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FDA ISSUES ORDER TO RECALL AND TO PREVENT
FURTHER USE OF HUMAN TISSUE PROCESSED AT
CRYOLIFE, INC

The Food and Drug Administration (FDA) has ordered Cryolile, Ine. ("Cryaiife™ of Kennesaw,
Ga., 8 human tissue-processing firm, to recall distributed hurnan tissue processed fram
Octobar 3, 2001, to the present. Under the order, the firm must alss withhold from the markst
mmmmmamam.ﬁmumwamm&mdm
that ife cannot ensure that the human tissue it processes for ransplantation (s free from
fungal and bacteria! comaminants. .

Tissue from a doner proossesed by Cryolife on and after Oclober 3, 2001, hag baen associated
with the November 7, 2001, death of a patient who recaived a soft tissue implant during //
reconstructive knee swgery.™

thmnmmlypmmm&mwmarﬁmmm
processsd by Cryolife, ik sende a clasr signal that stands ready ©© teke whatever sotion ls
nacessary to ansura the safety of human tissue,” said Dr. Laster M. Crawford, FDA Depuly
Commissioner.

During ite inspection of Cryolifa from March 25 through Agril 12, 2002, FDA found numeraus,
significant viclations of FDA mgulations. FDA iksued 8 werning latier to Cryolife on June 12,
2002, aher determining, amon w:mmmwmmmwmmm
ite validation of proceesing ng mathods, nor implamanted recommandalions @
for Disease Control and Prevention (CDCT}. or any other procadures, 1o enaure that
ﬁmpfmbymﬂmlnmtmm.
After determining that Cryolife had falled to tuke adequate govective measures 1o address
possibie lnfncﬁ?iudmn contaminstion of tesue in inventory and distribution, and after
reviewing information provided by the finm in response to FDA's wamnings, FDA issued the
pregent order. '

Current lederal regulations for human Yesue require firms o prepans, velidate, and follow _
written procaduras (o prevent infectioys disease contamination or cross-contamination during
tissue processing. Oonhninaﬂmnuybaqudbysvmdmm

including virusea, becteria, Ringl, and iransmissibie spongiform encephaiopsthy (TS
aesocisted prions.
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