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adequate human s11bjec protectio n (HSP) is unive,rsally recognize d acS a 
critical req1.1ire.menf to lhe conduct o · research involving human subjects. 
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researclh and m arketing applies ·ans/ S1L1bm ission:S to lhe agen cy . L inks to 

the compliance program:S for Bach i nspection type ancd o□n lac.i. information 

for eacll Center's BIMO p1·og1am are. a lso accessible ir,□m tnis Slile·. 
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See the Office_of _G o o cl_Cl in ical_Pr actice's ( OGCP's). m ission_state m ent o n 

the OGCP's W eb pag;e. 
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Report Problems to FDA 

Complaints relating to Clinical 

bis.ls 

G ui,danoe Documents 

(lncludi:ng Information 
Sheets) and Notices 

Proposed Regulations and Draft 

Guidances 

Compliance & Enforc:em,ent 

Educational Matefials 

Replies to I nquiraes to FDA on 
Good Clinieal P ractice 

FDA's Role: Clinic.eITrials.gov 
lnformstion 

Regulations 
f SHARE 'I TWfET in LINKEDl'I @ Pit.. IT ■ EMAIL Q PRINT 

~[)/\ Fl~9ul<1lion~ Relating to Good Clinical Practice and Clinic~l __ :Iri<1_l_s_ 

f'r!?<lrrl~les to GCP Reg~l<lli~~ 

~[?-6.~E!gulations Relating to Good Cli nical Practice and Clini<:.il ! ri. 

• Get e-ma~ updates when this information changes. 

FDA regulations govern ing the conduct of cl inica l trials describe good clinical practices (GCPs) 
with l>oth human and non-human animal subjects '-----~------------------__. 

_EIE!cironic Records; Electro~i~_S_ignalures (21 CFR Part_1_1) 

R~.g~l~IOl)'. _l;l~aring Before the Food and Drug Administralio_n .(21 C::FR..f'.~rt .. gi) 
f'r9tection ()f tJuman S~bje~ (l~forn1~ _G.o.~~~nll(:21 Gf'R f'<1rl 59) 

l\ddi~ona.l~a.fegu~rd~f<lr C:hildren in Clinical Investigations of Food and Dru91\c1r11 inistratie>n:_R~9ulat~d F're>d: 
_u~ s (21 CFR Parts 50 and .~ ) 

_l_nfonn~_d ___ con~e.nt __ El~rri_e_~t_s_ <?.1 C: f:R 50.25\c)) 

E:lc~ption From General Requirementsf9rJnformed Consent (21 CFR 50.23{@ 

Financial Disd osure by Clinical Investigators (21 CFR Part 54) 

l~~~llllie>_na.l Review Boards (21 C~Fl_F'a.rt 5~) 

Ge>od _~<!l:>oratory _ _F'ractice for Nondinical Laboratory s_ltl_~ies (2) C:f_R F'a~ _?ll) 

l_n~es.ti!)_a~o~a.l __ l'le'li [)rug Applicalie>n (21 C:f:R P<1rt 312} 

f orei_gn Clinical Trials not condu_ct~d .. under an IND (21 CFR 312.1?0) 

Expanc1ec1 Acc_e_ss_to __ lnyes~ga_lio_na._l [)rug~ for_Trea.~e.nt __ UseJF'DY -?16Kll) 

Charging for lnvestigational Drugs (PDF - 2941<El) 

~e>nn _1571 (lnvestigati<l~<ll_l:,J_~w Drug Applic~tie>~) 

~e>nn 1_572 (statement of lnvestig_at()r) 

ApplicaUons for FDA Approval to Market a New Drug (21GFRPa.rt 3J4) 

Bi()a~ailabilily a~d Bioe9uivalen~ Req~ir_e111ents. (21 .. Cffl Pa~ _3_2_~) 

_Ne_w .. Allimal Drugs for lnvesligational Use (21 CFR Pa~. 5_1r'1._l _________________ ~--------------, 

_Ne_w __ Alli111a_l_ Drug Appli~a.tions (21 Cf:RPa~ 514) 

Applicati_<ln~ f<lr FDA Approval of a Biolog ic License (21 C 

l~yestig;;i~9~_<1I Device ExemlillQ_ns (21 CFR Part 812) 

Premarket Approval of Medical Devices (21 CFR Part 8141 

Pr:~:~les to GCPR:~~;~t;ons .. 

Each lime Congress enacts a law affecting products regulate 
develops ru les to implement the law. The FDA takes various 
variety of docu ments in the Federal Register announcing the 
rule, and offering the public the opportunity to comment on 1h 
explains the legal issues and basis for the proposal, and prov 
submit WJillen data, views, or arguments on the proposal. An 
subsequent publications that are part of the agency's decision•'=-"""""''"'"""""',,--------------.----------------' 

The "preamble" to each of these publications includes all of the printed information immediately preceding the 
codified regulation . The preamble provides information about the regulation such as why Ille regulation is being 
proposed, the FDA's interpretation of the meaning and impact of Ille proposed regulation , and in those cases where 
the a en has solicited ublic comment the a en s review and commenta on those comments . The reaml>le 
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Links to electronic Code 
of Federal Regulations 

Preambles contain useful 
background information 

including public comments and 
FDA’s analysis pertaining to the 

final rule 
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Science and Research Special Topics 01n1cal Trials and Human Subject Prd:ection Guidance 
Documents 
(Including 
Information 

► Sheets) and 
Notices 

Guidance Documents {Including Information Sheets) and Notices 
Guidance documents accessible from th is page represent the .Agency's current thinking on good clinical practice (GCP) and 
the conduct of cl in ical trials . As with all guidance documents , they do not create or confer any rights for or on any person and 
do not operate to bind FDA or the public. An alternati1.e approach maybe used if such approach satisfies the requirements of 
the applicable statute and regulations . Howe1.er, in many places throughout these documents, specific regulations are cited 
and the requirements of the regu lations are re iterated . The regu lations are enforceable. 

Notices accessible from this page are those that ha1.e been published by the Agency that contain important information about 
good cl inical practices and the conduct of clinical trials . 

• • • 
Note: If you need help access ing information in different file formats, see Instructions for Download ing Viewers and Players . 
language Assistance Ava il able : Espanol I Qi:j:r:S:Z: I Ti~ng Viet I ~~OJ I Taga log I PyccK"1~ I ~_;.11 I Kre~ I Ayisyen I Franc;ais I Polski I Portugues I Ital iano I Deutsch I B~ I 
<.r'Jt; I English 
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Information Sheets 

Final Guidances 

ICH Guidance Documents 



 

Most Frequently Referenced Guidances for CIs 

• Investigator Responsibilities 
– https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulato 

ryInformation/Guidances/UCM187772.pdf 

• FAQ Statement of Investigator (Form FDA-1572) 
– https://www.fda.gov/downloads/RegulatoryInformation/Guidances/U 

CM214282.pdf 

• Financial Disclosure by Clinical Investigators 
– https://www.fda.gov/downloads/RegulatoryInformation/Guidances/U 

CM341008.pdf 

• ICH E6 – Good Clinical Practice Consolidated Guidance 
– https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulato 

ryInformation/Guidances/UCM073122.pdf 
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Useful References 

Belmont Report 
Based on the work of the National Commission for the Protection of Human Subjects of Biomedical and 
Behavioral Research (197 4-1978), the Department of Health and Human Services (HHS) revised and expanded 
its regulations for the protection of human subjects, 45 CFR part 46, in the late 1970s and early 1980s. In 1978, 

the Commission's report "Eth ical Principles and Guidelines fo r the Protection of Human Subjects of Research" 

was published. It was named the Belmont Report, for the Belmont Conference Center, where the National 
Commission met when fi rst drafting the report. (Extracted from information posted on the DHHS OHRP web site 

on the Belmont Report; see -~ttp://www.hhs.gov/ohrp/archive/belmontArchive.html#histReport) 

Comparison of FDA and HHS Regulations 
A chart comparing FDA's regulations for human subject protection with those of the Department of Health and 

Human Services. 

Determination of Mode of Action in Combination Products (PDF - 13KB). 
This ru le defines "mode of action" and "primary mode of action" and sets forth the algorithm FDA will use to 

assign combination products to an agency component for regulatory oversight. 

E-Mail MessagE!~-
Copies of e-mail messages (including the original inquiry and associated reply(ies)) that have been submitted by 

the public to the Good Clinical Practice Program's g_c:_p~_questions@td~"~-~~-:9~Y e-mail account. These e-mail 
messages have been redacted to the extent penmitted by the Freedom of Information Act. 

"FDA Issues Advice to Make Earliest Stages Of Clinical Dru g Development More Efficient" 
FDA Press Release (Jan. 12, 2006) 

• Lm_p.!_(! "!_i'!g Health Th rough Human Drug_~ 
This FDA publ ication, orig inally titled From Test Tube lo Patient: Improving Health Through Human Drugs, te lls 
the story of new drug development in the United States. Articles discuss various aspects of drug development­

from test tube to medicine cabinet. This is an excellent primer for learn ing about the drug development and 

approval process. 

FDA and Clinical Drug Trials: A Short History 

GCP Training Information .. .. 

"Innovation or Sta1;1nation? Challeng!.~.'!~ ..9 Pe.~~~11_i~ on the Critical Path to New Medical Products" 
FDA issued this major report identify ing both the problems and potential solutions to the daunting task of 

ensuring that the unprecedented breakthroughs in medical science are demonstrated to be safe and effective for 
patients as quickly and inexpensively as possible. Titled "Innovation or Stagnation? Challenge and Opportunity 
on the Critical Path to New Medical Products," the report carefu lly examines the "Critical Path" of medical 

product development -- the crucial steps that determine whether and how quickly a medical discovery becomes 

a reliable medical treatment for patients. 

International Compilation of Human Subject Protections (PDF - 877KB) 
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Does FDA Conduct GCP Training? 
Yes, the Food an d Drug Administration (FDA) conducts GCP training . As described below, the agency 
conducts some GC P training on site , but also partners with other federal agencies and organizations across 
the United States to con duct additional training . FDA also has recently made GCP training available online . 

In the fall of 2009, FDA's Critical Path Initiative launched a Clinical Investigator Training Course targeted at 
medical professionals who participate in FDA-regulated clinical trials . This 3--day course includes lectures 
given by senior FDA experts an d guest lecturers from industry an d academia . It provides FDA's perspectives 
on new safety concerns, adverse event monitoring, compliance with legal an d ethical obligations of clinical 
research, and acceptable scientific an d analytic standards in clinical study des ign and conduct. See FDA's 
Clinical Investigator Training Course for further information . 

Throughout the year, FDA district offices co -sp onsortwo-dayworkshops with the Society of Clinical Research 
Associates (SoCRA). These conferences are entitled, •FDA Clinical Trial Requirements , Regulations , 
Compliance , and GCP Conference." FDA personnel from both the co-sponsoring district office an d 
headquarters participate in these workshops. Locations an d dates for future w orkshops are available at the 
SoCRA website @ FDA personnel , from both headquarters an d the district offices , also regularl y present at 
meetings of various professional organizations. In ad dition to SoCRA, these include the Drug Information 
Association (DIA), Public Responsibility in Medicine and Research (PRIM&R ), the Association of Clinical 
Research Professionals (ACRP), the Regulatory Affairs Professionals Society (RAPS), and others . 

FDA routinely collaborates with the Office for Human Research Protections and the Departiment of Veterans 
Affairs on regional programs focused on human subject protection in regulated research . Information about 
these programs is available at: 

The Educational Materials/Workshops page on FDA:s Good Clinical Practice Web site 
• The Conferences page on the Office for Human Research Protections V\eb site 

Both the Center for Drug Evaluation (CDER) an d the Center for Devices and Radiological Health (CDRH ) 
provide online training relevant to clinical trials on their respective websites . These training programs are 
accessible at CDERLearn an d CDRH Learn respectivel y. 

Other agencies in the Departiment of H ea Ith an d Human Services do provide training in this area : 

Online training on human subject protection is provided by the atice for Human Research Protections. 
• Clinical Research Training is a course deve loped by the National Institutes of Health to train its own 

investigators. It may be accessed by others to enhance their knowledge of clinical research . 

Finally, there are numerous references relate d to good clinical practice (GCP) an d human subject protection 
(HSP), available on FDA's website , including : 

FDA's GCP and HSP regulations found in Title 21 of the Code ofFederal Regulations, Parts 50 , 54 , 56 , 312 , 
and 812 
the preambles related to these regulations 
ICH E6 Good Clinical Practice Consolidated Guidance [261 KB PDF] 

• FDA Information Sheets for IRBs and Clinical Investigators 
Compliance Program Guidance Manuals 

• FDA guidance for industry: Finaliied documents an d draft guidance documents (and proposed 
regulations). 
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cri fcal req111ir emenI to econ.duct o research i nv o lving human s. bjects. 

Many co111ntries ha ve adop ed GC principles as laws andlor reigu :ns . 

The Food a d Drug A min isu-a ·oil"·s (FDA's ) reg la io s for e conduct of 

clinica l t · • which h ave been in effect since the 1Q70s, address bo GC P 

a:nd HS P . These FDA regulations and guidance documents a re accessib le 

from , is si ,e. 111 .e rnationa l GC P g idance docum ents on wh ich FDA has 

collabora!ed a d tha h av e been adopted as o • cia l F A guida ce are also 

be ound here. Fi:nal • this site includes l inks o other s ites rele van to the 

conduc:;t o • c r n· al !rials. bo nations ly and interns ·an ally. 

Bioresearch IMonitoriing 

FDA's bioresearch m on i o ring {BI MO} p ogram co:nd cis on-site 

inspection-s ofbofh d iil"cal and oncli:n" al s d ies pe.rformed to suppo 

researclh a d arke ·ng applica · slsubmissions to e agen cy . Links to 

the com pliance programs for each inspeclion type aru::t coI1i.aci. in formation 

for eacll Center's B IMO p· -ogram are a o acces.sible om this site. 

Offiice of Good Cllinical Practice 

------------------------~r stolem~, 00 

Sign __ up_ for-_Good _C linical _PracticeJHurnan _ S11bj,ect_ Protecti on_ e 

-mail! n ndates 

In The News, 

FDA a iiHI O RP Arloouricement 
to extend 1he comment period 
0111 1he draft guida111oe docum.91 . 

e111 titfed. • im.n:es o • IBStitutio al 
Review Board (IR Mee1imgs: 
Guidance ' r I stitutio s and 

RBs.' 

Mi Illes oi l ristitutiorial Review 
Board (IRB~ Mee1imgs: 

Guidance 'or I stitutiolls. and 
RBs {November 2□ HJ) 

Acceptam:e of Medical Device 
Cli ical Data '"rom Srudie-s 
Oollducted Outside 1he• U · ed 
States - Ora~ Guidarice far 

lldustry arid Food amd Drug 
Admiraistratioo Staff (PDF -

6 9KB) 

Use of Electro ic In · rmed 
OoBSenl il'l Clinical 

11ve-s1igatio1its. - Questioms d 

Answers {PDF - 110KB) 

FDA Arloo111i1Cement to extend 
ttr.e oommem period an 1he drafil 
guidance dac11mem e11.itfe:f 
1nfonned Cons I Information 
Sheer 

manned Co sent nfaffllatioo 
Sheet Guidance r IRBs, 
Cli ica[ hw est igator-s, a iiHI 

Sponsors (July 15. 2□ 14} 

FDA's SP/8 MO Initiative 
Aocomplishmemts: Update urae 

2014 

.. __________________________________ ___.I · Goad Clinrcal Practice: _ Previous. " I 1he N-s" Items. 

In Ju e :Nll!l9. FDA redesignect its w eb si .e. As a res II. some l!nks (URLs) 

embedded · hi n G uid,en ce documen s. Ru es, a d other dooom ents are 

no long:er valid . I ','OU fin,d a link tha oes no work, p lease try searching 

for the documen using the documen 's title . For addition,al assistance. go 

to r::._o.r.i~_c:il_f.'"_i::JP.-_- W e· apolog ize "or any i conven ienc e thicS redesign, m· h 

have ca1.1sed. 

Workshops and Meetings 

Contacl FDA 

3□ 1-796-83 □ 

gcp.queslions@fda_lllls..gov 

Office of Good Cl in ica1 IPracli:ce 
Food and Drug A.dminislration 

Office of Good Clini - Praeilice 
Office of Spe · M!....adical 
Program. 

1 □QD3 New Hampshire Ave., 

Compliance/Enforcement 

Implementation of CT.gov Databank 



www.fda.gov 

We’re here to help… 

Really!!!!!!!! 

Thank you! 
Bridget.Foltz@fda.hhs.gov 
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