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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration d M Q

[Docket No. 2006D-0108]

Draft “Guidance for Industry: Informed Consent Recomme‘ndations for

Source Plasma Donors Participating in Plasmapheres”is éhdlmmunization

g Programs Avallablllty

AGENCY: Food and Drug Admihiétraﬁon, HHS.

ACTION: Notice.

SUMMARY: The Food énd Drug Administration '(FDA) is ’annroun.cing’ the
availability of a draft document entitléd “Gdidancevfor Industry Informed
Consent Recommendations for Soui*ce.Plasmé DQI}QIS,Ei?i\If’EiQiPaﬁDS in
Plasmapheresis and Tmmunization Pr‘dgrams,” dated April :200_6_, Thé draft
guidance document further explainé the requirements on ili‘f,orm‘ed consent as
they relate to plasmapheresis and immunization programs. The draft guidance
‘document is désigned to assist blood estab]ishlhents planﬁing to apply for
licensure or those revisﬁhg their existihg informed cohsent forms in
determining whether the ddcuments include all the appfopriate information.
“This draft gdidéﬁce, when finalized, will supersede the draft guidance
‘doc_ument entitled “Draft Reviewer’ s Guide‘:;In‘fo_rI{le Consent for s

_ Plasmapheresis/lmmunizationv," dated OctObeleQS,.

DATES: Submit written or e‘lectionic'comments,on,,th\e, draft guidance by [insert
date 90 days after date of publication in the Fedefal Register] to ensure their
adequate consideration in the’ prgpaiation of the final guidance. General

comments on agency guidance documents are welcome at any time.
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ADDRESSES: Submlt written requests for single Coples of the draft gmdance to

| the Office of Commumcatlon Tramlng, and Manufacturers Assistance (HFM——
40), Center for Blologlcs Evaluation and Research (CBER), Food and Drug
Administration, 1401 Rockvﬂ]e Pike, Rockville, MD 20852-1448. Send one
self-addressed adhesive label to assist the offlce in processing your requests.
The draft guldance may also be obtamed by mail by Calhng the CBER Voice
Informatlon System at 1—800—835—4709 or 301-827-1800. See the |
SUPPLEMENTARY INFORMATION section for electromc access to the gu1dance
'docnment.

Submit written com'm,,en_ts_on the draft guidance to the Division of D‘ook’ets
Management (HFA—-305), Food and Drug Administration, 5630 kFiAshers Lane,
rm. 1061, Rockvlille,‘MD 20852. Submit electronic comments to http://
www.fda. gov/dockets/ecomments |
FOR FURTHER INFORMATION CONTACT: ]oseph L. Okra31nsk1 ]r Center for
Biologics Evaluation and Research (HFM—J 7), Food and Drug Admmlstration,
1401-. Rockville ‘Pik’e, suite 200N, Rockville, MD 20852-1448, 301-827-6210.
© SUPPLEMENTARY INFORMATION:

I Background

FDA is announcmg the availability of a draft document entltled “Guldance o

for Industry: Informed Consent Recommendations for Source Plasma Donors ,
Participating in Plasmapher931s and Immunization Programs,” dated Apnl
 2006. The draft guldance further explains the reqmrements under part 640 (21
CFR part 640) in 21 CFR 640.61 for the informed consent forms for the donors
~ as.they relate to plasmapheresis and yi,m‘mun'i’zation programs. The information
in the draft goidance will assist thoee es-taolishments applying for licensure

as well as those establishments that are revi'sing their existing informed



.consent forms. The draft guidance discusses information that is recommended
for the informed consent forms. This information includes, but is not limited
to, the following: Clarity of the language in the mformed consent form, length
and frequency of the procedures p0351ble adverse reactions srde affects that
may occur, opportunltres to ask questions and dlscussron concernrng Acquired
Im:munodeflciency Syndrome (AIDS) Also discussed in the draft guldance is
the use of a separate informed consent form for a donor who is participating
in an immunization program including one which involves an Investigational -
New Drug (IND), and its recommended informational content, snch as the
discussion of the general risksand precautions involved, and suggestions for
the health and welfare of the participants. This draft guidance when finalized
‘will supersede the draft guidance document entitled, “Draft Reviewer’s Guide:

Informed Consent for Plasmapheresis/Immunization,” dated October 1995.

The draft guldance is being issued consrstent with FDA’s good guidance
practlces regulatlon (21 CFR 10.115). The draft guldance when flnahzed w1ll
‘ represent the agency s current thlnklng on thls topic. It does not create or
confer any rights for or on any person and does not operate to bind FDA or
~ the public. An alternative approach rnay be used if such approach satisfies
the requirements of the applicable statutes and regulations.
1L Paperwork Reduction Act

ThlS draft gurdance refers to previously approved collections of
information found in FDA regulatlons These collections of 1nformation are
subject to review by the Office of Management and Budget (OMB) u_ynder the
| Paperwork Reduction Act of 1995 (44 U.S.C. 3}5}01——35_20). The collection of
information under §§ 640.61 and 640.66 was approved under OMB control

number 0910-0116.
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111. Comments |

The draft guidance is being distributed for comment purposes only and
is not intended for 1mplementat10n at this time. Interested persons may submit
written or electronic comments to the Division of Dockets Management (see
ADDRESSES) regardlng the draft guldance Submlt wntten or electromc
comments to ensure adequate Con31derat10n in preparatlon of the final
guidance. Submit a smgle copy of electronlc comments or two paper copies
of any mailed comments, except that individuals may submit one paper copy.
Comments are to be identified with the docket nuinber found in the brackets
in the heading of this document. A copy of the guidance and received
comments are available for public eX'aminatiioni’n the Division of Dockets
Management between 9 a.m. and 4 p m., Monday through Fnday
IV. Electronic Access

Persons with access to the Internet may obtam the guldance at elther http :/
/www.fda. gov/cber/guzde]mes htm or http: //Www fda gov/ohr:ms/ dockets/
default.htm.
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Jeffrey Shuren,//éy/ (

‘Assistant Comv{ssioner for Policy.
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