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~ SUMMARY: The Food and Drug Adm

1:strat10n (FDA) 1s pubhshmg its. annual

comprehensive list of all guidancéédocumentS currently 1n use at the agency

This list is being p‘ublis‘hed under FDA’ S | ""[ )
regulations. It is;i_zjteﬁde’d*to mform the pubhc of the ex1ste C ‘jndvavallablhty ‘

of all of our current guidancerdqmmpnts It also pr0v1des\m 1)

ration on

guidance documents that have be‘eﬁn )Eldd'&d} or wlthdrawn mf_:;heviaasjt year.

* DATES: We welcome general commgfent‘s;;ori{thiér?lis.ti andonagency gmdance

documents at any time.

ADDRESSES: Submit Wntten commeﬁ

s to the -'Bi»vviisi*én, of Dockets Management

(HFA-305), Food and Drug Admmmmﬁé;i; 5630 Fishers Lane, rm. 1061,

Rockville, MD -2@852. ‘Submlt elec‘t@r‘c‘ni‘c‘ comments to http.

dockets/eComments For i‘nf()rmfatibn

copy of any of the gu1dances currently in use contact th‘

wwwfda gov/

ona *spebifi(: gﬁidd e or to obtain a hard

3 ;ampmate Center

listed in the SUPPLEMENTARY INFORMAT!ON sectmn of th1svdocument

FOR FURTHER INFORMATION CONTACT R
Policy (HF-26), Food and Drug Adm]
MD 20857, 301-827-3480.

0c0630

egardmg GGPS Llsa Helmams Ofﬁce of ’

matratlon 5600 Flshers Lane, Rockvﬂle,

uiL



SUPPLEMENTARY INFOR’MATION::
I. Background |
FDA’s GGPs were publ.is‘khed‘:ijn

(65 FR 564:68), and'becam'e effective

10.115)) are 1ntended to ensure. mvo

the Federal Reglster of September 19 2000\ '

October 19 2000 GGPS (§ 10 115 (21 CFR

lvement of the publ 1 ?h'e ‘development

of guidance documents, and to enhance understandlng;ef the _,aval}ablhty, ,

nature, and legal effeot of such guldance In § 10 115(}1)(2}

it intended to pubhsh an annual con
The list in this document-updates% a
5,2005 (70 FR 824).

This year FDA has ad'opied A ne
gui‘d"a‘h‘ce list. This new format is mt
annual oo}mpreﬁen;sive list. For mfox

' ahard copy, pleaee refer'to the heed

A sta‘ted that

1prehen51ve hst of gmdance decuments

eomprehensxve hst that pubhshed }anuary .

w format for its annual comprehenswe

ended to morease the tlmehness of the

matlon ona spemﬁ_ r‘ldance or to obtain

mg of each Center s sect;onl (sec’clons I

through VIII of thls document) The hst of gmdance docu n f;th‘at have been '

withdrawn is for those gu1dances that have been Wlthdrawn from Ianuary 5,

2005, to ]anuary 5, 2006. The list of‘rc:urrent _guldance documents is a prmtout

of FDA s Web site as of Ianuary 3’1 2006 or February 1, 2006 You are ; s

encouraged to use FDA s Web 31te as the most up- to-date source for all current :

guidance documents in use by the agenoy, as the Web 81te

daily ba51s

In accordance w1th the agency S|

,’_updated ona

general pohcy on guzdances you may

comment on thls list and on any FDA gmdanoe documem at any 'tlme

We have organized the documer

1ts by the 1ssumg Center or Ofﬁce within

FDA. The dates in the list refer to the date we 1ssued the guzdances or, where;\ T

applicable, the last date we revl,sed:ya

«-:doc,uﬂment. Because;eaeh,;ss:u;ng Center




or Officemain{éins its;oWn, da’tabésfe
in which they provide ,thé ih‘fdrmétl
I1. Center for Bmloglcs Evaluatm i 'a

F or information on a spemflc gu
contact: Offlce of Commumcatmn T
Center for Biolqgics Evaluation an;d
1401 Rockville Pike, Rockville, MD
1800, http: //www fda. gov/cber/guzdf

The foHowmg is a list of CBER g

Rese’ ’ rch Food andt}i)r

>1m1‘fs.htm

there are shght v onsm the way

on in: thls documem‘,

nd 3ER
Idkaﬁﬁe d’écuméntf”éz'to obta}in ;;j,a‘ hard cbpy,

rammg, and Manufa’: ers Assnstance

/"Admxmstratlon

7085&—4448 1*8(3()«835—*4709 or 301*827~

uldafnce documents that have been

withdrawn from Ianuary 5, 2005, :c;)::}anua[y 5 2006 -
4 Title of{'ﬂDoc’&;rper_r % Date of fssuance “ob Date of Mt’h&ra”wa’l o
Drat Guideline for the Validation of Blood Establishment ‘Compu’;erfy’stér\ns"f{ , |ozeiosa | 31972005
Draft Guidance !or Revnewers Premarket Notmcatlon Subm;sscons for Automggéd Tésﬁbgiln,struﬁﬁéhtsfb ed in : 8/3/‘2‘,0»01 " 6/‘2;8/2005‘
- Blood Estabhshments . e ks SRS Sl 5 ;
Guidance for Industry: D:scommuatlon of Donor Referral Reiated e Fecérii(?éi}er'wi'th Headache as a Symptom 5!6/2005 2 ' 6/30/2005
of West Nile Virus Infection [T . PR i

The followmg isa copy of lha hbt of Current CBER :

obtamed from the FDA Web site on March 14, 2006 \
CBER GUIDANCE Documsms (OE&TAINED FROM THE FDA WEB sne EONM M/mcn 14 2006)

2006

ce documents

FDA lnmatlve Helps Expedne Development of Seasona:
Gundance for:Industry: Reports on the Status of Postmarkeung;
ermzatnon Act of 1997——2’15/2306 w

Draft Gurdance for Industry Patient-Reponed Outcome: Measures
Guidance for lndustry Adverse Reactnons Sechon of Labekng foe,

Dralt'Guidance for. !ndustry W,ammgs and Precautions, Cnmra I f
Products—Content and Format-—1/18/2006 ;

Draft Guidance for mdustry Labeling for Human Prescnptlan Drug and
Draft:Guidance for-Industry: INDs——Approaches to-Complying with. CGM
Guidance for Industry: Formal: ‘Dispute Resolution: Scientific and Tecﬁmca& sues-Helated to: Pharmac
Guidance for Industry: Fast Track “Drug Development Programs—«-Designanen, Development -and Apphc

Appendix 2
Appendix 3—CDER MAPP 6020 3, CBER SOPP 8405
Appendix 4

: r'escnphcn Drug and Biological

i loglca! Produc!s-——!mplememmg ntem and Format Reqmrements——-1 78| 8/2006
g'Phase 1—1/12/2006°
11/2008

ew—1/11/2006

2005

Draft Guidance for Clinical Trial Sponsors Estabhshment and Ogeraubn oF Chnlcal Trial Data Mon
FEDERAL REGISTER: Agency Information Collection Activities; Submission for Office of Manageme; g
Glinical Trial Sponsors: Establishment and Operation of Clinical:Trial’ Data Monitoring Commmeesfﬁ 0/3005 -

Drait Guidance for. Industry: Safety; Efficacy, and Pharmacekmetfc S
for Primary. Humoral immunodeficiency—11/30/2005 -

Guidance for Industry: MedWatch Form FDA 3500A: Mandatary Bepa
Products (HCT/Ps)—11/30/2005 .

Draft Guidance for Industry: Recommendatnons for: tmptemen
(lgG) Antibodies—10/19/2005 '

International Conference on-Harmonisation: (ICH); Gu:dance !or tndus
Non- Amlarrhythmac ‘Drugs—1 0/19/2005 S

s~—~1 2/30/2005

; ing C : ' :
- Budget R_e ew, Commenl Request Draft Guidance for

udies: to Support Marketmg of lmmu e Globulin lntravenous (Human) as Replacement Therapy

mng ‘of Adverse Reacnons Related to Human Ceus Tissues, and Celiular and Tissue- Based

n rogram for Source P#asma ‘Containing Dtsease Assocxaled and Olher Immunoglobuim:

ry,EM Clm«ca! Evaluauon oi QT/QTc interval Proronganon aﬂd Proafrhythmxc Potentral for




CBER GUIDANCE DOCUMENTS (OBTNN D FROM THE FDA WEB smz GN MARGH 14 2006)—-Contmued

International Conference on Harmonisation (lCH), ( undance for. Indusiry S?B Nonchmcal Evatuatmn of the Potentiat for Delayed Ventricutar Repolanzanon (QT In:
terval Prolongation) by Hurman Pharmaceutscals—-—10/19/2005
Guidance for Industry: .Providing Regulatory Submissions in Electror ic Formal~—Human Pharmaceuncal Product Apphcatlons and Related Submxssmns Usmg lhe ;
-eCTD Specifications—10/18/2005 - - 4 S
Intermational Conference. on Harmonisation (ICH) Guxdance f qutr
Draft Guidance for Industry and FDA Staff: Compliance with Section
and Conspicuous Mark of Manufacturers on:Single:Use D 11377 2005
Draft. Guidance for Industry and FDA Staff: Comphance with Sec ,?301 the Medlca) Dewce User Fee and Modermzataon Act of ZOGQ—Identrfvcahon of Manufac- -
turer of Medical Devices—6/19/2003 - : 5 :
Draft:Guidance for:Industry and FDA Review: Staff: Collection ot P!af!ets by Amomated Methods«glso/zms
International Conference on. Harmomsahon (ICH), Gu:dance for Indu try EZB{R) Cllmcal Safety Data; anageme
Case Safety Reports—9/30/2005
Draft Guidance for Industry: Using Electronic Means zo Dlstnbuta Ce’,rtam Product lnformat»on——9/29/200 ;
Guidange for Industry: Collection: of Race and:Ethnicity Data in Ch al Trial -9;’19/2005 : : i
Guidance for Industry, FDA Staif, and FDA:- -Accredited Third : : : e_rsan under zhe lnspecuon by Accredited Persons
-Program:Authorized by Section 201 of the Medical Device User F odemization: Act ot 2002: 9/151‘2005 : B
Draft:Guidance for Industry: How fo: Comply with the Pediatric Rese reh-Equity. Act=9/7/2005 - : :
International Conference on Harmonisation (ICH) Draft Guidelire: Mb Data Eemems and Standards for Drug Diction es—-—9/2/2905
Draft Guidance for industry: Gene Therapy Clinical Trals=—Observin :
International Conference on Harmonisation (ICH); Draft: Canse LS. tUt 9 Quality
Draft Guidance for Industry: Nucleic ‘Acid Testing (NAT) for. Human‘ Ii{nmuno‘ iency Vi
tion, and Donor Deferral and Reentry-—7/19/2005° - e e :
Dratt Guidance: Emergency Use Authorization of Medical: Product o L : : :
FEDERAL REGISTER: Guidance for Industry:’ D;scontmuat:on ci Doncr De!erral Relazed to Recent Fevef wnh Headache'as a Symptom of West. Nile Virus. lnfecnon,
Withdrawal of Guidance~6/30/2005
International Conference on Harmonisation (ICH), Gwdance for tnduétry QSE Comparabmty of Baotechnolagacal/&otogrcal
Manufacturing Process—6/29/2005 . 3
FEDERAL REGISTER: Draft Guidance for Food and DrugA T
* Blood ‘Establishments; Withdrawal of Gundance—-—G/QS/ZOO.
Guidance for Industry: Assessing Donor Suitability and: Bloo
‘Draft Guidanice for Industry: Bar Code Label Requirements—i eStie 4
Guidarice for Industry: Nonclinical Studies for the Safety Evaiuatf :
Guidance for Industry and FDA Staff: Guidance for the Content
Draft: Guidance for Industry: Toxicity Grading Scale for: Healthy ]
Reviewer Guidance: ‘Evaluating the Risks of Drug Exposure in Hum )
Guidance for Industry and FDA Staff: Application User Fees for
Guidance for industry: Providing Regulatory Subrmission:
Guidance for Industry and FDA Staff Submission’ ‘and Reso!
11/2005 - -
Draft Guidance for Industry: Cl‘rmcal Trial Endpoints. for the Approva! :;)1 Ca, :
international Conference on ‘Harmonisation: {ICHY; Guidance for i 3
Guidance_for Review Staff and Industry; Good Review Manage: Prin
Guidance for Industry:. Premarketing Risk Assessmem~3/25/2005 s
Guidance for industry: Development and Use of Risk Minimization Actxon Pla s«~—~3/25/2005
Guidange for Industry; Good Pharmacovigilance Practice Pharm}acoaprde ologic: Assessment»—3/25>’2095
Draft Guidance:for !ndusb'y Using a Centralized 1RB Review 1ocess in enter: Chmnal Tnals--s/z
Guidance for Industry: Pharmac;ogenomlc Data’ Submvss:ons-3/22/20 5
Attachment to Guidance on- Pharmacogenomic Dara Subm sstqnsai
International Conference on Harmonisation. (JICH) Guidance: for indl
Companion Document:: Current Q&As and Change Request
Interational: Conference on-Harmonisation (ICH) Guidance
International Conference on Harmonisation: (ICH) Gmdance for
Answers:(Revision 2)-—-3/9/2005
‘FEDERAL REGISTER: Draft Guideline:for the Valldaiion oi-Blo
Draft Guidance for-industry and FDA Staff: Class ll Spemal
tion Separation Principle—3/8/2005 i
Draft Guidance for:Industry: Manufacturing: Blologxcal Drug: Sub nces; ;
Draft Guidance for. Industry:. Considerations for Plasmid DNA Vaccine$ tectious D»sease indrca
Points to'Consider on Plasmid: DNA Vaccines for Prevenhve tntectrqus . s
FEDERAL REGISTER: Annual Comprehensive List of Guidance Docume
FEDERAL REGISTER: Annual Comprehensive List o Guid D >
International Conference on Harmonisation-{ICH); Draft Guidance on ! d aceulical Develop
Draft Guidance for Industry: Clinical: Lactation Studxes»—»Study D ‘;gn,‘Data Analysis, and Recom
International Conference on’ Harmomsanon (ICH); Draft Guidance on $8 i 5
Guidance for !ndustry Subrm!tlag Separate Marketmg Apphcaha ,s ané:l Chir

Iamy Documem Annex to:M4: Orgamzahon ofithe CTD——10/18/2005
e Med&cal Dewce User Fee and Modemlzahon Act of 2002 as amended-——Promment

ata Elerri‘ehts fpr Transmission of Individual

Safety 'm Cases of Known or Suspected West Nsle Vn'us lnfection—~6/23/2005
~6/7/2005.

TD: Electromc Common Techmcal Docume specmcavow—mwzoos
Da{a Elements for Transm;Ss:on of Individu 1

Spo;e-Formmg M:croorgamsms—~2/2312005
7/2005

2004

International Conference on- Harmemsanon (ICH) Guldance ior lndu

International Conference on Harmomsahon (ICH); Guidance’ for: !ndu L 1

Guidance for: Industry and FDA Staff: Use of Symbols on Labels and Lal g:,oi in.Vitro Dlagnosnc Dey

Guidance for Industry: Continucus Matketing Applications: ‘Pilot 28 ientific Feedback-and: Interactions.
scription Drug User Fee Act of 1992; Notice of exlension of pphcan deadfme-—~1 §ad 9/2004 :
Guidance for Industry: Com:nuous Marketmg Apphcanons Pilot 2- ent

PDUFA—10/6/2003 : Rl S

Guidance for ‘Industry and FDA Staff: Resolution of Disputes € oemm Payme } or Reiund o! Medical: Qevuce User Feej Under MDUFMA——1 1117/2004

“Guidance for industry: Recommendations for Obtaining-a Labeli: Cls tor G mcab}e Disease. Done! Screening Tests smg Cadaveﬂc Blood Specimens from
Donors of Human Cells, Tissues, and Cellular.and Tissue-Bas IPs)—11/12/2004

Draft Guidance for FDA Review: Staff-and Sponsors: Content:an Manufacturlng, and Control (CMC) lnformauon for Human Gene Therapy ln—
-vestigational' New Drug Applications (lNDs)——-11f8/2004 i

Draft Guidance for Industry: Criteria for Salety-and ‘Efficacy. Evall Qxygen Therapeuttcs as Red Blood Cell Substitute ——?0/28/2004

Guidance for industry: Use of Nucleic Acid Tests on Podled: and Individual Samples from Donors ‘of Whote ‘Blood and Blood omponents (mcludmg Source Plasma
and Source Leukocytes) to-Adequately’ and Appropnate!y Reduce !h<= Fhsk of ‘rransm;ssson of HN-—1 and HCV—-1 0/21/2004. = .

onal Use—~1 1/30/2004 :
: s{ Track Products Under the Pre-




: 5
CBER GUIDANCE DOCUMENTS (OBTA!NED FR "M: THE FDA WEB SFFEQN MAROH 14 2006)——Contmued

Guidance for Industry, FDA Staff, and Third:Parties: tmptemematmn ol :he nsprechon by Accremted Persons Program Under The Medicat Devlce tser Fee and
Modernization Act of 2002; Accreditation’ Criteria~10/1/2004 ,! ol

Guidance for Industry: FDA Review of Vaccine Labeling Requi W mmgs Use lnstrucuons, and Precautlonary in!armatnorr~—1 0/1/2004

Guidance for Industry: Sterile Drug Products Produced byAs i ,\Cun*e Good Manutactunng Practicé--9/29/2004

Draft-Guidance for Industry: Cuality Systems Approach to ma utlc Gm&en anufactunng Praclice Regulahons-—‘)/29/2004 e 0

Draft Guidance for Industry and FDA: Current-Good Mani or C on Pmducts-9/29/2004 : ;

Draft Guidance for industry: Computerized Systems Used :
Guidance for Industry: Computerized Systems Used:in- Clini

FEDERAL REGISTER—Annual Guidance Agenda—9/23/200:

Guidance for Industry-and Clinical Investigators: The Use of Clir

Gurdance on: Research: ]nvolvmg Coded Private lnformatlon 0

temepts f’

il

Guidance for tndustry Xndependem Consultants for Blotechno ogy Gh

Guidance for Industry: Available: Therapy——-7/21/2004

Guidance forIndustry: FDA Export Certificates (Corrected to update lhe Medmat Devxces contac% phcme number:

International Conference on Harmanisation (ICH) ‘Guidance for. !ndustry Q1F S!abrmy Data Pack age {
2004 S

Guidance for: }ndustry Developmg Medical Imagmg Drug and Bnolog;ca! Pmducts~—-6/1 7/2004 :
Part-1: Conducting Safety Assessments :

Part 2: Clinical Indications . - e

Part-3: Design, ‘Analysis, and lmerpretauon of Clinicat Sludxes : s ; :
International Conference on Harmonisation (ICH); Guidance fo lndugtry: M4 'i‘he CTD—‘—OuaMy,’ Ouesnons an Answers!Locataon 1ssues-—6/8/2004
lmematvonal Conference on Harmomsatlon (ICH). Gmdance fo Industry: Q1E. Evatuatmn of Sta Ei

- 6/3/2004
Guidance for Industry and FDA Stafi User Fees and Refunds
Guidance for Industry .and FDA Staff: FDA and Indusiry Aclv'
sessment—-5/20/2004
Draft Guidance for Industry: Eligibility Determmanon for anor
‘Questions and Answers:for. Rol-Out of Donor: Ehg;b
Dratt Guidance for Industry: Acceptable Full~Length Dono Hig
Blood Components—4/23/2004 ; : g
Draft Guidance for industry: Vaccinia Vnrus-—Developmg Drugs to Mmgai
International Conference on Harmomsat:on (ICH); Guadance for 3ndust
Marketed Drugs—2/4/2004. i : : R :
‘International Conference on Harmomsahon (!CH), Gusdance f@r In&ustry E’ZC Chnxcal Satety Data Mana eren Penoch ‘Safe
Drugs—«‘l 11996 - i
Draft Guidance for Industry and FDA: Consumer-Dxrected Broadcast'Advemsx !
Draft Guidance for. fndustry: Brief-Summary: Disclosing: Risk Informatios
Example of Fictional Highli ights of Prescribing Information. (Based’ n Pr

" Draft Guidance for. lndus elp~Seekmg" and Olher Disease Awa{*ene
Draft Guidance for.Industry: Information- Program on.Clinical Tridls for Se
Guidance for Industry: lntormanon Program on Clinical Trials for 8
Guidance for: Industry: IND- Exemptlons for Studies of Lawfully:
Draft Guidance for Industry: Dnug Substance—-Chem:stry, Manuiacturmg,

2003

.. Guidance for lndustry and FDA Staff: Expedcted Review of P
Guidance for Industry and FDA Staff; User Fees and. Refunds
Guidance for. Industry and FDA Staff: Bundling Multipl
: Guldance lor lndustry and FDA: Assessmg User Fees. Pl

International Conference on Harmomsation (lCH) Gmdance for !nd try: Q1 Re"Stabshty Testmg I'Ne Drug Substances and Products~11/20/2003 .
International- Conference on Harmomsauan (ICH), Guvdance for Indu QaB(R) Impurities i New Drug | roducts—1 !/t3/2003 v
£ Ind try Q3C-+Tables, and Llst‘.s 144 3

Guidance:for: lndustry Qac {mpurities: ReSIdual Solvents—-—'( 4 :
Guidance for Industry: Product Recalls, Including Removals and/C ionsw‘10/31/2003 ‘
Guidance for Industry and FDA Staff: Prémarket Approval Application Modular. Rev;ew~10/31/2093
Guidance for:Industry: and FDA Staﬁ Class e Specual Comrols Guxdahce Document Serolognca! Reagen for th

2003

Guidance for’ lndustry' Prevndmg Regulatory Submrssnons in Elecl r
Guidance for Industry and FDA Staﬂ FDA and !ndustry Achons on ema
ment—10/8/2003 - :
Guidance for Industry: Conﬂnuws Marketing. Applications: “Pilot 1——Revsewable Umts
Guidance for- Industry: Notifying FDA of Fatalities Related to Bload: Collection oF Tran ~Q/22/;
Guidance:for Industry: Revised. Recommendatxons for-the Assessment of Donor Suttabxﬁy and- Blo
piratory Syndrome (SARS) of Exposure 10 SARS—9/16/2003 | 1
Guidance for industry: Recommendations for.the Assessment of D@nor Suttahxmy and 8300d Product Sa?ety i
drome (SARS). or-Exposure to SARS—4/17/2003 , ; )

Question: and Answer on FDA Guidance Entitled Hecommendations for the Assessment of Don “Smtabmty and Bieo_ d Blood Product Safety in Cases of

Suspected and Probable Severe Acute Respiratory Syndrome, {SARS‘ r Exposure to' SARS =-Since Fublication ¢ gmdance. COCissued a heaith: alert
for-travelers arriving from Toronto Canada, ‘and updated their case definition, As diséussed in the: gu:dance under section I1.B.3., ‘Updated Information.on
Case Definitions in Areas Affected by SARS the FDA mdscat houid consult: wnh the CDC website and phone number for updates Phone (888)
246-2675.

Updated Interim-U.S. Case Definition of Severe Acute’ Resp:g ory.
ICH Draft:Guidance: E2D ‘Post-Approval Safety Data’ Management: D
Draft Guidance for Industry: Comparabmty Pro'locols~Protem Jrug:

2003 ;

! pprnval Apphcatton (PN

Vj Ffast Track Prz )

ict afe in Cases ot Suspected Severe Acute Res-

8 ses of Suspected Severe Acute Resp:ratory Syn-

e SARS) hnp T, GG; govincnded!satslcase rmmon i,
nd Standards for Expedited Reporting—9/12/20 :
Brologlcal Products g hemlstry, Manufaetursng, and Comrols lnformanon»-—g/3/ :




5
CBER GUIDANGE DOCUMENTS (OBTA{NED FROM THE FDA WEB SITE ¢

Guidance for Industry: Part 11, Electronic Records Electromc Slgna&uresmSmpe and: Applrcal»onm913/2003

:

ou MARCH 14 2906)~—Contmued

Draft Guidance for Industry: Provxdmg Regulatory Submxss»ons m Eléctmmc Format«-—Annual Repoﬂsj r New Dmg Apphcatlans and Abbrev:aled New: Drug Apphca-

tions-—8/27/2003 o

Draft- Guidance for Reviewers: lnstrucnons and Template tor s}

tional New Drug: Applications (INDs)y~8/15/2003 i

Guidance for Industry and:FDA: FY 2004 MDUFMA Smalt Busmes

Draft Guidance for Industry. and FDA Staft: Premarket Assessment of
R

Guidance for Industry: Streamlining. the Donor lntemew Process

Reprocessed Smgle -Use Medical Devrces——7/3/2003 s
Draft Gu;dance for )ndustry Rev&sed Recommendanons fcr Ecnpt an ﬁ

Guidance for Industry Exposureﬂesponse RelatxonshxpSuStud DeS\gn,
Guidance for !ndustry and FDA. Staff Premarket ApprovatApp ation Filing

Guidance for Industry: Source Animal-Produdt, Préeclinical; and Clinie Sy
lmernanona! Conference on Harmomsanon UCH) Gurdance for lhdusiry M2 gl

Draft Guidance for Industry; Combarabﬂrty Proiocnls—-chemtst ufa
lmernatvonal Conference on Harmomsahon (ICH), Guxdance for tnduétry 3
) f

Draft Guidance:for lndustry Drug Produict: Chen'(lstry, Manuf ¢
International Conference on Harmonisation (!CH), Gu;dance ‘for .{nd try

Products—1/15/2003
Draft:Guidance for Industry. and Revnewers on Est»matmg ihe Sa!e artiy
Gwdance for Industry Recommendanons for Defena! ai Dcmo j

2002

The Least Burdensome Prov;sxons of the FDA Modemyzahon Act 0 g
t jistei

nsand mma!s-——91612002 s
D) and: Vanam Creutzfeldt'Jakob

iy ;

Disease (vCJD) by Human Cells Tissues; and Cellutar and Tss

Guidance for Industry: Special Protocol Assessment—5/16/2002 ; e .
. Guidance for Industry: Container Closure Systems for Packagmg Hurh an: Drugs and< ; ‘ et 5/13/2002

Guidance for Industry: Contamer Ctosure Syslems far Packag ng{ uman. Drugs an B !og Cﬁ ;i and Cnntrols Documentanon«-?/7l!999

Draft:Guidance for Industry: A Modified Lol-ReIease Specvficatrﬁ n f : fest» Biood, B!ood Compohents angd -
Source Plasma Donations—4/10/2002 :
Guidance for Industry: Providing Regulatory Submissnons 8 OBER mg

Electromc lND Demo

Xenolransplantanon Product Recnpxents and Thi

Guidance for Industry: General Principles of Software ,Vahda(‘m

Guidance for Industry: Revised Preventive Measures to Reduct he ;~F
Jakob Disease (vCJD) by Blood-and Blood: Products—1/9/2002 .

Questions and:Answers on “Guidance for lndustry ‘Revised Prev :L

a

{CJD)-and Vanant Creutzfeldt»Jakob Disease (vCJD) by Blo@d

2001 .

Guidance for lndustry ln!ormaﬂon Request and: Dmxplme Review |
Draft Guidance for: Clinical Trial Spongors On the’ Estabhshmem ‘and: bp g
Guidance for. lndustry»—ﬁecommendanons for: Assessmen: of Domr $uﬂabri /:
17/2001 "
Internatianal Conierence on Harmomsatxon {ICH); Gutdance on Mf; Cammon Techmcal Document——-1 0/1
M4: Organization of the CTD )
M4E: The CTD—Efficacy -
M4Q: The CTD-Quality- o
M4§: The CTD-—Safety. : BN
M4S: The . CTD—Safety Appendaces k L 4
Guidarnce for Industry: Content and Format of Genatnc Labetmg—-—i 0/5/2001
Guidance for Industry: Cancer Drug and: Biological Products ) i : i
International: Conference on Harmonisation (ICH) Guidance; Q7A Godd. M uf turmg Pracuce Gui e tor Actwe Pharmaceuncal lngredren!s——9/25/2001
Draft Guidance ‘for. Industry: Submitting Markenng Applications; A¢ ) H-CTD ;
Draft Guidance for Industry: Premarket Notifications [510(k) s]
Draft Guidange for Indusiry: Submitting Type V. ’Drug Master Fil
Guidance for Industry: Variances for Blood Collectionfram Indis
Draft Guidance for Industry: Biological Product Devidtion Reporting for Blo
Draft Guidance for Indus1ry 8;ologrcal Product Dewahon Repen nglfo'
10/2001 ;

| Trial Dai '
nd B!ood and B)oed P' s Qf Possﬂale Exposure o Amhrax——-1 o/

ce Genotype’ Assays Specxal Cantro!s~8/28/2001
ics: Evaluation and Besearch-—8/22/2001

ry emochromalosis~8/22/2001

tasma . Establrs bems--8i10/2001




ufacture——8/7/2001
Guidance for FDA Reviewers: Premarket Notlfacahon Submvs i
Guidance for FDA Reviewers: Premarket Notification Subm:ssx 1S

Guidance for FDA Reviewers: Premarket Nouﬂcanon Submlssvons L ,E
2001

Test:Donors—7/1 1/2001 %
Guidance for Industry: CBER Pilot chensmg Program Yor Immumzahpn oi Source Plasma Donors Usmg
Suppher—?h 1/2001 :

Draft Guidance for lndustry Forms for Regxstranon of Produce of | rugs‘a

ICH Guidance for Industry: E 10 Cheice of Control Group and Relatéd Issugs
+ Draft-Guidance. for Industry: Providing Regulatory Submissions in Electronic )
" Guidance for Industry: Monoclonal Antibodies Used as Reagents in Drug Man ac:urmg«—3/29/20m

Guidance for Industry Fmancral Dlsclosure by Chmcal lnvestigators-+3/28/2001 :

Draft Guidance for lndustry Pﬂstmarketmg Satety Reponmg for Human|
Draft-Guidance for Industry: Disclosing Information Provided to Adwsbry Co
or Approval.of Biologic: Prodicts and Convered by the Center for Biologic ;
Gu:dance for Industry Recommendatlons for: Collecnng Red B d Cael!s by mnmat
2 ubn :

Draft: Guidance for Industry: Pre-Storage Leukacyteﬂéductlan o( Whble Blo
* PHS.Guideline on Infectious Drsease Issues in’ Xenotransplantatson——

2000

International Conference on Harmonisation; Gmdance on: QGA Spec
Products: Chemical Substances-—12/29/2000. -

" International Conference on Harmonisation (ICH)- Gmdance !Qr mdu
Draft Guidance for Industry: Recommendations for Comp!ymg
Guidance for Industry: Use of Sterile Connecting Devices in Blcdd
Gmdance for Revnewers Potency lelts for: Standardazed Dus!, i

1 0 :

Guidance for lndustry Supplemental Guidance on Testmg for. Rép)i&é ﬁased Gene Therapy Products and During Fol~ )
low-up of Patients in Clinical Trials Using Retroviral Vectors=—1i i
Guidance for Industry: Q &A Contem and Format of INDs for: Phas‘ ’
ucts—10/3/2000 - . G

Guidance: for Industry: Content and Fo'mat of mvesugatmnal
peutic, Biotechnology-derived Products—11/1995. "
Draft:Guidance for Industry: Analytical Procedures and Method: Vah
Guadance for Industry and FDA Sxaﬁ Guidance on Amendég: Proce

ed, Therapeutlc Blotechnology-Denved Prod-

Guidance for lndustry' Avarlabmty of- Licensed' ‘Donor Screening T :
Draft Gundance for !ndustry' Pecﬁaznc Oncology Studtes in e

& :
Guidance for lndustry ‘United States lndustry Consensus Standardfor the Unitorm 1abehng of Biood Bbud Jompon
Guidance for Industry: Gamma lrradiation of Blood and Blood Compabem
Guldance for lndustry Formal Meetmgs With Sponsors and’ plica

1999

Guidance for Industry: In.the Manufacture and Chmcal Evaluatlon ofin
and 2——12/14/1999

1999 - i
REV!SED Gmdance for Industry Pro\ndmg Regulatory Submlssmns tqs xhe Cemer 1or Btologxcs Evamaﬁ

“tion (NDA)]—-—11/12J1999 ‘REVISED" 11/22/1999 i
CBER Computer Assrszed Llcense Apphcanon (CALA) Quest’

Guidance for Indusxry Possuble Dmxm/PCB Contammanon of i
ICH Guidance on Specifications: Test Procedures and Acceptance Cr;ter
Guidance for Industry; Consumer-Directed Broadcast Advemseméntsf-&/ﬁ
Draft Guidance for Indusiry: Cooperanve Manufacturing: Arrangemen ]
Draft Guidance: for Industry: Inlerpreting Sameness of Menoclonal Anij
Drait Guidance for Industry Cln‘ucal Deve!opmem Programs for Brugs
1999
ICH Guidangce ‘on the: Duranon of-Chronic: Toxicity Testmg in Ammats
Draft Guidance for Industry: Current Good Manufacturing Practice! for ;
with Repeatedly Reactive Screening Tests for Hepatitis C Virus: (HC‘V) (2) Supplemental Tesu )
of Donor Test Results for Antibody to HCV (Anti-HCV)—=6/1 7/1999 4
FEDERAL REGISTER Nofice' of Availability~—6/22/1999 "0 1 T ik ol : i
Guidange for Industry: Current Good Manufacturing Praet;ce fo d: al vd Oomponents (1) Quaramme and Dlsposatlcn of Units

nd.lhe Nouf catfon of Consngnees and Transfus»on Recyplems

: Pnor Gonequons trom
Donors with Repeatedly Reactive Screening Tests for Antido ¢ (] vims (Ann~HC\l) (2) Suppiemema! Testmg, and the No non Qf Consvgnees
and Blood Recipients of Donor Test Results for Anti- HCV-~ : ;

Guidance for Industry: Efficacy Studies to. Support Marketing ‘of | rih.Seal Producxs Manufactured for Commercuat Use——5/20/1999
Draft Guidance-for Industry For Platelet Tesnng and Evaluateon off ,f"eiet ul ‘smute Prnducts-—-—s,zongee WAL ;
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Guidance for Industry For.the Submxssvon of Chemxstry, Manufactumg and Cmtrols ang Eslabhshmenl De: ,cnpiren lnformation for Human Blood and Biood Compo—
nents:Intended for Transfusion or for. Further Manufacture and Fn the Compieuon o! me Form FDA 356}1 Appiscatton to: Markei a New brug; B»ologxc or an:Anti-
biotic: Drug for: Human Use”~5/10/1999 i

Guidance for industry On the Content and Format of Chemvst Via
Extract or Anergen Patch Tesl—-4/23/1 999 ; i

Draft. Guiidaince for: lndusiry Product’ Name Piacement Syze ané Pr m

Guidange for Industry: Content and Format of: Chemistry, Manufacfurmg
Diagnostic Product—3/8/1999.-

Guidance for Industry: For the Submlssson of Chemistry, Manufactur§ng and Controls and Estabhshment
calProducts; Animal Plasma-or Serum-Derived Producis—2/17/1 995

Guidance for Industry: Clinical- Development Programs for Drugs D wces anet Bmlogrcat Products for th

Guidance for Industry: Population: Pharmacokinetics—2/1 01999 o

Guidance for Industry: FDA Approval of New. Gancer Treatment Uses for Mark ted Drug: and: Bmlogxcar

Guidance for industry: Content-and Format of: Chemlstry, Manufactuhng and Contmls tnformanon and:
lated Product——1/5/1 999 : i

'nformatxcm ior Human’ P)asma»Denved Btologn»

oin Rheumato\d Anhrms (RA)—-ZH 7 999

1998

Draft Guidance for Indus!ry General. Cons»derattons for Pedsatnc Phasmaco

Draft Guudance for: Industry' Submmmg Debarment Certification’ Stat¢ment 10/2/1 998
_ICH Guidance on'Viral Safety Evaluation of Biotechnology Products Derived From Cell Lmes of‘ uman or
Guidance for Industry: Current Good Manufacturing Practice for Blodd and:
Donors with Repeatedly Reactive Screening Tests for An!fdeb& }
Blood:Recipients of -Donor Test Results for Anb»HCV—-—-Q/zan 998 ¥
ICH Guidance-on Quality.of Blotechnologlcallstologlcal Prcd >
cal Products—9/21/1998
ICH Guidance: on Statistical Prmcrples for Clmsca! Tnals-—-Q/QG.

Guidance for Industry: How o Complete the Vaocme Adverse' epo
Guidarice for !ndustry Environmental. Assessmem of Human Drﬁg

’ ments—-7/21 1al 998
Draft Guidance for industry: EprHs and !mports Under. the FD E
Guxdance for lndustry Errors an “Acci i y

Guidance for Industry Phannacokmebcs in Pattems with lmpax
Gundance for Industry: C]assnfymg Resubmrssxons m Response 10

rapy an
Draft Gundance for lndustry Comamer and Clasure lntegmy Testmg »n Lreu
1 898

Guidance for FDA and lndustry D»rect Final. Hule Procedures—-—1 v211997
Guidance for Industry: Industry-Supported Scientific.and: Educational ‘Ac itie
Guidance for Industry—The Sourcing and Processmg of Gelatin l R

‘Produts for Human Use—10/07/1997 "~
Guidance for lndustry——Postmarketmg Adverse Expenence Reportm i
Guidance for Industry—Donor Scre -
Guidance for Industry——Screemng and Testmg of Donors oi Human
Guidance for. Industry—Changes to-an Approved: Appl;cahon
Guidance for Industry-—Changes to an-Approved Application fo
International Conference on Harmonisation {ICH) Gbidance for
International Conference on Harmonisation {ICH) Guidelines for the
Guidarice for: Industry-for. the ‘Evaluation of Combination Vaccines f
Proposed Approach to Regulation of Cellutar and: Tissue-Based Produict
Points. to Consider in:the Manufacture and Tesﬂng of Monoclonal Ant b{:
Guidance For the Submvssron of Chemistry, Manuiacturmg and Gomrois Yol

k14 10/1 8997 ; S

I rodue _.5/151 1997
ical Stud:es-—~4/10/1997

1 996

Guidance for Industry. for the Submission of Chemlstry, Manuiactunng :

Monoclonal Antibody ‘Product for In Vivo Use—8/1996. ... \
International Conference on Harmonisation: Final Guvdance on’ S!ah
Guidance for Industry—The Content and Format for Pedialric Use' Sup
Guidance on-Applications for Products Comprised. of Living Autolo
FDA Gundance Concemmg Demonstranon of Comparabmty of Hu %




CBER GUIDANCE DOCUMENTS (OBTA!NED FROM THE FDA WEB sms ON MaRCH #'4,5;2Q06)+Cohﬁnued

international:Conterence on Harmomsatnon Final Guwdeime on Qua!rty of Bmtﬂchmcal Pmducts Analysis ef the Express:on Gonstruct in Cells Used'forthe: Produr~
tion of-r-DNA Derived Protein Products—-—-2/1996 A

1995 -and earlier

Draft Reviewers” Guide: Disease Associated Antibody Coilectlo ng
Draft' Reviewers':Guide: Informed: Consent for Plasmapherests lag}
Guideling for Quality :Assurance in Blood Establishments==7/
FDA Guidance Document Conicerning Use of Pilot Manufactur|
Points to Consider-in the Manufacture and Testing of Therape
Guidance for Industry for the Submission. of Chemistry, Manuf
Guidance for Industry for the Submission Documentation: for S
Guidance on Altemahves to Lot Release for Lxcensed onlog

Supplemen! to the Points to Consider in-the: Production: and: , ‘New
tenzauon and Genetic Stablhty——416/1992 B i

Points to Consider-in the Collecbon Prccessmg, and Tesung of Ex—Vwo \ct
Draft Points to Consrder n the Manufacmre and.Clinical Evaluati‘ “}q

Guideline on Validation of the i_:mulus Amebocyte Lysale Test‘-' as.
Medical Devices—12/1987 . o
Guideline on General Principles of Process Validation—5/1987:
Guideline for the Uniform:Labeling of Blood and Blood Camponem
Points ‘to. Consider in the Production and Testmg :of New Dru
Interferon Test Procedures: Points 1o Consider in the: ‘Productio
. Gu:delmes for’ lmmumzanon of Source Plasma (Human) Donor

sians

guidance/index.htm.
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Conjugated Estrogens, UsP: LC-MS Method for Both Quahtatwe Chemlcal Charactenzanon and Dacum ’3{9?2006 v “an 212005
of Qualitative: Pharmaceutical Equwalence ’ . e i : : e o I
Phenytoin/Phenytoin Sodium Capsules Tablets and Suspens:on n V 2 Bl i, ! 9/6/2005,
Testing EEE S - »
Organization-of:-an Abbrevnaled New Drug Application . ; S R e 2! - 11/@8);2005
Preclinical Development of lmmunomodulatory Drugs for Treatmem of Hi\!}ﬁfé{:ﬁo’nkaad:As‘éqbié‘!}edDiéérﬁ ‘4f%,992* ST T 12/29/2005
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CDER GU!DANCE DOCUMENTS (QBT'

FDA's Good Guidance Practices regulation of September 19, 200
Comprehensive List of Guidance Documents (updated 2/28,
Guidance Agenda: Guidances CDER is Plannmg to Develop During G

a;e'&&ar NYear 2006 (03/0'1 /;o_ma) i
New/Rewsed/thdrawn List:for 2006 (updated 2/28/2006) T ‘ S




' CDER GUIDANGE DOGUMENTS (ommeo%ﬁ M THE FDA WEB SITE 3CH 14, 2006)—Continued

New/Revised/Withdrawn Llsl for 2005 (updated 1/4/2006)

Advertising

Aerosol Steroid Product Saféty Information in Prescnpuon Eﬁlrur Ad
Consumer-Directed Broadcast Advertisements. (Issued 8/1999\
Questions and Answers (Posted 8/6/1999)

Industry-Supported Scientific and Educational Acﬂvmes (Issued 12/3 199?, Posted1 2/{/1997) " :

Advemsmg Dratt

Accelerated-Approval Products Subm;ssaon of Promononal Maternaig (Po ted ¢ : ; ST
Brief Summary: Disclosing ‘Risk Iniormatlon in: Consumer-Dlrected Prmt Advemsemenis (Posted 214/2004)

Labeling Example : : :

Labeling Example; Consumer- Fnend!y Version
Consumer-Directed Broadcast  Advertising of Restricted Devnces (Issued 1/26/2004 Pom-d 2/4/2&)04)
"Help-Seeking”’ and Other Disease Awateness Communications by o or ‘Drug
Product.Name Placement, Size, and Prominence in: Advertising and P
Promoling Medical Produicts in-a Ghanging Healthcare Envuonment . Médi

nies (PBMs) (issued 12/1997 ‘Posted 1/5/1 998) :

_'Biopharmaceutics

Bioanalytical Method: Validation {Issued 5/2001; Posted 5/22/2001)

Bicavailability-and Bloequwalence Studies for Orally Administered:Dr
Cholestyramine Powder in Vitro Bicequivalence (Intermin: Gui i
Clozapme Tab!ets In Vivo Bnoequwalence and In Vitro Dlsso

itrolin: Vrvo Corre!anons (lssued 91 997 Posted 9/96/1 997)
ed ! .301200 ,

ed:
Waiver of In"Vivo Bnoava;labnny and Bnoequlvalence Studies for lmmédsate—ﬁe!ease Sobd Oral Dosage mes ased
(Issued 8/2000, Posted 8131/2000) - o

B;opharmaceuzlcs (Draft)

tatl:
Conjugated Estrogens USP- LC-MS Method for Both' Qualitative Che
drawn per August 12, 2005 Federal Reg»ster notice. S

- GGMPs (Pharmaceutlcai CGMPs 1or the 218t Cenzury)

PAT——-A Framework-for !nnovanve Pharmaceuncal Developm (R
Sterile Drug Products Produced by Asepﬂc Processmg—-—Current xG od

CGMPs (Pharmaceutical CGMPs for the 21sthentury)-Draﬂ i

Comparability Protocols—Protein Drug Products and Biologizal: Prot
Current Good Manufacturing Practice for Combination Produ
INDs—Approachies to. Complying with CGMP's for Phase 1 Dru
. Powder Blends ‘and Finished Dosage:Units—Stratified in- Process
Revised Attachiients (Issued 11/2003, Posted: 11/21/2003) :
Quality Systems Approach to Pharmaceuhcal Current Good Manufacw

Chem:stry .

BACPAC & Imermedra!es in Drug Substance Synthes:s Bulk Acuves
2001, Posted’ 2/16/2001)°

Botanical Drug Products {Issued 6/2004; Posted 8/9/2004) .

. Changes o an Approved Application for Specified: Blotechnoiogy and Spe
Changeés to-an-Approved NDA or ANDA {Issued 4/2004; Posted 4/‘7/3064) ; ;

. Changes to'an Approved NDA or ANDA: Questions and Answers {Issued 1120(}1 Posted 1/22/2001)
Changes to an Approved NDA or ANDA: Specrircatxons——Use of Enio cemen Oiscretlon for Compeni
Container Closure Systems for. Packaging- Human Drugs and. Biologyc ( B !

Container Closure Systems for Packaging Human:Drugs and Biolo - .

" Demonstration of Comparability of Human Biclegical Produgts; lnc}uamg Therapeuuc .Blotechnolog“ 14
Developmem of New: Stereoisomeric Drugs (5/1/1 992) (Post Date b 996)"
Drug Master Files (9/171989)

Curient DMF information (e g. lists, addresses, gundances etc) :
Drug Master Files for Bulk Antibiotic Dnig Substances (issued 11/19
Environmental Assessment of Human Drug-and &ologacs Apps ano
Format and Content of the Chemistry, Manufactunng ‘and Co }

INDs for- Phase 2.and Phase 3 Studies Chemus:ry, Manufaqturmg, and Comro(

IND Meetings for Human Drugs and Blo!ogvcs Cheiistry, M nufactuting;: C
Monoclonal Antibodies Used as Reagents in Drug Manufac {
Nasal-Spray and Inhalation Solution, Suspension, and. Drug P




CDER GUIDANCE DOCUMENTS (OBT;AINE;"”

NDAs: Impurities in Drug Substances (Issued: 2/2000 Posled 2/24/2000)
PAC:ATLS: Postapproval Changes—Analytical Testing Labora:ory Siteg. (Iss
The Sourcing and Processing of Gelatin.to' Reduce the Potential Rxsk Po
SUPAC-IR: Immediate-Release Solid Oral Dosage Focms S ale-Up N
mg and ln Vwo onequ:valence Documenlanon . i

tzy Bavme Spongxfotm Encephalopathy (BSE (12/20/2000)

’tapprova Ghanges Chemast

and In Vrvo Bloequwalence Documentahon (lssued ¥ 0/6/1 997" Pos ed 'y
SUPAC-SS: Nonsterite Semisolid. Dosage Forms; Scale-Up and! as{ Approvai Changes Chemts:ry. Ma
Vivo Bioequivalence Documentation {Issued 5/1997; Posted 6/16/1 975 .
Reviewer Guidance; Validation-of Chromatographic | Methods: . BN
Submission Documentation for Sterilization Process - Validation in Ap Imatxo
Subrmission of Chemistry, Manufacturing; and Conirols Information for Syn Pephde Subslances
Submitting Documentation for the Manufacturing of and Con for brug P Mucts (Jssued 2/ 987 P
Submitting Documentation for the Stability of Human Drugs SEU
Submitting Samples and Analytical Data for Methods Validation ! -
Submitting Suppomng Documematlon in Drug Apphcatzons for the Manufacture of Drug Substances

‘Appro\lal Changes ‘Chemistry, Manufacturing: and Contro)s, ln Vnro D;ssolubon Test-

orms Manu!acturmg Equepment Addendum. (Issued 71 999 Posted 2125/1999)
Manufactunng, a‘md Controts in Vvtro Dnssoluhon Teshng

’ cxpm}gangCerpls? In V&;m Release‘Testmg and ln

Chemrstry (Dratt)

Analyncal Procedures and Me!hods Validation. {Ilssued 8/2000 Post? 1
Cornparability . Protocols—-—Chemnstry, Manutfacturing, and Controls‘ln z
Drugs, Biologics, and'Medicat Devices Derived from Bioengineered lam
Drug Product: Chemistry; Manufacturing; and Conirols. Informanen (1¢ 3
Drug:Substance: Chemistry, Manufacturing; and Controls Information (1ss
Interpreting Sameness of Monoclonal Antibody: Products Unde
Metered Dose inhaler (MDI) and Dry: Powder inhaler (DPI} [

‘Liposome Drug Products: Chemistry, Manufacturmg, and Co

ed 8/20/2002) B
Stability Testing of Drug: Substances and Drug Pmduc!s (lssued. B/5/4
SUPAC-SS: Nonsterile Semsscl:d Dosage Forms, Manu!actuﬁng Eqi.u

- 13/19/1998, Posted 9/27/1999)

: oavaﬂabs!ny ané Labetmg Documemahon (!ssued 7/2002 Post~

4 Chmcal/Ant;mucroblal

: Antiretroviral Drugs Using Plasma HIV: RNA Measurements-—c&mtoal Consit
0 (l d:

: Chmcal/Amnmlcrobrai (Draﬁ)

*. Acute Bacterial Exacerbauon af Chromc Bronchms-Deve!opmgi i rgmcrobi .
Acute Bacterial Menmgm ~Developing ‘Antimicrobial-Drugs for Treatment

Acute Bacterial Sinusitis—Developing Antimicrobial Drugs for Treaiment
Acute or. Chronic Bacteri Presraﬁhs——Deveiopmg Antimicrobial Dru )5 fo
Acute Otitis Media—Developing Antimicrobial Drugs for Treatmeht {Is
Antiviral Drug Deve!opment—-eonductmg \lxrclogy Studies and Subm t
Bacterial Vaginosis—Devel
Catheter-Related Bloodstream Inf -
Community-Acquired Pneumoma—-—-Deve!opmg Amumicroblaf“Dmgs o]
Complucated Unnary Tract Infections and. Pyelanephrmsereveiopm |

Empiric Therapy of Febrile: Netitropenia—Developing Antnmacreb;al mgs,
~ Evaluating Clinical Studies Of Antimicrobials In. The Division Of Antisin
Inhalational Anthrax (Post Exposure)}—Developing Antimicrc
Lyme Disease—Developing Antimicrobial Drugs Y
~ Nosocomial Pneumonia—Developing Antimicrobial Drugs #
Role of HIV Drug Resistance Testing in- Antirétroviral Drug Develop 26/04,
Secondary Bacterial infections of Acute Bronchms—-—Developmg Antmﬁcrob Drugs for Treatment (Is !
Streptococeal Pharyngitis and Tonsillitis—Developing Antimicrobial %gst for T atment (!ssued ?/22/1 99
Uncomplicated ‘and Complicated Skin-and Skin Structure Infecnons ing An!
Uncomplicated Gonorrhea—Developmg Antimicrobial Drugs for Tre:
Uncomplicated Urinary Tract lnfechons—-Developmg Antimicrobial: Dr¢gs
Vaccinia Virus—Developing Drugs to Mitigate:Complications frém Smalipox

Vulvovaginal Candnd:as«s—-—Develepmg Antvmlcrobxa! Drugs: for Trleatmem § Issued 7/2?]1 998 Poshzd 7/22/ 199

“‘Clinical/Medical

Acceptance of Foreign Chmcal Smdles (Posted 3/12/2001)

Available Therapy (Posted:7/22/2004) -

Calcium DTPA ‘and Zinc DTPA Drug Products«-—Submmmg a New D'

Cancer Drug-and Biological Products—Clinical Data in Markehng A
. Clinical Deveiopmem Programs for. Drugs Dewces and Blang

pphcatlon (Posxed 8/1312004) :

Reg:ster nouce )
72/t 998)

.. Glinical Evaluation of Annepulepuc Drugs (adults and cthdren
Clinical Evaluation' of Gasiric’Secretory Depressant’ (GSD) On
Clinical Evaluation of General Anesthetics:(Issued 5/1982, Posted 3/2/;
Clinical: Evaluation of’ Hypno!nc Drugs (lssued 9/77 Posted 3/2/1998)

RA) (Jssued 1/1999, Posted 2/16/1999)



CDER GUIDANCE DOCUMENTS (OBTAINED FROM THE FDA WEB SITE' ON MARCH 14, 2006)~—-Connnued

Clinical Evaluation of Laxative Drugs (Wlthdrawn per July 20, 2004‘ Federa? Regmey nohce)

Clinical Evaluation of Local Anesthetics: (Posted 3/2/1998) : :

Clinical Evaluation-of Psychoactive Drugs in Infants and Childres

Clinical Evaluation'of Radiopharmaceutlcal Drugs (Wlthdfawn

Collection of Race and.Ethnicity Data in Clinical Trials! (1ssued /18

Content and Format for Pediatric Use Supplerents. - = "

Content'and Format of investigational New Drug Apphcatlons (INDS,
Products

Developing Medical imaging Drug and Biclogical; Products ; -
Part 1: Conducting Safety Assessments {issued 6/17/2004; Posted 6/
Part 2: Clinical-Indications (Issued 6/17/2008, Posted 6/1 7/2004}
Part 3; Design, Analysis, ancf lmerpretahon ot Chmcal Studies‘ (lssued

Estabhshmg Pregnancy Exposme Regusmes (!ssued 8/2002,
Evaluating'the Risks of Drug Exposure in Human Pregnanc;es

Format and Coment of the Summary for New: Drug and A
Formatling, Assembling and Subm:mng New:Drug and Antibiotic ‘A
Genetal-Considerations for the Clinical Evaluation of Drugs
General Considerations for the Clinical Evaluation 'of. Drugs in frifa
Good Pharmacovigilance Practices-and Pharmacoepidemiole
Guidance for the Development of Vaginal Contraceptive Dru
information Sheet Guidance for Sponsors, Clinical Investiga
IND: Exempnons for Studies of Lawtully Marketed Dmg or Bip!

Integratxon of Dose-Coun!mg Mechanisms imo-,
Levothyroxine Sodium Tablets—In Vivo Pharmacokmetlc and Bi
- Oncologic Drugs Advisory Committee Discussion.on FDA ﬁeq
Oncologic Drugs Advisory Committee Discussion on FDA Req s
Premarketing Risk Assessment (Issued 3/24/2005; Posted 3/24/2008)
Postmarketing-Adverse Experience Repomng for Human Drug and % E
1997) . ;
Postmarketing: Reporting of Adverse Drug Expenences (Issued 3/1992 Posted 3/2/1998)
Preparation-of Investigational | New Drug Products (Human and Animal) (ssu 92;:
Providing Clinical Evidence of Effectiveness for Human Drug d Bt cg
“"Prussian Biue Drug® Products——-Submmmg a.New Drug Application {Iss
Study and:Evaluation of Gender Differences in.the Clinical Evaluat
Study of Drugs Likely 1o be used'in the Elderly (!ssued 11/1989, Po
Submission of ‘Abbreviated Reporis ‘and Synopses in. Suppe Maﬁ
The Use of Chmcai Holds - Follewmg Chmcal mvestlgator M|sco‘,<

Clinical/Medical (Drait)

Ache Vulgaris:: Deveiopmg Dmgs for Treatmem (Issued 9/1 6/2065
Allergic: Rhinitis; Clinical ‘Development Programs for Drug Products
Chronic Cutaneous: Ulcer and Burn Wounds—Developing: Products for Tt
Clinical Development Programs for Drugs, Devices,-and Blologma! P udu :
Clinical Evaluation of Lipid-Altering-Agents'(Issued 10/1990; P 2
Clinical Evaluation:of Weight-Control Driugs (9/24/1996, Posted 2/,
Clinical Trial Endpoints for the Approval of Cancer Drugs ani
Development ‘of Parathyroid Hormone for the Prevention anc{'
Drugs; Biologics, and Medical Devices Derived from. Btoeogc
‘Estrogen and Estrogen/Progestin Drug Producls to’ Treat Vase ot
tion (Issued: 1/2003,  Posted 1/30/2003) ! : ‘
Evaluation of the Effects of Orally Inhaled and Intranasal Comcost
Exercise-Induced Bronchospasm (EIB}—Development of Drugs to Pr
Exocrine Pancreatic insufficiency: Drug Products—Submitti
Female Sexual Dysfuncuon Clinical: Developmem of Drug

2000)
Inhalauon Drug Products Packaged in Semxpermeable Comame: Cio',

: Patrent-Reponed Ouicome Measures Use'i in Medlcai Product Devel
Pediatric Oncology Swd»es | ‘Re_sponse foa wmten Reque

Recommendations for Corhplymg with the Ped;atnc Ruie {(21.CFF
Systemlc Lupus’ Erythematosus-—Deveioptng Drugs for. Treatm i

Chmcal Pharmaco!ogy

Drug Metabohsm/Drug Interaction S!ud:es in the Drug Developmem#rocess siud;es ln' Vltro (!ssued
Exposure-Response: Relationships—Study Design, Data Analysxs i splication
Format and Content of the Human Pharmacokinetics and: Baaavaﬂabjlcxy 8
In Vivo Drug Metabolism/Drug Interaction Studues—»Study Des&gn Data
© 1999)
Pharmacokinetics in-Patients with impaired Hepauc Funchon
Pharmacokinetics in Patients with: Impaired:Renal Function: !
“Population Pharmacokme&:cs (lssued 2/1999; Posted 2/10/1 999)
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CDER GUIDANCE DOCUMENTS (OBTNNE D F'HOM THE FDA WEB SIT : O A

ARCH 14, 2006)——Cont|nued

Clinical Pharmacology {Draft)

Clinical Lactation Studles—-Study Design, Data Anaiysrs and Recom endations for Labeling ssued 2/7/05 Posted 2/8/05) =
d and, gical | (Issued 1171998; Posted 11/12/1998)

Pharmacokinetics.in Pregnancy—Study Desngn Data Analyﬂ ng ()ssued 10/29!2004 Postpd 10/29[2004)

Combmahon Products (Drug/Devxce/BloIogﬁc)

Draft and Final gundances can: be found: on 1he Office of Combmahor Prcductsweb jsjté.

Comphance

A:Review of FDA's: Impxemematmn 01 the Drug Export Amendments of: 1986 "ﬂsSue‘di 1111989, Posted 3/2)
Compressed Medical Gases {Issued- 271989, Posted 3/10/1997) ot
Computerized: Systems Used in Clinical Tnals {Issued 41999, Posted 5/1 1999)
General Principles of Process Validation e
Good Laboratory:Practice Regulanons Questions and Answers (Po ted 312/1 998) T
Guidance for Hospitals, Nursing Homes, and Other. Health Care Facilities ubhc Heanh Advisory
Guideline for Validation of Limulus’ Amebocyte Lysate Test as.an En¢ Pmd ndmoxm Test tor Huma,
Medical Devices (Posted 3/2/1998) :
Expiration Dating and Stability: Testing of Solid Oral. Dosage Farm nyugs Corit mng fron [lssued 6f27i19
_“Monitoring of Clinical. Investigations {Posted. 3/2/1998) o
Nuclear Pharmacy Guideline Criteria for Determining When 1o Reg:sﬁer as a Drug Estab!whment (Posted /211998
Pharmacy Compounding-—Compliance Policy Guide (Issued 5/2002; :
Possible Dioxin/PCB Contamination of Drug arid Biological Prod Jcts
Prescription Drug Marketing Act—Donation of Prescription Drug Sam ples 1
Street Drug Alternauves {issued 3}2000 Posted 3/31/2000) i

Posted 4/5/2001)
3 _:en:eral Dmgs Blologzcal Products and:

ted 3/13/2008)

Comphance (Draft)

Bar Code Labe} Requirements-—Questions and Answers ( |
Computerized Systems ‘Used in‘Clinical Trials {Posted 9/29/200 T
Current Good Manutfacturing. Practice for Medical Gases (Posted, 5/, 12003}
Expiration Dating ‘of Unit-Dose Repackaged Drugs: ‘Complial ¢
Guidance for IRBs; Clinical Investigators, and 'Sponsors_: Exception
for comment 3/30/2000 (5/12/2000) - L
Investigating Out of Specification (OOS) Test Resulis for Pharmac
Manufacturing, Processing, or Holding A¢tive Pharmaceutical In redie
Marketed Unapproved Drugs—Compliance Pohcy ‘Guide {Issued 107
PET Drug Products—Current Good Manufactunng Pracnce {CGN P) s

-Drug Safety

Conducting.a Clinical Safety Revnew of a-New Product App!xcatsan an s’t‘:ed}Z/gOOS) :

Drug Safety Draft

FDA's "Drug-Watch™ for: Emergmg Drug Safety lnformauon {tssued 5 121
Questions and Answers (Qs & s)

Electronic Submlssmns

Prowdmg Regulalory Submissions in Electromc Forma

Providing Regulatory Submissions in Electronic Forma
enstre: you have the most recent versions. of the sp
Web site is httpz/www.fda. gov/cber/esub/esub htm For: CBE
18/20085): ;

: " Related: Submxss:ons Usmg the eCTD Specm;auens Tn
docu nt check the appmpnate center’s guxdance Web page; For GBER th;s
!

Example of an Electromc New Drug Apphcatoon Submsssmn

Electronic Submissions Braﬂ

Providing Hegui'atory Sut';rmssbns in E!éctrbnm Forma:;—Annual iReb« :

5/23/3003)
1, Posted 1130/2001)

Prov:dmg Regulatory Subm:ssmns in E!ectrcmc Format—-—Prescnphen'

Generics

ANDA’s: impurities in Drug Substances (!ssued 11/1999;, Pos!‘ ; i

Court Decisions, ANDA Approvals, and 180:Day Exclusxvxty Under zhee Hatch
2000)

Handling and Retention of BA and BE Teslmg Samples (5/25120@4)

Letter‘announcing that the OGD will now accept the 1CH ;

Letter describing efforts by the CDER-and the. ORA to clari
breviated' drug approval process in order:to reduce duplicatio s

Letter on incomplete Abbreviated Applications, :Convictions: Unider
Drugs, onequwalence Prolocots Research Devxahons from OGD

i a8 we!l as the sxabm!y studies oonducted in:the; past, {Posted 3/2/1998)
GDER chemvslry review scientists and: ORA held nmestagators in the new: and ab- :




¢ ‘m;ancy arrd eﬂecnveness of tbe genenc drug review. process, by asswmg the. compleze-

ness and accuracy of required mformatson and data subrms ng 201 1998) " : :

- Lettér on the response 1o 12/20/1984 letter from the Pharmacemncan actwers ﬁssocxanon about the Dmg Price Competmon and Patent T erm Hestoranon Act
(Posted 3/2/1998): ! R

Letter to-all ANDA and AADA applicants about the Generic Drug Enﬁorcemem Act of 1 92 (GDEA) and the Office of. Generm Drugs mtennon to refuse tb~f:’e mcom-
plete submissions:as required by the.new: law. {Posted 3/2!1998) | :

Letter 10 regulated industry: notifying interested parties abcut 1mponam dexa‘ d. mformanon regardmg'la, :
and bioequivalence requirements (Posted: 321 998): [ ;

Major, Minor, and Telephone Amendments. to Abbrevuated New bn

Potassrum Chlonde Modmed Reiease Tablets and CapsuleS' I Vi ”{

n

g,fscaie-up, packagang mmor/ma;or amendment criteria

001}
. (lssued 10/25/2005 Pos’led 10/25/2005)

Variations in Drug Products !hat May Be !nciuded ina Slngl

Gengrics (Draft)

ANDAs: lmpumles in.Drug- ‘Products (6ssued 8/26/2003, F’nsted 8/26/2005}
ANDAs: Impurities in Drug Substances (Issued 1/28/2005, Posted'?/zzsfz 5)

" ANDAs: Pharmaceutical Solid Pofymorphlsm {Issued 12/17/2004, Po 7
Listed Drugs; 30:Monith Stays; and Approval of ANDAs and 505(b}

d by"'lha'}?sﬂedicaré :Rfescrip;ion' Drug, Improve-

ment; and Modermzanon Act: ot 2003~Quesnons and Answers (l

Good Review Pracnces (GRPs)

Conducting a Chmcai Saiety Review of a New: Product Apphcatsén and Preparmg a Report on the

Pharmacology/Ti oxrcology Review: Format (Posted 5/9/2001)

Good Rewew Practices {GRPs) (Draft):

Industry Letters T e

Continuation of a series of letters commumcatmg mtenm and mformaf gen i ¢ ug*pcli’cy‘:and guidanc‘e;a
operatxonal changes to the generic drug review. program’ (Posted:3?2/19

Fifth-of a series of letters providing informal notice about the A
_proved: drugs where chmcal data |s required (Posted 3/2/1998)

'vaTabi!hy d‘%licy and~5Pro€:édure Gu‘idés, Anid-further

provisions of Title l (Posted 3/2/1 998) : g ; 2
Implementation of the Dmg Price Compeétition and.-Patent Term Re orat:on A‘ 1 Prehmmary Gurdance P ed
implementation Plan USP injection nemenclature (Posted 3/2/199
Seventh of a series of letters about the Act providing guidance or
Sixth of-a series of informal noln ,letters about the: Act discussing. 3- 2

{Posted 3/2/1998) - - g
Supplement:to10/11/1984 letter about pohc:es, procediires: and nmplemen tion:of the Act (Q&A format)
Third of ‘a series of letters regarding the implementation of the Act (Posted ,/21‘ ,998) :

Year 2000 Letter from Dr. Janet Woodcock (10/19/98) by Sy

£130-da excluswny" prov ion oi ) "he FD&C (Posted 3/2/1998) :
ar exclusmty pmvzsmns of sections 505 )(3)(0) nd 505(;)(4)(0) of the FD&C Act-

International Conference on Harrnomsatlon :

Safety ; i
S1A The Need:for, Lcng-&erm Rodent Carcmogemcuty Studies of PI; 3 :
$1B Testing for Carcinogenicity of Pharmaceuticals (lssued. 2/28/1 98 Postéd G/24J1 998)
S1C.Dose Selection for. Carcinogenicity Studies of Pharmaceiiticals
‘81C{R) Guidance on.Dose Selection for- Car’c ogenicity. StuA es. ’-Pha a utucaIS' Addendum on a Ltmnt Dase and Related No\es (Issued 12/4/1997 Posted
12/11/1997) o i
S2A: Specific Aspects of Regulatory: Genotoxicity- Tests for harm
- §2B Genotoxicity: A Standard-Battery-for Genotoxicity T ting.
S3A Toxicokinetics; The Assessment of Systemic’ Exposure :mTox
$3B Phaimatokinetics: Guidance for Repeated Dose Tissue Di
§4A Duration. of Chronic Toxicity Testing in Animals (Rodeén
S5A Detection of Toxicity. to Reproduction for:Medicinal; Products
.S5B:Detection-of Toxicity 1o Reproduction for Medicinal | Products
.56 Preclinical Safety Evaluauon of Bmtechnology—Denved i

S7B Nontlinical Evaluation of the Potenttal Inr Delayed Venmcu!ar lepolarization: an Phanmaceuticals. {Issued: 10/19/2005; Post-
ed 10/19/2005). - . e S L E s i
Joint Satety/Eftrcacy (Mulndlsccpknary) j
M2 eCTD: Electronic Common Technical Document Speceficat!on (
Mz2: eCTD Specification Questions arid Answers and Change Ret
Companion Document: Current @ & As and Change Reques!
~M3 Nonglinical Safety Studies for the Conduct of Human Clinical T
M4: Common’ Technical Document for %he Regrslratxon of Pharmac
M4: Organlzauon of the CTD .~ :
M4 Granulamy Annex (Issued 10/18/2005, Posted 10/1 8/2005)
M4: The CTD——General Questions and. Answers ( Issued 12/04; Posied 12/22/2004)
M4: The CTD—Quality
M4: The CTD=-Quality Ouesuons and Answers /Locauon tssues (Sssued 6/2004 Posted 6/8/2004}
M4: The CTD-—Efficacy R
M4: The CTD—Efficacy Questions and: Answers (lssued 2/20 4,
M4: The CTD—~Satety :
. Md4: The CTD—Safety Appendices
Ma: The CTD-——Sa!ety Ouesnons and Answers (Issued 2/2003
Efficacy
E1A The Extent of: Popu!anon Exposure to Assess Chmca! Safety For Brugs intended !or Long—(erm Trealmem of Non—Lﬂe-Threatenmg Condmons

osted 11/25/1997)




CDER GUIDANCEDOCUMEN?S'(QBTANED'F%M THE FDA Wsé'ésf N MARCH 14 2@06)—Commued

E2A Clinical-Safety Data Managemem Detinitions and Slandards or. Expedited Repomng
E2B international Conference on Harmomsauon Guvdance on Da&a Eiemems ior Transmnssnon ot Indmdual Case Safety Heports (lssued 1/1 5/1998 Posxed 145/
1998) : ‘ Y \ :
E2BM Data Elements for Transm«ss;on ot !ndwlduai Case $af
E2B(M) Questions and Answers (Revised.3/09/200 1
E2C Clinical Safety Data: Management: Periodic Safety«
E2C Addendum to'ICH E2C Clinical Safety Data Managemeni: P ¢
- E2E ‘Pharmacovigilance Planning-{Issued. 3/31/05; Posted 3/31105 o
E3' Structire and Content of Clinical Study Reports -+ :
E4:Dose-Response Intormation 1o Support Drug Reglstraﬂon
E5 Ethnic Factors in the: Acceptability of Foreign Clinical Datd
E5 Questions and Answers (Issue 6/2004, Posted 6/4/2004)
E6 Good-Clinical Practice: Consolidated Gu;dehne Spanish Versro
£7-Studies in Support of Special Populations: Geriatrics:
E8 General Considerations-for Clinical Trials (lssued 121 99 Pos
Eg Statistical Pririciples for Clinical - Trials (911/1993) )
E10-Choice of Comrol Group and Related lssues in: Chmca!

Hep s‘ {?ssued 4/2002 Posted 4/412002)
6/,

E13 Chmcal Eva!uanon of QT IQTc lnterval Pro!ongatxon and Proar{' y

0/19/2005; Posted 10/19/2005)

Quality

Q1A(R2) Stability Teslmg of New Drug Substances and Pmducts ( S
Q18-Photostability Testing of New Drug Substances and Praducts ()
Q1C Stability. Testing for New Dosage Forms (Issued 5/9/1 99?
Q1D Bracketing and Matrixing Désigns for Stability Testing of N
Q1E Evaluation of Stability: Data: (Issued 6/2004, Posted 6/7/200
Q1F Stability Data Package for Registration’ Appl;cauons m Clrma!%:
Q2A Text on Validation of Analytical Procedures’ .
Q2B Validation of Analytical Procedures: Methodology: (3ssue<¥ 5/1
Q3A Impurities in New Drug’ Substances (Issued 2/10/201
Q3B(R)-Impurities in New Drug Products: (Issued- 1/2063, 312
Q3C lmpurities: Residual Soivents or' Adobe: Acrobat versxan (lssuéd 12

;Qac Tables and List (Posted 11/12/2008) - e
Appendix 4, Appendix 5, and Appendix 6 (Append;ces were ueq with
Maintenance Procedures for Updating (Posted 2/11/2002) - c 4 " -

QBAViral Safety Evaluation: of Biotechnology Praducts Denved From C es of Human or A mal Ongm'( sted 9/1 998} 3
QsB Quamy of Brotechnologxcal Products Ana!ysxs of the Expvessabn Con i g BNA Denved Protem Products

- _' osted 1/1512003)

ucts; Avallab»hty (lssued 9/21/1998; Posted 9/21/1 998) o ‘
Q5E Comparabmty of Bnotechnclogncal/Buologlcal Products: Sut ;ec! 'to Cha‘ jes in The:r Manu :
QBA International Conference on Harmonisation; Guadance on
Drug Products: Chemical Substances. (12/29/2000)
Q6B Specifications: Test Procedures and Acceptance Cmena
Q7A Good Manufactunng Prac:lce Gu'dance for Active. F'harm

5, Posted. 6/29/2005) Lam
‘New Dmg Subszances and New.

International Conference on Harmomsahon (Draﬂ)

-EHicacy
E2B(R) Clinical Safety Data Management Data Elements for T
E2D Postapproval-Safety Data Management: Definitions and: Sxaj
‘Principles: for Clinical Evaluation of New: Am:hypenenswe Drug

Joint Safety/Efficacy. (Multidiscipiinary) (Draft).
International Conference on Harmonisation; Draft Guidal
Submitting: Marketing Apphcataons Accordmg to' the ICH/ TD

Quality’ i L
Q8 Pharmaceutical Development (Issued: 2/7/2005, Posted 2/8/2065) I
Q9 Quality Risk: Managemen{ (!ssued 8/5/2005, ‘Posted 8/5/2005)

Safety

IR

'ranons (issued 9/2003 Posted 9/5/2001)

§8 immunotoxicity Studses for Human Pharmaceuticals: { lssued Zf‘i 05 Posted 21,8,/@5) -

Investigational New Drug Applzaattons

)

‘Content and F-‘ormat of ;nvestlg,anana! New Drug Apphcatlons (NDS) or ‘Pﬁa ,   : Slt:udi.é"s’;jf Dfug‘;:

Labeling

' ‘ed 1!13/2006 Pos!ed 1/18/2006)

Adverse Reactions Sectrorr of Labeling for Human Prescnpuon Drug an Bie >
LD 1}’1812006' Posted. 1/18/2006)

Clinical Studies:Section of Labeling for Human' Prescription Drug and!Biclogi

‘Content and- Format for- Genatnc Labellng (!ssued 10/2001, Posted 1 /4/200

Labehng {Draft)

Labeling for Combined Oral Contracepuves (Issued 3/212004 Posted :
Labeling for Human -Prescription Drug:and Biological Products———fmp
Labeling Guidance for OTC Topical Drug Products for the Treatmén
Noncontraceptive Estrogen Drug ‘Products for the. Treatment of Vasor €

Informtion for Health Care Providers: and Patient’ Labehng {Isstied 5120
Referencmg Discontiried Labeling for Listed Drugs: in Abbr w: D
Warnings and-Precautions, Contraindications; and Boxed Wa

{Issued 1/18/2006 Posted 1/18/2006) :

ns {lssued: 10/2000 Posted 10/25/2000)
g for. Human Prescnpnon Drug.and. Boologrcal Products——Coment and Format

Microbiology
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CDER GUIDANGE DOCUMENTS (OBTAINED FROM THE FDA WEB sma

MARCH14 2006)—Continued

Format and Content of the Mfcrobzology Sectoon of an Appimauon .

Modernization Act-of: 1997

Changes to an Approved NDA or ANDA (Issued 4/2004 _Pr'sle ‘74 SN
s \ 15/14!1998) ,
»,vanq Cosm ‘chct (3ssued 1171988, Posted 11/20/1998)

Fast Track Drug Development Programs«-Desngnatlon Devi 2nt; and:
Appendix 2; Appendix-3 consisting of Mapp 6020.3 and SOPP 8405 and Apr
(Issued 11/17/1998, Posted 11/17/1998)
Formal Dispute Resolution: Appeals-Above the:Division Leve! (Issue? /2
Formal Meetings With Sponsors and Applicants for PDUFA Products {1
Implementation.of Section 120 of the Food and Drug Admxmstrahon»i\n“ [
Implementation-of Section 126 of. the Food and Drug Adm)mstra!ton Mode
ed 7/20/98)-
Information Program on Ctmuca! Tnafs for Senous or Lﬁe—Threatem
National Uniformity for Norprésciption Drugs—Ingredient Lsstmg for OF
Providing Clinical Evidence of Effectiveness for Human Drug and Big
Qualitying for Pediatric Exclusivity. Under Section 5054 of the Feder,
Frequenily Asked Questions on Pediatric' Exclusivity (5054, The
Repeal of Section: 507 of the Federal Food, Drug and Cosmenc'~ 3

i hlchﬂlw:llubg replaced ~by final Versions}

s(lss&led 10/1998 Posled 11/02/98} . ;
in Labehng Reqmrements (lssued 7 998 Post-

} Submmmg and Rev:ewmg Compiete Respnnses 10 Chmca! Holds {
Wormen and: Mmormes Guidarnce Requrrements (tssued 7/20!1998 Py $te

Modernlzatron Act of 1997 (Draﬂ)

PET Drug Apphcanons-—oontent and Format for NDA ‘and /
Sample formats for chemistry; manufactunng, and comro!s
Sample formats for labeling
‘Sample formats for Form FDA 356h. ; . !
Sample formats for user fee Form FDA 3397 : ! : e T

Reports on:the Status. of Postmarketmg Stud;es—-—!mp!ememaﬁon Qf >ection11§ﬂ of the Food and Drug

ernization' Act of 1997 (Posted 4/4/2001)

. Over—the-Counter (OTC) Gmdances

Enforcement. Polxcy on Marke ) OTC Combmahon Products (CPG '132b ’t )~ ,(Posted 3/2/1998)
General Guidelines for OTC. Combmailon Products (Posted 3/2/1998
. Labeling OTC Human Drig ‘Products Usmg a Columh Format {ls
Labeling'OTC Human Drug P educts Updahng Labelmg in RL
Example Drug Facts Labels .
Acetaminophen 120 mg.in a Supposnory ‘Dosage Form
Acetaminophen 325 mgi a: Suppository Dosage Form -
Acetaminophen 650 mg:in a Suppositary Dosage | Form:
Cimetidine 200 mg'in a Tablet’ Dosage Form:
Clemastine Fumerate $.34-mg in'a Tablet. Dosage Form:
Doxylamine Succinate 25 mg: Tablet' Dosage Form
Ibuprofen:200 mg'in a TableVCapsule Dosage Form
Loperamide HCl.in-a Liquid Dosage Form
Loperamide HClin a TableyCaplet Dosage Form
Miconazole Nitrate Vaginal Products i
- Minoxidil Topical Solution 2% for Men and. Women
“Minoxidil Topical Solution 5% for-Men ; Ay s
Naproxen. Sodium 220'mgin-a Tablet/CapIet/Gelcap Dnsa e Fonm ; ;
Pseudoephedrine HC! Extended-Release Tablete 120:mg. | .1 % G ;
Upgrading Category. it Anttperspsrams to Ca!egory 1 (43 FR: 46728——46731/),( ‘osted 3/2/1998)

id 1‘2/201}6. Posted 12/1 8/2000)
ANDAs e

Qver- the-Counter (OTC) Draft

1/200 'Posted Lkl 2/05

Labeling OTC Human Drug-Products Questions and Answers ( sued
Labeling OTC Human Drug Products—Submitting Requests for Exem
Labeling OTC Human Drug Products (Small Entity: Compbam:e Guide) (
Labelmg OTC Human Drug Products Updanng Labelmg in ANDAs (2121/2001), .
- ‘Additional examples 1 (3/19/2001) : . :
Additional examples 2 (3»‘26/?001)
Additional examplés 3.(3/26/2001)

Time and Extent Appllcanons (Issued 2/2004, Posted 2/11/2004) ;

. Pharmacologyﬁ ox:cology

Carcinogenicity Study Prolocol Submlsswns (1ssued 5/22/2002)
Content and Format.of INDs for Phase 1 Sludies of Drugs, lnciudrng
Developing Medical lmaglng Drug. and Biclogical Products Tk
Part 1: Conductmg Salety Assessments (Issued 6/17/2004; Posted 6/1 ?/2004) RV
Estimating the Maximum Safe Starting Dose in_Initial Clinical Trials Tor: Them emms in Adult Hea{th
Exploratory IND Studies (Issued 1/12/2006; Posted 1/12/2006) Fsai )
Format and Content of the Nonclinical Pharmacology/Toxicol
Immunotoxicology Evaluation of Investigational New Drugs 3]
Nonclinical Pharmacology/Toxicology Development of Topical
Development of-Drugs: Intended to Act as Vaginal: Contrac o5
Nonclinical: Safety: Eyaluation-of -Pediatric Drug’ Products (lssu d 2{)06 Posted 2/1412006) i
Nonclinical Studies for the Safety Eva!uanon of Pharmaceuucae Exei ip ents: (lssued 05/18/2005 Posted DSI1 8/2005)

haractenzed Therapaubc Blv cbhqfq‘g’y ‘,'e'riyed,F?:r;cvdgpts'

vnteers (lssued 7/21/2005 Pos(ed 712312005,

)
he Transmrss»on of Sexualky Transmnwd Dlseases (STD) and/or for the




CDER GUtDANCE DOCUMENTS (OBTAfNED FROM THE FDA WEB S!TE N MAR _H'1,14,, 2006)——-Commued
Photosafety. Testing (Posted 5/7!2003) e :
Recommended. Approaches to Integration of Genetic. Toxfcology Stugy Resuits (issued 1/3/2008 Pos d?HSfZODS) . ;
Reference Guide for. the-Nonclinical Toxicity Studies of Antivial Drug; lndmam‘ rfor the Treaxmen\ of N/A Non-Life Threarenmg
Prior 1o Phase | Clinical Studies (Posted 3/2/1 998) I A y ; : :
angle Dose Acute Toxicity Testing for Pharmaceuticals

'(‘é}éaﬂsef&“iléfugtion of Drug Toxicity

Pharmacology/T oxxcology Draft

Nonclinical Sa#ery Evaluanon of Drug Combmatrons (lssued 1/26/05 S
Safety Testing of Drug Metabolites {Issued 6/2005, Posted: 6/3/2 005

Statistical Aspects of the Desngn Apalysis; and !nterpretahon ol:C

Procedural

; , r Fast Tre
Contmuous Marketmg Apphcahons Pilot 2—-S¢ientific Feedback: and; lme' cnons Durmg Developmem of Fa
Paperwork Reducnon Act Eurden Statemem (Posted 7/27/2004)

2000) d ;
Disclosure of Materials Prov:ded to Advisory: Commmees i C nneczt}on w»th Open Adwsory Com lttee Vie
‘Research Beginning on January 1, 2000 (Issued 11/1999; g 1999) : &
Drug Products’ Containing Ensui;zole Hypromeéliose, Meradimate, O

Enforcement’ Pohcy Dunng !mplementatzon of Sectlon 5 ]

18] (lssued 11/17/1998, Posted 11/17/1998) )
"FDA Export:Certicates {Issued 7/2004, Posted. 7/1 3/2004)’
Fmancxal Disclosure by Chmcat Invesngaiors (3/27/200

Guidance for FDA Staif: The Leveragmg Handbook An Agenc Re 2
implernentation. of Section. 120 of the Food and: Drug ‘Administration Mnd
Implementation of Section 126 of the Food and Drug Admlmsl, ion |

ed 7/20/98)
Independent Consultarnits, !or Btotechno!ogy Clinical Trial Pro!oc {3 (i§
Information. Program on Clinical Trials for Serious or Life-Threateni
Inlormahon Request and:D I)sctphne Revrew Letxers Under the Pres

Natiohal Uniformity for Nonpres
Pharmacogenomsc Data Sub

Refusal to File (Issued 71121 993 Posted 11/26/99)
Repeal of Section 507 of the Federal Food, Drug and Cosmetic Act
Reports on the Status of Postmarketing Study Commitmems—-—!mpler
(Issued 2/15/2008; Posted 2/15/2006) Vi :
Specual Protocol Assessment (issued 5/2002 Posted 5\/;

Emergency Use Authonzaslon ‘of Medical Products, Ava:labnmy
Fixed Dose Combination and Co-Packaged Drug Produetsifor
Forms for Registration of Producers of Drugs and Listing of Dry :
How to Comply with-the Pediatric.Research Equity Act {Posted Q/Y/Z@O 5) ,
Independent Consultants for Bm(echnology Glinical Trial Protocols: 17i2003)
Information Program on: Clinical Trials for Sérious or Lne~Threatemngt Disea nd Conditions: (Issued
PET Drug Apphcaﬂons——-(}ontem and Format for NDAs and ANDAs {lssued 3!72000 Posted 3/712000)

Sample formats for-chemistry, manufacturing, and comrois secnoné, " N

Sample formats for labeling . !

Sample formats:for Form FDA 356h- :
Sample formats for user fee Form’ FDA 33g7 Ll :
Postrnarketing Safety-Reporting for Human :Drug-and Blologtcal Pro 'incmdmg Vaccmes (Issuet} 3/2001
; Submmmg Debarment Cemhcat:on Stalemen{s (lssued 10/2/98 Posted 10/2/98) "

(5/17/2004)
! Distribution (5/1 4/2001)4

t,l Fosted 3/9/2001 )

derations (lssued 9/2001 Posted 9/512(101)
sted 8/26/2002) -

‘Using -a Centralized IRB Review Prccess in Mumceme Ch icat 5/2095 Pos!ed 3/25/2005)

Small Enmy Compliance Guades




. CDER GU!DANCE DOCUMENTS (OBTA#NE ;

Sterility Requnrement for Aqueous- Based Drug Products for Oral lrmc_

Smau Enmy Comphance Guides (Draft)

Labgling OTC‘Human Drug Products (Small Entitiy'Comblian#e

User Fees

Classniymg Resubmusszons in ‘Response:to Action:Letters (Jssued
Fees-Exceed-the-Costs Waivers Under the Prescription. Drug USe
Guidance for. Industry and FDA Staff: Application User Fae
Information Request and: Discipline Review Letters Under 1

Submitting Separate Marketmg Apphcatnons and Clmxcal Data i
User Fees (Draft) ; :

Attachment G—Draft Interim Guidance Document for Wajvers of and/ Re
User Fee Waiivers for FDC and “Co-Packaged HIV Brugs 1 1or PEPFAR (ls ;

T /15/2065 Posted 4/1

* Also see Current Good Manufactunng Practice Regulations.
Enforcement of the Postmarketmg Adverse. Drug Expenence Re

1 ;g Rgg;u}#ﬁong (PQSted‘ahjjiss

Admmlstratmn 1350 Plccard Dr W 6

301—-443—6597:-, http://WWW; fd,a\.go;iz/c

The followmg isa hst of CDRH gu ‘

Wlthdrawn fmm January 5, 2005, t; ]

 Date of Withdrawal

_ Tme ot Documen; of Issuance
Methods for Conducting Recall Effectiveness Ghecks - e i une 16, 1'9',"7_8__._, e -January 2006
ce | March 1, 2001 | September 7, 2005

v Gmdance for Clinical Laboratory lmprovemem Amendments of 1988 '

for Industry and FDA

Gundance for Industry; In Vitro: Diagnostic C- Heac!we Prote

| July 20,1998

| September 22, 2005

Guidance for Over-the-Counter (OTC) Ovuratlon Prediclor 51U(k)3'
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,)Levels ot Exposuré OC/DEZ 1019 06/23/1978

( 104) ‘Guidance for lndustry. Labehng for Eleclromc Antl-T Sﬁs{é&j’rs (o]
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20017

(107)-Letter to Trade Assomauan ReUse of Smgle—use £

(108) Medacal Dev;ce Electr gnetic Interference !ssues,

1087 09/18/1996 )
{113) Unsafe Patient Lead Wtres and Cables OC/DEB 889 09/ :
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(139):Guidance for lndustry and-FDA Staif——Exempuon from Repomng and Recordkeepmg Reqwrements for Low Power Laser Products A{Laser Notme 54) OCER/
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2003 .
{146) Manufacturers/Assemblers of Dxagnoshc X+ ray Systems Enfor
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(278) Dental Cemems——Premarkee Notification; Final ODEJDAGIG! 22(4;08/15/199;8 L




CDRH GUIDANCE DOCUMENTS (@BTA:NE D FROM THE: FDA WEB smz (¢ M ‘RCH ,14 :2606)~——Contmued

(279): Dental Jmpression Matenais—-Premarket Notification; Fmaf QDEfDA iD, 203 DS/T 7/1998
(280) Guidance for Industry. arid FDA Staff: Medical Devu;e User Fed:
(510(k)s) for Reprocessed. Single- -Use Medlcal Devices OBE/E)AG

(283) OTC Denture ‘Cushions, Pads, Reliners; Repalr Kns ally.
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: ,»Draft Guldance for tndustry and FDA

emadlaiysrs Guldance for lndustry and

(335) Banoon \lalvulopiasty Gu:dance For The Submrssmn O ari IDE :
(336) Battery Guidance ODE/DCD 873 01/01/1994 :
{337) Policy for. Expiration Dating (DCRND: HB92—-G) ODE}D
(338) Cardiac Ablation Catheters Generic Arrhythr i

..{339) Class 1l Special Controls Guidance Documer
(340) Clinical Study Designs for Percutaneous Catheter Abla!io

096/2004 "
(341) Coropary and Peripheral Arterial Dlagnastlc Catheters—Gmdan ce fc;r 1ndustry and FDA Staﬁ ODE/DCD!CEMB 1223 07/15/2003
(342) Electrocardxograph (ECG) E!ectrode ODE/DCD/CEMB 25 02/11/1997 ; e i

bnllatnon-Gurdance for mdustry and FDA Staff ooaocmcsms 1229 m/\




C‘DRH GUlDANCE ‘DOCUMENTS (OBTAINE
(343} Electrocardrograph (ECG) Lead Swnchmg Adapter ODE/DGD/( |
(344) Electrocardiograph (ECG) Suiface Electiode Tester ODE/DCDICEN |
(345) Investigational Device Exemption (lDE) Study Enrol!men or Card C Abianon o( Typrcaf Amal Flutter; Fipal Gmdance for Industry and FDA Revrewers ODE/
DCD/CEMB 1199:11/08/2000 . v X !
(346):Non-Automated Sphygmomanometer: (Btood Pressur
(347) Non-Invasive Blood Pressure (NIBP) Monitor Gu:dance (‘)WE]
(348) Recommended. Clinical Study Design for Ventricular: TaChy
{349) Guidance for Annuioplasty Rings.510(k) Submissions; Final Gdidance‘f
(350) Guidance for Cardiopulmonary Bypass Arterial Line: Blood Filter 5 ns; Fj ! ODE/DC{D/CSPB 1622 11/29/2000
(35) Guidance for Cardiopulmonary Bypass Oxygenators. B10{k) Submi el ‘Guidance for Ind ar l" Staff.O { ,D/CSPB 1361 11/13/2000 :
(352).Guidance for. Extracorporeal Blood Circuit-Defoamer 510(k]. Subm j ! ; ; QDI |
{353). Coronary and Cerebrovasciifar Guidewire Guidance ODE/L
(354):1-Consolidated ‘Annual Repon for a:Device Product Lme( -G
ODE/DCD/PDLB 1167 07/06/2000 : sl
(355):Cardiac Monitor Guidance {including Cardtotachometer ant
(356) Diagnostic ECG Guidar including Non-Alarming ST Sel g
(357):Guidance for the-Submissiot ot Research and Marketmg Applt ano'
ODE/DCD/PDLB 372 11/01/2000° 5
(358) Implantable Pacemaker Testmg Guidance ODE/DCD/PDL
(359) Carotid Stent—Suggestions for Content of Submxssmns 1o
tions ODE/DCD/PVDB-97 ) :

(361) Gmdance for Cardvovascu!ar lntravascular Fnlter 510(!4} bm

(362} Implantable Intra-Aneurysm: Pressure Measurement Syst

{363) Non-Clinical Tests and Recommended Labeling for lnt
PVDB ODEIDCD/ICDB 1545 01/13/2005 L

(365) Guidance Document for Surglcal Lamp 510(k)s, Fi nal Ot’J
{366): Guidance Document for the Preparation of Premarket Nm;
1995 ;
- (367) Guidance for. the Preparation of a Premarket Nohhcan !
(368). Guidance ‘on. the Content and Organization of'a Prerark
(369) Guidelines Ior Rev;ewmg Prémarket Notifications that Clz
-:{370) Premarket Notiticaton [510(k)] Submissions for Chemical
(371) 510(k) Information Needed for: Hydroxyapatite: Caated 0
{372) Class li-Special: Controls Gmdance Document; Hrp Jmn
2002
" (373).Class Il Special Comrojs Gmdance Document; Knee Joint’ Pa
ance for Industry and FDA ODE/DGRND/ORDB 1418 01/1 6/20 :
(374) Class. I} Specral Gontmls Guxdance Document Polymethyfmeth} crylat
1712002 : o
(375) Class |} Special Controls. Gmdance Shoulder Jomt Meiaf/Po)ymer/M
DGRND/ORDB- 1193 10/31/2000 :

“{376) Clinical Data-Presentation's: for Onhopedxc Dev:ce Apphcanons
" (377).Draht Guidance for Indust:y and FDA Staﬂ-—-Class I Specnal O mro!s
09/2006 K

(378) Gundance Document for Testmg Biodegradabie Polymer lmp 2

(380} Guidance Documem for Teslmg Non-Amculatmg ’M
(381) Guidance Doctiment for Testing Orthopedic implants W
(382) Guidance Document for thi ‘Preparation of IDE:and PMA ppli
(383): Gundance Document for'the: Preparauon of lDEs for ;pmat Sy

(385) ORDB 510(k) Sterility Review Gu|dance ODE/DGR
{386) Reviewers Guidance Checklist for. Inframedullary R
(387) Reviewers Guidance Checklist for Orthopedic Exterr xatio)

(388) Spinal System 510(k)s-Gmdance for lnduslry and FE}_ Sfaﬂ DE/DG

(390) Class i Specral Controls ‘Guidance’ Document Surglca

(391). Cyanoacrylate Tissue Adhesive for the Topnca! Apprcxn ;
DGRND/PRSB 1233:02/13/2004 : : T g

(392 Guidance: Document for Dura Substitute ;Devnces Final Gulda e fo' ndustry ODE’-‘JDGRN@}PHSB

(393) Guidance: for Content of Premarket Not ations. for Escp ageal dnd T F

(399) Low Energy Ultrasound Wound C!eaner' C!ass H Specxal O
07/2005 :

r}!ndus(ry and. FDA iz
{401) Class it Speccal Contro}s Gmdance Documem Resorbable Bone Void Filler D

02/2003 - ! Lo e T
{402) Guidance:Document for Powered Muscie S!xmu!ator 51 O(k)s ;

(403) Gutdance Documem for the Preparahon of Nolmca!lon (510
i

{405): Gundance Document 1or the Preparauon of- Premarket i Applscabons for. Exetcxss Equ:pmem ODE/DG D/REDB 326 07/26/1995

/(406) Gtiidance: Document for the Preparation of Premarket. Notifi lications for Heatm and Cooimg Devnces ODE!DGRND/REDB 828 07/26/1995

(407) Guidance Document for the Preparation of Premarkel I 1

(408} Guidance Document for the Preparatnon of Premarkel N ttﬁca gt o
DGRND/REDB 735 07/26/1995 : : ; !

{409) Guidance Document for.the Preparauon of Premarket Nouﬂcancn [510 ?Applrcauons tor Submetged (Underwater) Exerczse Equxpmem ODE/DGRND/REDB
307-07/26/1995 k RN T




{410} Guidarice Document for the Preparauon of Premarket Nouﬁcat%on (Smk}} App!scatrons for Mecham
Wheeled:Vehicles ODE/DGRND/REDB 346 07/26/1995 ;

(411). Guidance for. Studies-for, Pain Therapy: Devcces Gene 2
05/12/1988

{414) Checkhst of lnformatnon Usuany Submlned m an Inveslrgab
DSDRB 2093 10/10/1996 k :

(415) Discussion-Points:for Expansion. of the ‘Checklist ot !nf rmahen Usuaily Sub
gery Lasers Draﬂ Document ODEIDOEDIDSDB 7093 09/ 997 | :

(417).Information: for Keratome Manufacturers Regardxng LAS)
(418) Ophthalmoscope Gmdance ODE/DOED/DSDB 1241 07/08/1

(420)-SHt Lamp Guidance; Fma) GDE/DOED/DSDB 1242 07/08/19 :
/3997

(42%) Third Party-Review Guidance for Phacofzagmentanon Sysgem

(422): Third -Party:Review Gmdance for Vmeous Asptratxon and C} j -0 31/1997

(423)-Class I Spemal Co JENTB 781.04129/2002
and: FDA ODEIDOED/

(428) Tympanostomy Tubes, Submrssson Gmdance for.
(429) Vocal Fold:Medialization' Devnces-—Premarket N

(431) Gwdance on 510(k) Submissions for’ Keratoprosthes
(432) lmportant Information About Rophae lntraocular Len

(435} Premarket Notification [510(k)] Guadance Documem.for Clas
(436) Premarket Notmcanon 510(k) Guvdance 1or Comact Lens

{439) Criteria-for Svgnmcant R
(440) Guidance for-the Submi y
(441) Guidance for the Submsss:on of Premarket Notifications for Emt,ssm
mography Systems, Final ODE!BRAHD 2240 12/03/%998

(444) Gundance for the Su

(445) Guidance for the Sub
(446) Harmonic Imaging wnthl\mtheut Contrast—Premarket Noti
(447) Informat»on for Manutacturers Seekmg Markenng Clearan

07/ 1 998
{455) Guidance for Investigational Device Exempuons for. Sn!
for !ndustry and FDA Hevnewers ODE/DRARD/GRDB 11643 0

(461)-Class 1l Special. Controls: Guidance for Home Utenne Actlv:ty M@nﬂo,
(462) Guidance (Gundehnes) for Evaluation of Fetal Clip Efectrode ODE/OR
(463).Guidance (Guidelines’) for Evaluation of Hysteroscopic Ster
(464) Gundance (Gmdehnes ) for: Evaluahon of Laparoscoplc B'pa a

07/27/2005 :
{468) Guidance for Resorbable Adhesvon Bamer Devices for Use lnNJ
(469) Guidelines for Evaluation of Non-Drug 1UDs ODE/DRARDIOG

ra 51 O(k) ODE/DRARD!OG!)B 907 GS/G7I199 =

(470) Hysteroscopes:and Gynecology Laparoscopes——Submlss»on Gu%da
(471) Hysteroscopes and Laparoscopic Insufflators: Submission Gund nce : 10’ ‘ODE/DRARDIOGDB 1907 08/01f1995
{472) Latex. Condoms for Men—»!nformatzon for 510(k) Premark Notific }

07/23/1998 K
+ {473) Letter fo Manufacturers of Falloposcopes ODE/DRARE)/OGDB
{474) Letter to Manufacturers of: Prescription-Home Monitors for Non:
(475) Premarket Testmg Guidelines for’ Fema!e Bamer Comrac
04/1990 : i




CDRH GUIDANCE DOCUMENTS: (OB’TEAINE

{476} Testing guidance for Male Condoms Made from New Matenal (Nor
(477) Thermal: Endometrial. Abjation Devices (Submission Guidance fo
(478):Uniform' Contraceptive Labeling; Final ODE/DRARDIOGDB!
(479) Vascular and ‘Neurovascular Embolization Dev:cesf—-CJass; [

"ODE/DGRND/PRSB ODE/DCD/PVDB 1234 12/29/2004;
(480) Bone Sonometers—Class It Special Contrals: Guidanice Doctirme
(481):510(k) Checklist for Sterile Lubricating Jelly. Used With Transu > Si
{482) Checklist for Mechanical Lithotripters-and Stone Dcslodgers used in. Ga
(483) Class I Special Controls Guidance Document: External: PenileiRi
(484) Guidance for the Content of Premarket Notifications’ (510(!()5), o |
Uretera! Calculi ODE!DRARD/ULDB 1226 08/09/2000 .

mdance for mdustry:.and FDA Sta!f OGE/DHAHD/HDB 15&7 02/1512006
at instruments OD ’ il 9 :

cmpters' Final ODE/D
plants; Fmal ODE/DRA

(488) Guidance for the Contenfef Premarket Notifications ior f
(489) Guidance for the Content of Premarket. Notifications for
{490y Gugdance for. the: Comem of Premarket No!gfgcatgons i

(492) Analyte Specific Reagents ‘Small Enmy Comphance'Gwda cel
(493)'Assessing the SafetylEffectlveness of Home -use in Vitro: Elagr; | :

0OIVD 272:10/01/1988 -~ - '
(494) Determmauon of Imended Use for 510(k) Dewces Gmdance fdr CDRH Staff OIVD 857 12/03/2002
) : /2 E

cst:c:' evi

(501) Points to Conslder for Collection of Data in: Sup :
(502) Points to Consider for' Review of Calibration and'Q
(503) Points to Consider Guidance Documient on’ Assayed
(504} Recommendations for Clinical Laboratory Improvem
~1171 09/07/2005

: (509) ‘Guidance for the. Comem oi Premarket Subm:ss:ons for § eftwa
05/11/2005 . - :
(510): Breath Nitric Oxide Test: Sys!em——Class I Specval Controls Guldam:
(511} Class: Il Spemai Control
DCTD 1072 11/30/2000

1 0/2005 .
(515} Guxdanoe for 510(k)s on. Cholesterel Tests for Chmca!

Protem (cCR P) Assays GIVD/DCTD 1246 09122/2005
{517) Gurdance for Industry and FDA Staﬂ Cfass_ Ik Spec»,

(529) Premarket Submlssvon and Labehng Recommendauons for DrupsL of: Abuse Screenmg Tests«—-Draft
02/2003 ; :

OIVD/DCTD 604 QZ/14I1996 S
(531) Rewew Cmena for Assessment of Prefess:onal Use Humanf

(536) C!ass ] Specxai Controls Gurdance Documem Factor V Ley
16/2004
(537) Class 1l Spec»al Controls. Guldance Document:: Premarket Nommahons for Automa!ed Olﬂerennal Ceh Coumersf
Guidance for Industry and FDA OIVD/DIHD 1184 12/04/2001 e oo
{538) Class I Special Controls Guidance: Document: RNA Prear alytmat
ular Diagnostic Testing) OIVD/DIHD 1563 08/25/2005 e
{539) Document for Special’ Controls for Erythropoietin Assay Premarket i
(540) Draft Guidance Document for 510(k) Submissi f Fecal Oce
~{541) Draft Guidance Document for 510(k) Submission ‘of- Giyco

. ustry and FDA Staﬁ OWD/DIHD 1236 03/

r 'mmature or. Abnormal Blood Ceﬂs, Fmal

(542) Drait Guidance Document for 510(k) Submission of lmm ul | Imm Iob m/System in’ Vdro De: es ONt}/D!HD 785. 09/01/1992 : :
(543) Draft Gwdance for 510(k) Submission of Lymphocyte Immunopbenoiypm IVDs usmg Mnnoclona \

i
'1’
St
|
|
.
|




{544). Guidance Document for the Submrssron of Tumor Assoc Amige.
{545) Guidance for Industry-and FDA Staft—Class 1 Spemal Comrof G
tems: OIVD/DIHD 1550°03/23/2005 ] i
{546) Guidance for Submission of lmmunohlstochemlstry Aﬁphcan
{547) Immunomagnetic Circulating Cancer Cell Selecuon ancl Ehu

Staft OIVD/DIKD 1531 05/11/2004
(548) In Vitro-Diagnostic Fibrin:-Monomer Paracoagulabon i est
(549} Points o Consider for Cervical Cytology Devices: OIVDID
(550) Radivallergosorbent Test (RAST). Methods for AHergen Sp
(551) Review Criteria for Assessment of AIpha-Fetoprotem (AFF
odologies: OIVD/DIHD 459°07/15/1994
{552) Review Criteria for Assessment of Cytogenetic Analys;s Usmg, !
(553) Review: Criteria for Assessment:of. Rheumatoid Factorf RF} in: "wtro agnoshc Devzces Usmg En
Immunosorbent Assay (ELISA), Particle Aggiutination Tests; and L ;‘Rate Nephelome!ry O IU
(554). Review Criteria for Blood Culture Systems OIVD/DIH
(555} Review Criteria for. In-Vitro-Diagnostic Devices for Detec €
(556) Review Criteria for'In Vitro Diagnostic Devices for the Asses
Hemagglutination Assay (IHA), Radioimmunoasay (RIA), -
(557) Review: Criteria for In Vitro Diagnostic Dewces that:Ltiliz
Line and Somatic), OIVD/DIHD 980 02/15/1996 : i : :
(558) ‘Review: Criteria for the' Assessment of Antx-nuclear Antib dnes §(ANA) : tm Dfagnasuc Dewc’
immunodiffusion {IMD} and Enzyme Linked immunosorbai (ELISA) OIVD/DIHD 848 09101/1
(559) Class I Special Controls Guidance Document: Antimicrobial Sbsceptibility Test: (AS‘Y)uSystems* Gt
(560} Class It Special Controls Guidance Document: Endoto Asséy OND/OMD 1222 10/ 31724
(561) Draft Guidance for Industry and Food and Drug Adrmmsxréhow aff, Clat
‘rological Assays OIVD/DMD 1305 01/08/2006
(562) Guidance for Industry and: FDA Staft—Class I Specnal Contr s G
(563) Guidance for Industry and FDA Staff-—class it Specia nirols Gui
OIVD/DMD 1206 10/30/2003 :
(564) Guidance: for Industry and FDA Staff; Class Ik Specnai Comrors Gu
123/2004 . - :
{565} Nucleic. Acid Based In Vitro Dlagnosnc Dewces for Detecﬁon
{566) Review Criteria for Assessment of Antimicrobial Suscep
(567) Review Criteriafor Assessment of In Vitro Diagnostic Device
_~{568): Review Criteria for Assessment of In Vitro Diagnostic Device  for
(569) Review Criteria for Assessment of Laboratory Tests for the D
{570) Review Criteria for Devices: Assxstmg i i ;
(571). Review Criteria for Devices Intended. for. th !
- {572) Review Criteria For Premarket Approval of In- Vitro Dnag st
- I ions-for Completing: FDA form 3500A with
(574) Perspectives on Clinical'Studies for Medical Device Su ! 7
(575) PMA Review Statistical Checklist OSB'84 - :
- (576) Statistical Guidanee for Clinical Trials of Non Dlagnosuc Med
- (577) Statistical Gu;dance on Repcrtmg Results from: Studies Evaiua
2008 o
(578).Guidance for. rndustry on the Tesnng of Me1alhc Plasma Spray
quirements OSB/DPS 946 02/02/2000 :
{579) Guidance on Criteria a :Approaches for: Postmarket Survell!a
(580} Guidance on Procedures for Review of Postmarket’ Surveifia
(581) Guidance on-Procedures to Determine Application of P
 (582) Procedures for Handling Post-Approval Studies Impose
(583) SMDA to' FDAMA: Guidance on FDA’s Transition. Plah f¢
(584) Hospital Bed Sys!em Drmensnonal and Assessmem G
03/10/2006 :
(585)
(586) ¢
(587) lnstruchons for Completmg Form 341
(588) MDR Guidance Document'No. 1 - 10L = E1996004 i
(589) ‘Medical Device Reporting: An Overview. OSB/DSS 509 k4fo1 995
{590): MEDWATCH FDA Form 3500A For Use By User Faci bu
{591) Variance:from Manufacturer Report Number Format OSB/IDSS [0t
(592) Variance: from Manufacmref Report Number Format: [MD Tet r] OSBADSS 1059 074 6/1 996 :

em-~Ciass H Speczal Comro!s Guidance' Documem-—Gwdance for: Indusvy and FDA )
D 2242 04/27/1999 et

agiobukn E (IgEy sm(k)
It ostv Devrces for Feial

1334 04/24/2001 b
{595):Medical' Device: Reporting. - Remedlal Actlon Exempuo ;
- {596): Needleslvcks——Medrcal Device Hepomng Guidance for
{597):CDRH Standard Operatmg Procedures for the ldennfucatxon al
OSEL 616 06/20/2001

n?' Evahi

(598) Frequemly Asked Questfons on the Recagnmon of Cor 5 St
(600) Recognmon and: Use of onsensus Standards, Fnal Gmdanc fo ine

1998 ’
{602) lmmunotoxzcny Teshng Guxdance OSEUDLS 635 05/06/1 999 3 !
" (608). 21 'CFR Pant 11; Electronic Records; Elsctronic Signatures, . Gmssa;
{604) 21 CFR Part 11; Electronic Records; Electronic Signatures, Vahd i
- {6805) Combination. Products—Timeliness of Premiarket Re
{606) Computerized Systems ‘Used in Clinical Trials QUT 0
{607) Dratt Guidance for: Industry on Electronic Records;
{608) Guidance for Industry and FDA Staff: Application Us
{609) Information Sheet Guidance for IRB's—Frequently A
(610). Information. Sheet Guidance for IRB's—Significant Ris ;gm!

km R;sk Medncél Devxce Studxes ouT 0?/01/2006

nd
(611) Small Business Guide 1o FDA (FDA 96-—1092) ouTI16 ou‘mm bgs

i
}
!
|
i



V. Center for Food Safety and Apphedi mnbon (CFS'

For information on a spemf}c gmdan € ’d\acument or to obtam a hard Copy,

contact: Industry Activit__ié,,sj_‘S;‘taf -énte orﬁFood Safety and Apphed

Nutrition/FDA, 5100 Paint Branch Pkwy., COllege Park N D‘20740 301-4SB—~

2600, hitp: //WWW cfsan fda. gov/’vdn g“zdance htm]

- No CFSAN gmdance documents were wrthdrawn fr : uary 5 2;0:()5},

to ]anuary 5, 2006

February 17; 2006 ‘Whole Grain Label Statemems (Added 1o F

January 30, 2006: Redbook 2000—Chapter 1V.C.6: Carcinogenicity

December 30, 2005:: Requestmg an Extension to Use Existing Labe

December 22,:2005: Lead in Candy Likely To Be Consumed Fret;u
Chemical and Pesticide Contaminants). -

December 14, 2005: Questions:and Answers Regardmg Food Auergeins, mct
(Added to Food’ Labelmg) S

General Pubhcatrcns

Compliance Policy: Gurdes Manual (August '2000; Updated Aprﬂ 2001  Con
ulatory actions will be invoked. Print version available.from N het
Order'No. PBQS~920500 Vetermary Medrcme Order No PBQ 9
formatlon Servrce : : .

for. general-enforcement ‘of laws’ and reguiatrons Order No, :
FDA Recall Policy (2002} Explains the three ¢lasses of recalls and di
kGurdance for FDA Staﬁ The Leveragmg Handbook An Agen ’Resowc

Investigations. OPETEUD”S Manual {May 1996) Manual. P gard op investigators. The inspectional methods cover sanrlatron
micro problems, labeling, standards, ‘and GMP's. Order’ ) hmcat lnformaﬁon Servnce e

‘Regulatory Procedures Manuat (August 1997) Contain o e
Health Service. Order No. PB95-265534 Source: ‘National

Chem»cal and Pesucrde Contaminants Pubhcauons

Lead in Gandy Likely To Be Constimed Frequeritly by Small thldren Rec
Channels of Trade Pchcy for: Commodmes With. Resldues of rﬂe«

Action Levels for Poisonous ¢ Deletenous Substances in H Y
feed. Source: Industry Activities Staff - G
Pesticides Analytical Manua!~(1999) Contains the: procedures,
pliance with the FD&C-Act. Volume 1-~Order No.PB94-911
Guidance. for Industry: Letler 1o Manufacturers ‘Imponters; ang Distributo
FDA’ Advisory for Deoxynivanol (DONJ in Finished Wheat Products nt r
. tember 16,.1993) Office-of Plant & Daity Foods & Beverag

roducts. for Animal Feed (Sep~
rkway: Coﬂege Park, MD 20740
tic

(301) 4362367 See also: Comphance Pohcy Gurdes-——Gurda, :

Cosmetic Publlcatrons

FDA's'Cosmetic Labelmg Manual (October 1991) Booklet A«summary reQ
from: Food ‘and Drug ‘Administration Office of Cosmetics:and Ci {HE!
Cosmetics Processors and Transporters: Cosmetics Sec

‘Labeling for Topically Applied Cosmetic Produtts IGq'nt:ain,rqg_,ﬁlb',; ngredrents‘ (January 10 2005}

Dietary Supplements Publications

A Dietary Supp'!,emien'! Labeling Guide (April 2005)




Substantiation for. Dxe1ary Suppfement Claxms Made U‘nder Sec‘uon‘ 403£r' 5' of
~ Imenm Procedures for Qua!med Health Clalms in the Labelmg at G v

Statemem of Idenmy, Nutmwn Labehng. and ingrednent La’;:
Staff )
.. Significant Scientific Agreemeént in the. Revxew of Health Ciaxm fer Cor
Products, Labeling & Dietary Supplements ; s
Nofification of a Health Claim or Nutrient Content Claim Based an an A
!ron-Contammg Supplemems and Drugs ‘Label Warmng S!atements Smalt

Food and Color Addmves Publscatlons ‘

Prowdmg Food.and Color Additive Petitions in Electromc Formai {Jn v
Elecironic Submission Forms’ {July. 2001) L
FDA's Policy for Foods :Developed by B;o]echnology { 1995) g
Partial List of Enzyme Preparamns That are Used in Foods: (2001) .
Partial List:of Microorganisms and ‘Microbial-Derived’ Ingreie Thz
Use.of Annbnouc Resustance Marker Genes in. Transgemc P
Re . :

needed to suppon focd;a : r pr
Submitting:Requests under 21 CFR 17039 Threshold of gulatl :

submitted 16’ FDA when: reques!mg that the ‘agency review a: 3pec1bc use of

food additive.: Source: Office of Premarket Approval : N
Points to Consider for the Useof Re;:ycl,ed-P{as_tics in:Fo

market Apprcval i
Statement of Policy: Foods Derived from New Plam Vanehe ; Moh o
‘Premarket Approval o
Guidelines for the Preparation of Petition Submissions (1996) Sau
Pre-petition-Consultations for Food Additives.and Color Add
Guidelines for. Approval of: .Color Additives in' Contact Lenses Inter
FDA -Recommendations for. Submlssaon of Chemtéa* and Techne gical €
- Premarket Approval = -~ s
Estimating Exposure to’ ‘Direct Fcod Addmve -and: Chemncal Contam ants
Toxicological Prmcxptes for the Safsty- Assessmem of Dorect Fmd ddlt
Technical Information: Sewrce,(NT%S .
Toxicological Principles f 1h
the process of updatm

Temp|axes for Repomng Tox' gy
Draft Guidance: Preparing a Ciarm of Categonca! Exclusnon or n Envur r
.. {September 17,:2008) :

Envxronmental Assessment Techmcal Handbook (March 1987 "Or

'rFoadu

Recommendations for the Early Food Safety Evaluatio 1 of : y i : nded
Secretanat (HF~40) Food and Drug f. mimstrauon 550

. Bovine Spongiform Encephalopathy (BSE)in Produm’ or:
Rockville; MD 20857 =~ T ;
. Food Additive Petition. Expedited Revuew-——Guxdance for lndust f 1
Approval (vl
" Antimicrobial Food Addmves—Guldance {July 1999) Source; Ofﬁc
Preparation of Premarket Notifications for Food: Contact Substz 00|
Prepatation:of Food Contact mefxcanons and: Food Addmve Pemmns f Fooc Col
Food-Additive Safety ‘ :
Preparation: of Premarket Notmcahons for. Food Comact Substances

) ber 2004}

Food Labeling’ Pubhcahons

Requestmg an Extensnen to-Use: Exustmg Label Stock atterkt
Interim Procedures for Qua}iﬁed Heai!h C!a0ms inthe Labe'

Draft Gundance Vo!umary Lab g. Indrcaung ‘Whether: Foods Have o ;ng

Small Business Food Labebng'E xemption (June 1996): tnformandm sf}eet ‘an

Food Labeling: Questions and ‘Answers Valume I; (August 1 994) Be
bels for foods other than dletary supplements Sqwce !nduslry )

Fair Packagmg and Labehng Act Manua! (June 1978) Book: re D erpreta ns of the equ;remems of the Falr Packagmg and La(behng Act as 1! apphes :
to foods, ‘drugs, cosmetics, and medical devices. Orde anbnal Techmcat !ntorrnanon Semce L

lmplementauon of Section 10809 of the Farm Secur y an {
Approval:of Labeling for Foods that Have Been Tteated by Irradiat

S'gnmcant Scientific Agreement in the Review of Heaith Clasms for Cb
Products, Labelmg & Dnetary Supplements i s




CFSAN GUIDANCE DOCUMENTS (OBT?Ams

lron-Containing Supplemems and Drugs: Label Warning Statements, St
" Structure/Funetion Claims: Small Entity Compliance Guide (J miary {
Notification of ' Health Claim:or Nutrient Content Claim Based an Auth Statemem oi a Screm ic Body (.July 1998) Source Oﬁvce of Food Labelmg
FDA Nutrmon Labeling: Manual—A. Guxde for Developmg’ ) A rch 1998) Source: Office of Food Labeling. o
C 993} Source Office.of Feod Labelmg :

Food: Labe!mg—Saie Handling: Statemerits, Labehng of
2001) ; ; :

Exemphons from: the Warning Label Requirement for Ju»ce&-—-Recommendaﬂons tor. Eﬁecuvely Achievmg a S—Log Pamogen, Reductmn (Oc!ober 7, 2002)

Food Labeling—Serving Sizes Reterence:Amount for Bakmg Powder Bamn Soda, Pectin; Smali Enh!y Comphance Guide (duly 2001)

Whole Grain. Label Statements:(February 2008} = ;

Questions and Answers. Regarding Food Anergens mcludmg the Foc

; 'af 2004 (Ednmn 2) (December 14, 2005)

Food Processmg Publ;ca!lons

Bacteriologicat Analyttcat Manual 7th, Edmon (1992) Manual Prowd
tamination. Contains: screening procedures for Salmorella, Sh gell
Bacteriologicat Anatytlcal Mamzal Onlme (2001) .

ecec}wes for: detectmg mtcrobno!ogrcai con- -
onal: - S

Food.and Cosmetic Secunty Pubhcatnons .

Entry Types and Entry ldeunﬁer&«Pnor Nouce of lmponed Food (Apm 08y '
Guidance for Records Access Authonty Provided in’ Tme HI Subtlﬂe A, of the: Public Hea}m Secumy :a‘

eparedness and Response Act of 2002 (No-
vember 16, 2005) : 5 .

Prior Notice of: lmponed Food: Quéstxons and A
Cosmetics Processors and Transporters: Cosm
.Retall ‘Food Stores and Food Service Estabhshmen( ;

-See: also Comphance Po ic
Pnor Notice of lmported 00

Prior Notice of lmporled Food

Prior-Notice of Imported Food nnngency Plan for System Olutages !(Aug

_-Prior‘Notice of lmported Food Questions and- Answers (Editio 2) (M
P

Gu:dance for tndustry and FD A Estabhshmg and Mamtammg a Lbst
2005) . L
.Importers and Filers: Food Secumy Prevennve Measures G id:

qulrements Source Indusiry Activities Statf
See also: Compliance Policy Guedes-——Gurdance for FDASta en

lnfant Formula Pubtications

Frequently Asked Quesuons about FDA S Hegulahon of lnfant £ rmlﬂpﬁ{MaTch
Guidelines-Concerriing Notification and:Testing of Infant Form 5156
Guidelines for Evaluation of the. Safety and Sunab;my of New, niant prmula
Dretary Supplements i :

ments :
Guidelines for Evaluatlon of the Safery and Suxtabmty of Infant
belmg & Dletary Supplements ;

Juice Publications

' eptember 22, 2005)

Letter to Stale Regulatory Agencres and F;rms That Praduce k
or 2004}

Recommendatxons to Processors of Apple Julce or. Clder o

ples to u«ce“Processmg (June 2003) s
(Apn 002)

Standardized Tramxng Cumculum for Appiocanon of HACCP Pri
“Bulk Transport of Juice Concentrates and Cerlain Shelf Stable
Juice' HACCP Small Entity Compliance Guide (April 4, 2003)
Exemptions from the Warning Label Requrrement for-Jui
. Apple.Juice; Apple Juice Concentrates, and Apple‘ Juice Prody
The Juice HACCP Regulation; Questions. & Answers (Auglst 3

ly Ach:evmg a 5 Log Pathogen Reducuon (@ctober 7, 2002)
t bn (Ocmber 2(101}

Warning and Notice Statement: Labehng ot Junce Products. Sma I ceJGmde (Septem er: 18 1998) P




CFSAN GUIDANCE DOCUMENTS (OBTArNorRi}M Tee‘FDAtWEB:srrED 'MARGH 14, 2006)—Continued

Low-Acid and Acxdmed Foods Publrcanons

FDA Food lmporter s Guide for Low-Acid Canned and Acrdmed Foed,s (198 5 Bookiet Queshowand Answer gurde 1or nmporters low-acrd and acndmed impon re-
o quirements. Source: Industry ‘Activiies Staff- f L . o B -

Mrlk Sannahon Pubhcatrons

Grade “A” Pasteurized Milk Ordinance: 2003 Hevrsron (March 2, 200
Grade A" Pasteurized Milk Ordinance 2001 Revision (May 15, 2002) . "0
importation of PMO: Defined Dairy Products. (M=1~00-4) (Aprit 11 ZGDO)‘ i
Evaluation of Milk Laboratories: (1995 Edition) Provides:the ;Jroced\ or ( 8 N anch:
‘Methods of Making Sanitation-Ratings of Milk Suppf&es (199 Rating meth i ating Zigite ik Safety Branch
Procedures Governing the Cooperative State-Public Health Se: 0d ; drministrati T ¥ Milk Shippers (1999) Pro-
vides. procedures for a national: recuprocrty ‘milk program;:n y ol nterstate Mﬂk Shipments and the Memo-
randum of Understanding between the National Conference and O/ ) k
Frozen Dessert Processing: Guidelines {1989). Saitation Standards ource:.
Dry Milk Ordinance (1995) Source: Milk’ Safety. Branch : A

Pasteurized- Milk Ordmance (1999) Sotrce; Milk Safety Branch

Natural Toxins Pubhcat:ons

Apple Juice, Apple Juice Concentrates and Apple Juice Proaucts—-Aduﬂel tion. wrth Patulnn (October 20
-Fumonisin Levels in Human Foods and Animal Feeds (November 9 i ; e

Nutrition and Food- Scrence Publlcatrons

Guidelines for Determmmg Metric Equwalents of Househol
List of Products for Eacb Product Category (Octobe j

ger
Interim Gurdance on the Voluntary: Labehng cf Milkc and Mﬂk Pr
6279 Source: Office of Food Labelmg :

Produce Pubhcatxons

- Guide. to: Mrmmrze Microbial Food Safety Hazards lor Fresh Frurts an 3 Vegetables (Octo
Source: Food Safety Initiative Staff - © - .
DraftiGuidance: Guide loMinimize Microbial Food Satety Hazards c?

. Reducing Microbial Food Safsty Hazards For: Sprouted Seeds. (Octen
- Sampling. And- Microbial’ Tesnng Of Speni lmgatson Waier Durmg Snr u

Retail Food: Protechon Publ[catwws .

A Notace from the Food and Drug: Admmtsxratmn to Growers, Foed M {
tion of Transpor Vehicles (QOctober 7, 2005) :
Retail:Food Stores and Food Service Establishments: Food Securaty
Food: Labelmg——Safe Handlmg Staternents, Labelmg of Shen’E ;
2001) : f

Samtatlon Pubhcanons

Foods—Adulteration Involving Hard or Sharp Forengn Qbeer Fel
Defect Actuon Levels; (DALS) {1995; Rev;sed Marchl 97 an

fled from FDA's Compliance Poiie \Guxdss \dh"estabhéhed “current ke
ards Source:’ ndustiy Act _,mes S!a# o

food - e e 3 SR PIT  Se e e
Seafood HACCP Transition Pohcy (December 1 999) Source O ice of 8 ood S . J “acceptable market names for seafood
sold in the interstate commerce: § S B : e i . :
Fish and Frshenes Producfs Hazards and Control Guvde ard

Certification of Fish and Flshery Products for Expon 1o the E j
Proposed’ Referral Program-from the Food and: Drig ‘Administratit
Centification of Live and: Penshable Fish and Fishery Products’
Impiememauon of Sectxon 403({} ‘of the Federal Food Drug, an

‘am " (December 2002)

Juice HACCP Small Entity Comphance Guide: (Apnl 2!
Structure/Function’ Claims: Small Entity Compliance ‘Guide (J: ua
Food Labeling—Safe Handlmg Statemems, Labeling of Shell Egg
2001)
Food: Labelrng~$ewrng S:zes Reference Amoum (or Bakmg Pewder Bakm ﬂSr:)da Pecnn. Small En

002) o G . : o
igeration of 8hell Eggs Held for Rezas! stirrbuuon Smau Entny Comphance Gurde (Ju)y

Gmptsance Gusée {Juiy 2001)
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/WWW fda gov/cvm/gmdance/ pub]zshed htm

The followmg isa hst of CVM guldance document‘ ‘

¥

w1thdrawn from ]anuary 5 2005, to ;

Tme of: Documem i o " Date of Withdrawal -

#78 Consxderallon of the Human Health impact of the Mscy

T s

tended for Use in Food-Producmg Amma!s i

The fol—lQWing isa c‘.opy‘, of ‘a list

obtained fmm the FDA Web sue a c

CVM GuxDANCE DOCUMENTS (OBTA

1. Anticoceidial Guidelines repiaced by Gmdelme #40 vl

2; Anthelmintics Withdrawn: 12/22/2004 - .

3. General® Pnncuples for Evaluatmg the’ Safety of Compounds

4, Guidelines for Eifncacy Studies for Systermc Sustamed Release ul
- 5. Stability' Guidelines 12/90°

6. Guidelines:for Submitting: NADAs for Genenc Drugs Revnewed by

8. Guadelmes for: Toxucolcgrcal lnvesuganons rep!aced by Gundehn I

i od

imals Withdrawn 12/22{2004 :

14 Guideline and Format for Repomng the: Detalls o- nical T g
cing Ammals (2277) thdrawn g

15. Guidefine. and Format for Reporting. the De!alls of Cllmoa i
12/22/2004
16.. FOI Summary Guideline 05/85

19, Antrbactenal Drugs in‘Animal Feeds Ammai Heallh Saf
20: Antibacterial Drugs in’ Animal Feeds: Antibacterial Ef
21: Nattitional Ingredients in Animal. Drugs and Feeds Nutr
22: Guideline Labeling of Arecoline Base Drugs Intended for An
23. Meducazed Free: Chorce Fee s——-Manufactunng Control 07,
24.
25, Gmdehnes for :he Emcacy Eva!uanon of Equme Anthelm;,
26. Guidelines for'the Prepara 'on of Data to Satrsiy the Reqm
Environmenital Considerations’
27. New Animal Drig Determ
28. Anxma! Drug Apphcatiens
29.
30.
31,
32.
33
34.:
number 3
‘35 onequwalence Guxdellne revnsed 10/09/02 :

rocedures Guide 1240.3420) rev. 03/93

k(,'veness, Human Food Safety and‘
61, below

‘Safety Evaluation replaced by Guidsline

38. Gurdelme for. Effechveness Evalbation of ToprcallOtrc An
39. Guideline on the. Conduct of Chmcal lnvesznganons Be f
by Guidance # 85
40. Draft Guideline for the Evaluation:of the thcacy of Antncocc . and:
41. Draft:Guideline: Formattmg Assemblmg, and Submlmng New! Amn' al Dt




33

CVM GUIDANCE DOCUMENTS (OBTAINE: kFROM THE FBA WEB SITE o N

H14 -ZQZVC_;JGV)}%CQntinued

42.Series of four gwdeimes entitied 'Ammal Drug Manufactunng Gdsdeh s" 1994 " :
43. Draft Guideline for Generic ‘Animal Drug Products Containing F ) hcn—Denvecf Drug SubslA
45. Guideline for Uniform Labeling of Drugs for Dairy and Beef Ca : :
48. Guidance for Industry: Submission Documentation for: Steriliz
49. Guidance Document For Target Animal Safezy And Drug‘
Products) 04/96
50. Draft Guideline for Target Animal‘and" Human Food Safery [
51. Points to Consider Gu:delme—-Deve!opment ofa Pharmacokm rIc G
for updated:information.” ;
52. Assessrment of the Effects of Antnm:crob|al Drug Resvdues from Ffood of /
159 ;
53. Gwdelme for the Eva]uanon of the Uhhty of Food Addmves rn Dé
9y dyidee
55.

S 10/95

3 »on in: Apﬂhcat:ons for Human and: Vetennary Drug Products 11/94 i
ies:For: Ann Mlctobxal Bovme Mastms Products (Lactatmg and Non Lactatmg Cow

59. Guidance for lndustry ‘How 1o Submxt a Notice of Cla:medf nve
60: Guidance For Indusiry: Animaf Proteins Prohibited From Anima
61.. Guidance For Industry: FDA Approvai of New ‘Animal Drug: for
62. Guidance for Industry: Consumer-Directed Broadcast Advertise
63. Guidance for Industry: Validation of Analyﬁcal Procedures:
64. Guidance for industry: Valldanon of Analytical Procedure
65.. Guidance for industry: lndustry-Suppoﬂed Scientific and |
66. Withdrawal-of Guidance Document on Professional Fiex»bl, Lat
67. Guidance for: lndustry Small Entities Compliance Guide fo

.68, 'Guidance for lndus!ry Small Entities: Compliance Guid
68. Guia de la FDA para la Industria NiOmero 68: Para Me;
69. Guia de'la FDA para la Industria Nomero' 69: Para Al

69, Guidance for Industry: Small Entities Compliance |
70. Guidance for:Industry: Small Entities Compliance Gu ]

| 70. Guia de la FDA para la:Industria Numero70; Para Alimen

71. Guidance for Industry: Use of Human Chorionic Gonadotropin (HGG)
72. Guidance For Indusiry: GMP'S: For Medicated Feed Manufacturets Not 1 g;ste &
73. Guidance For industry: Stab)!rty Testing Of New Veterinary. Drug $ubsza‘ ces And Medicinal
74, Guidance for Industry: Stability Testing of New. Vetérinary D osage For VICHGLA: FINAL
75. Guidante For Industry: Stability Testing: Photo‘stabilityz Testing )

. 76.'Guidance For Industry: Quéstions and Answers -BSE Feed Red
77. Guidange for Industry: Interpretation of On-Farm Feed: Manuﬁact in an xmg Operanons DRAFT

~.78. Consideration of the Hnman Heahh lmpact of the chrobxa! Effect;so An imicrobial. N
Guidance 182~ :

79. Guidance for: lndustry #79——D|spute Resolunon Procedures for St;lenc B,
Final Guidance July 2005- 8

y Gwdance 57 68, 69 and 70

se m Foqd Producmg Annma!s Replaced by

y ”"e «Crgmer.kfor, Veterinary ;Medlcmé, {CVM)—

82, Guidance for !ndustry: Develapmem of Supplemental Apph
83. Gwdance for:indus! -

85. Guidance for Industry: Good Clinical Practices: VICH GL9 gk
86. Guidance for Industry—| ow. to ‘Submit'a Nohce of Fmal Dlspos
Mail 117/06 3 i
87. Guidance for. Industry—-How 1o Submit a Notice of intent to Siaugil >
88; Guidance for Industry—How to Submit a:Request for & Meeting or:
89:. Guxdance for Industry—Envxrcnmemal lmpact Assessments (El ’
eral

i\
92. Gu»dance for lndustry #92: Impurmes In New. Vetermary
93.-Guidance for Industry #93--Impurifies in New: Velerinary
95. Guidance for Industry: Efficacy Of Anthelmintics: Specific
96: Gmdance for Vndustry Emcacy Of Anthelmmﬂcs Spec;ﬁc

ce, January 5, 2096 01/!35!06
R}, January 10, 2006 01/1 0/05

15/01 : ; SRS e
102. Guidance:for lndustry “Manufacture and sttnbunon of Unapp:o\/ed Prperazme Pmducts ~—-Re\mrped
103. Gmdance for industry Pesszb!e Dmxm/PCB Contamman o alogi !

105,
106, T
107.
108
109.
110.
‘111, 'Guidance for lndustry #111 Eﬂectweness of Anthei Spi
112. Guidance For Industry 112 - Fumonisin Levelsin Human F bds
113. Guidance for. Industry: Effectiveness of Anthelmi . Spi
114. Guidance for Industry: Effectiveness of Anthelrintics: Specili
115, Guidance for- Industry: Safety: Studies for Venennary Drig:
116. Guidance for.Industry: Studies to Evaluate the: Safety of Residw y. Dri ;
03/02 i }
117.:Guidance for Industry: Pharmacov»grlance of Veiennary Me ,cmai Producis Management of A verse Event: Hepons (AER s}—-VlCH GL24——~DRAFT GUID-
ANCE 12/12/00 B s [y i




Ammal Drug——Fma! Guidance 08/29/02 - - .
120. Guidance for Industry #120—-—Vetennary Feed Directi
-121. Guidance for industry #121: Expedited:Revie )G
122. Guidance for Industry: Manufacture and: Labélmg of Raw Maat aod
Revised 11/09/04 . ° . .
123 Guidance for lndustry 123-—Development of Target Ammal Sa

126. Guwdance for. !ndustry #12&-BACPAC l lntermediates in ; !
trols Documentation, February 2004 02/01 : L :

132: Guxdance mr !nduslry The Admlmstrauve New Animal DYug Apjhcaﬂon F cess~DraH 11/06202 B
s for Type ¢ /

141 Guidance for lndustry Smdres to Evatuate the Safety of R, s:d
05/24/04 )

145. Bicanalytical’ Method Valuda!ron 05/01 : .
147. Guidance for Industry 147-—Stud|es m Evaiua!e the Safety 9 Resxdues ai Vetermary Drugs m Huma o
GL3Y, 11/12/03 L

Guidance 03/19/04
149. Guidance for lndustry Studies 1o Evaluale the Saie!y of
* 150. Guidance: for. Industry: Status ‘of Clove' ‘Oil and, Eugen r

1thdrawn 02/25/03
ds Wﬂhdrawn 02/94/03

uring; and thtml i
Scope.and App!ic ion 0

. Guidance for !ndustryv—PJt !
Draﬁ Gmdance Jor: }ndustry:

167. .
"168. Gundance to. Indus:ry Pnor otice of Imporied Food: Ha iz
169. Guidance for Indusiry: Drug Substance: Chemistry, Manuf,
170, Guidange for: Industry: Animal Drug User Fees and Fee:
174 Guidance for Industry on.Waivers of In Vivo Demonstratio of
Medicated' Articies; Availability (Notice) 02/16/06 .
172. Guidance for Industry #172-=Use of Unapproved horm
' 173. Guidance for Industry—Animal Drug. Sponsor Fe U
174. Guidance for. Industry—Use of Material from BSE
'176. Guidance for Industry #176~—Specifications: Test Procedu
Chemical - Substances—VICH GL-39, Draft Guidance—May
177. Guidance for. Industry #177—Specifications: Test Procedul
GL—40 Draft Gundance—»May 24, 2605 05/24/05 ;

For 1nf0rmai1@n on a SpBlelC g |

contact:

For guidance documents pertaining ces: L;ood

Clinical Practices Pr,o—gram,, Foodand , ng A F -shers Lane

Rockv1l]e MD 20857, 301 827»»-3’ | , fda gov/oc/gcp/

guzdance html.




For’o‘ther‘.glyi’i’dancé deCumén 5

and D»rug:Avdminiétratioﬁ ;.'.,5 GODF h
‘.3360 http://www.fda. gov/opacom |
No OC/OP gmdance documems :

January 5, 2006.

The followmg isa Copy of a hé‘*st

obtalned from the FDA Web site ,al :‘07“ al;’:ChfiA; 2006
OC/OP GUIDANCE DOCUMENTS (QBTAINE FROM THE FDA WE SITE

RCH 14, 2006)

éOtﬁc:eo ¢ he Commmsroner R

i

Draft Guidance: Usmg Electmmc Means o Distribute Certam‘Perucf }ntormaﬁon
Draft Guidance; Emergency Use Amhonzatson of Medrca! Pradu : S
“Conflict of Interest Disclosure Guidance )
‘Small Business Guide to FDA RE
. FDA Guidance—Financial Disclosure by Clinical lnveshgat
FDA Guidance for: Industry-on:. Exports and’ Impons Under
“-Guidance for FDA -and Industry: Direct Final Rule Procedures
Final Guidance on lndus!ry-Supported Screnm‘ ic and: Educam)

Gurdances

Guidance for’ Tndust
Guidance forIndust
‘Guidance for Industry:Co
Gmdance for: indusi - Dey

) Gmdénce for !ndustry ‘Guideline for the Momtonng of Crmcai
Gmdance for lndustry Gmdellne for the Study and Evaluan

Gu»dance for lndustry lND Exemptrons for. Studves of La i
Gmdance tor lndustry informanon Program on C!nmca X

Gutdanca for lndustry on Part 11, Electromc Record
Guidarnce on Pharmacogenomic Data Submissions
Guidance for Premarketing Risk Assessment .~ .
Guidance for Industry: Providing Regulatory Smelssmns in Elec:ro it ¥
. eCTD Spegifications - ; e

" Guidance for lndustry and Chmcal Invesugators on: the Use of C!mxcal Holds Follewmg Chmcal Inves ato Mis

ICH Gwdances

ICH E3: Guideline for lndustry Structure and Content of Chmcai Stx.dy Reports B
ICH E5: Ethnic Factors in‘the Acceptability of Forsign’ Cllmcal Data S o
ICH E6: Good Clinical Pr: Consolidated Guidance: ;

ICH'E10: ‘Choice of Cnmrol Gro 'pj‘and F\'e!ated Issues in Chmcal Tna}s Sl

- VIH. Office Uf Regulatory Aﬁalrs :

bt: ’ nahard COPY .

For mformatlon ona SpBleIC gu tdé 7éfdbfcumenifb - to
‘ contact Office of Executlve Operatw
Drug Administration, 5600 Flsherz "

www.fda. gov/ora




The fo]lowmg isa hst of ORA gmdance docume -ti »hat been

yw1thdrawn from ]anuary 5, 2005 ' 'toy an

Tite of ,,Dojc.u

- Date ot issuance | ' Date of Withdrawal

CPG—Sec. 160.800 Year 2000, (Y2K) Computer Comphance (CF‘G | Aprit 26, 1999 S March 8, 2005

CPG—S8ec: 355 100 Cel!uiron Machnne (CPG 7124 03) : Maﬂfcb 10, 2005

CPG=Sec. 460. 700 Comroned Release Dosage Form Drugs—-F&ate‘

| August 18, 2005
71322.02) g

o

The followmg is a copy of a hst%o

obtamed from the FDA Web 81te as f

~ ORA GUIDANCE DOCUMENT “ :

FDA contact sources for: industry assistance ahd-inquiries :

Medical Devices—Division of Small Manu‘lacturers lmemahon

Quality Systems/Good Manufacturing Prachces Surveylnepon
+ FDA Small Business Program Office

‘Regional Small Business Representatrves

A-Small Business Guide:to FDA

FDA Industry focus page

Code of Federal Reguiations

FDA Public Workshops . Lo

. K i O S o nce Rﬁfefence i o Ii . . E B ' ¥ :
Information related to ‘the locations of the componems, ORA ta a' useful analylical findings in-support of FDA regu- .-
 latory actwmes ORA SGIE/ R : ; i e ; L o S

search, revaew of prxvate laboratory

s and usefui analyhcal hndmgs by OHA

Revisions and Updat(_e List

Recent:
03/08/2006: Revised-list to add f new member Restricted List: f
02/09/2006: Updated the program contact person (s) in rma‘

www.fda; gov/ora/comphance ref/blmo/background il

N V"!ora’compliance _ o/deiau!t htm hnpjl ,
/bimo/compansorr chart/pre_ e.htmt

| ¥ st 10 oorrect typograph}cal errorin
?Comacts st i (December. 2905) onthe Appl;cauon In-

1he mma! of Dr. Farber-on Dlsquahhedfrotally Restricted,, i
. -tegrity Policy Informatton page .. ;

00. 750—Class If Devices Subject
Release of Actwe !ngredvents (GPG

11/1812005 Added on-line’ hnk !cr compltance program?SBS.ﬁM
Restricted List for Clinical lnvesugatots : ; i
11/14/2005 Revased list to add 1 new member Dlsqualmed/Totat‘

2002 : i
11/03/2005: Revwsed list:io remove one member from the Ap £ tsoy: lme
10/31/2005; Revused hnpjfwww fda: gov/ora/comphance rei/bxmo/cﬁ ‘qﬁ :

mals (CPG 7125. 06) (L
- 08/04/2005: Updated the program contact person (s) mf
www.Ida, gov/ora/compliance ref/bimo/background:hl
. . ance: . ref/imo/comparison_chart/preface:hitml hitp
06/02/2005 Table for Veterinary Medicine col olial
nary Medicine.”
07/28/2005 Rewsed Debarment Lrst 07/28/2005—~One pepson added




37

07/18/2005: Re- numbered exlsnng bxologlcs comphance program‘?
ance program 7341.002 “Inspection of Human Cells, Tvssues and
© ' B/31/2005 Dratt revised CPG Sec: 480-200—Expiration’ Datm f
05/20/2005: Revised list'to-add 1 new :member, Re
05/19/2005: Revised CPG Sec. 315.100: legal Interst; m
. 05/17/2005: Revised fist 10 add:1 new member, Restricted
05/05/2005: Added: new biologics compliance program 734
sedes: 7341.00t, 7342.006, 7345.001, and 7345 002:
04/25/2005 Revrsed CPG 100. 700 GWOAP Pre \

03/10/2005 Revwsed 8 GPGs to ‘hake correchons/mmor changes Se ec. 396:300; Sec.398.100; Sec. 398:325;:Sec;
398.425; Sec. 398.700; : e : i
03/10/2005-Revoked CPG: Sec 355.100—Cellutron Machine |
03/08/2005. Revoked 03/08/2005, ‘Compliance Policy Guide,
03/08/2005: Revised list to add 2 new members, Restricted: 8!
03/04/2005: Revised CPG Sec 110. 310—-——Pnor Notice' of lmpo ed ¢

2002 B : 2 :
02/18/2005: Draft revused CPG Sec. 310.210 “Blood Pressure Meas rement D ‘f 25 {Sphy '{ 1anon A Cf’Ca 7124 :23) FR Notlce of Avaxiabmty :
Draft Revision: L R eSO

- 02/01/2005: Revised list to add 1 new member, Hes!nctedv Lnst for é}hmcai
01/14/2005: Revised list to add 1 new member Dtsquah

2004 Revisions and Updates: :
42/07/2004 Revised Debarment List, 12/07/2004-—0

- 11/18/2004 Revised 4 lists of Nonclinical:Laboratories
11/16/2004 New CPG Sec. 400.210—Radiofrequency. Id
11/03/2004 Revised: CPG Sec. 110. 300—-Hegns!ranon of: Fok icilit

2002 f :

11/02/2004 Revnsed CPG Sec. 110. 310—-—Pnor Notice of lmponed Ifood u der the: Publi
2002 g Sei

10/29/2004 Draft CPG {Nol for implementatncm), Sec 560 o

o ‘sm Preparedness and Response Ack of

08/18/2004 Revrsed CPG Sea ?10 310—Pnor Notsce of
2002

07129/2004 Repiacedlaeti‘lled ( PG Sec: 560. 750 Gwdance L ol
i ks A Regulatlons (2004) on the Bi

2002
06/16/2004 AlP Procedures—procedures March 5, 1998 :

05/1212004 John B. Na;anan on Reslncled List for Chini
05/06/2004 March: 2004 edition of the Regula(ory Proc
been changed except Chapter 9 “Import Opgratsons/

3N 2/2004 Rev:sed to update content of August 2000 paper @ m
Ingredients  Subject to Pre-Market Approval CPG 7132¢.08
02/23/2004 Revised list 10-add 1 new member; 02/23/2004. ‘Restncged Lzs\

Totally Restricted List for Chinical Investigators
02/13/2004 Revised 4 lists of Nonclinical: Labcratones Inspec
2/9/2004 Edited two pages to conform text ﬂefe{ence) onint

teration-with Insect and Rodent Filth CPG 7105:11 CPG'S
Draft CPG 1/14/2004 Draft GPG: (Not for- implementation); S

Drraft Supporting Document; Suppomng Documentfor ;

existing' CPG. Comments due- March 15 2004--The Draft Gmdar)
for Guidance Levels !
Revoked 1/5/2004 Sec 3:

" at: hitps //www clsaana gov/~turls/cpgreg htmi. :

Revised: Application integrity Policy Committee Contact Persons hs ol 12! 812003
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