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Draft Guidance for Industry on Handlmg and Retentlon of Bloavallablhty and

Bioequivalence Testmg Samples; Avallablllty

ACTION: Notice.

SUMMARY: The Food _Eand Drug Administration (FDA) is announcing the
availability of a draﬁ guidance for industry entitled “Handlingand Retention
of Bloavallablhty and Bloequlvalence Testmg Samples Inspectlon of clinical
and analytical sites that perform bloavallablhty (BA) and bioequivalence (BE]
studies frequently reveals the absence of reservesamplesﬂat the testing facilities
where the studies are conducted. The draft guidance is intended to clarify how
to distribute test ayx.fti;cles and_referencen;sktandards to teeting faCilities, how to
randomly select reeerve samples, an‘d‘ how to retain reserve s‘amples.‘

EFFECTIVE DATE: Submit written or electronic comments on the draft guidance
by linsert date 30 days after date of publication in the Federal Register].
General comments on agency guldance documents are welcome at any time.
ADDRESSES: Submit ertten requests for smgle copies of the draft gu1dance to
the Division of Drug Information (HFD-240), Center for Drug Evaluation and
Research, Food and DrUg Administraticn, 5600 Fishers Lane, Rockville, MD
20857. Send one selfi—addryes'sedadhes”ive\ labdél”f to assist that office in processing
your requests. Submit written coinmen’ts‘bn the draft gu‘i’dance to the Dockets

 Management Branch (HFA—BOS) Food and Drug Admlmstratlon 5630 Fishers
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Lane, rm. 1061, Rocikvﬂle,' MD. Submit éleCtrOnic cominenté to http://
www.fda. gov/dockeéts/ecomments.,‘Sée the SUPPLEMENTARY IkNFORMATlON”Section
for electronic accessjto the draft guidance document.

FOR FURTHER INFORMATION CONTACT: Martin Yau, Center for Drug Evaluation and
Research (HFD—45),fFood and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-5458.

SUPPLEMENTARY INFORMATION:

I. Background

- FDA is announcing the availability of a draft guidance for industry entitled

“Handling and Retention of BioaVai‘Iabil‘ity and'BiuéquiVéléuC‘e"Testing
Samples.” Followmg the generlc drug crisis in the 19803 FDA 1ssued
regulations to deter p0331ble bias and fraud in BA and BE testmg by study
sponsors and/or drug manufacturers (58 FR 25918 , April 28, 1993) In the
preamble of the final rule, the agency stated that the study s sponsor should

not separate out the ;reserve samples of the test 'darti'cl'e and reference standard
prior to sending the drug product tothetestmg féc'il’ikty.” This is to ensure that
the reserve samples are in fact representative of the sa:me:b'atch’és prOVidéd |

by the study sponsor,for the testing. FDA’s Division of ‘Séi“éritffi'c InVeStigati(‘)nS”
and field investigators from the (f)ffibé of Regulatory Af”féiirs' conduct
inspections of chmcal and analytmal 31tes that perform BA and BE studles for
sponsors and/or drug manufacturers seeking approval of generic and new drug |

products. A frequent finding fro‘mthe’s‘e inspections is the absﬂence of reserve

samples at the testinig"facility.wThié draft guidance clarifies t‘hé‘réspéhéiBilﬁti‘é‘é‘ o

of the involved parties for retention of samples used in BA and BE studies.



It includes recommendations for sampling techniques and responsibilities in

various study settings.

This draft guidénce’is being issued consistent with FDA’s good guidance =~

practices regu]ationf(Zl CFR 10.115). The draft guidance, when finalized, will

represent the agency’s current thinking on retention of BA and BE testing

samples. It does notécreate or Confer any‘yrigh‘ts for or on any person and does
not opera’te’ to bind FDA or the public. An alternative approach may be used
if such approach satisfies the requirements of the applicable statutes and

regulations.
II. Comments

Interested persoinvs may submit to the DocketsManagement Branch(see o
ADDRESSES) written :cvomments on the draft guldance Twocoples of malled B

comments are to be submitted, except that individuals may submit one copy.

Comments are to be ;idemified with the docket number found in bracketsin

the heading of this document. The draft guidance and received comments are
available for public examination in the Dockets Management Branch between

9 a.m. and 4 p.m., Monday through Friday.




Persons with access to the Internet may obtain &e document at htipf/ /
www.fda.gov/cder/guidance/index.htm or http://www.fda.gov/ohrms/dockets/
default.htm. o N
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Senior Associate Commissioner for Policy, Planning, and Legislation.
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