Sleep Apnea; Guidance for Industry and FDA ODEIDAGID! 
DEDB 7378 tU'12/2002 

(302) Class II Special Controls Guidance Document : Root-form Endosseous Dental Implants and Endosseouc Dental R.butrner,t<.i-Guidance for Industry and FDA 
Staff ODE/DAGIDIDEDB 1389 0511Z'2004 

(303) Dental Bone Grafting Material Devices-Class .! Special Controls Guidance Document--Guidance far Industry and FDA Staff P-DE/DP,GID/DEDB 1552 04i231 
2005 

(304) Dental Composite Resin Devices-Premarket Notification [5i0(k)J SuGmi,sions-Guidance for Industry and FDA Staff ODE/DAGID/DEDB 642 10/26/2005 
(305) Guidance Document on Centaf Handpieces ODEIDAGIC/DEQ8 556 07X V-1995 
(306) Guidance for Industry and FDA Staff-Class if Special Controls pocume7t : Oral Rinse to Reduce the Adhesion of Dental Plaque ODEJDAGIDIDEDB 1559 091 
20;2005 

(307) Guidance for Industry and FDA Staff, Class II Special Controls Guidance Document : Dental Base Metal Alloys O(JE~DAGi13/DEDB 1415 08/23/2004 
(3D8) Guidance for Industry and FDA Staff; Class II Special Controls Guidance Document : Dental Noble Metal Alloys ODEIDAG:DlDEDB 1415 0812312004 
(309) Special Control Guidance Document on Encapsulated Amalgam, Amalgam Alloy, and Dental Mercury Labeling ; Draft Guidance for Industry and FDA ODE/ 
DAGID/DEDB 1192 02,20/2002 

(310) Class II Special Controls Guidance document : Implantable Radfofrequen ;:y Transponder System for Patient Identification and Health Information--Guidance 
for Industry and FDA Staff ODEIDAGIDiGHDB 7541 t?J14l200d 

(311) Class il Special Controls Guidance Document : Pharmacy Compounding Systems; Final Guidance for Industry and FDA ODE'DAGIDIGHDB 1326 031i212Q01 
(312) Guidance for Industry and FDA Review Staff-Intravascular Administration Sets Prem2rket Notification Submissions [.St CJ(k)] GDEIDAGID/GHDB 1189 D4/151 
2005 

(373) Guidance on 510(k) Submissions for implanted Infusion Ports taDEa'DAGiDIGHtJB 392 tOlU1/i99II 
(314) Guidance on Premarket Notification (510(K)] Submissions for Short-Term and Long-Term Iniravascular Catheters ODE/DAGiD!GHDB 824 o311611995 
(3't5) Guidance on the Content of Premarket Notification (510(K)j Submissions for Clinical Electronic Thermometers ODE/DAGID/GHDB 822 03/0111993 
(316) Guidance on the ConYenf of Premarket Notification [510(k)) Submissions for External Infusion Pumps ODEJDAGIDiGHDfi 823 0310111993 
(3t7) Guidance on the Conteni of Premarket Notification j51 0(K)} Submissions for Hypodermic Single Lumen Needles 0DE/DAGID/GHDB 450 04/01/1993 
(318) Guidance on the Conten`, of Premarket Notification [510(K}j Submissions !or Piston Syringes OOE1DAGiDIGHGB 827 04,'0'1J1993 
(319) Medical Devices with Sharps Injury Prevention Features---Guidance for Industry and FDA Staff ODE/DAGID/GHDB 934 0810912005 
(320) Neonatal and Neonatal Transport Incubators- Premarkel Notifications ; Final OdE/DAGID'GHDB 2201 09/1&'1998 
(321) CDRH Regulatory Guidance for Washers and Washer-Disiniectors Intended for use in Processing Reusable Medical Devices ODEIDAGIDIINCB 4 06/0?J1998 
(322) Class II Special Controls Guidance Document : Medical Washers and Medical Washer-0isin(ectors ; Guidance far the Medical Device Industry and FDA Review 

Staff ODE/DAGIDIINCB 125? 0?J0712002 
(-323) Guidance on Premarket Notification [510(k)J Submissions for Automated Endoscope Washers, NlzsherlDisintpciors, and pisinfectors Intended for Use in 

Health Care Facilities ODE;DAGID/INCB 881 08101Y1993 
{324} Guidance on Premarkel Notification [StO(k)] Submissions for Surgical Gowns and Surgical Drapes t>DEJDAGIDiINCB 888 OS/Ot/1993 
(325) Guidance on the Content and Format of Premarket Notification [510(k)j ;'ubmissions for Liquid Chemical Sierilanis and High Level Disinfectants ; Final ODE/ 
DAGIDIINCB 397 0110312000 

(326) Guidance on the Content and Format of Premarket Notification (610(k)) Subinissiqns for Sharps Containers ODE/DAGIDiINCB 895 10/Ot11993 
(327) Premarket Approval Applications (PMA) for Absorbable Powderfor Lubrirating a Surgeon's Glove--Guidance for Industry and FDA Staff ODE,/DAGIDIINCB 
1230 04/13i2004 

(328) Premarket Approval Applications (PMA) for Sharps Needle Destruction Devices, Final Guidance for Industry and FDA ODEIDAGID/INCB 891 03lD2J2001 
(329) Premarket Notification [510(k)) Submissions for Medical SteRfization Packaging Systems in Health Care Facilities ; Draft Guidance for Industry and FDA ODE' 
DAGID/1NCB 1388 0310712002 ' 

(330) Premarket Notification [510(k)] Submissions for Testing for Skin Sensitizi3tion !o Chemicals in Natural Rubber Producfs ; Finai pDE~DAGiD!I1JCB 944 01/13/ 
1999 ' 

(331) Premarket Notifications [51 0(k)) for Biological Indicators Intended to Mon~tor Sterilizers Used in Health Care Facilities ; Drafl Guidance for Industry and FDA 
Reviewers ODEIDAGID/INCE3 05/2V2001 

(332) Regulatory Status of Disinfectants Used ?o Process Dialysate Delivery Systems and Water Purification Sysiern, for Hemcidiaiysis; Guidance for Industry and 
FDA OCIE;DAGID/1NCB 1419 08;30-2002 

(333) Surgical Masks-Premarket Notification [510(k)) Submissions ; Guidance tor industry and FDA ODE-,",IAGID/INCB 94 0105,2004 
(334) Testing for Sensitizing Chemicals in Natural Rubber Latex Medical Devices (Addendum to 944) UGEiDAGID/iNCB 1944 p7i2S;199' 
(335) Balloon Vaivufoplasty Guidance For The Submission Of an IDE.Appfication and a PMA Application ODE,'DCD 370 011/01 ; 1989 
(336) Battery Guidance ODEiOCp 873 0110111994 
(337) Policy for Expiration Dating (DCRND R292-G) UDElDCO 137 10130/1y9? 
(338) Cardiac Ablation Catheters Generic Arrhythmia Indications for Use; Guidance for Industry ODE/OCD;CE1v1B t ?82 07/01 "2002 
(339) Class II Special Controls Guidance Document Arrhythmia Detector and Alarm ODEipCDiCENd 1;?63 1Q728I2OD3 
(34fi) Clinical Study Designs for Percu?aneous Catheter Ablation for Treatment ~)f Atr+al Fibrillation-isu+dance for industry and FDA. Staff ODE/OCD;'CEMB 1<^29 ol1 
09,,2004 

(3a1) Coronary and Peripheral Arterial Diagnostic Catheters-Guidance for Ind~.:stry and FDA Sta'f Opci,~,CD~CFtv1B 1228 07i i512003 
(342y Electrocardiograph (ECG) Electrode CDEIGCD!CEMB 25 C2'11/7997 
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(343) Electrocardiograph (ECG) Lead Switching Adapter ODEIDCDiGEMB 26 J2'1 t17997 
(344) Electrocardiograph (ECC} Surface Electrode Tester (',,DEJDCDICEMF3 27 G21710997 
(345) Invesligationai Device Exemption (IDE) Study Enrollmenj for Cardiac Ablation o( Typical P.irial Flu[ler ; Final Guidance ?or Inoustry and FDA Reviewers ODE)' 

. DCD,%CEMB 1199 111/02i2000 
(346) Non-Automated Sphygmomanometer (Blood Pressure Cuff) Guidance V2rsion t ; Final UDF/DCDlCEMB 2239 11,119,1998 
(347) Non-Invasive Blood Pressure (NiBP) Monitor Guidance ODE/DCpiCEM;S 123 03/10/1997 
(348) Recommended Clinical Study Design for Ventricular Tachycardia A,tiiation ODF_.DCDlCEMB 2244 05,07/1999 
(3a9) Guidance for Arnuloplasty Ring ; 510(k) Submissions ; Final Guidance to- Industry and FDA Staff GDEiDCD~'CSPB 7358 OL'3i12001 
(350) Guidance for Cardiopulmonary Bypass Arterial Line flood Filter 51 0(k) ~ubmissions ; Final Guidance for Induslry and FDA ODE/DCUiCSPB 1622 11/28i2000 
(35t) Guidance for Cardiopulmonary Bypass Oxygenators StO;k) Submissions ; Final Guidance for Indusiry and FDA Staff ODE/DCD;CS('B 1361 71I13IZOOD 
(352) Guidance for Extracorporea! Blood Circuit Detoarner 51 0(k) Submissions ; Final Guidance for Industry and FDA GOEJDCJICSPB 1632 11!2912000 
(3S3) Coronary and Cerebrovascular Guidewire Guidance GDE/DCD/ICDB 96,1 0110111995 
(354) 1-Consolidated Annual Report for a Device Producl Line (1-CARD), Pilot for Prpparatic;n of Annual Reports for Pacemaker Premarkel Approval Applications 
ODE~DCD~PDLB 7 167 07/OE/2000 

(355) Cardiac Mor,ifor Guidance (including Carctiotachometer and Rate Alarm); Final OGEIDCDIPDLB 2233 i ilC5/199c 
(356) Diagnostic ECG Guidance (Including Non-Alarming ST Segment Measar~~ment) ; Final ODEIDCDIPULB 2232 11/05/1998 
(357) Guidance for the Submission of Research and PAarkeiing Applications for Permanent Pacemaker Leads and for Pacemaker Lead Adaotor 510(k) Submissions 
ODE/DCD/PDLB 372 t1/01/2000 

(358) Implaniable Pacemaker Testing Guidance ODEIDCD;PGLB 3$3 Ci/1 2/1530 
(359) Carotid Sien;-Suggestions for Content of Submissions to the Food and Drug Administration in Support of invesUgationaf iDevices Exemption tIDEj Applica-

tions ODE~DCDIPVDB 974 10/2615996 
(360) Guidance Document for Vascular Prostheses 51 0(k) Submissions ODEIGCDIPVD6 1357 11/01/2000 
(361) Guidance for Cardiovascular Intravascular Filter 510(k) Submissions; Final ODEIDCDIPVDQ 24 1112611999 
(362) Implantabie lntra-Aneurysm Pressure Measurement System--Glass i! Special Controls Guidance Document ODEfDGD1WVDB 1559 02l15i2006 
(363) Non-Clinical Tests and Recommended Labeling for Intravascular Stents and Associated Delivery Systems---Guidance for industry and FDA Staff 0DE/DCD/ 
PVDB ODE/DCDnCDB 1545 0111312005 

(36a) Guidance Document for Powered Suction Pump S10(k)s ODE/DGRNDIGSOB 2207 09i30'5998 
(365) Guidance Document for Surgical Lamp 510(k)s ; Final t7DEJDGRNDIGSGB 1244 D71t311998 
(366) Guidance Document for the Preparation of Premarkei Notification (510(k ;j Applications for Electrornyograph Needie EleciraSes ODEIDGRNDJGSDB 325 07/26/ 
1995 

(367) Guidance for the Preparation o( a Prernarket Notification for Exlended Laparoscopy Devices ODeiOGRNDiuSDB 667 DnJ;CllS894 
(368) Guidance on the Content and Organization of a t'rEmarke; Notlfication for a Med"cal Laser ODEIDGRND/GSDE3 386 06/01:1995 
(369) Guidelines for Reviewing Piemarket Notifications that Claim Substantial Equivalence to Evoked Response Stimulators 0DFJDGRNCJIGSDB 593 OZ/0i17997 
(370) Premarket Notiticaton (510(k)) Submissions for Chemical Indicators-Guidance for Industry and FDA Staff ODE~DuRfvDiINCB 7420 12/19/2003 
(371) StU(k) Information Needed for Hydroxyapatite Coated OrthooEdic implaris ODE/DGRNDiORDB 47 02~20l1997 
(372) Class II Special Controls Guidance Document : Hip Joint Metal/Polymer Constrained Cememed or Uncemented Prosthesis ODE%DGRND10RD8 1328 041:i01 
2002 

(373) Class II Special Controls Guidance Document Knee Joint Patellofemoroiibial and Femarotibial Meta!iFolymer Porous-Coated Uncemenieci Prostheses ; Guid-
ance for Industry and FDA CDElDGRNDIORDB 1418 01!1 &2003 

(374) Class II Special Controls Guidance Document : Polymethylmethacry9afe (f'IVIMA) Bone Cement ; Guidance for Industry and FDA ODE/DGRND/ORDB 668 071 
17/2002 

(375) Class II Special Controls Guidance : Shoulder Joint MetaU?olyrnerlMetal ;Jonconstrained or .Semi-Constrained Porous-Coated Unr.emented Prosthesis ODE/ 
DGRNDiORDB 1793 10/3112000 

(376) Clinical Data Presentations for Orthopedic Device Applications-Guidance for Industry and FDA Staff OOEJDGRNDiORG3 1542 12l0212004 
(377) Draft Guidance for Industry and FDA Staff-Class II Special Controls Guidance Document : Intervertebral Body Fusion Device ODE/DGRND/GRDB 1540 01' 
09/2006 

(378) Guidance Document for Testing Biodegradable Polymer Implant Devices ODCIDGRNDIORDB 914 C4120/1996 
(379) Guidance Document For Testing Bone Anchor Devices ODFJDGRNtJ10PDB 915 04/2011996 
(380) Guidance Document for Testing Non-Articulatir.g,'Mech&nicallyLocked', Modular Implant Components ODEiDGRNp10RDH 976 051011t995 

' (381) Guidance Document for Testing Orthopedic Implants with Modified Metallic Surfaces Apposing Bone Or Bone Cement ODFJCGRNUfORDB 827 D4128/1994 
(382) Guidance Document for the Preparation of fDE and PIviA Applications for Inira-Articular Prothetfc Knee Ligament Devices ODE/DGRNDIORDB 233 fl21181igg3 
(383) Guidance Document for the Preparation of lDEs for Spinal Systems ODE.%DGRND/ORDB 2250 01113i2000 
(384) Guidance Document For The Preparation of Premarkei Notification For Ceramic Ball Hip Systems ODEIDGRNDicRDB 355 01 ;1011995 
(385) ORDB 510(k) Sterility Review Guidance ODE/DGRND/ORDB 659 07/03I?997 
(386) Reviewers Guidance Checklist for iniramedullary Rods ODEiDGRNdIORDB 956 02121,1997 ' 
(387) Reviewers Guidance Checklist for Orthopedic External Fixation Devices ()DE/DGRNDYORDB 829 02J211997 
(388) Spinal System 5l0(1k)s---Guidance for Industry and FGA Staff ODEJDGRNDIORDB 636 05103/204d 
(383) Class il Special Controls Guidance Document : Human DuTa Mater; Guidance for Industry and FDA Stair ODEIDGRNDlPRSF 54 72/18/20Q3 
(390) Class f Special Controls Guidance Document : Surgical Sutures-, Guidance for Industry and FDA ODEiDGRtJDIPRSB 1387 G6/03/2D03 
(391) Cyanoacrylate Tissue Adhesive for the Topical Approximation of Skin--P~emarket Approval Applications (FMAs)-Guir:arice for Industry and FDA Staff ODEi 
DGRNDIPRSB 1233 02/13/2004 

(392) Guidance Document for Dura Substitute Devices; Final Guidance for Industry ODEiDGRNDiPRSB 1152 11/0912D(10 
(393) Guidance for Content of Premarket Notifications for Esophageal and Tracheal Prostheses ; Final (3DEJOGRND,!PRSS 6 04/,2811998 
(394) Guidance for Dermabrasion Devices: Final ODEiDGRNC/PRS62248 03;.02/1999 
(395) Guidance for Resorbable Adhesion Barrier Devices for Use in Abdominal and/or Pdvic Surgery; Guidance for kndusiry OE7EJDGRNDIPRSB 1356 0611812002 
(396) Guidance for Saline, Silicone Gel, and Alternative Breast implants ; Guidance for Industry and FDA ODEIDGRNDIPRSE? f35a 02i'11/2003 
{397) Guidance for Testing MR Interaction with Aneurysm Clips ODElDGRNDiPRSB 958 0512211996 
(398) Guidance for the Preparation of a Premarkel Notification Application for a Surgical Mesh ; Final ODE/DGRN&P9SE 2247 C3;OZ1999 
(399) Low Energy Ultrasound Wound Cleaner Class II Special Controls Guiti Document-Guidance for Industry and FDA Staff ODEiDGRND/PRSB '302 111 
0?%2005 

(40D) Saline, Silicone Gel, and Alternative Breast Implants- Draft Guidance for Industry and FDA Staff ODE/DGRNp:PRSB 1239 C?1'13/2004 
(401) Class II Special Controls Guidance Document : Resorbabfe Calcium Salt 'Bone Void Filler Device ; Guidance for Industry and FDA ODEJGGRNDiREGB 855 OEf 
02%2003 

(402) Guidance Document for Powered Muscle Stimulator 570{k)s; Final OGE1'DGRNDiREDB ̀t2<<6 06/D9/t999 
(403) Guidance Document for the Preparation of Notification (510(k)) Nppiications for Therapeutic Massagers and Vibrators ODE1DuRNl7iRED6 818 07/26/ 1995 
(a04) Guidance Document for the Preparation of P7emarket Notification [510(kj ; Applications for Communications Systems (Powered and Non-Powereci) and Pova-

ered Environmental Control Systems ODE/pGRND/RED6 762 Oi126i1995 
(4OS) Guidance Document for the Preparation of Premarket Notification [SiO;k)', Applications for Exercise Equipment ODE/DGRND/REDB 326 07/2611995 
(406) Guidance Document for the Preparation of Premarket Notification [510~k) ; Applications for Heating and Cooling Devices I~DE'DGRNDIREDB 328 O1125/1995 
(407} Guidance Document for the Preparation of Premarket Notification [510(k); Applications for Immersion Hydrobaths ODE. DGRNDIREDB 729 07/2611995 
(408) Guidance Document for the Preparation of PremarkPt Notification [520(k ;, Applications for Powered Tables and Multi4unc;ionai Physical Therapy Tables ODE~ 
DGRND'REDB 735 07/26/1995 

(409) Guidance Document for tne Preparation of Premarket Notification [StO(k}l Applications for Submerged (UnderNater) Exercise Equipment ODEIDGRND/REDE 
307 07J25/7995 
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(4t0) Guidance Document for !he Preparation of Premarket Notification f510k'd Applications for Mechanical and PovJer2d Wheelchairs, and Motorized Three-
Wheeled Vehicles 0DE/DGANDfRED3 346 C?i26:1995 

(411) Guidance !or Studies for, Pain Therapy Devices - General Consideration in the Design of Ciinica ; Studies for ;-air-Alleviating Devices ODE/DGRND/REDB 640 
05,112,'l 988 

(4t2) Clinical Trial Considerat ;ons : Vertebral Augmentation Devices to Treat :;plnal Insufficiency Fractures-Guidarce'or Industry and FDA Staff CDE/DGRND1/ 
REDB ODE/CGRND/ORDB 1543 10124;2o0a 

(4t3) Guidance for Inclustry ; Noise Claims in Hearing Aid Labeling ; Final OUE!DOED 2210 tOf2?/199E 
(414) Checklist of Information Usually Submitted in an Investigaticnal Device Exemptions (IDE) Application for Refiraciive Surgery Lasers [exdmer] ODE/DOED; 
DSDB 2093 90110/1996 

(415) Discussion Points for Expansion of the 'Checklist of Information Usuai!y 8ubmiited in an Invesligational Device Exemption (I'JEj Application for Refractive Sur-
gery Lasers' Draft Documeni ODE/DOED,'DSDB 7093 09/0517997 ' 

(416) Guidance Document for,VOnprescription Sunglasses, Final ODE~DOEDOlaSDB 2208 1plQ91 ;998 
< (417) information (or Keratcme Manufacturers Regarding LASIK; Final Guidar e for Industry ODEIpOP_D/DSDB 1370 06/21i2G01 
(478) Ophihalmoscope Guidance ODEJOOED/DSDB 1241 07/08i1998 
(419) Retinoscope Guidance ; Final ODEIDOEDIDSDB 1240 07!OS/i998 
(420) Slit Lamp Guidance; Final ODEIDOED/DSDB 1242 07/081199E 
(421) Third Party Review Guidance for Phacofragmentation System Device Premarket Notification (510(k)) ODEIDGEDiC1;OB 2197 01131lt997 
(42^c) Third Party Review Guidance for Vitreous Aspiration and Cutting Device Premarket Notification (510(k)) OL7E'DOF~~DSDEI 2195 G1'3Y/1997 
(423) Class it Special Controls Guidance Document : Endolympha1ic Shunt Tube with Valve-, Guidance for trtdusiry and FDA GDIJDOEDiENTB 791 0412912002 
(424) Class II Special Controls Guidance Document . Transcutaneous .Air Conduction Hearing Aid System (7AGHAS) ; Guidance for Industry and FDA ODElDOED! 
ENTB 1 414 t 1 ; 07/2002 

(425) Guidance for Manufachurzrs Seeking Marketing Clearance a( Ear, Nose, and Throat Endoscope Sheaths Used as Protective Barriers ; Final ODE/DOEDIENTB 
954 03i12/2000 

(426) Implantabie Middle Ear Hearing Device ; Guidance for Industry and FDA ::)DE/DOED/ENTB 1406 pB;0712003 
(G27) Tfnnitus Masker Devices--Class II Special Controls Guidance Docifmenl-Draft Guidance lot industry and F DA Sta4f ODEJDOEDIENTB 1555 70/0812005 

' (a28) Tympanosromy Tubes, Submission Guidance for a 51 0(k) Premarket Notification; Final ODEIDOED/ENTB 930 01Ii4119n8 
(429) Vocal Fold Medfalization Devices-Premarket Notification (510(k)] Submissions-Guidance for Indus" and FDA Staff CdFJDOEDIENTB 1535 02'13/2004 
(430) Aqueous Shunts-510(k) Submissions; Final ODE/DOED'ICIB 2236 111161t998 
(431) Guidance on 5t0(k) Submissions (or Keratoprostheses, Final ODEiDOED/ICIB 1351 03103r1993 
(432) Important Information About Rophae Intraocular Lenses ODEiDOED:IClE 811 08/2G11992 
(433) Guidance for Premarkst Submissions o( Orthokeratology Rigid Gas Permeable Contact Lenses ; Final ODEICOcD~^dEGB 1134 041t0i2000 
(434) New FDA Recommendations 8 Results of Contact Lens Study ,(7 day letler) ODEIDCEDNEDB 265 0513011989 
(435) Premarket Notification [510(k)] Guidance Document for Class 11 Daily Wear Contact Lenses ODEIDOEDIVEDB 896 06/28/1994 
'(436) Premarket Notification 510(k) Guidance lot Contact Lens Care Products ODE.,'DOED/VEDB 674 05/01!1997 
(437) Revised Procedures for Adding Lens Finishing Laboratories to Apprcvea Premarket Approval ApplicaUons for Class III Rigid Gas Permeable Contact Lenses 

for Extended Wear ; Final OGE/pOEDNEDB 1249 03111/1998 
(438) Bone Sonometer PMA Applications; Final Guidance for Industry and FDA ODE/DRARD 1377 O6!2iJ2001 _ 
(439) Criteria for Significant Risk Investigations of Magnetic Resonance Diagnostic Devices-Guidance for Industry and FDA Staff ODE/DRARD 793 D7/14/2003 
(440) Guidance for the Submission of 510(k)s for Solid State X-ray Imaging Devices ; Final ODE/DRARD E44 OS/05f1999 
(441) Guidance for the Submission of Premarket Notifications for Emission Computed 7'omograptry Device, and Accessories (SPEGT and PC--t) and Nuclear To-
mography Systems; Final ODE/DRARD 7_240 12:03It998 

(dA2) Guidance for the Submission of Premarket Notifications for Magnetic Resonance Diagnostic Devices ; Final ODE/DRARD 340 11/14/1998 ' 
(443) Guidance for the Submission of Premarket Notifications fur Medical image Management D,~!vices C)DElDRARD 416 0712?,2OOG 
(494) Guidance for the Submission of Premarket Notifications for Photon-Emitting Brachytherapy Sources ODE'DRARG 1177 QS/07~'?_000 
(445) Guidance for !he Submission of Prem2rket Notifications for Radionuclide Dose Calibrators, Final CUE/ORAF3D 2238 11/20"1938 
(446) Harmonic Imaging wiihiwithout Contrast-Premarkei Notification ; Final ODE/DRARD 2234 111/16,1998 
(447) Information for Manufacturers Seeking Marketing Clearance of Diagnostic Ultrasound System ; and l"eansducers ODE/DRARD 560 0913013997 
(448) Letter: Notice to Manufacturers of Bane Mineral Densitometers ODE/DRARD 552 09125/t997 
(449) Premarket Applications for Digital Mammography Systems; Final Guidance for industry and FDA ODE/DRARD 983 0211612007 
(450) Reviewer Guidance for Automatic X-Ray Film Processor 510(k)' ODE/DRARD 788 02'0111950 
(451) Simplified St0(k) procedures for certain radiology devices : 12 .%2t133 letter from L Yin, ODEIpRAEHD, to NEM,4 ODE/DRARD 708 1Z'2t/1993 
(452) Class II Special Controls Guidance Document : Tissue Culture Media far Human ex vivo Tissue and Cull Culture processing Applications ; Final Guidance for 

Industry and FDA Reviewers ODEf'DRARD/GRDB 1325 0511612001 
(453) Class II Special Controls Guidance Document, ingestible Telemetric Gastrointestinal Capsule Imaging System ; Final Guidance for Industry arid FDA ODFJ 
DRARDiGRDB 1385 11/28/2001 

(454) Guidance for Industry and CDRH Reviewers on 'the Content of Frernarke° Notifications for Hemuciialysis Delivery Systems; Final OUF_iDRARpfGRDB 2202 C3/ 
07/1998 

(455) Guidance for Investigational Device Exemptions for Solutions far Hypothermic Flushing, Transpor9, and Storage of Organs for Transplantation ; Final Guidance -
for Industry and FDA Reviewers ODEJDRARD/GFiDB 1164 OtI15l?001 

(456) Guidance for the Content of Premarket Notification for Conventional and High Permeability Hemedialyzer^>; Final CaDEIDR.AROlGRDB 421 0810711998 
(357) Guidance for the Content of Premarket Notifications !or Metal Expandable Biliary Stents ; Final ODE/DRARD/GRDB 2243 02/05,1998 
(458) Guidance for the Content of Premarket Notifications lot Water Purification Components and Systems for Herno8ialysis OCE;pRARD'GRDB 842 OSl301t997 
(459) Class il Special Controls Guidance Document for Clitoral Engorgement Devices 017EiDRAF;D70GD6 1144 OT03I2000 
(460) Class it Special Controls Guidance Document : Breast Lesion Documentation System-Guidance for Industry and FDA Staff GGElC1FARDlOGDB 1202 07128i 
2003 

(461) Class II Special Controls Guidance for Home Uterine Activity Monitors,' Faal Guidance for Industry and FDA Kev:ewers ODEiDAARD/OGDB 820 03!0912001 
(462) Guidance ('Guidelines') for Evaluation of Fetal Clip Electrode 0DE/DRARD/OGDB 244 03i0&!1977 
(463) Guidance (Guidelines') for Evaluation of Hysteroscopic Sterilization Devices OUE/DRARDIOGDB 2_48 051S0i7978 
(464) Guidance ('Guidelines') fcr Evaluation of Laparoscopic Bipolar and Thema3l Coagulators (and Accessories) oPE/DRARC/OGDt3 232 05;Oii1978 
(465) Guidance ('Guidelines') for Evaluation of "fubal Occlusion Devices ODE~GRARDIOGDB 245 11122/1977 
(466) Guidance for Industry and FDA Staff-Class II Sper_ial Controls !Guic"ancr pocument: Assisted Reproduction Laser Systems ODEIDRARD/OGDB 1539 12i28! 
2004 

(46i) Guidance for Industry and FDA Staff-Menstrual Tampons and Pads ; Irfermation for PJeRiarket Notification Submissions (5l0{k)s) GrDEJDRARD,/OGDB 166 
07i27'200,5) 

(468) Guidance for Resorbable Adhesion Barrier Devices for Use in Abdominal and/o, Pelv:c Surgery, Guidance for !ndustrv OGE_IORARD~OGDB 1356 06l18/2002 
(469) Guidelines for Evaluation of Non-Drug IUDs ODF~DRARDiOGDS 641 (;9I:8/1976 
(470) Hysteroscopes and Gynecology Laparoscopes-Submission Guidance for e 510(k) ODEiDRARD,~OGUB 9Q? U3/OT1i996 
(47T) Hysteroscopes and Laparoscepic Insufflators Submission Gufdanco for a 510(k) OCJEIDRA!?D/OGDF3 1907 08JU1r13g5 
(472) Latex Condoms for Men--!nformation for St0(k) Premarket Notifications: Use of Consensus Standard's for Abbreviated Submissions ODEIDRARDIOGDB 1250 

07i23%199E 
(473) Letter to Manufacturers of Falloposcopes ODE/DRARr~'OGDE3 7394 Oy ;O5/1996 
(474) Letter to Manufacturers of Prescription Home Monitors `or Non-Stress resis ODEIDRARD'OGDB 1342 09/06/1995 
(475) PremarketTesting Guidei~nes for Female Barrier Con9r3ceptive Devices also intended to prevent sexuaTy transmitted diseases 0DEIURARD/C1GDB 384 Oai 

04/ 1990 
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(476) Testing guidance (or Male Condoms Made from New Material jNor 
1477) Thermal Endom?trial Ablation Devices (Submission Guidance for a 
(478) Uniform Contraceptive Labeling ; Final ODEIDRARD,'GGDB 1251 0 
(479) Vascular and Neurov3scular Ernbolization Devices C!ass it Spec; : 
ODEJDGRNDiPRSB ODEIDCD/PVGB 1234 t2i29/2004 

(480) Bone Sonometers-Class I! Special Controls Guidance Document-
(4811 570(k) Checklist for Sterile Lubrica6ng ,leliy Used 'nlith Transurethr 
(482) Checklist for Mechanical Lithotripters ar,d Stone Dislodgers used ir 

(484) Guidance for the Content of Premarket Notifications 15 
Ureteral Caiculi ODEIDRAROlULDB 1226 OS?09/2000 

(48b) Guidance for the Content of Premarkel Notifications for 
(486) Guidance for the Content of Premarket fJotificat ;ons for 

(d93) Assessing the Safely/Effectiveness of Home-use In Vitro DiE 
OIVD 272 10/0-111988 

(494) Determination of Intended Use for 510(k) Devices; Gu :danc4 
(495) Guidance for Administrative Procedures for CLIA Ca7egoriza 
(496) Guidance for Industry-1lbbreviated 510(k) Submissions for 
(497) Guidance for Industry and FDA Staff, Replacement Reagent 

50 ) Cet~'r'i-Wb ~an-Z'c urers on Streamlined PMA; Fin ( '_66' - 0 ' u 
(501) Points to Consider for Collection of Data in Support of 
(502) Points to Consider for Review of Calibration and Qual 
(503) Points to Consider Guidance Document an Assayed a 
(504) Recommendations for Clinical Laboratory Improvemer 

1171 09107i2005 
(505) Draft Guidance for Industry and FDA Staff-Pharmac( 
(506) Format for Traditional and Abbreviated 510(k)s-Guid 
(507) Guidance for Third Parties and FDA Staff : Third Party 
(508) Premarket Approval Application Filing Review-Guida 
(509) Guidance for the Content of Premarket Submissions fi 

05/1 1/2005 

(511) Class II Special Control Guidance Document for B-Iype NatnureU 
DCTp 1072 11130/2000 

(512) Class II Special Controls Guidance Document : Cyclosporine and 
(513) Draft Guidance on the Labeling for Over-the-Counter Sample Coll 
(514) Drug Metabolizing Enzyme Genotyping System-Class It Special 

10/2005 
(515) Guidance for 570(k)s on Cholesterol Tests for Clinical Laboratory, 
(516) Guidance for Industry-Review Criteria for Assessment of'GReac 

Protein (cCRP) Assays OIVU/DCTD 1246 p9122J24o5 
(517) Guidance for Industry and FDA Staff ; Class II Special Controls GL 
(518) Guidance for Industry in Vitro Diagnostic Bicarbonate/Carbon Dio; 
(519) Guidance for Industry In Vitro Diagnostic Chloride Test System ; F 
(520) Guidance for Industry In Vitro Diagnostic Creatinine Test System ; 
(521) Guidance for Industry In Vitro Diagnostic Glucose Test System ; F' 
(522) Guidance for Industry In Vitro Diagnostic Potassium Test System, 
(523) Guidance for Industry In Vitro Diagnostic Sodium Test System ;'Fii 
(524) Guidance for Industry In Vitro Diagnostic Urea Nitrogen Test Syst, 
(525) Guidance for Over-the-Counter (OTC) Human Chorionic Gonadotr 
(526) Instrumentation for Clinical Multiplex Test Systems-Class li Spec 
03/10/2005 

(527) Newborn Screening Test Systems for Amino Acids, Free CarnitinE 
Document OIVD/DCTD 7301 72124/2004 

(528) Points to Consider for Portable Blood Glucose Monitoring Devices 
(529) Premarket Submission and Labeling Recommendations for Drugs 
02/2003 

(530) Review Criteria for Assessment of Portable Blood Glucose In Vitrc 
OIVDIDCTD 604 02/14/1996 

(532) 510(k) Submissions for Coagulation Instruments-Guidance Yos' in 
(533) CFTR Gene Mutation Detection Systems-Guidance for Industry a 
(534) Class II Special Control Guidance Document for Anti-Saccharony 
2312000 

(535) Class !I Special Controls Guidance Document : AFP-L3",,. Immunei 
' (536) Class 11 Special Controls Guidance Document Factor V Leiden DI 

16i2004 
(537) Class II Special Controls Guidance Document : Premarket Notifiral 

. Gi udanr.e for lnrlusW and Ff)A ClIV7/nIH() 11R4 1?,'04l9001 
___, _,_ ._ . . _r___ . _ ., . . . ._ ._ __ ._ . . . . _ _ .. .. . . . . . ., . . . . , . . . . . . . 
ular Diagnostic Testing} OIVDiDiHn 1563 08/2512005 

(539) Document for Special Controls for ErythropoieUn Assa} 
(540) Draft Guidance Document for 510(k) Submission of Fe 
(5411 Draft Guidance Document for 510(k) Submission of GI~ 
(542) Draft Guidance Document for 510~k) Submission of Im 
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Latex) CDE)DRARD/(;i,DB 455 06f29'1 995 
IDE) ODE`DRARDI0CUC8 547 03/14it995 

/21 1998 
! Cjnimls GLrfdance Documerr ; G,Idance for Indus,nr and FDA Staff 0DE)DRARD,10GOB 

Qr2(t Guidance `or Industry and FDA Stafi OGEiGRA~`tCi/RDJ 1547 02/15/20G6 
I Su~gical InsGUmer+ts 0DEIpRARD/ULDB 892 OQ119/1594 
Gastraenterobogy and Urology ODEIDRARDIULDB 98 11!O1!1994 
ity C)evices ODFIGRAf3DlULGB 5231 12,218/2004 
tracorporeal Shock Wave LiihotiiptNrs fndicated for the Fiagmenlation of Kidney and 

~es Used in Gastroenterolegy and Urology ODEJDRARD/ULDB 482 C2/1D/1993 
I arnj Antirnicrobial Foley Catheters ODE/DRARG/ULDS 97 09112/1994 

al t,ithoiripters ; Final ODEJDRAND/UL±?8 2235 11 i30/199II 
Iry Irrplants ; Final ODEIf)RANDIULDB t ;7DL`t6/20o0 
,its ODEJDRAROIULDB 431 02110/t993 
ige Bags C)DE/DRARUlULDB 96 06/07/1994 
Uro;iowmetry System, ODEiDRRRDIt1LDB 490 0'7/25-%t99A 
ance for irdusfry OlVU 1205 02/26/2Q03 
Devices (ivDs~ : Dra(i Points to Consider Regarding Labeling and Prernarket Submissions 

;H Staff GIVD 8S7 12/03/2002 
Q 1 ,,43 OS/14!20G0 
Diagnostic Calibrators, Final OlYD 1247 0?J?_2/199g 
trureent Family Policy OIVD 950 11J11/2003 
1999 
)18 01/10/ 1994 
12!221199' 
e Submissions for 510(k) Clearance CND 95 0912G1799d 
eling for In Vitro Diagnostic GevicesfCovei Letter dated 3114I1996 OIVD 553 02JOt/1996 
Qu~,lity Control Material ; Draft ~3Np 2231 02/03/ 1. 999 

; of 1988 ;CLIAj Waiver Appiica!ions-Draft Guidance for industry and FDA Staff OlVD 

and Genetic Tests for Heritable Markers CBEFt CDER O!VD 1549 02/0912006 
ry and FDA Staff OIVC) ODE 1567 DS/t?/2005 
market Notifications OIVD ODE 223? 0912812004 
y and FDA Staff O!VD ODE 297 05/07/2003 
mtair.ed in Medical Devices-Guidawce for Industry and FDA Staff CBER OlVD ODE 337 

s Document OIVD/DC,1D 1211 07107l20Ga 
'eptide Premarfcet Notifications, Final Guidance for Industry and FDA Reviewers OIVD/ 

:ro6~~us Assays ; Guidance for industry and FDA c71VUlDC i D 1380 09116/2002 
ion Systems fur Drugs of Abuse Testing GIVDiDGTD 7359 12l21/1999 
ntrcls Guidance Document--Guidance for industry and FDA Staff OIVDIDCTC 1551 031 

iy,icians' Office Laboratory, and Nome Use OIVDIDv7D 605 O7/t411995 
e Protein (CRP), Nigh Sensitivity GReactive Protein (hsGRP) and Cardiac C-Reactive 

3nce Document : Sirofimus Test Systems OIVDIGC7ID 1 ;00 09/3012004 
~ Test System : Final OlV71DCTU 1502 0710611998 
1 OI`JR/DCTD 1103 07/06/1998 
ial 0IVD/DCTD 1104 07/02/1998 
I UI`dDIDGTD 1105 D7 06/1998 
7al CfIVDIDCi D 1107 07/0611 993 
OIVD/DCTp 1709 07106i1998 
; Final OIVD/DGTD 1110 07/06J1998 
in (Y,CG) 51 O(k)s OIVGIDCT'J 1172 07122i200U 
Controls Guidance Document--Guidance for Industry and FGA Staff OIVD/DCTD 1546 

nri Acylcarnitines Using Tandem Mass Spectrometry~--Ciass If Special Controls Guidance 

lerd:jd for Bedside Usp in the Neonate Nursery OIVD,~DCTD 122 02J20/t996 
Abuse Screening Tests-Draft Guidance for industry mid FDA Staff OJVD/DCTD 152 12/ 

iagrostic Devices Using Glucose Oxidnse, Dehydrogenase, or Hexckinase Methodology 

c Gonadotropir (hCG) In Vitro Diagnostic Devices (iVl?s) DIVD/DCTD 1345 11/0&1996 
:try and FDA Staff OI'JD/OIFiC 1221, OS/1912003 
' FDA Staff-Class II Special Controls Guidance Document GIVG/DIHD 1564 1012612005 
; cer-2visia (S . cerevisUe) Antibody (ASCA) Premarfcet Notifications OIVD/DIHD 7183 08l 

cal lest Systems OIVC1pIND 7570 1p ;0312D05 
hlu'alion Detection Systems-Guidance for Industry cnd FDA Stafi OIVDIDIHD 7236 031 

5 for Autornaied Diftencntial Cell Counters tor ;rirnatUue or Abno;mal Blood Cells ; Final 

>teins (RNA Collection, Stabilization and Furiiicat;on Systems fior RT-PCF. used in Molec-

itifcations [5t 0(k)s], Final OIVD/DIHD 2245 04i28;1999 
)d Tests O!VD,DIHD 772 07129/1992 
(Glvcated or Glycosy!ated) Hemoglobin for 1VD ; OtV,DIUIHD 658 0913011991 
a,G,PA,D and E Immunoglobuiin System In Vitro Devices OlVD/DIHD 785 0910Z/7992 
ypin~) IVDs using Monoclonal Antibodies OIVG:DiHD 475 09/26;1991 
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(54d) Guidance Document for the Submission of Tumor Associated Antigen F,ernarhet Notification (510(k}] to rC}.0. O1VD;DIriD 957 09/?9/1996 
(545) Guidance for Industry and FDA Staff-Class II Special Controls Guidan~e Dorurrient Automaied Fluorescen .^,e in silu Hybr'dzaticn (FISH) Enumeration Sys-
tem, OIVD/DIHD 1550 03123i2005 

(546) Guidance for Submission of Immunohistcchemistry Applications to the Final C1VD,'DfHD 364 0C 03119-55 
($47) Immunomagne[ic Circulating Cancer Cell Selection and Enumeration System--Cla ;s I! SpFCSa( Conirol ; Guidance bocunent-Gu dance for Industry and FDA 

Staff OIVD/DIHD 1531 05/11 !2DD4 
(548I In Vitro Diagnostic Fibrin Monomer ParacoagulaYion Test; Final OIVD,IDIHD 2242 04/27,'19199 
(549) Points 1o Consider for Cervical Cytology Devices OIVDIDIHD 968 07,'25 ; 1994 
(550! Radioallergosorbent Test (RAST) Methods for A;lergen-Specific Immunoglobulm E !IgE) ;'0{'rjs ; Final Guidance for Industry and FDA OIVDiD1Hp O8/22/2G01 
(551) Review Criteria for Assessment of Alpha-Fetoprotein (AFP) in vuro Oiag-iosiic Devices for Fetal Goen Neurai Tube Defects Using Immunofogical Test Meth-

odologies OIVDiDiHD 459 07/15;1g94 
(552) Review Criteria for Assessment of Cytogenetic Analysis Using Autem3ted and Semi-Autornated Chromosome Analyzers t)IVUiDiHD 417 07115/199j 
(553) Review Criteria for Assessment of Rheumatoid Factor(FF) In Vitro Cliag:ostic Devices Usmg Engzyme-Linked Immunio:issaq (EIA), Enzyme Linked 
Immunosorbent Assay (ELISA), Particle Agglutination Tests, and Laser and Rate Nephelome!ry OiVD;DIHD 165 02121!1997 

(554) Review Criteria for Blood Culture Systems OIVDlDIND 82 08,12/1991 
(555) Review Criteria for In Vitro Diagnostic Devices for Detection of FGM Ant,nodies io Viral Agents Oi :'il ;G!HD 527 08i01 !t992 
(556) Review Criteria for In Vii:ro Diagnostic Devices for the Assessment of Thyroid Autoantibodies using !ndirect Irrimunofiuore ,cence Assay (IFA), Indirect 

Hemagglutination Assay (!HA), Radioimmunoasay (RIA), and Enzyme Linked Immunosorbent Assay IELISA) OFJD~~UWD 51 (1?J01/1994 
(b57) Review Criteria for In Vitro Diagnostic Devices that Utilize Cyipgenetic In Si1u Hybridization Technology for the Detection of Human Genetic Mutations (Germ 

Line and Somatic) OIVDiDIF10 980 M1 5)'11996 
(558) Review Criteria for the Assessment of Anti-nuclear Antibodies (ANA) 1n -'litro G;agnosSic Devices Using Indirect Immunoiluorascerce Assay (IFA), 
ImmuncdiNusion (IMD) and Enzyme Linked immunosorb3nl Assay (ELISA) OIVDIDIHD 848 OSI0111992 

(5591 Class II Special Controls Guidance Document : Antimicrobiai Susceptibility Test (AST) Systems; Guidance for Industry and FDa OIVDIDMD 631 02'05/20U3 
(560) Class II Special Controls Guidance Document F_ndotoxin Assay OtVDiUhdD 1222 1G/3U2003 
(561) Draft Guidance for Industry and Food and Drug Administration Staff ; Class II Special Conira!s Guidance Document Herpes Simplex Virus Types 7 and 2 Se-

rological Assays OIVDIDMD 1305 01109120U6 
(562) Guidance for Industry and FDA Staff-Class II Special Controls Guidance Document: Hepatitis A Virus Serological Assays QIVU/DMD 1536 02J0912006 
(563) Guidance for Industry and FDA Stafl-Class II Special Controls Guidance Document: Serological Reagents for the Labcraiory Diagnosis of West Nile Virus 
OlVD1DMD 1206 10/30/2003 

(564) Guidance for Industry and FDA Staff ; Class II Special Controls Guidance Document : Serciogica! Assays for the Detection of Seta-Glur,an OIVD/DMD 1825 091 
23!2004 

(565) Nucleic Acid Based In Vitro Diagnostic Devices for Detection of Microbial Pathogens-Draft Guidance for Industry and FDA Staff OfdCJIDMp 7560 12/08/2005 
(566) Review Criteria for Assessment of Anti microbial Susceptibility Test Discs OIVDlDMD 1631 10 ;3(111996 
(567) Review Criteria for Assessment of In Vitro Diagnostic Devices for Direct Detection of Chiamydiae in Clinical Specimens OiVDiDMD 778 Ot/Ot/1992 
(568) Review Criteria for Assessment of In Vitro Diagnostic Devices for Direct Detection of Mycobacterium Spp. (Tuberculosis (TBiJ OIVDIOMd 862 07i061t993 
(569) Review Criteria for Assessment of Laboratory Tests for the Detection of Antibodies to Nelicobacter pylori OiVD!DMD 588 139,11 7/1992 
(570) Review Criteria for Devices Assisting in the Diagnosis of C. Diificile Associated Diseases OlVD/pPv1D 629 OS/3111994 
(571) Review Criteria for Devices Intended for the Detection o( Hepatitis B 'e' Antigen and Antibody lo HBe GIVDIDMD 554 12',5011 997 
(572) Review Criteria For Prernarket Approval of In Vitro Diagnostic Devices for Detection of Antibodies to Parvovirus 819 OIVD/CMD 770 OSI75/7992 
(S73) Addendum to the Instructions for Completing FDA form 3500A with Coding Manual (MEDINATCH)(MDR) OSB O6/(79'199y 
(574) Perspectives on Clinical Studies for Medical Device Submissions (Statis:icap OSB 78 
(575) PMA Review Statistical Checklist 05B 84 
(576) Statistical Guidance for Clinical Trials of Non Diagnostic Medical Devices OSE 476 Ot/OiIi99o 
(577) Statistical Guidance on Reporting Results from Studies Evaluating Diagnostic Tests; Draft Guidance tor Industry and FDA Reviewers OSBlDB 1428 03112/ 
2003 

(578) Guidance for industry on the Testing of Metallic Plasma Sprayed Coatings on Orthopedic linplarfs to Support Reconsideration of Postmarket Surveillance Re-
quirements OSB;DPS 946 02/02/2000 

(579) Guidance on Criteria and Approaches for Postmarket Surveillance 05B/DPS 9 11l02/t99S 
(58D) Guidance on Procedures for Review of Postmarket Surveillance Submissions O58/DPS 317 021t911998 
(587) Guidance on Procedures to Determine Application of PostmarkeP Surveillance Strategies OS6iDPS37E 02i19it998 
(582) Procedures for Handling Post-Approval Studies Imposed by PMA Order-Draft Guidance for Industry and FDA Staff OSB/DPS 091t5/2005 
(583) SN1DA to FDAMA: Guidance on FDA's Transition Plan for Existing Postmarket Surveillance OSBIDP;; 318 11/02/1 998 
(584) Hospital Bed System Dimensional and Assessment Guidance to Reduce Entrapment-Guidance for Industry and FDA Staff OSB!DP8 OCER/DDUPSR 1537 
03110/2006 ' 

(585) Common Problems : Baseline Reports and MedVVatch Form 3500A (le?t~~ to manufacturers updated) 0SB/DSS 379 
(586) Instructions for Completing FDA form 3500A with Coding Manual for Form 350OA (h1EDWATCH) OSBIDSS 353 04'04I2OVt 
(587) Instructions for Completing Form 3417 : Medical Device Reporting Baseline Report [MDRj OSB,~DSS ?Ofi7 03/31/5997 
(588) MDR Guidance Document No. 1 - IOL - E1996004 OSBIDSS 216 0£3/Oi,"1996 
(SSB) Medical Device Reporting : An Overview OSB/DSS 509 04!Oil199E 
(590) MEDWATCH FDA Form 3500A For Use By User Facilities, Distributors and Manufacturers for Mandatory Reporting OSC3/USS 854 06/0111993 
(591) Variance from Manufacturer Report Number Format OSBlDS5'Q8l?2't906 
(592) Variance from Manufacturer Report Number Format (MDR letter) OSB,'DSS 1059 07it6/1995 
(593) Guidance for Industry : Medical Device Reporting-Alternative Summary 7~eporting (ASR) Program OSB/DSSIRSM13 31 1, 10/ 19/2000 
(594) Guidance on Adverse Event Reporting for Hospitals that Reprocess Devices Intended by the Original Equipment Manufacturer for Single Use OSB/DSS/RSMB 
1334 04i24/2001 

(595) Medical Device Reporting - Remedial Action Exemption; Guidance for Industry and FDA OSB/DSSlRSMB 1.E8 09;2s/2001 
f596) Needlesticks-Medical Device Reporting Guidance for User Facilities; Manufacturers . and Importers OSBI0SS'RSivtE3 250 1 !%1212002 
(597) CDRH Standard Operating Procedures for the Identification and Evaluation of Candidate Consensus Standards for Recognition : Final Guidance for Industry 
OSEL 616 06%20/2001 

(598) Draft Document-A Primer on Medical Device Interactions with Magnetic Resonance Imaging Systems OSEL 452 0?_i07i;997 
(599) Frequently Asked Questions on the Recognition of Consensus 'Standards ; Guidance for Industry and for FDA Staff OSEL 109 07/22i2002 
(600) Recognition and Use of Consensus Standards; Final Guidance for Industry and FDA OSEL 321 06,'z012001 
(601) Guidance for Industry Guidance on FDA's Expectations of Medical Device Manufacturers Concerning ihe Year 2009 Dale Problem OSEL/DEGS 2000 05i151 
1998 

~602) Immunotoxicity Testing Guidance OScLJDLS 635 O5.%D6!1999 
{603i 21 CFR Part 11 ; Electronic Records; Electronic Signatures, Glossary of 'Verms : Draft Guidance for Industry OUT 03i24;200 t 
(604) 21 CFR Part 11 : Electronic Records; Electronic Signatures, Validalioo ; Draft Guidance for Industry OU? 05'24i200i 
(605) Combination Products-Timeliness of Premarket Reviews-Dispute RescIlution Guidance-Draft Guidance for Industry OUT 511"04/2004 
(606) Computerized Systems Used in Clinical Trials OUT 0=./0111999 
(607) Draft Guidance for Industry on Electronic Records; Electronic Signatures, Eleclronic Copies-, of Electronic Records OCrT 11/1212&92 
(608) Guidance for Industry and FDA Staff : Application User Fees for Combination Producls OU~C Oai2il2(l05 
(609) Information Sheet Guidance ;or fR8's-Frequently Asked Questions abc,A IRS Review of Medical Devices OUT 01"0V2006 
(61D) Information Sheet Guidance for IRB's-Significant Risk and Nonsignifcar,l Risk Medical Device Studies OUT D1,'D}12006 
(611) Small Business Guide to FDA (FDA 9fi-1092) OUT 16 01i01(1996 
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V. Center for Food Safety and Applied Nutrition (CFSAN) 

For information on a specific guidance document or to obtain a hard copy, 

contact : Industry Activities Staff, Center for Food Safety and Applzld 

Nutrition/FBA, :~100 Paint Branch Pktivy . . College Park, MD 20740, 301-436-

2600, Izttp :!/wtivvv.cfsan .fda .gov/--clTns/buidarice .htrrll. 

No CFSAN guidance docurrients were vvitl,~.drativn from Januar-; 5, 2005, 

to January 5, 2006 . 

The following is a copy of a list of current CFSAN guidance documents 

obtained from the FDA Web site as of Mat-ch 14, 2006. 
CFSAN GUIDANCE DOCUMENTS (OBTAINED FROM THE FGA WEB SITE ON MARCH 14, 2006) 

Recently Issued Guidance 

March t, 2006 : Draft Guidance Guide to Minimize Microbial Food Safety Hazards of Fresh-cut Fruits and Vegetables (Added to Produce) 
March t, 2006 : Frequently Asked Questions about FDA's Regulation of Infant Formula (Updated in Infant Form u[a) 
February 17, 2006: Whole Grain Label Statements (Added to Food Labeling) 
January 30, 2006` Redbook 2000-Chapter IV .C .6 : Carcinogenicity Studies wi+n Rodents (Updated in Food and Color Additives) 
December 30, 2005 : Requesting an Extension to Use Existing Label Stock after the Trans Fat Labeling Effective Date c ;f January 1, 2006 (Added to Food Labeling) 
December 22, 2005 : Lead in Candy Likely To Be Consumed Frequently by Srrall Children : Recommended Muimum Level and Enforcement Policy (Added to 
Chemical and Pesticide Contaminants) 

December 14, 2005 : Questions and Answers Regarding Food Allergens, inciu6ng ihe Food Allergen Labeling and Consumer Protection Act of 2004 (Edition 2) 
(Added to Food Labeling) 

General Publications 

Compliance Policy Guides Manual (August 2000 ; Updated April 2001) Consolidates the Administrative Guidelines Manual . Lists, 19vels of contamination at which reg-
ulatory actions will be invoked. Print version available from NTfS . Their order numbers are: Foods and Cosmetics Order PJo. PN98--920500 Drugs arid Biologics 
Order No . PB96-920500 Veterinary Medicine Order No . P39G-920800 Medical and Radiological Devices Order No. F896-9209(JO Source : National Technical ln-
formation Service 

Compliance Programs Guidance Manual (March 1995) Manual . Contains insper,tionai and analytical directives implemented by FDA Field Units- Provides direction 
for general enforcement of laws and regulations . Order No, PB9rr-915499 (imanu31 only) Source : National Technical Information Service 

FDA Recall Policy (2002) Explains the three classes of recalls and discusses FDA's role in the recall process. Source : Industry ActIvities Staff 
Guidance for FDA Staff: The Leveraging Handbook; An Agency Resource for Effective Collaborations 
Guidance for Small Businesses : Submission of Comments for CFSAN Rulemaking 
Investigations Operations Manual (May 1996) Manual. Provides standard operation procedures for FDA Investigators . The inspactional methods cover sanitation, 
micro problems, labeling, standards, arid GMP's. Order NQ . P'8-95--913399 Source : National Technical Information Service - 

Regulatory Procedures Manual (August 1997) Contains directives for recalls, legal actions, and cooperative agreements with states, such as those under the Public 
Health Service. Order No . PB95-265534 Source : National Technical Inlormafion Service 

Chemical and Pesticide Contarninarils Publications 

Lead in Candy Likely To Be Consumed Frequently by Small Children : Recommended Maximum Level and Enforcement Policy (December 22, 2005) 
Channels of Trade Policy for Commodities With Residues of Pesticide Chemicals, for Which Tolerances Have Seen Revoked, Scspended, or Modified by ihe Envi-
ronmental Protection Agency Pursuant to Dietary Risk Considerations (May 2005) 

Channels o9 Trade Policy for Commodities with Vinclozolin Residues (June 12, 2002) 
FDA Recommendations for Sampling and Testing Yellow Corn and Dr~-Milled Yellow Corn Shipments for Cry9C Protein Residues (January 19, 2001) 
Channels of Trade Policy for Commodities with Methyl Parathion Residues (December 2000) 
Action Levels for Poisonous or Oeleterious Substances in Human Food and Arimal Feed (2000) Booklet. Lists allowable action kivels for contaminants in food and 

feed . Source: Industry Activities Staff 
Pesticides Analytical Manual (1999) Contains the procedures and methods used in FDA labs for regulatory examination of food and feed samples to determine com-
pliance with the FD&C Act. Volume 1-Order No.P854-91i899 Source : National Technical Information Service 

Guidance for Industry : Letter !o Manufacturers, Importers, and Distributors of tmpon.ed Candy and Candy Wrappers (June 13, 1995) 
FDA Advisory for Deoxynivanol (DON) in Finished Wheat Products Intended for Human Consumption and ;n Grain and Grain By-Products for Animal Feed (Sep-
tember 16, 1993) Office of Plant 8 Dairy Foods & Beverages Food and Drug Administration (HFS-306) 5~00 Paint Branch Parkway College Park, MD 20740 
('30t) 436-2367 See also : Compliance Policy Guides-Guidance for FDA Staff on Guidance Levels for Radionuclides in Domestic and Imported Foods ,iuiy 2004 

Cosmetic Publications 

FDA's Cosmetic Labeling Manual (October 7991) Booklet . A summary of regul-<.tory requirements lot labeling of cosmetics marketed in the United States . Available 
from : Food and Drug Administration Office of Cosmetics and Colors (HFS-10o) 5100 Paint Branch, Parkway College Park, MO 20740-3h35 

Cosmetics Processors and Trar:sporters : Cosmetics Security Preventive Measures Guidance ;December 17, 200,1) 
Labeling for Topically Applied Cosmetic Products Containing Alpha Hydroxy Acids as Ingredients (JanuaT'; 10, 2005) 

Dietary Suppiements Publica!icrs 

A Dietary Supplement Labeling Guide (April 2005) 



CFSAN GUIDANCE DOCUMENTS (OBTAINED FRC 

Substantiation for Dietary Sup' element Claims Made Under Secticn 403(r)(6j 
Interim Procedures for Qualified Health Claims in the Labeling of Conveniion 
Interim Evidence-based Ranking System for Scientific Data (July 10, 2003} 
Structure/Function Claims : Small Entity Compliance Guide (January 9, 2Q02) 
I i ta E tatement of Identity, Nuiritior Labeling, and ingred[ent Labeling of 7) e ry 

Staff 
Significant Scientific Agreement in the Review of Health Claims for Convencic 

Products, Labeling c2 DIetar/ Supplements 
Notification of a Health Claim or Nutrient Content Claim Based on an Author, 
tron-Containing Supplements and Drugs : Label Warning Statements: Small E 

Food and Color Additives Publications 

Providing Regulatory Submissions in Electronic Forma t-G~-nerai Ccrsiderat 
Providing Food and Color Additive Petitions in Electronic Format ;July 2001) 
Electronic Submission Forms (July 2001) 
FDA's Policy for Foods Developed by Biotechnology (1995) ' 
Partial List of Enzvme Preoarations That are Used in Foods l2001) 

=oods Derived from New Plant Varieties : Noti 
J 

. . .,y, ~ ,.., , . . 
a Claim of Categorical Exclusion or an Envin 

vide, MD 20857 
dditive Petition Expedited Review-Guidance for industry an 
oval 
robial Food Additives-Guidance (July 1999) Source : Office 
ation of Premarket Notifications for Food Contact Substances 
alien of Food Contact Notifications and Food Additive Pettior 
Additive Safety 

stion o( Premarket Notif!cations for Food Contact Substance~ 

abefing Publications 

A THE FDA WEB SITE ON MARCH 94, 2U06)-Continued 

4 the Federal Food, Drug, and Cosmetic Act (`dovember 2004) 
1 Human Food and Human pielary Supplements ;July 10, 2003) 

ipplemen±s Small Entity Compf;ance Guide (;anuary 19919) Source_ industrj Activities 

iat Foods and Dietary Supplemenfis jDecember 1999) Source : Office of Nutritional 

?tive Statement of a Scientific Body (July 19981 Source : Office o9 Food Labeling 
*tity Compliance Guide (October 17, 2003) 

ins (October 2003) 

d in Food (2001) 
! 998) 
`1AS Affirmation Petitions (January 1993) Describes requirements for chemistry data 
nzymes used in processing faod .Source_ Office of Premarket Approval 
;znces used in Food Contact Articles (April 2005) Lists ?he information that should be 
a food contact article to determine whether its components will require regulation as a 

istry Considerations (December 1992) This document provides assistance to manufac-
)m post-consumer recycled plastic . Source : Office of Premarket Approval 
~cem4er 2004) Source : Office of Food i Additive Safety 

ect Food Additive and GRAS Food Ingredient Petitions (May 1993) Describes the 
direct food additives such as synthetic sweeteners, and preservatives; or the atfirmzr 
;uch as sucrose, and many enzyme,, used in food processing. Source : Office of Pre- 

32i FEDERAL REGISTER rrotice daled May 29, 1992 ; 57 FR 22984. Source : Office of 

f Premarket Approval 

,rs (1398) Source : Office of Premarket Approval 
n Color Additives for Food, Drugs or Cosmetics Use (January 1997) Source : Office of 

e Diet- (September 1995) Source : Office of Premarket Approval 
d Color Additives Used in Food (also known as Redbook I) (1982) Source : Nationai 

ly 7, 2000 ; Updated October 2001, November 2003, January 2006) The Agency is in 
piers available electronically . The Redtook ZOOA chapters now substitute for, or sup-
993 Draft Redbook It, which can be obtained from the Office of Food! Additive Safety . 
ailabie electronically . 
urova! 

al Assessment for Submission to ?he Center for Food Safety and Applied Nutrition 

71753A5-AS, A-t1? Source : National Technical Information Service (NTIS) 
s (October 7997) Source : Office of Premarket Approval 
Proteins Produced by New Plant Varieties Intended for Food Use (November 20D4'k 
Executive Secretarial (HF-4O) good and Drug Administration 5600 Fishers Lane 

;r Food Safety and Applied Nutrition Staff (January 1993) Source: Office of Premarket 

et Approval 
iiac4 Notifications (FGN)j : Administrative Recommendations (May 2902) 
Contact Substances : ChemisTry Recommendations (April 2002) Source : Office of 

iy Recommendations (April 2002) Sourca : Office of Food Additive Safety 

required statements that must appear on food labels. Source : fndustry Activities Sta:f 
>, and Health Claims; Small Entity Compliance Guide (August 20, 2003) 
iing Effective Date of January i, 2006 (December 30, 2005y 
Human Food and Human Dietary Supplement,, (July 10, 2003) 

)paemEnis ;December 18, 2002) 
ot Been Developed Using Bioengineering (January 2001) 
ample small business exemption application form . Source : Industry Activities Staff 
ided to facilitate the adm° to retail businesses process of developing or revising ia-
fi! 
intains FDA's advice ;o ret, il businesses and res;aurants making health and nutrient 

Fair Packaging and Labeling Act Manual (June, 1978) Book . Presents FDA's. interpretations of the requirements of she Fair Parkaying and Labeling Act as it applies 
to foods, drugs, cosmetics, and medical devices . Order No . PB-lk3-2221 17 Source: National Technical Information Serv,ce 

implementation of Section 10809 of the Farm Security and Investment Art of 2002, Pub. L. No . 107-171, § 10809 !200c, regarding the Petition Process to Request 
Approval of Labeling for Foods that Have Been Treated by Irradiation . (available in PUF) 

Significant Scientific Agreement in the Review of Health Claim-, tar Conventional Foods and Dietary Supplements (D°cembe ; 1999) 5Source : Office of Nutritional 
Products, Labeling & Dietary Supplements 



CFSAN GUIDANCE DOCUMENTS (OBTAINED FF 

lron-ContaiNng Supplements and Drugs : Label Warning Statements : Smal 
StructurelFunclion Claims Small Entity Compliance Guide (January 9, 200 
Notification of a Health Claim or Nutrient Content Claim Based on art A,uth~ 
FDA Nutrition Labeling Manual---A Guide for Developing and Using Data 8 
Guidelines for Determining Me°ric Equiv2lenis of Household Measures (C?c 
Food Labeling-Safe Handling Statements, Labeling of Shelf Eggs ; RefrigE 
'2001) 

Exemptions from the Warning -abel Requirement for Juice-Relcornmenda 
Food Labelir,g-Serving Sizes Reference Amount for Baking Powder, Baki 
Whole Grain Label Statements (February 2006) 
Questions and Answers Regarding Food Allergens, including the Food Afle 

Food Processing Publications 

Bacteriological Analytical Manual 7th Edition (1992) PManual . Provides quar 
tamination . Contains screening procedures for Salmonella, Shigella, Clos 

Bacteriological Analytical Manual Online (2001) 

Food and Cosmetic Security Pubiication ; 

Entry Types and Entry identifiers-Prof Notice of Imported Food (Aprif 7, 
Guidance for Records Access Authority Provided in Title III, Subtitle A, of tl 
vember 16, 2005) 

Questions and Answers Regarding Establishment and Maintenance of Re;; 
What You Need 4o Know About Establishment and Maintenance of Record 
What You Need to Know About Administrative Detention of Foods (tJovemt 
Prior Notice of Imported Food Contingency Plan for System Outages (AugL 
Questions and Answers Regarding Registration of Food Facilities (Edition 
Prior Notice of Imported Food Questions and Answers (Edition 2) (May 3, ~ 
Cosmetics Processors and Transporiers : Cosmetics Security Preventive Mi 
Retail Food Stares and Food Service Establishments : Food Security Preve 
What You Need to Know About Registration of Food Facilities (November R 
What You Need to Know About Prior Notice of Imported Food Shipments (1 
Necessity of the Use of Food Product Categories in Registration o( Food F; 
Dairy Farms, Bulk Milk Transporters, Bulk Milk Transfer Stations and Fluid 
Food Producers, Processors, and Transporters : Food Security Preventive ft 
Importers and Filers : Food Security Preventive Measures Guidance (March 
See also: Compliance Policy Guides-Guidance for FDA Staff on enforcom 

Prior Notice of Imported Foods December 2003, Last Revised November 

Imports and Exports Publications 

Prior Notice of Imported Food: Harmonized Tariff Schedule Codes Flagged 
Prior Notice of Imported Food Contingency Plan for System Outages (Auqu 
Prior Notice of Imported Food Questions and Answers (Edition 2) (May 3, 2 
What You Need to Know About Prior Notice of Imported Food Shipments (f 
Guidance for Industry and FDA: Establishing and Maintaining a List of U.S . 
2005) 

Importers and Filers : Food Security Preventive Measures Guidance (March 
Guidance for Industry : FDA Export Certificates (2002) (also available in PD' 
Draft Guidance : Regulatory Procedures Manual Chapter 9, Subchapter : Gu 
Human and Animal Food That Has Not Been Reconditioned (November : 

Guidance for Industry: Letter to Manufacturers, Importers, and Distributors c 
FDA Food Importer's Guide for Lour-Acid Canned and Acidified Foods (198 

quirements . Source : Industry Activities Staff 
See also : Compliance Policy Guides-Guidance for FDA S;atf on Guidance 

Infant Formula Publications 

Frequently Asked Questions about FDA's Regulation of Infant Formula (Mai 
Guidelines Concerning Notification and Testing of Infant Formula If 985)SOL 
Guidelines for Evaluation of the Safety and Suitability of New Infant Fnrmul. 

~ THE FDA WEB SITE ON MARCH 14, 2006)-Continued 

ity Cemplianae Guide (C)ct,ber 17, 2003) 

Gve Statement of a Scientific Body (July 1998) Source : Office of Food Labeling 
s ('via,ch 1998) Source : Office of Food E,abeL[ng 
r 1, 1993) Source- Office of Food Labeling 
m of Shelf Eggs Held for Retail Distribution Small Entity Compliance Guide (July 

; for Effectively Achieving 2. 5-Log Pathogen Reduction (October 7, 2002) 
;oda, Pectin ; Small Entity Compliance Guide (July 2001) 

~ Labeling and Consumer Protection Act of 2004 (Edition Z) (December 14, 2005) 

Ive and qualitative bacteriofngicai testing procedures for detecting microbiologicai con-
urn bntuiinum, etc. Source : AGAC International 

J 
~bllc Health Security and Bioterronsm Preparedness and Response Act of 2002 (No-

(Edition 2) (November t 0, 2005) 
scem6er 2004) 
?004) 
2, 2004} 
ugust 6, 2004) 
) 
res Guidance (December 77, 2003) 
Measures Guidance (December 17, 2003) 
003) 
amber 25, 2003) 
ies (July 17, 2003) 
Processors Food Security Preventive Measures Guidance (July 11, 2003) 
.ures Guidance (March 21, 2003) 
2003j 
of Registration of %`oad Facilities December 2003, Last Revised November 2004 and 
J 

~ Prior Notice Indicators (August 26, 2004) FiT5 Codes Revision History 
?, 2004) 

>mber 25, 2003} 
ry Product Manuiacturei*e/Processors with Interest in Exporting to Chile (June 22, 

2003) 

I, 2006) 
Office of Nutritional Products, Labeling 8 Dietary Supplements 
r Feeding Prelerm Infants (1988) Source : Office of Nutritional Products, Labeling & 

merits 
Guidelines for Evaluation of the Safety and Suitability of Infant Formulas for Fe:.-ding !nfants with Allergic Diseases (1990) Source : Office o` Nutritional Products, La,-

beling & Dietary Supplements 
Guidelines for the Clinical Evaluation of New Products Used in the Dietary Management of Infants, Children and Pregnant 1h'orrien with Metabolic Disorders (1987) 
Source : Office of Nutritional Products, Labeling 8 Dietary Supplements 

Juice Publications 

Letler to State Regulatory Agencies and Firms That Produce Treated (but not Fastaurized) and Untreated Juice and Cider (September 22, 2005) 
Recommendations to Processors of Apple Juice or Cider on the Use of Ozone ior Pathogen Reduction Purposes iNovember 20C14y 
Juice HACCF' Hazards and Control Guidance-Fkst Edition (March 3 ; 2004) 
The Juice HACCP Regulation : Questions and Answers (September 4, 2C.03) 
Standardized Training Curriculum for Application of HACCP Principles to Juice Processing (June 2003) 
Bulk Transport of Juice Concentrates and Certain Shelf Stable Juices (Aprii 24, 2002) 
Juice HACCP Small Entity Compliance Guide (April 4, 2003) 
Exemptions from the Warning Label Requirement (or Juice--Recommer,dations ',or Effectively Achieving a 5-Log Pathogen Reduction (October 7, 2002) 
Apple Juice, Apple Juice Concentrates . and Apple Juice Producls-ArJulteraiicr with Patulin (Octo6er 2001) 
The Juice HACCP Regulation . Questions & Answers (August 31, 2005) 
Warning and Notice Statement Labeling o! Juice Products Small Entity Compliance Guide IS'eptember 18, 7998) 



31 

CFSAN GUIDANCE DOCUMENTS (OBTAINED FROfA THE FDA WEB SITE UN MARCH 14 . 2006)-Gont in Lied 

Low-Acid and Acidified Foods Publications 

FDA Food Importer's Guide for Low-Acid Canned and Acidified Foods (1986} Booklet . Cuestion-and-Answr;r guide for impoRe; s . low-acid and acidified import .e-
quirements Source : Industry Aciivilies Staff 

Milk Sanitation Publications 

Grade A" Pasteurized Milk Ordinance 2003 Revision (March 2, 2004) 
Grade 'A' Pasteurized Milk Ordinance 2001 Revision (May 75, 2002) 
Importation of PMO Defined Dairy Products jM-I-0a-4) (April 11, 20UO) 
Evaluation of Milk Laboratories (1995 Edition) Provides the procedures for 1ne avaluaiicra of milk laboratories . Source : Milk Safely Branch 
Methods of Making Sanitation ,Ratings of Milk Supplies (1994) Rating method for evalua?ing sanitary quality of milk . Source_ Milk Safety Branch 
Procedures Governing the Cocperative State-Public Health Service/Food and Drug Administration Prograro for Certification of interstate Milk Shippers (1999) Pro-

vides procedures for a national reciprocity milk program. Includes by-laws and constitution of ihe National Conference en Interstate Milk Shipments and the Merno-
randum of Understanding between the National Conference and FGA. Source : Milk Safety Branch 

Frozen Dessert Processing Guidelines (1939) Sanitation Standard,, . Source : Milk Safety Branch 
Dry Milk Ordinance (1995) Source : Milk Safety Branch 
Pasteurized Milk Ordinance (1999) Sourre : Milk Safety Branch 

Natural Toxins Publications 

Apple Juice, Apple Juice Concentrates, and Apple Juice Products-,4du11eraYion with Pa!ulin (October 2001) 
Furnonisin Levels in Human Foods and Animal Feeds (November 9, 2001) 

Nutrition and Food Science Publications 

FDA Nutrition Labeling Manual--A Guide for Developing and Using Data Bases (March 1998) Generic instructions for developing and preparing an acceptable data 
base when valid estimates op nutrient content and variation are net available for the food (single or mixed products) to be labeled . Source : Office of Food Labeling 

Guidelines for Determining Metric Equivalents of Household Measures (October t, 1593) Source : Office of Food Labeling 
List of Products for Each Product Category (October 8, 1992) Source : Office of Food Labeling 
Label Declaration of Allergenic Substances in Foods; Notice to Manufacturers ;June 10, 1996) Source : Office of Food Labeling 
Guidance on Labeling of Foods that Need Refrigeration by Consumers (February 24, 1997) 62 FR 8248 Source : Office of Food Labeling 
Interim Guidance on the Voluntary Labeling of Milk and Milk Products that have not been treated with Recombinant Bovine Somatrvpin (February 10, 1994) 59 FR 
6279 Source : Office of Food Labeling 

Produce Publications 

Guide to Minimize Microbial Food Safety Hazards for Fresh Fruits and Vegetables (October 26, 1998) (Also available in French, Spanish. Portuguese and Arabic) 
Source : Food Safety Initiative Staff 

Draft Guidance : Guide to Minimize Microbial Food Safety Hazards of Fresh-cuF Fruits and Vegetables tMarh 1, 2008) 
Reducing Microbial Food SafeCq Hazards For Sprouted Seeds (October 1999) Source : Office o; Plant and Dairy Foods and Beverages _ 
Sampling And Microbial Testing Of Spent Irrigation Water During Sprout Production (October 1999) Source : Office of Plant and Dairy Foods and Beverages 

Retail Food Protection Publications 

A Notice from the Food and Drug Administration to Growers, Food Nlanuf2eture^rs, Food Warehouse Managers, and Transponers of Food Products on Deeontamina-
tion of Transport Vehicles (October 7, 2005) 

Retail Food Stores and Food Service Establishments : Food Security Preventive Measures Guidarce (December 17, 2003) . 
Food Labeling--Safe Handling Statements, Labeling of Shell Eggs ; Refrigeration of Shell Eggs Held for Retail Distribution Small Entity Compliance Guide (July 
2~~1) 

Sanitation Publications 

Foods-Adulteration Involving Hard or Sharp Foreign Objects (February 1999) Compliance Policy Guide Chapter ; Subchapter 55.5 Section 555.425 
Defect Action Levels (DALS) (1995; Revised March 1997 and May 1998) Book!et This list is compiled from FDA's Compliance Policy Guides on established "current 

levels for natural or unavoidable defects in food for human use that present no health hazards." Source : Industry Activities Staff 
Action Levels for Poisonous or Deleterious Substances in Human Food and Feed (2000) Source : industry Activities Stalf 

Seafood Publications 

Refusal of Inspection or Access to HACCP Records Pertaining to the Safe and Sanitary Processing of Fish and Fishery Products (July 2001) Source: Office of Sea-
food 

Seafood HACCP Transition Policy (December 1999) Source : Office of Seafood Seafood List (1993) 3ookieL FDA's guide to acceptable market names for seafood 
sold in the interstate commerce. 

Fish and Fisheries Products Hazards and Control Guide 3rd Edition (2001) Source : Office of Seafood 
HACCP Regulation for Fish and Fishery Products Questions and Answers (1598) Source : Office of Sealoud 
Certification o( Fish and Fishery Products for Export to the European Union and European Free Trade Association (November ZGO4j 
Proposed Referral Program from the Food and Drug Administration to the National Oceanic and Atmospheric Administration Sea=ood Inspection Program for the 

Certification of Live and Perishable Fish and Fishery Products for Export to the European Union and the European Free Trade Association (November 2004) 
Implementation of Section 403(t) of the Federal Food, Drug, and Cosmetic Act (21 U.S .C . 3a3(1)) Regarding the Use of the Term "Catfish" (December 2002) 
Letter to Various Seafood Trade Associations Regarding the Labeling of Cattish (,February 28, 2003) 

Small Entity Compliance Guides Publications 

What You Need !o Know About EstabIlshmeM and Maintenance of Records (D+~:cember L'G04j 
What You Need to Know About Registration of Food Facilities (November 25 . 2003) 
What You Need to Know About Prior Notice of Imported Food Shipments (November 25, 2003) 
Food Labeling : Trans Fatty Adds in Nutrition Labeling, Nutrient Content Claims . and Health Clairris ; Small Entity Compl:arcce Guide (August 21), 2003) 
Juice HACCP Small Entity Compliance Guide (April 4, 2003) 
SStructure/ Function Claims : Small Entity Compliance Guide (January 9, 2002) 
Food Labeling--Sate Handling Statements, Labeling of Shell Eggs ; Retrigeratir~n of Shell Eggs Held for Retail D;siribution Small Entity Compliance Guide (July 

20011 
Food Labeling--Serving Sizes Reference Amount for Baking Powder, Baking S :)da, Pectin, Small Entity Compliance Guide (,July 2G01) 
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Statement o1 Identity, Nutrition Labeling, and lngredient Labeling of Dietary Supplements Small Entity Gompl:anr,e Guide (January? 19991 Source : Industry Activities 
' Staff 
Iron-Containing Supplements ~nd Drugs : Label Warning Statements : Small Er:tity Compiiance Guide (October 17, 2003) 

VI . Center for Veterinary Medicine (CVjN-I) 

' For information on a specific guidance document or to obtain a hard copy, 

contact : Colnmttni-lations Staff, Center for VeterlnarV Medicirie, Food and Drug 

Administration, 7519 Standish 1'L, Rockvalle, MD 20855, 301--827--3800, http :/ 

/iwcvrv.fda .gov/cvm/,,uldance/pub]ished.h tin . 

' The following is a list of GVIW1 guidance documents that have been 

withdrawn from January 5, 2005, to January 5, 2006 . 
Title of Document Date of Issuance Date of Withdrawal 

#78 Consideration of the Human Health Impact of the Microbial Effects of Aritinucrabisl New Animal Drugs In- ' 1211995 ` ~ L 1!2006 
tended for Use in Food-Producing Animals 

The following is a copy of a list of current CVIV1 guidance documents 

obtained from the FDA Web site as of March 14, 2006 . 
CVM GUIDANCE DOCUMENTS (OBTAINED FROM THE FDA WEB SITE ON MARCH 14, 2006) 

1 : Anticoccidial Guidelines replaced by Guideline ff40 
2 . Anthelmintics Withdrawn Y2l?212004 
3. General Principles for Evaluating the Safety of Compounds Used in Food-Producing Animals D&I211q5 
4. Guidelines for Efficacy Studies for Systemic Sustained Release Sulfonarnide Boluses for Cattle Withdrawn 12/22/2004 
5. Stability Guidelines 12i90 
6. Guidelines for Submitting NADA's for Generic Drugs Reviewed by NAS%NRC 10l2017t ; rev. 03119!76 
8. Guidelines for Toxicological Investigations replaced by Guideline number 3 
9. Preclearance Guidelines for Production Drugs Withdrawn pending revisions 
10, Amendment of Section II(Gj(7)(b)(4) of the Preclearance Guidelines 10175 
13 . Guidelines for Evaluation of Effectiveness o( New Animal Drugs for Use in Free-Choice Feeds revision of Medicated Block 01/85 
14 . Guideline and Format for Reporting the.Details of Clinical Trials Using An Ir;ves~gatioral New Anima! Drug in Food Producing Animals Withdrawn 102212004 
15 . Guideline and Format for Reporting the Details of Clinical Trials Using An 3rwestigational New Animil Drug in Non-Food Producing Animals (2277) Withdrawn 

12J22I2004 
16 . FOI Summary Guideline 05/S5 
17 . Working Guidelines for Assigning Residue Tolerances replaced by Guideline # 3 
18 . Antibacterial Drugs in Animal Feeds: Human Health Safely Criteria Withdrawn 1212212004 
19 . Antibacterial Drugs in Animal Feeds: .Animal Health Safety Criteria Withdrawn 12/2212004 
20 . Antibacterial Drugs in Animal Feeds: Antibacterial Effectiveness Criteria Withdrawn 12/2212004 
21 . Nutritional Ingredients in Animal Drugs and Feeds Nutritional Ingredients in Animal Drags and Feeds (see Policy and Procedures Guide 1240 .3420) rev. 03193 
22 . Guideline Labeling of Arecoline Base Drugs Intended for Animal Use 
23 . Medicated Free Choice Feeds-Manufacturing Control 07!85 
24. Guidelines for Drug Combinations for Use in Animals 1&'83 
25. Guidelines for the Efficacy Evaluation of Equine Antheim:mics Replaced by Guidance 109 
26. Guidelines for the Preparation of Data to Satisfy the Requirements of Section 512 of the Act Regard;ng Anima( Safety, Effectiveness, Human Food Safety and 

Environmental Considerations for Minor Use of New Animal Drugs (supercede:d by Guidance #61) 04~58; see also Guideline St, below. 
27. New Animal Drug Determinations (see Policy and Procedures Guide 1240 .3500) G7i89 
2$. Animal Drug Applications Expedited Review Guideline (see Policy and Procedures Guide 1240.3135) Do/90 
29. Guidelines for the Effectiveness Evaluation of Swine Anthelmintics 09i80 
30 . Guidelines for Anti-infecGve Bovine Mastitis Product Development replaced by guideline 449 
31 . Guidelines for the Evaluation of Bovine Antheirnintics 07,81 
32 . Guideline for Threshold Assessment replaced by Guideline number 3 
33 . Target Animal Safety Guidelines for New Anirr~al Drugs 06/69 
34 . Biomass Guideline--Guideline for New Animal Drugs and Food Additives D-1--rived From a Fermentation . Human Food Saie?y Evaluation replaced by Guideline 
number 3 

35 . Bioequivalence Guideline revised 10109102 
36 . Guidelines for Efficacy Evaluation of Canine/Feline AnPheIminUes 07185 
37 . Guidelines for Evaluation of Effectiveness oi New Animal Drugs for Use in Poultry Feed for Pigmentation 03i84 
38. Guideline for Effectiveness Evaluation of Topical/Otic Animal Drugs 03B4 
39 . Guideline on the Conduct of Clinical Investigations : Responsibilities of Clinical InvFStigatoss and Monito,s for lenesfigational New Animal Drug Studies replaced 
by Guidance # 85 

40. Draft Guideline for the Evaluation of the Efficacy of Anpcocc~dial Drugs and An6coccidiaf Drug Combinations. in Pouitry 0~~92 
4t_ Draft Guideline : Formatting, Assembling, and Submitting New Animal Drug ApplEcaticns 06/92 



CVM GUIDANCE DOCUMENTS (OBTAINED FRO 

42 Series of tour guidelines entitled "Animal Drug Manufacturing Guideline! 
43 . Draft Guideline for Generic Animal Drug Products Containing Fermentat 
45_ Guideline for Uniform Labeling of Drugs 'or Dairy and Beef Cattle 08/93 
,18 . Guidance for Industry : Submission Documerlation for Sleriiization Procs 
49_ Guidance Document For Target Animal Safety And Drug Effectiveness ' 

Products) O4196 
50 . Draft Guideline for Target Animal and Human Food Safety . Drug Efircac 
51 . Points to Consider Guide Gne-DEVetopment of a Pharrnacokinetic Guide 

for updated information .' 
52. Assessment of the Etfer;s of Rn?Imic~obial Drug Residues from Food o` 

159 
-53. Guideline for the Evaluation of the Utility of Food Additives in Diets Fed 
54 . Draft Guideline for Utility Studies for Anti-Salmonella Chemical Food Ad 

. . . .cc c ., ., .., . .r, . . . n .,~,. o,. . ~ . . . ~,.. .,.a ~ .,h ..~, . o,.~ . :~,. r,.a . . .. � .. i i .. � ..._ . ..i r r .~ . 
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57 . Master Files : Guidance for Industry for the Preparation and Submission of Veterinary Master Files 1995 
58 . Guidance for Industry for Good Target Animal Study Practices : Clinical Investigators and Monitors Withdrawn 12,22/2004 ; sup2rceded by guidance #t85 
59 . Guidance for Industry: How ?o Submit a Notice of Cl2irned invest ;gaUOnal Exemption in Electronic Format by t-Mail Ot/17-pG 
60 . Guidance For Industry : Animal Proteins Prohibited From Animal Feed, Smail Entity Compliance Guide Replaced by Guidance 57, 58, 69, and 70 
61 . Guidance For Indusiry . FDA Approvai at New Animal Drugs for Minor Uses and for Minor Species Od/99 
62 . Guidance for Industry : Consumer-Directed Broadcast Advertisements : F:n=.1 Guidance 08/99 
63 . Guidance for Industry : Validation of Analytical Procedures : Definition and Terminology 07199 
64 . Guidance for Industry : Validation of Analytical Procedures : Methodology: Final Guidance 071u9 
65 . Guidance for Industry : Industry-Supported Scientific and Educational Activities 11/9? 
66 . Withdrawal of Guidance Document an Professional Flexible Labeling of Antimicrobiai Drugs 01,02 
67 . Guidance for Industry : Small Entities Compliance Guide for Renderers 02/98 
68 . Guidance for Industry : Small Entities Compliance Guide for Protein Blenders, Feed Manufacturers, and Distributors D2/48 
68 . Guia de la FDA para la IndusVia Numero 68 : Para Mezr,ladores de Proteiras, Fabricantes de Alimentos para Animates y L istribuidores 02/09 
69 . Guia de la FDA para la industria Numero 69 : Para Alimentadcires de ,4nimales Rum;antes con Operaciones de Mezcfado de Alimentos en la Granja 02198 
69 . Guidance for Industry Small Entities Compliance Guide for for Feeders of Ruminant Animals with On-Farm Feed Mixing Operations 02/98 
70 . Guidance for Industry : Small Entities Compliance Guide for Feeder, of ruminant Animals without On-Farm Feed Mixing Operations C2/9L 
70. Guia de la FDA para la Indusiria Numero7p : Para Alimentadores da Animales Rurniantes sin Operaciones de Mezciado de Aflmentos en !a Granja 02/98 
71_ Guidance for Industry : Use of Human Chorionic Gonadoircpin (HCG) as a Spawning Aid for Fish Rescinded 
72. Guidance For Industry : GfUP'S For Medicated Feed Manufacturers Not Required to Register and be Licensed with FDA OEil98 
73. Guidance For industry : Stability Testing Of New Veterinary Drug Substanc~ns And Medicinal Products VfCH Cz3: FINAL GUIDANCE 03/99 
74 . Guidance for Industry : Stability Testing of New Veterinary Closaoe Forms V1CH GL4 : FINAL GUIDANCE 09199 
75. Guidance For Industry : Stability Testing : Photostabifity Testing of New Veterinary Drug Substances and Medicinal Products : Final GUIDANCE 09199 
76 . Guidance For Indus" : Questions and Answers SSE Feed Regulations 07/98 
77 . Guidance for Industry : Interpretation of On-Farm Feed Manufacturing and Mixing Operations: DRAFT GUiDANCE Wi?hdrawn OB/1?JQ3 
78 . Consideration of the Human Health Impact of the Microbial Effects o1 antimicrnbial New Animal Drugs Intended for Use in Food-Producing Animals Replaced by 
Guidance 152 

79 . Guidance for Industry #79--Dispute Resolution Procedures for Science-Ba ;;ed Decisions on Products Regulated by the Center for Veterinary Medicine (CVM)-
Final Guidance July 2005 

80 . Studies to Evaluate the Utility of Anti-Salmonella Chemical Food Addil:ves in Feeds 11121102 
82 . Guidance for Industry : Development of Supplemental Applications for Approved New Animal Drugs--Final Guidance 1Qi2II/02 
83 . Guidance for Industry : Chemistry, Manufacturing and Controls Changes to an Approved NADA or ANADA- DRAFT GUIDANCE 06i99 
84 . Guidance for Industry :Product Name Placement, Size, and Prominence in Advertising and Promotional Labeling : DRAFT GUIDANCE 03!99 
85 . Guidance for Industry : Good Clinical Practices : VICH GL9, Final Guidance OS/091fl1 
86. Guidance for Industry-How to Submit a Notice of Final Disposition of investigationaf Animals Not Intended for immediate Slaughter in Electronic Format by E-
MaH 1117/06 

87 . Guidance for Industry-How to Submit a Notice of intent to Slaughter tot Human Food Purposes in Electronic Format by E-mail O1/1?106 
88 . Guidance for Industry-How to Submit a Request for a Meeting or Teleconference in Electronic Formal by E-mail 07117~06 
89. Guidance for Industry-Environmental Impact Assessments (EIA's) For Veterinary Medicinal Products (Vh1P's)-Phase t; VIGH GL6: Final Guidance 03107101 
90 . Guidance for Industry-Eftectiveness of An?helmin?ics : General Recommendations, Final Guidance--V!CW GL7 (replaces 312612001) 10/11101 
9i . Guidance for Industry : International Cooperation on Harmonisation of Technical Requirement: for Approval 09 Veterinary Medicinal products (VlCH) ; Final Guid-
ance on Stability Testing for Medicated Premixes (VICH GLB) ; Availability 03i00 

92. Guidance for Industry #92: Impurities !n New Veterinary Drug Substances (Revision), VlGH GI-10 ( R) , Draft Revised Guidance, January 5, 2006 Ot105/06 
93 . Guidance for Indus" #93--Impurities in New Veterinary Medicinal Product .,; (Revised), Draft Revised fuidance-VICH GL11 (R), January ifl, 2006 01/90105 

- 95 . Guidance for Industry : Efficacy Of Anthefmintics: Specific ReCOmmendatior :, for Bovines: VICH UL12, Final Guidance 0312fi101 
96 . Guidance for Industry : Efficacy Of Anthelmintlcs: Specific Recommendations for Ovines : VICN GLt3, Final Guidance 03/26,DI 
97. Guidance for Indus" : Efficacy Of Anthelmimics : Specific Recommendations for Caprines : VICH GL1q, Final Guidance 0912S101 
98 . Dioxin In Anti-Caking Agents Used in Animal Feed And Feed Ingredients Revised 04/14,100 
99. Guidance for Industry : Stability Testing of New Biotechnological/Biological Veterinary Medicinal Producis-WIGH GL17--Final Guidance 03126/01 
100. Guidance for Industry : Impurities Residual Solvents in New Veterinary Medicinal Products, Active Substances and Excipien°,s : VICH GL18, Final Guidance 05' 

15/01 
102. Guidance for Industry : "Manufacture and Distribution of Unapproved PipErazire Products "-Revised OS/99 
103. Guidance for Industry : Possible Dioxin/PCB Contamination of Drug and Biological Products 08/93 
104. Guidance for Industry : Content and Format of Effectiveness and Target Arimal Safety Technical Sections and FinaE Study Reports For Submission to the Oivi-

5ion of Therapeutic Drugs for Non-Food Animals 07110/01 
10S_ Draft Guidance for Industry Computerized Systems Used in Clinicai Trials, Revision t, Erratum, Seplember 2004 09/G4 
106. The Use of Published Literature in Support of New Animal Drug Approval ')Sr91 ;00 
107. Guidance for Industry : How to Submit a Protocol m Electronic Format by E-Mail 0107i06 
108. Guidance for Industry : How to Submit Information in Electronic Format by '=-Mail 01,,17/06 
109_ Guidance for Industry a109 : Effectiveness o( Anthelmintics : Specific Recommendations !or Equine--V!CN GI15-Frnal Guidance 06127/02 
110_ Guidance for Industry #1 10 : Effectiveness of Anthelrrfiniies : Specific Recor>>mendaiions for Porcine-`dICH GL? 6-Final Guidance 0627i02 
111, Guidance for Industry #111 : Effectiveness o( Anthelmintrs : Specific Recommendations for Canine-- VICH 3119-Fir,ai Gcidance 06,127/02 
112 . Guidance For Industry 112 : Fumonisin Levels in Human Fooos and P.nim-il Feeds-Final Guidance 11109iol 
113, Guidance for Industry : Effectiveness of Anlhelmmtfcs : Specific Recommendations for Feline-ViCH uL20--Final Guidance 06119102 
114. Guidance for Industry : Effectiveness of Anthelmirztics : Specific Recommendations to,, Poultry vallus Gallus-VICN GL27--Final Guidance 06It9102 
115. Guidance for Industry : Safety Studies for Veterinary Drug Residues in Human Food : Reproduction Studies-VICH GL22--Final Guidance 01/03/02 
1'16 . Guidance !or Industry : Studies to Evaluate the Safety of Residues of ̀ Jeter nary Drugs in Human Food: Genotoxirihi Testing-VICH GL23-Final Guidance O1! 
03/02 

177. Guidance for Industry : Phannacovigilance of Veterinary Medicinal Product, . : Management of Adverse Event Reports (AER'sj-'JICH GL24-DRAFT GUID-
ANCE 121t2/OD 
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118: Guidance for Industry : Mass Spectrometry `or Confirmation of the Identify of Animal Drug Residues-Final Guidance O5iC1103 
119. Guidance for Industry and Reviewers: How the Center for Veterinary Med:cine Intends to Handle Deficient Submissions Filed During the Investigation of a New 
Animal Drug--Final Guidance D8/29.-02 ' , 

- 120_ Guidance for Industry #120--Veterinary Feed Directive Rr~gulatibn 03 ;011i) t 
121 . Guidance for industry #121 Expedited Review for New Aniinal Drug Applications for Human Pathogen Reduction Claims 0 :3'05101 
122 . Guidance for Industry : Manufacture and Labeling of Raw Meat Foods for ~_-,ompanicn and Captive PJcnccmpanion Carnivores and Omnivcres, May 78, 2004 
Revised 17109/04 

123. Guidance for Industry 123-Development of Target Animal Safety and Ef'ecliveness Data to Support Approval of Non-Sterc;idal Anti- Inflammalory Drugs 
(NSAIDSI for Use in Animals, Final, January 5, 2006 Ot/05/06 

124. Guidance for Industry # 124 : Voluntary Labeling Indicating Whether Foods Have or Have Not Beer Devefeped Using Bio2ngineering--Draft 01It7101 
126. Guidance for Industry #12C-BACPAC 1 : Intermediates in Drug Substance Synthesis Bulk Actives Pr>s?approval Changes: Chemistry; Manufacturing, and Con-

trols Documentation, February 2001 02101 
132. Guidance for industry : The Administrative New Animal Drug Appiica?ion F- ocess---Draft 11 /06102 
135. Guidance for industry . Validation of Analytical Procedures for Type C Medicated Feeds, Final 11107!05 
141 . Guidance for Industry : Studies to Evaluate the Safety of Residues of Veterinary Drugs in Human Food . Garcinogeaiicity Testing, VICH GL28, Final Guidance 
DS/24/04 

142. CVM Guidance for Industry #142 : Pharmacovigilance of Veterinary Medicinal Products : N4anagement of Periodic Sumrnary Update Reports (PSUs}-VICH 
GL29-Draft Guidance t2/t<<01 

143. CVM Guidance for Industry N143 : Pharmacovigilance of Veterinary MGdiriial Products Conlrolled List of Terms-ViCH ~~L3~--Draft Guidance 02101102 
144. Guidance for Industry : Pre-Approval Information for Registration of New Veterinary Medicinal Products for Food-Producing Animals ̀with Respect to Anti-

microbiai Resistance-VICH GL27, Final Guidance 04I27104 
145. Bioanalytical Method Validation 05101 
147. Guidance for Industry 147-Studies to Evaluate the Safety of Residues o? Veterinary Drugs in Human Food : Repeat-Dose (90-Day) Toxicity Tesling-VICH 
GL31, 11112/03 

148. Guidance for Industry : Studies to Evaluate the Safety of Residues of Veterinary Drugs in Human Food_ Deveiopmentai Toxicity Testing-VlCH GL32 Final 
Guidance 03119104 

149. Guidance for Industry : Studies to Evaluate the Safety of Residues of Veie:inary Drugs in Human Food : General Approach to Testing VICH G133 D5118J04 
150. Guidance for Industry : Status of Clove Oil and Eugenol for Anesthesia of Fish 06/t1102 
151 . Guidance for Industry : FDA Export Certificates 07/04 
152. Guidance for Industry : Evaluating the Safety of Artimicrabial New Animal Drugs with Regard to Their 'slicrob ;ologicai Effects on Bacteria of Human Health Con-

cern 10l23i03 
153. Draft Guidance for Industry : Drugs, Biologics, and Medical Devices Derived From Bioengineered Pfants for Use in Humanis and Animals 09/02 
154. Draft Guidance for Industry : 21 CFR Part 11 ; Electronic Records, ; Efectror ;c Signatures, Maintenance of Electronic Records Withdrawn 02/25/Os 
155. Draft Guidance for Industry: 21 CFR Part 11 : Electronic Records; E~ectromc Signatures ; Electronic Copies of Electronic Records Withdrawn OZ'04/03 
156. Draft Guidance for Industry : Comparability Protocols-Chemistry, Manufacturing, and Controls Information ; Availability 02103 
157. Guidance for Industry : Pail tt, Electronic Records, Electronic Signatures--Scope and Application 08 ;03 
158. Guidance for Indusiry-Use of Material from Deer and Elk in Anima! Feed 09115103 
159..Guidance for Industry : Studies.to Evaluate the Safety of Residues of Veterinary Drugs in Hucrian Food : General Approacti to Establish a Microbiologiral ADi-
VICH GL-36, Final Guidance 02/10/OS 

`160 . Guidance for Industry-Studies to Evaluate the Safety of Residues of Veterinary Drugs in Human Food : Repeat-Dose (Chrc6c; Toxicity Testing, VICH GL-
37-Final Guidance 02107105 

162. Draft Guidance for Industry-Comparability Protocols-Protein Drug Products and Biological Producis--Chernistry, Manufacturing, and Controls Information 09/ 
03 

163, Draft Guidance for Industry : Formal Dispute Resolution : Scientific and 7e~.hnical issues Related to Pharmaceutical CGMP i)8/03 
164. Guidance for industry-PAT-A Framework for Innovative Pharmaceutical Development, Manufacturing, and Quality Assurance, September 2004 OJ~04 
165. Draft Guidance for industry : Providing Regulatory Submissions in Electronic Formal--General Considerations 1U/03 
166. Guidance for lndusiry-Environmental impact Assessments (EiA's) for Ve3erinary Medicinal Products (VMPs), Phase f!, Final Guidance, VICH GL38, 01l09!Oo 
167. Guidance for Industry : Prior Notice of Imported Food Questions and Answers 12112l03 
168. Guidance to Industry : Prior Notice of Imported Food : Harmonized Tariff 5 .rhedule Codes Flagged with Prior Notice Indicators 11120/03 
169. Guidance for Industry : Drug Substance: Chemistry, Manufacturing, and Crmlrols Information, Draft Guidance 01104 
170. Guidance for Indus" : Animal Drug User Fees and Fee Waivers' and Reductions, Final Guidance, March 15, 2004 03/15104 
171 . Guidance for Industry on Waivers of In Vivo Demonstration o9 Bioequivalence of Animal Drugs in Soluble Powder Oral Dosage Form Products and Type A 
Medicated Articles ; Availability (Notice) 0?116!06 

172. Guidance for Industry k172-Use of unapproved hormone implants in veal calves, April 2, 2004 Withdrawn 07!15104 
173. Guidance for Industry-Animal Drug Sponsor Fees Under the Animaf Drug User Fee Act (ADtJfA) Appendix UJO?l05 
174. Guidance for Industry-Use of Material from BSE Positive Cattle in Animal Feed C9130i04 
176. Guidance for Industry #1 76--Specifications : Test Procedures and Acceptance Criteria for New 'Jeteiinary Drug Substances and New Medicinal Products : 
Chemical Substances-VICH GL-39, Draft Guidance-May 24, 2005 OSi2AA05 

177. Guidance for Industry #177-Specifications : Test Procedures and Acceptance Criteria for New BiotechnoSogicaliBielogicaf Veterinary Medicinal Products-V1CN 
G1--40. Draft Guidance-May 24, 2005 05/24iC5 

VII . Office of the Commissioner/Office of Policy (OC/'"P) 

For information on a specific guidance document or to obtain a hard copy, 

contact : 

For guidance documents pertaining to Good Clznic,al Practices : G!Ood 

Clinical Practices Program, Food and Drtzg Administratiori, 5600 Fishers Lane, 

Rackville, MD 2()857, 301-$27-3340 ; htt,) ://itit7iti--iv.fdca,r,ov/oc%g: p/ 

guidance.htnll . 



`For other guidance documents I 

and Drug Administration, 5600 Fish 

, 3360, http ://Li-,ititir .fda .goi7/opacvm/r 

No OC/OP guidance documents 

January 5, 2006 . 

' The following is a copy of a list 

obtained from the FDA Web site as c 
OC/OP GUIDANCE DOCUMENTS (C 

Draft Guidance : Using Electronic Means to Distribute Certain Produc 
Draft Guidance ; Emergency Use Authorization of Medical Products 
Cool licP of Interest Disclosure Guidance 
Small Business Guide to FDA 
FDA Guidance-Financial Disclosure by Clinical investigators, Narcr 
FDA Guidance for Industry on : Exports and Imports Under the FDA E 
Guidance for FDA and Industry : Direct Final Rule Procedures (Fecier 
Final Guidance on industry-Supported Scientific and Educational Act 

Guidances and Information SheE 

Guidances ' 
FDA Information Sheet Guidances for Institutional Review Boards, 
Financial Relationships and Interests in Research Involving Humar 
Guidance for Industry : Acceptance of Foreign Clinical Studies ' 
Guidance for Industry : Available Therapy 
Guidance for industry : Computerized Systems Used in Clinical I'm 
Guidance for Industry : Development and Use of Risk Minimization 
Guidance for Industry Exploratory IND Studies 

Guidance for Industry: Food-Eifect BioavailabiGty and Fed Bioequh 
Guidance for industry: Good Pharmacovigilance Practices and Pha 
Guidance for Industry: Guideline for the Monitoring of Clinical Inve 
Guidance for Industry : Guideline for the Study and Evaluation of G 
Guidance for Industry on Handling and Retention of Bioavailability 
Guidance for Industry: IND Exemptions for Studies of Lawfully Mai 
Guidance for Industry : Information Program on Clinical Trials for S 
Guidance !or Industry : iRB Review of Stand-Alone HIPAA Aulhariz 
Guidance "or Industry on Part 1 !, Electronic Records; Electronic S 
Guidance on Pharmacogenomic Data Submissions 
Guidance for Premarkefing Risk Assessment 
Guidance for Industry : Providing Regulatory Submissions in Elecin 
eCTD Specifications 

Guidance for Industry and Clinical Investigators on the Use of Ciin 

ICH Guidances 

ICH E3 : Guideline for Industry Structure and Content of Clinical St 
ICH E5 : Ethnic Factors in the Acceptablity of Foreign Clinical Dat< 
IGH E6 : Good Clinical Practice : Consolidated Guidance 
JGH E10_ Choice of Control Group and Related Issues in Clinical I 

VIII . Office of Regulatory Affairs (0 

For information on a specific g u 

contact : Office of Executive Operatic 

Drug Administration, 56()0 Fishers L 

w1171v . f d a .goz'/or0 . 
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sted under QC,/OF': Office of Policy, Food 

~rti Lane, Rockville, MD U085J, 3C)1-827-

torechdrces; indusfri,%(,,ilirleclc .Tit17z1 . 

were withdrawn from January 5, 2005, to 

Dfcurrent OC/OP guidance documents 

f March 14, 2006 . 
3TAIiVED FROM THE FDA WEB SITE ON MARCH 14, 2006) 

Dffice of The Commissioner 

Information 

20, ?_p05 
xpore Relorm and Enhancement Act of 1996 (Federal Register June 12, 1598) 

i Register Nov. 21, 1997) 
,ities (Federal Register Dec. 3, 1997) 

s on Good Clinical Praciice in FDA-Rcgu!aled Clinical Trials 

,Iinic,af Investigators, and Sponsors 
Subjects : Guidance for Human Subject Pro7ection 

s 
kc1ion Plans 

ilence Studies 
maooepi<lemidlogic Assesss-nent 
igaiors 
rider Differences in the Clinical Evaluation of Drugs 
nd Bio2u,uivalence Testing Sam oles; Availability 
ete3 Drug or Biologiciai Products for the Treatment of Cancer 
rious or Life-Threatening Diseases and Conditions 
tions Under FDA Regulations 
Inatures--Scope and Application 

iic Format-Human Pharmaceutical Product Applications and Related Submissions Using the 

al Holds Following Clinical Investigator Misconduct 

zAj 

dance document or to obtain a hard copy, 

ny, Office of Regulatory Affairs, Food and 

ine, Rockville, MD 20857, ht~~~%/ 



The following is a copy a£ a list 

obtained from the FDA Web site as z 
ORA GUIDANCE DOCUMENTS (OE 

I 
FDA contact sources for industry assistance and inquiries . 

Quality Systems/Good Manufacturing Practices Survey/Reporl 
FDA Small Business Program Office 
Regional Small Business Representatives 
A Small Business Guide to FDA 
FDA industry focus page 
Code of Federal Regulations 
FDA Public Workshops 

Information related to the locations of the components, OR:. laborato 
(atary activities . OFA Science References are available for the folk 

TOTAL DIET AND PESTICIDE RESEARCH CENTER-information z 
LABORATORY MANUAL 2004-Agency policy for testing consumer 
reports and court testimony . (Formerly : Laboratory Procedure Man{ 

LABORATORY INFORMATION BULLETINS-Samples of collection 
laboratories in support of FDA regulatory activities . 

PRIVATE LABORATORIES-Information concerning private iaborato 

Revisions and Update List 

Recent : 
03i08/2006 : Revised list to add 1 new member, Restricted List for ~ 
020912006: Updated the program contact person (s) information or 
www.fda .govloralcompliance ref/bimo/background .html http :h'ww+ 

01/1912006 : Change in classifiication (Class}-Pine Acres Researcir 
01i11/2006 : Updated fist to remove restriction for 1 member. Resiri 
12I2912005 : Revised Restricted List for Clinical Investigators to adc 
12/2112005 : Revised 4 lists of Nonclinical Laboratories lnsoecteci S 
the initial of Dr_ Farber on DisqualifiedlTotally Restricted List for t 
tegrity Policy Information page 

12/1212005 : Revised CPG Sec. 230.750-Blood Donor Classificatic 
to 515{b) Requirements (CPG 7124 .18) Revoked GPG Sec. 460. 
7132a.02) 

12106/2005 : Updated list to remove restriction for 1 member, 11l21 
12J0112005 : Updated "FDA AIP Contacts List" (August 2005; on th 
11!29/2005 : Edited Compliance Policy Guides Sec. 160.100 and 11 

Restricted List for Clinical investigators 
11!1412005 : Revised fist to add 1 new member, Disqualified/Totally 
11/10/2005 : Revised CPG Sec. 110.310--Prior Notice of Imported 
2002 

11 ;03i2005 : Revised list to remove one member from the Applicatic 
10/31/2005 : Revised http :l/wswd .fdagovlora/compiiance_ r2l~bimo,~di: 
updated on : ht[p :ilwww .fda .gnv)oralcompliance reUbimolasurlis4 .F 

09/15/2005 : Revised 4 lists of Nonclinical Laboratories Inspected S 
09i1312005: Revised list to remove one member on the Applicalicri 
08108/2005: Revoked by Federal Register notice on 

09/24/r,998 
(62 

Mats (CPG 7125.06) 
08i0A12005 : Updated the program contact person (s) informaiion or' 
www_Ida.gov'oralcompliancpref/bimo%background .html http :ilwwv 
ance reflbimo/comparison chart/preface.Mml tittp:/iwww .fda .govh 

Q8!Ou2005: Table for Veterinary Medicine compliance programs is 
nary Medicine . 

07i28/2005 : Revised Debarment List, 07!28/2005-One person add 

Title o( Document 

` ~ 

` Date of Issuance Dat? of Withdrav~al 

CPG-Sec . 160 .800 Year 2000 (Y2K) Computer Compliance (CPG 7153_t 5)- 
------ 

!',p!il 26, 1999 
~- ---- 

~tarch 8, 2005 

CPG-Sec . 355 .100 Celiutron Machine (CPG 7124 .03) ~ 
- 
May 31, 1990 

- 
March 10 . 2005 

PG-Sec- 460 700 Conlrolled Release Dosage Form Drugs-Rate of Relea,,~e of Active Ingredients (CPG C 
7132a .02) 

January 1, 1973 August 19, 2005 
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07J1812005- Re-numbered existing biologics compliance program 7341 .002 "Inspection of Tissue Establishments" to 7341 002A and added new biologics compli-
ance program 7341 002 � Inspection o( Human Cells, Tissues, and Cellular and Tissue-based Products 

5/312005 Draft revised CPG Sec . 480-200-Expiration Dating of Unif-Dose Repackaged Druas ;CrG 7t32b .t 11) IJoiice of Availability Draft Guidance 
' 05l20I2005 : Revised list to add 1 new member, Restricted List for Clinica! Investigators 
05/19~2005 : Revised CPG S2c 315 .10Q Illegal Interstate COmmerCial Shipment of Dentures (GPG 7124,97) 
G517712005 : Revised list to add i new member, Restricted List for Clinical Invengators 
OSi05/2005 : Added new biologics comp!Iance program 7345-84d Irspec?ion of B;olr,gical Drug Products, and removed tour programs that the new program super-
sedes: '341 .OG1, 7342 .005, 7345 001, and 7345.002 . 

.. ., ..~,~ .. .._ . . . , ,. .�. .,.,. -. ..,. .., . �. . ., ., . , .- _, _ 

3s to make corrections/minor cha 

~05: Draft revised CFG Sec. 310.210 "Blood Pres 
Revision 

04 Revised CPG Sec. 110.310-Prior Notice o 

'OO4 Revised CPG Sec. 394.500-Importation ol 

"lnd AIP Pmrariiiroc-nmca(inrce Marrh r, tQ4R 

Draft Supporting Document, Supporting Document (or Guh 
existing CPG. Comments due March 15, 2004-The Draft 
for Guidance Levels 

Revoked 115/2004 Sec_ 370.200 RlA Analysis of Hair to DofiE 
2003 Revisions and Updates: 
New CPG Sec. 110. 300--" Registration of Food Facilities Un 

at : http :l/www .cfsan_Sda .gooi-furlsicpgreghtmi . 
Revised: Application integrity Policy Committee Contact Per; 
Revised Application Integrity Policy List to add AGA Medical 
Revised CPGM fist on 12/1812003 by " added new Drugs pr 
erinary Medicine program 7371 _009, BS6'Rominant Feed 
ve,tigations" ; 7346 .843, "Post-Approval Audit Inspections' 
7356.002C, Radioactive drugs" and 7356.002E, "Conpre 
" corrected CPGM list by removing previously withdrawn ( 
Facility Use Control and Equipment Performance Survey F 
ards" " corrected Device program numbers '382.014 to 7 

New CPG Sec. 110 .310--"Prior Notice of Imported Food Un 
at http: ;iwww .cisan .fda .oov/-pnlcpgpn .himl . 

. `Fvvicori f)a>harmPnt i icl i (1%99i9f1~~-fln~ narcnn a.^I~iPri D 

in--fnadequate Information, to Evaluate Prospective Hupplier 
Against Manufacturers and Innporters of Electronic Products 

i Since Fiscal Year 1990 Updated April 18, 2005 
rr-~-i-ederaf import Milk Act CPG 7119.05 
;dded. 
for Clinical Investigators 
re Application Integrity Policy 1-ist 
~ Use Devicr:s (CPG 7124 .16) 
Sec. 390.1 310 ; Sec. 390 .4001- Sec. 393.100 ; Sec. 39E.300 ; Sec. 398.100 ; Sec. 398.325; Sec. 

160.800 Y<'K Computer Compliance 
[or Clinical investigators 
~d Food Under the Public Health Security and Rioterrorism Pr~paredness and Response Act of 

easurement Devices (Sphygmomano, neters)-Accuracy (Ct'G 71-24.23) FR Notice of Availabilihr 

)r Clinical Investigators 
ily Restricted List for Clinical Investigators 

dded . Published 12J0?J2004 . 
Since Fiscal Year 1990 Updated November 18, 2004 
on Feasibility SPud:es and Pilot Programs 
icilifies Under the Public Health Security and BiotErrodsm Preparedness and Response Act -of 

I Food Under the Public Health Security and Bioterrorism Preparedness and Response Act of 

inported Milk and Cream--Federal Import Milk Act (CPG 7i15i-05) .° When finalized it will replace 
=.r dale of publication in the Federal Register dated October 29, 2004 
ly Restricted List for Clinical Investigators 
j "NMI'' to indicate that FDA records show no middle initial far this person . 
i Food Under the Public Health Security and Bioterrorism Preparedness and Response Act of 

n Products, Microwave Ovens, and Inherent Class 1 Laser Products for Investigation and Evafua-

Is for Radionuclides in DomeSic and imported Foods (CPG 7119 .14) 
esearch Monitoring information Page ; links to laws enforced by FDA and related regulation on the 

J Food Undtr the Public Health Secur~3ty and °ioterrarism Preparedness and Response Act of 

t Food (G PG 7126 .18) 
bnrarorie,, 'vVest Chester, CH 
igators 
nual (RPI'.1) published. New edition of FDA RPM is effective May 6th, 2004. All chapters have 

Clinical Investigators 
)rthopedirs, San Diego, California . 
m: Sec. 49C.100 Process Validation Requirements for Drug Products and Active PharmaceuticaS 

icCed List for Clinical Investigators; Revised list to add 1 new member, 02/23/2004 : Disqualified/ 

Since Fiscai Year 1990 Updated February 9, 2004 
t pages to August 2000 paper edition : CPG Sec. 515.700 Chocolate & Chocolate liquor-A,dul-
i15.775 Cocoa Powder, Press Cake-Adulteraiien with Insect and Rodent Filth CPG 7105 .13 
60 .750 "Guidance Levels lor Radionuclides in Domestic and Imported Foods, Availability; and 
e Levels for Radionuclides in Domestic and Imported Foods." When finalized it will replace the 
lance-The Draft Guidance-Supporting Statement for Guidance Levels-Supporting Statement 

ie Presence of Drugs of Abuse CPG 7124.05 

he Public. Heath Security and Bioterrorism Preparedness and Response Act of 2002" is available 

list on 12,11Fi'2003 
)oration, Go;den Vatlay, Minnesota 
m 73 .5,65 .002M, "Inspections of licensed Biological Therapeulic Drug Products" - added new Vet-
Inspeaicrm~" " added an-line links for Drug programs'. ?348 .F?32 "Pre-Approval Inspections/In-
i6 002A, Sierile Drug Process inspFclions' ; 7356 .OC<^B, Repackers and Relabelers", 
medical gases' " Corrected title of drug p;ogram 7356.002 Drug IvIanufacturing Inspections" 
e 'programs 7385.002 Ionizing Radiation Use ConYrcil Labcratory Support", 7385.003 Federal 
am", and 7386.OUoG "VdE.4C Testing of Medical Devices for Conformance to Voluntary Stand-
)14 and 73,95,004 to 7386AC9. 
he PubGc Health Security and Bieterrorism Preparedness and Response Act of 2002" is availabie 

,ea 1oi ::s o .: 
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Revised list to add 2 new members, 1D117/2003 : Disqualitiad/7olally Pestrrc'ed List for Clinical Investigators. Publishcd i0l2ii03 . 
Revised Deb arment List, t0110/2003-debarment termina(ed for one person, three people added . Pub It shed I Oil 0101 
Added pd4 version of Gu',define for the Monitoring of Clinical Investigations, Jan_, 1988 . Published 913C1/03 . 
Revised list to add 2 new mombers, 09,/09/2003 : Restricted List for Clinical lnvestigators Published 0900103, 
Revised 4 lists of Noncll^ica : Laboratories Inspected Since Fiscal Year 199G, Updated 0111/2003 . Published 09/04,'03, 
Revised Debarment List, Si&12003--one person added . Published 8/15/03 . 
Revised Sec . 608.400-Compounding o( Drugs for Use in Animals. Publish_-d 7i14!03. 
Revised 3 lists of Nondinica' Laboratories Inspected Since Fiscal Year 193t;, Updated 01i2i'3 Published ?I2103 . 
New CPGM link to Compllarce Programs published by CBER : Inspection of Source Plasma Establishrnents arid inspec6ons of Licensed Vaccines, Published &6/ 

03 . 
Updated ORA page on Eledronic Records/Signatures, 21 CFF? Part t i _ Putc!ished 616i03 . 
Revised Debarment List, 519/2003-one person added. Published 5/30/03 . 
Revoked effective 02/19l2003' Compliance Policy Guide, Enforcement Policy: 21 CFR Part 11 ; Electronic Records: Elecirome Signatures (CPG 7153 .t7) . See: 68 
FR 8775 02/25/2D03 . Published Si30103 . 

Revised list to update Dr . J.L Williams, 511512003: OisqualitiecirTotail.y ftestr,cted List for Clinical Investigators . Published 5/23/03-
Replaced Reference Good Laboratory Practice (GLP) Final Rule, 1Z'22`1978 . Published 5!23IG3 . 
Revised-Four Lists of Nonc[r;ical Laboratories Inspected Since Fiscal Year 1990, Updated 03I06/2003. Published 5/1I03 . 
Revised Application Integrity Policy List to remove Gliatech, Inc ., Beachwopci, OH ; and So(vay Pharmaceuticals, Inc ., Braudette, MN, and Marietta, GA, April 

2003 . 
Revised list to add new member . 041t0i2003 : Disqualified/Totally Restricted List for Clinical investigator.. 
Revised Debarment List on qdlU912003-One person removed (Hernandez, Deltina) ; One correction inserted (Lai, Elaine) . 
Revised: Application Integrity Policy Committee Contact Persons Updated 313112003 . 
Revised 03123/2003, HTMUonline links changed for Biologics Compliance Pirograms 7342.006, 7342.008 . and 7345 :OC1 (CBER) . No content was changed 
New CPGM, 0311912003: Biologics Compliance Program March 2003, 7341,002, inspection of i issue Establishments (CBER) . 
Revoked effective 02119i2003-Compliance Policy Guide, Enforcement Policy : 21 CFR Part 11 ; Electronic Records; Electronic Signatures (CPG 7153 .t7) See: 68 

FR 8775 0212512003 . 
Revised fist to add new member, 02/10/2003 : Disqualified/Totally Restricted List for Clinical Investigators . 
Revised Debarment List on 01/?3/2003--2 people added. 

2002 Revisions and Updates 
Revised list to add new member, 10128/2002 : Disqualified [Totally Restricted List for Clinical Investigators . 
Edited lists 12116i2002 : 7} inactive Labs List and 2)Active Tox Labs List 
Revised Debarmenf List on ?2/03I20D2-one person added 
Typographical errors (f per page) 1 ti27i2002 : CPGuides Manua}-Sec 555.-s2a-Foods-Adulieration Involving Hard 7r Sharp Foreign Obiects; and Sec. 515.350 
Candy--Mixed with Trinke?s and Sold +n Vending Machines (CPG 7105 .04) 

Edited links 11/27/2002 21 C FR Part i t Guidance Documents Dockets Established-Topics for Guidance Development Revised 11/14/2002 : Sec. 555.600 Filth 
*from Insects, Rodents, and Other Pests' in Foods (CPG 7120.18) 

Updated 11/14/2002 : 4 lists of Nonciinical Laboratories Inspected Since Fiscal Year 1990 
Revoked effective 11/1212002 : Sec . 398 .475 Minimum X-Ray Field Size for Spot-Film Operation of Ftuorr,scopic Systems with Fixed SID and Without Stepless Ad-

justment of the Field Size (CPG 7133 .17) 
Revised 1ii13i2002 Debarment List-3 people added 
Revised 2 lists to add new or update member(s), 1QI16/2002_ Jisqualitiedlfcqally Restricted List for Clinical Investigators and Restricted List for Clinical irnesiiga-

tors 
Revoked effective 10/07I200:?, Sec. 300]00 Direct Reference Authority !or Glass III Medical Devices Without a Premarket Notification (510(k)) or an Approved ' 
Premarket Approval Application (PMA) (CPG 7124 .30) per Federal Register, 09/G5/2002 (67 FR 56850) 

Revised Subchapter Import for Export in Chapter 9 of Regulatory Procedures Manual . 09/t3l2002 . 
New-CryoUfe, Inc ., Kennesaw, GA, p8/13/^<002. Order for Retention, Recall, and/or Destruction 
New-Four Lists of Noncfinical Laboratories Inspected Since Fiscal Year 19°0 . Updated 08I2G02 
Revised list to add new member, OS/7/2002: DisqusffiedrTotally Restricted List for Clinical Investigators 
Revoked effective on 08/0712002 : Sec. 315.200 Status of Denial Supplies such as Denture Cleaners, Adhesives, Cushions, and Repair Materials as a Device or 
Cosmetic (CPG 7124 .05) See 67 FR 45129, 07/0&2002 

Revised list to add new member, 06i2712002 : Restricted List for Clinical Investigators 
Revised list to add new member, O6i27/2D02 : Disqualified/Totally Restricted List for Clinical Investigator., 
Reissued 05/29/2002, Sec. 460.200 Pharmacy Compounding 
Revoked effective on 06I20/2002, Sec. 391 .', 00 Advertisement Literature for High- Intensity Mercury Vapor Discharge Lamps (i .P+3 7133 .13) 
Revoked effective on 0612012002, Sec. 396.1,00 Applicability of the'Surlamp Performance Standard To UVk Tanning Products (CPG 7133,16) 
Corrected OS/16!2002, Sec 575.100 Pesticide Residues . . .Heptachlor table 
New CPG Sec. 230.150 Blood Donor Ciassifica3ion Statement; Paid or Volunrteer Donor issued OSlOi"i2pG2 
Revised BioResearch Monitoring Information references added or updated 05/16/2002 
Revised Debarment List on 0-5/07/2002-person added 
Revised Compliance Program Manual 0412612002 page--page text and links were updated 
Edited Debarmerrf List on G4/Q912002 
Revised as Draft 05/29/2002-Sec . 345.100 Male Condom Defects (CPG i 124.21 ) for comment 
Edited page to remove dates that may become obsolete, 041212002: Application Integrity Policy Information. 
Revised list to add new member, 0410212002 : Disqualified/Totally Restricted List for Clinical Investigators 
Revised list to add new member, 02/2012002 : Application Integrity Policy Lisi 
Revised lists to align members to groups, OtI7512002: a) Restricted List for Clinical Investigators b) DisqualifiedJCotaliy Restricted List for Clinical Investigators 

2001 Revisions and Updates 
Revised as Draft Dec 18, 2001-Sec . 555,600 Filth 'from Insects, Rodents, and Other Pests' in Foods (CPC, 7i2Q.181 
New CPG Oct., 2001-Sec . 510.150 Apple Juice, Apple Juice Concentrates, and Apple Juice Product s--AquIteration wi?h Patulin 
Reformat CPG Oct ., 2001-Sec . 5'0 .425 Tree Nuts-AduIteration Involving Rejects ('Insect Infestation, Moldy, Rancid, Oiherwise Decomposed, Blanks, and 

Shriveled) (CPG 7112.05) 
Final CPG April 2001-Sec . 615.115 Extra-Label Use of Medicated Feeds for Minor Species 
New CPG April 2001, Sec. 555250 Statement of Policy for Labeling and FresentinQ Cross-contact of Common Food Allergens 
New RPM Chapter 5, March, 2001, Subchapter Civil Money Penalties, Reduction n9 Civil Money Penalties for Small Entities 
New RPM Chapter 9, January 2001, Communication Concerning ,45sessmer of Civil Monetary Penalties by U .S . Customs Service in Cases Involving Imported 
- Food 
New RPM Chapter 9 . January 2001, Secured Storage 

2000 Revisions and Updates 
Craft CPG-Decernber 2000, Sec. 230.150 Blood Donor Incentives 
Revised 81 0/2000, Sea 540.650 lineviscerated Fish Products thati are Sait-mired, Dried, or Smoked (CPC 7198 .7 % j 
New 06i29/200Q SEC . 100-950 International Pamership Agreements, `or Cnmciiance Activities--Agreements among the liSFiJA, Foreign Government Agencies, 
and Foreign or Domesiic Trade Associations and/or Other Organizations 

Deleted G7/D3/2000, Sec . 405 .700 Prescriptions Prepared from Certified Antibiotics k'CPG 7122 01) 
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Deleted 07/03/2000, Sec. 405.200 Export of Uncertified Antibiotics (CPG 712Z02) 
'Deleted 0%/03!2000, Sec . 405-210 Returned Antibiotics Exported Under 801 ;d} of the Act (CFG 7522.03) 
Revised 05/01i2000, Sec 6`:1 700 Ethylanediamine Dihydroiodide (EDDi) (CPG I125 .18) 
Revised 04114/2000, Section 110 .100, Cerlificatlon'.or Exports (CPG7, 50 .01) 
Deleted 03i2Si2000, Section 215100, iNG Filings Completion of Applicable 
Reissued 0122!200D, Section 257 .100, Deferral of Source Plasma Donors Due to Red Cell Loss During Collection oiSource Plasma by Automated Ptasma-

pheresis 
New 03/Ob/2000, Section 25 7 .110, Volume Limits for Automated Collection -A Source Plasma 
Deleted (Revoked) 01/24YLOOQ Sec. 305.100 Acupuncture Devices and Accessories (CPG 7124 .71) 

1999 Revisions and Updates 
Draft CPG-0W04/1999, Sec:tion 61 ;.715 Use of Medicated Feeds for Minor Species 
July 9, 1999, Compliance Policy Guide 230. 140, Biologics, Evaluation and Processing Post Donation information Reporls 
The "Draft Civil Money Penalty Reduction Policy for Small Entities" published in the Federal Register (FR) on May 58, 1999- See final copy of the RPM Sub-

chapter March <^0. 2001 
New S11311999, Compliance Policy Guide, Enforcement Policy 21 CFR Par, 71 ; Electronic Records; Electronic Signatures (CG'G 7153,17) 
New, 4/2611999 Compliance Policy Guide, V2K Computer Compliance 
Draft Revised CPG, 419,%i999, Requlatory Policy on the Disposition o! Pubiic.aGons ?hai Constitute Labeling (CPG 7153 .13) (4evei 1 guidance document (see 
62FR8961 2127/97)) Not icr Implementation 

Welcome to inspection Reference 
This page includes information provided to FDA investigators and inspectors to assist them in their daily activities . 

Field Management Directives-The primary vehicle for distributing procedural information/policy on the management of Office a4 Regulatory Affairs (ORA) field act;vi-
ties . 

Guides to Inspections of.-Guidance documents written to assist FDA persornriei in applying FDA's regulations, policies and procedures during specific types of in-
spection o? for specific manufacturing processes . Note : These documents are reference material for investigators and other FDA personnel . The documents do 
not bind FDA and do not confer any rights, privileges, benefits or immunities 'or or on any person(s) . An alternative approach may be used it such an approach 
satisfies the applicable statutes, regulations or both, Updated: June 2005 

' BIOTECHNOLOGY 
BIOTECHNOLOGY INSPECTION GUIDE l11;91) 

BIOLOGICS 
BLOOD BANKS (9;94) 
SOURCE PLASMA ESTABLISHMENTS (Rev 4,101) 
INFECTIOUS DISEASE MARKER TESTING FACILITIES (6/96) 
VIRAL CLEARANCE PROCESSES FOR PLASMA DERIVATIVES 

COMPUTER ISSUES 
COMPUTERIZED SYSTEMS IN DRUG ESTABLISHMENTS (2183) 
COMPUTERIZED SYSTEM IN THE FOOD PROCESSING INDUSTRY 
GLOSSARY COMP, SYSTEMS. SOFTWARE DEVELOPMENT TERMINOLOGY (8/95) 

DEVICES 
QUALITY SYSTEMS 
ELECTROMAGNECTIGCOMPATIBILfTY ASPECTS OF MEDICAL DEVICE QUALITY SYSTEMS 
BIORESEARCH MONITORING INSPECTIONS OF IN VITRO DIAGNOSTIC DEVICES 
MAMMOGRAPHY QUALITY STANDARDS ACT AUDITOR'S GUIDE 
MEDICAL DEVICE MANUFACTURERS 

DRUGS 
BULK PHARMACEUTICAL CHEMICALS (9!31) 
HIGH PURITY WATER SYSTEMS (7/93) 
LYOPHILIZATION OF PARENTERALS (7/93) 
MICROBfOLOG1CAL. PHARMACEUTICAL QUALITY CONTROL LABS {7/:)3) 
PHARMACEUTICAL QUALITY CONTROL LABORATORIES (7l93) 
VALIDATION OF CLEANING PROCESSES (7/93) 
DOSAGE FORM DRUG MANUFACTURERS-CGMP'S (10193) 
ORAL SOLID DOSAGE FORMS PR6'POST APPR . ISSUES (i194) 
STERILE DRUG SUBSTANCE MANUFACTURERS (7194) 
TOPICAL DRUG PRODUCTS (7/94) 
ORAL SOLUTIONS AND SUSPENSIONS (8/94) 

FOODS COSMETICS 
ALLERGY INSPECTION GUIDE (April, 2001} 
ASEPTIC PROCESSING AND PACKAGING FOR THE I=000 INDUSTRY 
NUTRITIONAL LABELING AND EDUCATION ACT (NLEA) RECtUIREMEN'1S (8,134-2/35) 
COSMETIC PRODUCT MANUFACTURERS (2/85} 
COMPUTERIZED SYSTEMS IN THE FOOD PROCESSING INDUSTRY 
GRAIN PRODUCT MANUFACTURERS 
INTERSTATE CARRIERS AND SUPPORT FACILITIES (4/95) 
DAIRY PRODUCT MANUFACTURERS (4/95) 
MISCELLANEOUS FOOD PRODUCTS--VOL. 1 (5195) 
MISCELLANEOUS FOOD PRODUCTS-VOL . 2 (9196) 
LOW ACID CANNED FOOD MANUFACTURERS Part 1-ADMINISTRATIVE PROCEDURES,1SCHEDULED PROCESSES 
LOW ACID CANNED FOOD MANUFACTURERS Part 2--PROCESSES/PROCEDURES 
LOW ACID CANNED FOOD MANUFACTURERS Part 3-CGNTAINERS%G__v^SURES (11198) 
ACIDIFIED FOOD MANUFACTURERS 
TRA.CEBACK OF FRESH FRUITS AND VEGETABLES IMPLICATED IN EPIDEMIOLOGICAL lNVESTIGATIONS 
SALMONELLA ENTERITIDIS (SE; GUIDE TO TRACEBACK IN EGGS I07%03120G3) 

MISCELLANEOUS 
FOREIGN MEDICAL DEVICE MANUFACTURERS (9.i9S) 
FOREIGN PHARMACEUTICAL MANUFACTURERS (5'96) 

IOM- Investigations Operations Manual 2006 Centennial Edition---Primary procedure manual for FDA personnel performing inspections and special investigations, 
Guide to International Inspections and Travel-Procedure manual for FDA personnel performing inspections and other FDA-related activities abroad 
Inspection Technical Guides-Guidance documents that provide FDA personnel with technical background m a specific piece of equipment- or a specific manufac-

turing or laboratory proceduie, or a specific inspectional technique, ete. 
t . Introductory IssueAll Programs t/2Q/7c 
Z Steam Generation in Canneries Food Canneries 21117i2 
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3 . Steam Distribution for Retori Venting in Food Canneries Food Can 
4 New Equipment Kenics Static Misers Food, Drug and Cosn:etic 3l: 
5 Ethylene Oxide Sterilization 1 . Calculation of Initial Gas Concentratr 
6 . Leak Testing Sealed Ampuls of Parenteral Solutions Drugs, Humai 
Z Sterilizing Symbols (D, Z, F) Low Acid Canned Foods 1!0°/?2 
3 . Package Unit, Italian Flour Mills Cereal Flours & Related Product -
9 Polariscope Sterile Packaging-Foods . Drugs, Devices, Hardened 
10 . Diathermy Medical Devices Si21/73 
11 _ Steam Pressure for Retorts and Aurociaves Sterile Drugs and De 
12 Stroboscope Food, Drug, Device, Manufacture and Packaging BiC 
13 . Field Submission of Articles All Programs 9105/73 (8/03/84 Revise 
ta . Thermocouple Surface Pyrometers Food Canneries12/20/73 
15 . Common Valves Used in Process Fluid Systems Sterile Drugs; D~ 
16 . A.TJ. Steam Activated Heat Sensitive Indicators Food, Drugs, Me 
17 . New Source of Lead and Other Contamination Various Foods anc 
18 . Ultrasound in the Food, Drug, and Device Industries Food, Drugs, 
79 . Screening Electronic Components Medical Devices 4i20/75 
20 . Hermetically Sealed Electronic Component Leak Detection Medic~ 
21 . Noise Control Mufflers for Bleeders on Retorts and S,eriiizers Foe 
22 . Ground Fault Circuit Interrupter All Programs, Personnel Safety 3/ 
23 . The Computer in FDA Regulated Industries Foods, Drugs, and M( 
24 . Air Velocity Meters Sterile Drugs and Devices, Foods and Cosme 
25 . Ethylene Oxide Sterilization 2. Graphical Aid to Determine Gas,Cc 
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Drugs, Sterile Devices 6'09172 
and Veterinary Injectable Vitamins 4128172 

2 .~ 1 
, np e~-, 5/2V1,3 

es Low Acid Canned Foods, Biologics 6/29/73 
73 

ces, Low Acid Canned Foods and Biologics 1115174 
:ai Devices 3,`08/74 
)rugs 6/181174 
nd Medical Devices 3i03/75 




