DEPARTMENT OF HEALTH AND HUIOIAN‘”QERVICES /\)\3% i B E (42
isplay Date L Xb "0

Publication Date “A)-02
- Certfier_\X . [ EDESMA

ey

Food and Drug Adm|m§tria;};onm 3

[Docket No. 02D-0320]

 Draft Guidance for Industry and jC,Ii'niéél"‘In”\iés"t‘fifgé‘tbrs on the Use of Clinical

Holds Following Clinical Investigator Misconduct; Availability” =

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Admlmstratlon (FDA) is announcing the

" availability of a draft guldance for 1ndustry and clinical lnvestlgators entitled
“The Use of Clinical Holds Following ChmcaI Investlgator Mlscon_duct.” This
draft guidance provides information on FDA'’s use of 1tsauthor1tyt01mpose o
a clinical hold on a study if FDA finds that a chmcal inVéSttigator -(‘:On‘du(":)t‘ihg |
the study has committed serious violations of our regulations pertaining to
clinical trials involving human drug or biological products or has submitted
false information to FDA or to the stlidy’s spohsoi' in any rep‘okrt‘.‘ The draft
guidance is intended to inform inferested pers’ons of the circumstances in
investigator’s misconduct and the ksteps we mlght take to protect human
subjects from investigator misconduct.

DATES: Submit written or electronic comments on the draft guidahce by [insert
date 90 days after date of publication inthe F édei‘él"Rég’iS‘t‘éﬂ;‘ General
comments on agency guidance documents are ‘welCome at any time.
ADDRESSES: Submit written requests for single COpleS ~of the draft guidance to

the Division of Drug Informatlon (HFD——240) Center for Drug Evaluatlon and

| | By 77/
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Research, Food and Drug Adminis.jtrati:(‘)h,’ 5600 Fishers Lane, Rockville, MD
2085 7, of tb thé Ofﬁce of Communlcatlon, Tralnmg, and ‘I\'V/'I/é’r‘xufact"l:ﬁefsv ”
Assistance (HFM—40), Center for B10]og1CsEvaluat10nand ’R'es‘earc.kh, Food and
Drug Administration, 1401 Rockville Pike, Rockville, MD 20852-1448. Send
one self-addressed adhesive Labélwto aSSlstthGOfflcem PTOCBSSihg your
requests. Submit written Comme;ntsgnjhe ,\,d,ir,aft guidance to the Dockets
- Management Branch (HFA—305]:, Food and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852. Submit electronic comments to http:/

/www.fda.gov/dockets/ecomments. See the SUPPLEMENTARY INFORMATION

section for electronic access to the draft guidance document.
FOR FURTHER INFORMATION CONTACT: ==

Rachel Behrman, Center for Drug Evaluation and Research (HFD-40), Food
and Drug Administration, 5600 Fishers Lane, Rockville, MD 20857, 301
594-6758; or ‘ |

Stephen M. Ripley, Center for Biologics Evaluation and Research (HFM-
17), Food and Drug Administration, 1401 Rockville Pike, Rockville, MD
20852-1448, 301-827——62&0- |

SUPPLEMENTARY INFORMATION:
I. Background

FDA is announcing the availability of a draﬁf‘t guidance for industry and
clinical investigators entitled “The Use of ,Clinipql H,Q,lmds‘FQllpwiﬂng Clinical
Investigator Misconduct.” The draft guidanéé pyrovide's information on our
authority to impose a clinical hold on a study if we find that a clinical
investigator conducting the study has Commﬁitted serious violations of our

regulations pertaining to clinical trials involving human drug or biological



; :
products or has submitted false ;information to {13'01“ to the study’s SponSor
in any report. The draft guidance 1s i,ntended to;infofrﬁ interestéd persdns. of
the circumstances in which we may impose a clinical hold following the
discovery of a clinical investigator’s misconduct and the steps we might take
to protect human subjects from investigator misconduct.

This draft guidance is being issued consistent with FDA’s good guidance
practices regulation (21 CFR 10.115). The draft guidance, when f’i‘nalized, will
represent the agency’s current thinking on the use of clinical holds to protect
human subjects following clinical investigator ﬁiiSConduct in a clinical trial
of a human drug or biological product. It does not create or confer any rights
for or on any person and does n@t operate to ibihdﬁusor the public. An
alternative approach may be used if such approach satisfies the requirements
of the applicable statutes and regulations. As with other guidance documents,
we do not intend this document to be all’-jncglustive; and we caution that not
all information may be applicable to all situations. The document is intended

to provide information and does not set forth requirements.

II. Comments

- We are distributing this draft document for comment purposes only, and
do not intend to implement it at’ this time. Interested persons may submit to
the Dockets Management Branch (see ADDRESSES) written comments regarding
this draft guidance document. Two copies of any comments are to be
submitted, except that individuélsmay submit one copy. Comments should
be identified with the docket number found in.,bragkﬁ,miﬁ the heading of this
document. A copy of the draft gﬁidanvce and :regei‘\(,ed _gomfn,ents,, .aré, available
for public examination in the Dockets Managenient Branch between 9 a.m. and

4 p.m., Monday through Friday.



* IIL Electronic Access
Persons with access to the Internet may obtam the document at http /]

www.fda.gov/cber/guidelines. htm o

Dated: 7 ‘ 8\ 02/ ;

July 8, 2002.
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