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1to 28, 2000 a“ ~~~~tijator fmm@rm”’mndtict4 an Inspection of your
unl~cen~ hospital blood bank tocated at Road # 349L’@fi Las Mesas, Mayaguez, PR, The
investigator cfocumen~ deviations fmm the Cumnl Good Manufactulng Practices (GMP’s) for

Blood and Components, Title 21, Code of,Fede[al wtims, part 606 (21 CFR 606), General
Biological ProductsStandards(21 W~,&l~).and AddKotial ~\~n~@s for HumanBlood and Blood
Products (21 CFR 640). ~ese deviatlonicause ~e66d and f31&d products manufactured and
tested by your fl~ to be adulkrated w~n (~~ me%i~~bf’$klib~501 (a) (2) (b) of the Food Drug
and CosmeticAct (M6 Act), ‘; ~~ :-.. ~~ !;~.. ,.,:. .7..:,.... .II$t,y ,
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1, Failure to restrict the use of blood that tes[ed positive for hepatitis B surface antigen as
mquikd by 21 CFR 610,40(c)& (d) in that ‘

Red Plood Cells km Whole Blood unit ##018585, which was initially reactive for HBC antigen,
were transfused to a patient in the hospital on 125/99. The unit was subsequently tested and
found to be reactive for HBC by confirmatory test on 12/1089.
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-.”. ‘.’ 2, Fai[um to have adequate crosshatch testing controls [o assure that units of correct group and
type @reIssued to recipients as required by 21 CFR 606.151, For example:

Unit # 54KF91822 of’0 positive” Red Blood Cells was transfused to a ~ipient with an “O
nagative’ group & type on WI 1~9. Investigation jnto the incident found the technologist
performing the wssmatch failed to test the recipient’s sample for group and type anti/or failed
to chink the previous cmssmatti records for the same recipient,
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:“ 3. Failure to follow Standard Op@~a~ng’%edutis for’he ksting and storage of Whole Blood

“ and components as required by 21 CFR 606,100. For example;
F
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Y The SOP entitled Procesamiento De Las’ Pintas i)e Sanare Para Ser Transfundida~

r

+?-.,;.“ ~rocessin~ of Blood Units for Transfusion) mquims that units which test initially reactive for:.’.+.:,”,, one or more vinl marker tests be plaoed in biohazard bags on a separate shelf of the blood
.,,..’..
~~’ storage refrigerator which is marked with the s~n; ‘blood without testing’. This procedurewas

not followedfor unit #018585, discussed in ##ld ~ Ietkr. ‘”
., .$

The same SOP also requires that the donor-testing logbook be checked by a smnd medical
technologist prior to labeling. This step also wasn~ pe~rmed for unit# 018565.

i::::
l’.

The above identifieddeviations are not intended to be an all-inciusive list of deficiencies al your
facility. [t Is”your responsibility to assure that your establishment is in compliance with all
requirementsof the federal tigulatihs. ,

You should take prompt measures to correct these deviations. Failure to pmmptiy Mrrect these
deviations may resuit in regulatory action without further notice. SUoh action inciudes seizure
andor injunction.

oPiease noti~ this office in writing, within 15 working days of receipt of this ietter, of the specific
steps you have taken to correct the noted vlola!ions and to prevent their ~urrence. If corrective
action cannot be mmpleted within 15 WoKlng days, state the reason for the delay and the time
within which the correctionswIIIbe completed,

Your repiy should be sent to the address on the letterhead above 10 the attention of Mary L, .
Mason, Compliance Officer.

Sincerely,
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1 ‘; ,’/ , Mildred R. Barberj{y., .. District Dlmtor .‘,!.:..,,‘i‘“-r,;,.,L
;3::1::: ‘ CC; Gerardo ktoni, M,D. ~.,

Blood Bank Medical Director
Beiia Vista i=iospitaiBloodBank
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