
““Guidance for Industry: Validation of Procedures for Processing of Human Tissues 

and Drug Ad~~~is~at~~~ (FEL4) is announcing e availability of a guidance 

73uidame for ~~dust~: Validation of Procedures for Processing of Human 

for Transp~autat~~~~~ dated March 2002. The guidance ducu~~ut Is intende 

~~~~d al1 tissue establis ents that the current requirement to epare, validate, and fc11faw 

procedures to prevent infectious disease ~~nt~nati~~ or ~rvss-e~nt~nat~~n during the 

of human tissues intended for ~ansp~antati~n includes such ~nfe~t~~us disease agents as vi~s~s~ 

acteria, fungi, and wifX include transrnissibl[e spongifum en~epha~~~athy (Tab)-associated prions 

DATES: femoral ~~~~nts on agency guidance documents are welcome at any time. The agency 

is soliciting public ~~~e~t, but is i~ple~~nti~g is guidance documen imediatefy because 

of public health ~~n~e~s. l?DA is requesting that you submit with your ~~~en~s any information 

on specific methods ~u~~~tly used by tissue establis~e~ts to prevent infectious 

Cr~ss-cQ~ta~~ati~n 0 tissue during processing. 

t witted requests for single copies of the guidance to the Office of 

~~un~cat~Qn, ~~ai~~ng, and Manufacturers Assistarm (ALMS for Biologics 

valuation aad esearch (CBER), Food and Drug Ad~~nistrat~~n, ike, RwkvifXe, 

end bale self-addressed adhesive Iabel to assist t e office in prQ~ess~ng your 



he document may also be obtained by mail by calling the CBER Voice ~nf~~at~~n 

35-47U9 or 3~~-~2?-~~~~~ Or by fax by calling the nformation System 

at L-888-C AXCX-3 -827-3844. See e ~U~~LE~ENTA~Y INFURIATION section for 

e~e~tr~ni~ access to the guidance document.cubit written or efectranic comments on the guidance 

document to the ockets Management ranch (EPA-309, Food and Drug Adminis~at~~n~ 563 

ers Lane, rrn. 106f, Rackville, MD 20852. ~ubrn~t electronic cu~ents to http://ww~.fda~g~v~ 

FOR F~~T~E~ ~N~~~~AT~~N CQNTACT: Valerie A. Butler, Center for Biofogics ~va~uatiun and 

Researc -IT), Food and Drug Ad~nistrati~n, 1401 Rockville Pike, 

ncing the availability of a document entitled ‘~~u~dan~e far Industry: Validation 

ures for Processing of Human ended for Trans ated March 2002,. 

e document is untended to remind aff tissue establis~ents that the cu ent re~u~ement to 

prepare, validate, and fo low procedures to prevent infectious disease co~t~nati~n or cross- 

c~nt~nati~n uring the processing of human tissues intende for ~~splantati~~ (21 C 

)) includes such infectious disease agents as viruses, bacteria, fungi, and wiIf include 

Tag-associated prions as technology pro sses. Current regu~a~uns for human tissue intended for 

traasp~an~atiu 

s guidance is being issued in a~curdance with A’s good guidance practices regulation 

(21 CF S)* This guidance document represents the agency’s curt-e nking on the 

r~~edures flor pr~~ess~ng af human tissues intended for tra spfantation. It does not 

create or confer any rights far or on any person and es not operate to ind FnA or the pub 

An alte~ative approach may be used if such apprua satisfies the requirement of the applicable 

statutes an 



s soliciting public co ent, but is implementing this guidance document 

y because of the public health cvncerns related to the possible risk of infectious disease 

~onta~nat~on or cross-cvnta~nation during tissue A’s cu~ce~ is 

by recent reports from the Centers for isease Control and Preventivn about bacterial 

cvnt~na~un of musculoske~eta~ allografts associated with injury as weIf as death in recipients 

of these tissues MWR; 50(46): 1035-1036, ovember 23,ZOOl; 5 80-G 083, December 

A is .~e~uest~ng that you submit with your comments any infv~at~v~ on specific 

ods cu~ent~y used by tissue establis ments to prevent infectious disease ~unta~nativn and 

~rvss-~ont~nati~n of tissue during processing. IF;DA plans to have 

ditional guidance ~v~taining more specific re~o~endatio~s on 

validat~v~ metho 

Interested persons may, at any time, submit written or efectronic cv~~nts to the 

ranch (address above) regarding this guidance document. Two copies of any 

rnitted, except individuals may submit one copy. Comments should be 

e docket number fuund in the brackets in the hea ing of this document. A copy 

of the document and received comments are available for public expiration in the Dockets 

ranch between 9 a.m. and 4 p.m., Monday trough 



Persons with ac=cess to e Internet may obtain the document at either http~~~w~w.fda.gvv~ 

:~~www .fda.gov/v s~dockets~default.htm. 


