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Summary of Findings
This limited inspecticn of New York Blocd Sesrvices was conducted as
part of the NYX-DC Cctober 13926 Workplan, to verify corrections
promised by the <firm in their response to the Warning Letter
received during the 8/25....12/9/%4 inspection. However, due to
several developments that surfaced at this firm, a limited
inspection was conducted, as it cnly covered the firm’s Component
Lab, Viral Testing Lab, and the Olympus Laboratory. Cn Octocker
29,1996 an FDA 482 was issued and credentials were presented tc
Bennie Lupo, Director of Quality Laboratcories, by investigators
Evelyn Taha and Jacgueline Tiaz-Albertini. Cn November 2,19%¢
Investigator Peter Arel joined the inspection. Credentials wers
presented and an FDA 482 was then issued to Mary Jo Anzel, Director
of Central Laboratory. Cn XNovember 22, 19926, Investigator Joan
Loreng, <from PHI-DO joined the inspection. Credentials were

presented and an FDA 482 was issued to Bonnie Lupo, Director of
Quality Laboratories.

The previous inspecticns of 8/94 and 2/96 revealed significant
deficiencies relating to but not limited to the following; Re-
reading cf plates on the ol ' . % sed to verform
the HTLV-1,” HIV 1/2, and o Surface Antigen assays.
Plates were” routinely re-read without any written prccedure
addressing the criteria under which a ate should be re-read or a
cdocumented explanation for the re-read. The firm routinely failed
to maintain data for the HIV 1/2, Hepatitis B Surface Antigen, and
the HTLV-1 assays. Lack o©f security throlghdut ' the computer
autcmated test systems in that with the SRSttty
version qiis and JMMll§ Used to perform the HCV and Core assays,
technologists were able to pre-screen cptical densities of the
controls using the "scan plate only" option. Pre-viewing optical
densities in cases where the OD’'s of a control is out of range,
aillows technologists to manipulate micro-plate controls instead of
voiding the entire plate and re-running the test. Failure to
maintain standard operating procedures for various procedures
including but not limited to, managerial review of test data,
invalidation of test results for assays performed in the Olympus
laboratory which verforms syphilis, ABO/ RH and CMV testing,
traceability of test tukes that have been mis-scanned,
Qualification of the in-house reference control used in viral
testing and the editing of plates on the YWNINNNEEENR: - cq
test system which is used for the assay of viral markers HCV, HBC
(Core) and HBsAg (in 1991). The firm received a warning let+-
dated 3/17/95 for this inspection
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guality control check for the , which is the
computexized monitoring of temperatures for various eguipment
through out the laboratory.
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An FCA £33 was 1issuesc to and Jdiscussed with Jennl Lee Rebing, Vice
President/Responsible Head Blccd Cpreraticns and other members of
management on 12/20/%6 vertaining to these deviations.

Respcnses were made To some roi

nts, which are noted, and manacemant
[

informed us that they would respcnd in writing.

Samples Collected

Physical sample numbers 97-731-262/364 were collected as contrcols
for sample numbers 97-751-361/3€63 which contained 3 units of
Reccvered Plasma collected during th insrecticn cc cetermins
whether the samples contained the additive solution, 2dsol In
addition, physical sample of Immune Glckulin in Intravencus
(Human) 5% Soluticn, Solvent Pleter mrters 97-751-
01...%13 were collzcted at il er CRER
assignment, dated Decerber Ti-HIV,
anti-HCV and HBsAg.
Persons Interviewed and Administrative Procedures
Cn Octcker 29, 1596, Investigators Zvelyn Taha and Jaccueline Diaz-
Albertini Dresenued credentials and issued a Notice of Insrecticn,
FDA-482, tS Ms. Bonnie (NMI) Lupo, Directcr I Cuality
Laboratories, New York Blood Center/Blood Services Lakoratory, 150
Amsterdam Avenue, Nsw York, NY 1C023 Ms. Lupo sgated that cduring
the absence of the Medical Direct r/QeSDCWSlble ea Celso Biance,
M.D., she was authorlzcd to =ccept the FDA-482. Credentials were
also presented to the follcwing individuals: Mary Jo Anzel,
Director of Central ;aooratory facility, and Beverly (NMI;

Williams, Manager of Quality Control.

On November 2, 1996, CSO Peter Abel, and on November 22, 1996, CSO
Joan A. Loreng, joined in on the on-going inspection. Ms. Bonnie
Lupo assisted us throughout the inspection, and provided us with
most of the information in this report. We were provided with
information relevant to daily laboratory cperations by the
following persons:

Mary Jo Anzel - Director of Central Laboratory facility - She
reports directly to Jenni Lee Robins, Vice President ard
Responsible Head of Blood Operations.

Joseph (NMI) Gardner - Manager for Special Project - He

reports directly to Mary Jo Anzel.
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Katherine (NMI) Seswvery:n ~fanagexr coif Compenent Lalcraiory -

- 3 -~ =~ | A4 - s - 3
She reports directly to taryv Jo Anzal
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Rancy Spiro Assistant Mansger/Data Management - She rsports

Y =l
34 bl , - 7 =
directly to Mary Jo Anze.

The follcwing informaticn pertains tc the current ewplcyees that
were 1lnterviewed curing chs inspecticn in the cresence of
managemant. In scme cases thza New York Blcoa Center Attorneys wersa

alsc present.

Cn Novempber 18, 1995, at 1:45 7M, the following NYBS employees wers
interviewed regardirg laboratcry practices at the Virology Testing
arsa. Present dur;ng this interview were: Mary Jo Anz=2l, Director
cf Central Lab facility and Zcnnie Luge, Directer of Zualitv
Labcratory- lso present wers CSO0's Zvelyn Taha, Peter Akel, and
Jaccueline Diaz-Alkertini

nterviewed during tnha 8:00 2M to 4£4:00 AM Shift were
Mr. Ignacio Ayala - a Technclcgist for 24 years
Ms. Jean Williams - 2 Technician For 10 yvears
Mr. Gaspard Benjamin - a Technolcgist for 23 years
Ms. Randy Splro - Data Manacger, worked for NYBS since Januar vy 19893
Mr. Teoiilo Makalintal a/k/a "Tec" - a Supervisor, workxed for NYBS
for 25 years
Cn November 19, 19945, at 11:30 AM, the folldwifig NYBS employees
were interviewed regarding .zboratcry practices at the Virology
Testing area. Present cduring this interview were: Miriam Sparrcw

and Steve M. Byers, Le
present were CSO’s zZv
Albertini.

al Ccunsel for New York Blood Center. Alsc
lyn Taha, Peter Abel and Jacgueline Diaz-

Interviewed during the 8:00 2M to 4:00 AM Shift were:

i

Mr. Ignacio Ayala a Technoclogist for 24 years
Ms. Jean Williams - a Technician for 10 years
Mr. Dario Hernandez - a Technician for 5 years

On November 19, 1955, at 10:30 PM, the following NYBS emplcyees
were interviewed regarding laboratory practices at the Virology
Testing area. Present during this interview were the New York
Blood Center’s Legal Counsel, ¥Miriam Sparrow, Robert P. Charrow and
CSO’s Evelyn Taha, Peter Abel and Jacqueline Diaz-Albertini.
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Interviewed curing the £4:00 =¥ ¢ 12:00 AM Shiftc were

Mr. Dawcod Khan - a Technologist for 17 years

Ms. Roger Jonhnson - a Technician for 2 years

Mr. Ernst Prcprnete - a Technician for 20 vears

Interviewed during the 11:00 FM to 8:00 AM Shift were:
Ms. Rosa Gonzalez - the current Shift Manager and a lakoratcrv

employee of NV=S since 18

Mr. Eleazar lManiago a/kx‘a "Jcey" - Assistant fanagery Icor tThe
- = - - -~ TTY - -~ = v - - = -~
rast 5 years and a NYZS =mplicyee Icr 13 years

Mr. Patricio Maldecnacdo - Surervisor for the 5:00 PM to 1:00 2M
Shift

Mr. Chito Macrarangalan - a Technologist for the 4:00 ZM tc
12:00 AM 8hifc
Ms. Kalpana Patel - a Technclcgist for the 4:00 EM to 12:00 2
Shifg
Note trnat tChe abkcve emplcysss received instructicns frem NVEC
Maragement that 1f approached oy the FLA inspectors, they ! tn=e
right to refuse or decline tc e interviewed

Please note that the interviews of current, as.well as
emplcyees of NYBS, regarding unscrupulous testing practices, we
conducted off-site during the month of November 1995.
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Individual Responsibilities

310 East 67th Street, New York, NY 10021 is the most responsible
person. He was not available during the inspection and he was not
present during the discussion with management.

Dr. John Adamson, President cf New York Blood Center, located at

Ms. Lupo provided us with the current NYBC/NYBS Organizaticnal
Chart (Exhibits T1 & Tila). The most responsible person for the
NYBC/NYBS Laboratories is Dr. Celso Bianco, Medical Director. He
was not available during the inspection, but was present during the
discussion with management.




According to Bonnie Lupo, th2 Iormer Medical Director for the
1abcra:c;y, Dr. Merci n the firm iIn 1955.
Sukssguently, Dx Celsc bl the pcsicticon and
respensipilities as  Medical Director fcor the XYEC testing
laboratories (Center West and Center Zast) Bennie _urc stated
that Dvr. Celso Bianco's resgensibilities are: Attends tc any
medical issues and discussions for the laboratoryv. e Is
respensible for the review of the laborateory SCP’'s and signs oZI con
2ll cf the Standard Crerating Prccecdures for all the lakcratcries
Dr. Bianco reports to Dr. Jchn Adamscn, Presicdent of XN¥Y3C Inc
Bennie Iupvo - Directicr Quality Laboratcries, stated that she is
respcnsible for the review of the laboratory Q/C SOPs, and attends
lapboratcry cperaticnal meeting Part of her duties zre To servs
as the FDA Liailscn ¥s. Luro repcrts to Jenni Lee Rciins, Vice
Fresident.

Yarv Jc Anzel - Dir=actor ol statec
that shs is the currsnt Dire lace I
the former Director ci Centrz noMarcn
1895, ¥s. Anzel stated th nagers,
including the Long Island Blc irectlivy
to her She is xrespcnsible ive and
technical da%¥-to-cday cperatic: cility
Acccrding to Mary Jo Anzel, the follecwing perscnnel nhas a EC
terminal at home with an access level cntc Safeblood, with regards
to testing, component reports, void reactive, woid, duplicate and
transmission of reactive in Safeblood.  They are Jce Gardrer,
Bonnie Lupo, Jay Valinsxky, and Rcsa Gonzalez.

She furtcher stated that 1if a technologist re-reads a plate, the
technologist will have to call her at home via telephcrne for an
approval. Ms. Anzel further stated that Joe CGardrner, Manager of
Special Projects has the same functions as hers, and that Joe
Gardner can handle any lab problems. In additiocn, Mr. Gardner can

log into Safeblood from home, and that he would be able to void a
reactive and void any duplicate transmission.

She further stated that she and Dr. Jay Valinsky, Director of
Scientific & Technical Services are the only individuals that can
delete reactive transmissicns in Safeblood. She reports to Jenni
Lee Robins, Vice President.
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Jav =. Valinskyv, Zh.D - Dirvector o©f Scisntific and Technical
Services 1s the assigned (Cuality Directeor for the Center Wes:
Larcoratcry. His responsibilities are: To =ensure all labcratory
CA/Regulatcry recuirsments are met; monitor the effectiveness and
e2fficiency cf the process. He is responsible for tne day-toc-day
cperations of the guality control personnel Ee rsrorts to C°r
Celso Bianco and Jenni Lee Rcbins
Carol A. Brcown - Quality Marnager - Ms. Brown'’s primary cduty staticn
is New Jersey Blcod Services, put she is typically at the New Ycrk
Blocd Services 2 cays each ws2ex. Acccrding to Ms. 2rcwn, scme cf
her vrespcnsibilicties are <tTo conduct in-house audits c¢f the
laboratory; assist in training technologist(s); monitcr lakoratory
prccesses and assist in the review of the S0P Manual. Ms. 3Brown
reports to 3Bonnie Lupro, Director of Quality Labkoratoriss.
Jenni lee Robins - Vice Presicent, Bloocd OCOperaticns/Respcnsible
Head, is responsible in develcping the company’s gquality program,
including policies, rlans, organization and procecdures. She has
the full authority to make decisicns and take action necessarv o
carry cut the respensibilities assigned. In addition, she is fully
accountable for <the fulfilliment cf respcnsibilities and their
prcpey intefpretation Ms. Rokins repcrts to Dr. Celso Rianco and
Dr. Jchn Add&mson
Joseph Gardner - Manager of Srecial Projects - According to NMr.
Garcdner, he 1s respcnsible fcor reviewing the service attendance
report; oversees the cleaning of the labkoratory instruments;
regponsible for the disposal of reactive sample tubes; works with
Abbcott and Ortho ccmputer ccnsultants. Mr. CGardner reports to Mary

Jo Anzel.

Randy Sviro - Data Manager 1s responsible for the validation for
all software system upgracde; coordinates the training for the
computer software validaticn. She oversees the Safeblood for
Management Information System (MIS). Ms. Spiro stated that she is
one of the supervisors that works on week-ends, or as needed. Ms.
Spiro reports to Mary Jo Anzel.

Katherine Sewvrvn - Manager cf the Component Lab, stated that she
is responsible feor the day-to-day technical operaticns of th
Component Lab. She also updates and reviews the SOPs. She reports
to Mary Jo Anzel.
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Issue involving Recovered Plasma containing Adsol.

The NYX- hO I)1 tl;CZ
Bvaﬁcn S

e I,

r, it nta'rs add itional acenine
ed for newborns. Consequently, in
instances where hcspital reguests RBC’s without Adsol such as PEDZI
Packs, Adsol remains in the satellite bag intended for plasma.
Since NY3S collects Adsol free RBC's only from'clesed system Triple

and mannitol which is not indicat

blood collection racs, plasma =
Adsol, platelets in platelet o
bag. According to the firm

ds up 1in the o¢asma bag with 100 =l
g and R3C’s in primary collection
n cases where platelets are not

separated, platelet rich pins :a 1s expressed into platelet bag
(without Adsol and plasma kag with 100 ml unused Adsol is
discarded) . (see Exh #P18 & #P19 normal and PEDI Pac procedure to
separate components from whole blood) .

A P AT A DR . The firm
asma containlng 100 ml. Adsol per bag € O <@

in case where plasma is recovered from whole blood drawn
into triple AS- WCollcctlon Bags (Barcode 53) (Exhibit #p9,
pages 4-6).
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Cn November 5, 1995, during the inspection, nvestica
Apel and Jacqhellra Diaz-Alpertini cbserved compenent
Patrick Shakes demcnstrate hew platelet rich plasma
Plasma) is made frcm a CPD-1 unit. A CPD-1 unit is a unlt cf w*
blood which is collected in a blood bag which contains the an
coagulant CPD. Jsua?ly the units used for rprediatric transfusions
are those red cells which do nct contain the anti-cocagulant Adsol.
The anti-coagulant used in these units are CP2D. These CPD units
are collected in a cri !
These triple blecd »
whole blood is collected
which contains the 2dso
product is macde. n
anti-ccagulant A
bag containing the :
bag is used-if platzsle=cs
—_—
During the observazicn of this ¢
from this CPD unit, = e
addressed the prepar
can contain up to 1¢

et
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The firm uses double (Barcode 52), triple (RBarcode 53), and g
(Barcode 54) Wil blood collection bags (Exhibit #P9) howes
only triple collection bags are used for PEDI pack ccmpon
separation.

NYBC has a Short Supply Agreement withw to supply
Recovered Plasma, Frozen and Liquid (Exhibit #P10) The agreement
cdoes not have provisicns for Qhlpplng Recovered Plasma contalnlng
Adsol. Furthermore, product is not 1labeled to contain Adsol
(Exhibit #P11 - Examples of Recovered Plasma, Units #6744948,
#6738174, #7629018, #6744961, containing 100 Adsol, and Exhibit
#P12 - Labeling fo* Recoveved Plasma Bar Code 19801 19601, and
19501, with product insert).




NZW YCRK BLCCID z
153 AMSTERDAM AVENUE
NZW YORK, NY 10023

51 10/29...12/2¢0,/25

ET, JT, JL, FA
Examples of Recovesraed Plasma collected into satelilicte bag after
Adsol was sxpressed into primary R2C rag thus reccvered plasma
would contain conly individual Acdsol, is Exhibit #p13, rages 1,3,
and 4 - Unit #6733715, and =26745380. Recovered Plasma collescted
W cl as Un #6746332 1is submitted as
z ent of Recoverasd Plasma to
pit 3P1l4. nly Reccvered
1d ceontain 100 =L Adscl per

> orovidsd summary of shipment c¢f Reccvered
y S c ©ril 1595 to Octcber 13%46 (Zxhibir
41 : e Sence eccvered Plasma shipped :to i
WP - fracticnaticn was calculated to ke approximazelywd of
total shipped (Exhibit #P15) pased cn informaticn frocm shipmencs
during 2pril 1, 1596 znd Septemper 15, 1995 (1,871 units ccnvercad
to CPD red cells, platelets, arnd Reccvered Plasma 15501/13501) (See
Exhibit #P16 for code Cescrivticn of bloed product ccmporents and
collecticn kags and ccrronent lab processing report for Cctcker 30-
31, 159¢6 (Exhibit #217). On November 8, 1996, Mrs. Robins stated
that as of Nevember 15, 1995, NV3C will change the process so Adscl
does nct end up in the plasna. She further statzd that a1l
Recovered Prasma with 2Zdsol will be guarantined (vl =nc wil:
nect be shipred co WM - ;) - iccue (o resclvad
Acccrding to manageamsnt, thne welcght cf the Adsol is d=ductzd frem
the total weight of the Recovared Plasma collected. Conseguently,
the volume of the Reccrered Plasma collected is Gorrectly recorded

cn the label.

Physical Sample Nurrer 97-751-362/364 were collected as controls
for sample numbers 97-751-361/363, which contained three (3) units
of Recovered Plasma colilected during the inspection to determine

.

whether the samples contained the additive solution Adsol.

Other Physical Samples Collected

B U
o\°

o

Physical samples of Immune Globulin in Intravenous {(Human)
solution, Solvent Detergent Treated numbers,97—751—gol...913 we
collected at " - =</ 4

o ' +as per CBER assignment, dated December 19, 1396, to
be tested for HIV, HCV, and HBsAg.

-10-
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Physical samples wers collected in an attempt to determine whether
these products manufactured frcm recovered vlasma, tested py NY=C
were reactive for any viral markers. These samples were submiztad
to CBER for analysis.
Laboratory Personnel Training
The laboratory emplcyee signature list (exhibit L1) fcr each shif:
was cb*aincd I (CAL) performed a general raview of the traininc
files for current labcratory perscnnel and in particular, checked
for training in the system lcg-0ff Cn 12/13/95, we (PA and JAL;
observed operatic-s from 4:C0am until approximately 7:30am on thsa
night shift (midnight to 8:00am;. I (JAL) checked training records
for every person te ting on that shift.
The records documented that every tech had been trzined in the
testing they were ckserved periorming Competency Training in
every test #ssay includes prorer procedure for test invalidation.
Exhibit L5 i1s a print-out Zrcm "Training Tracker" a softwars
pregram to aid in the management of the training program. Exhibit
L6 is the competency summary for the lab technicians. Note that
the competency training for each test inclu .des-the prorer procedure

for test invalidaticr.

Laboratory operaticns werxe observed after the blood center began
using monitors to ocbserve test operations. Monitoring began
11/20/96. The SOP is shown in exhibit L7. Monitoring on all three
shifts was observed. We spoke with techs, monitors, and
supervisory personnel. Monitors oversee production, walk around,
observe the read cghase. Exhibit L8 is the floor plan of the
laboratory and exhibit L9 is a list of monitors and their
experience.

-11-



NEW O YORK BLICC sExR
230 AMETERIAM AVENUEZ
NEZW OYORK, NYLlcl:z:z
= IC/Z3 12,20/7525
Laboratory Test Eguipment and Interfaces with Safeblood
st laborz:icrv uses ililiiiie an test kits.
used for Z2sag, anti-HIV- 1/2, and anti-HTLV-1.
for HIV-2 p-24 antigen, anti-HCV, and anti-X3c.
in :renctation include the JYHIME FPC versicnwmiy °5C
version 4w WM Dicccicr and reader vers:ionwiiiiilies
PPC version Wil was installzd con culy 10, 12¢6, and is coniicured
for verify mode cf T2C, tctal prccess contrel The coniiguraticn
allows no re-reads. Tn2 confiiguraticn is pass-word protscted; cnliy
Dr. Valinsky ard 'm“caw change the configuraticn. Pricr to
versicn“ re-rezls were allce by cocnfigurable criteria--paper-
out or DMS ccwn, ware the cn valid reascns allcwed by their
ccniiguration. Tha ZZC needs ¢ 2 re-initialized after W vlates.
Data frcm-the PFC’s zare transnm G to DTS (PPC Data Transmissicn
System), develcped in-rhouse.
DTS revlaced m DMS in Sevtember, 1996 DTS capturss
instrument invalidated runs, which was nct vossible with DS, Ths
LS was only able to rztain inmstrument void reports electrenically
fcr one month, so datz was cverwritten every Willdays. DTS captures
the electronic reccrd, formatted like the PPC tapse The data
retained incdTudes zany FEC error tassages The DTS data is archived
and pbackesd-up
When each Ppoizte 1s read it is automatically transmitted to
the printer and to the IIP (Intelligent Interfice Peripheral). The
IP 1s a pass-through system frcm the reader to SafeBlood. Cnce a
plate is read it is s=nt to the printer and SafeBlocod. AN
plate cannot be read twice or deleted after reading. An erxrcr
message 1is generated if one attempts to read a plate twice. The
only exception to this is if the power switch to the PC centrclling
the reader is turned off after reading

Nen-useable plates include plates that are invalid per instrument
criteria (controls out of range, prccessing time exceeded, jammed
trays, etc.) and those with non-reactive in-house reference
controls. Data from non-usezble plates are saved electronically--
since 9/96 for Wi tests and since 7/91 for ?‘cests. The IIP.

sends non-useable plate data directly to SafeBlood; the DTS
retains non-useable v plate data in the DTS mini-mainframe.

The DTS retains on-line history 3-6 months and is then archived.
The on-line and archived data can be searched for non-useable
plates which can then be printed in PPC format.

-12-



NZW YIORK ELOCD SERVICES

250 RMSTEZRDAN AVENTE

NZW YCORK, NY 10023

=i 20/29...22/20/98

=7, JDb, JL, =FA

Data from IIP and 78 are sent o a2nd held in 3 tempeorary table in
SafeBlood. Each hcour SafeBliczd checks th temrorary Iile for any
piates that had kesn sent wizhin the hour and ccpulates the tast
ﬁeasurement tables, writes to the unit record Frem the plate,
batch, and time a concatornaced key 1is calculated as a unigue
identifier for a =»un (since rlate and ratch numbers may be
recycled.
The SafeBlocd computer systen crcvides an audit trail of data added
to or deleted freoem the daczbpase Data 1s time-stamped when
inserted into the e Sz-z-2se. See example in exhibit L15.
The audit trail includss the sYstem time when each test result is
entered and the tire when each rtest was performed. The time of the
test 1s listed under workshest id info--taken from the header cf
the kbatch informaticn
Cnce data is committed to Safz2lccd, perscnnel with the ororeyx
system security access can void a single test result, vlate batch,
Or worksheet, but naver rzactive result A Safe3locd "void
report" was requested for the reriod Cctober to Pecember, 1995, and
reviewed. The "void report" provides an audic trail of wvoided
data; iv lists all katches, vlates, worksheszts or indivicdual unics
that have been voided. A brief reascn for tha void is given on the
report. Sufporting documenzaticn for soms of tne less obvious
reasons was requested.
The majority of these ware expiained after some research; however,
the effort was harpered | tne invalidaticn rYepdrts being ccpied

L By
off-site and holiday vacaticnms of rerscnnel knowledgable akout
particular voids. Zxnibit L2 shcws lab employee user number,
group, and access level; exhibit L4 shows the Safe3lood menu access
by group and level.

HCV test records Zor the period October 1 to October 18 were
reviewed. Repeat reactive units were appropriately discarded and
donors deferred.

Internal Audits

There are procedures for pericrming internal audits. The genieral
procedure and policy statemen- are found in the Quality Manual,
Internal Assessment {(exhibit 1L10). Specific guidance for audits of

the test laboratory is found in documents describing inspection
items for a QA audit of tre laboratory (exhibit 1L11) and xey
elements and system checxs for testing (exhibit Li12).

-13-
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Deocumentaticon exXists tnhat Lnternal audits have bpean conducrtsagd
(exnibit L13) in =33ditiocn tc reoutine QC and QA functicns (exhibi-s
L14) Audits are ziso ccncucted by customers for whem testing is
performed

QC Trending

Ms. Beverly Williams, Manager, QC, provided disks (exhibits L21la-c)
containing test c::—off values, reference control wvaluss, and

voided runs. (Veidsd runs Include runs invalidated tv the tes:
instrument criteriz and runs voided for cther reasons.) Tre disks
ontain Zxcel e . s a T tn2

cata 1s dcwnlosa

Dr. Jay Valinsky, Zirector, T cnnlcal and Scientific Services,

crovided statistics c¢n repeat reactive and confirmed pcsitive ratas
for viral markers {exnibits L18-20). In addition to the hard-ccopv

data, Dr. ValinsXy zlso provided a disk (exhibit L21d) with Lo-wus

files for these rates Zor 1592-13596

0o

The Ne ; : changed its name to New York 3lccd Center
Inc. 1n May "I9S e corpcrate heacdguarters is at 310 EZast §7tcnh

Street, New Yorkx, NY 12027 There are five (5) licenszd locations

registered with tn= -IZA.

The NYRBC serves the transfusicn needs of Greater:New YCcrx, an area

of over ¥ sguare miles, with a population of NG

people. Supporting scme #iiiiihospitals in New York and New Jevsay,
the NYBC collects rlood frcm approximately (SN conors each
vear, which includes

The New York Blood Ssrvices a/k/a New York Blood Center, located a
150 Amstercdam Avente, New York, NY, 10023 is identified as a
importer, manufacturer and d;strlkutor of blood and blcod pYCOLCC
being used for human transfusion. :

jo el

The NYBS Central L,oovatory facility performs screen testlng for
HIV 1/2, HTLV, HBskg, HCV, HBC, P-24, alanine amino transferase,

serology testing for VDRT ABO Rh 1dent1f1catlon and 1s respcnsible
for all storage and distribution of blood products.
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The NY=S acility in
the Stats tested for
viral ass rver vear).
All cesti autcmated
eguirment
Je
\7er
and
Cente
\,ex¢\_\_
According the Central Laboratory facility tests
aprrcxima cles annually. All Dbloocd sarples
received ate, whether from licensed dormestic
scuxces, censed <4onor centers in Zurcge, are
subject T TCn recelpt prior to distributicn
The Central Lakorztcry facilitv of chi “irm is  under  the
dirsctcrship of Mary Jo 2Anzel
The Central labcratory facility is divided into areas, such as
»—

a) Cerpcnent Lab

D) Viral Testing Lzb

o)) Olywpus Lab

d} Lakeling Lab oot
The current inspection cnly covered the Component Lakoratory,
Olympus Lab, and the Viral Testing Labora tory.

The Viral Testing lab operatses seven days a week, 24-hours a day,
three shifts per day There are i'.k laboratory personnel
(tech.o7oglsts/uec mician, Sugervisors and Managers) in the Viral
lakoratory alcne The Viral Marker testings performed on imported
blcod products as well as ﬂomestlcally collected products are
conducted at the Viral laboratory also known as the Main
Laboratory.

All testing procedures at this facility are performed on autcmated

Lrestlng eculpment The main _aboratory has both WiNENNENE - c

i i testing syst

-15-
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its ¢f
nitcs cf
nat ws
ainingc
Nt are
tests
e the
vy HIV
cticn
o 2V
rking
atoery
T The

Ms. Rosa Gonzalez,

stated to the inv
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Laboratory, the reccvered p:
sold/shipped t s
supply agreement with the

;rrf

.

1

o}
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| l
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O
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© ke the supplier of Recovered plasma for use in rthe
manufacture of licensed fracticnatiocn products for injecticn.

Ms. Bonnie Lupo stated to the investigators that under the shor:
supply agreement, ill junits of frozen recovered plasma, frozen

liquid plasma, and recovered plasma are shipped weekly tof

. foar e i
=

This facility imports “of_ their blood supply (Red Blcod Cells

only) from «ugiiiee via theuliiNNNa. approximately @il of
blood supply is received from cut-of-state domestic sources.

According to Mary Jo Anzel, Director of Central Laboratory, this
facility purchases blood and blood products from the Blood Centers
cf America, which are lccated across the United States.
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NZw YORX BLCCD SZRVICES

250 AMSTERDAM AVENUE

NZW OYORK, NY 10023

=I: 10/2%...12/202¢
=T, Jb, 7L, EFa

Addl:lcnally,‘lIIVOf this facility plcod suprply is received frem
ctner local socurces {(decncr rccoms, blcod drives, ecc. . ... This

facility ¢ es e T
o R i T T local rcspizzalis and

transplant centers in the New York Metropolitan area Investigator
Evelyn Taha reviewad the HIV 1&2, HTLV-1, and HbsAg test records

for the pericd of Cctober 1996 to November 1956. Repeat reactives

vwere arpropriately discarded and donors deferred

Cur inspection of the Viral Testing Lab fcund that the firm failad

to address, investigate and resvend to allegaticns pertaining to

the manipulation of cest contryrels n the s - C m
computerized test systems, in which the viral markers are assayed.

There was lack of sucervision of techniclans/technolcogists during
testing in the Viral Testing Lab The <firm did nct correc:

discrepancies found in the DI Water Testing lcgs

The firm also failed to identify and 1nitiate corrective action for
warning message displayed on :oh o i

The Olympus Laborztcrv is currently supervised by Mr. Andrew
Cpalka, newly hired manager fcr serology testing (AB0/Rh testing,
ccmpatibility, CMV and Syphilis testing). All testing prccedures
at this laboratory are performed on the Mk NG - 0a g
testing equipment. ¥e cbserveds il units of , R oSt
equipment situated in this laboratory area. Next to the main

laboratory is the area where ALT testing procedures are performed
R } automated equipment.

Investigator Evelyn Taha's review of the equipment maintenance
records during June 1595 to September 1996 showed that the firm
failed to perform guality maintenance checks for the Juilika "
# equipment used for ARO/Rh, Syphilis, CMV, and antibody
testing. Investigator Taha's review of records from June 1355 to
September 1996 showed that the firm failed to identify persons
making corrections to maintenance logs throughout the laboratory.
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Several GMP deficisncies wers ncted curing the inspeciicn of zhe
Compconent Lab: Lack of SOP Zcr the preparation of vlateles rich
plasma Zrom CPD-1 units of whcle bloed; firm failed to decumant
critical in-process testing data at the time of testing; failure o
cerform daily and weexly calibration of the laboratory scaler. In
addition to the arcve, the Zirm failed to perform the meonthlv
mainternance gquality cecntrol chsck for the Mack Link System, a
computerized mcnitoring of cerreratures for various egulirment
throughout the lakoratory. According teo Mr. Jce Gardner, he is
responsiple for th2 maintenance $/C of the Mack Link System

At the zonclusion of the insresction, a discussicn with managcemant
was h2ld at the NYZS, located at 150 Amsterdam Lverue, XNew Yorx,
NY. A List O Insrecticnal Chssrvats ted T mbexr
17, 1956, was iss: e } e and
Respcnsible Ee

The follcwing

Jay 2. Valinsxy, Pn.D. - Director of Scientific &
Technical Services

Dr. Celso Rianco - 7Vice President of Medical Affairs
Mary Jo Anzel - Dirsctcr of Central Lab Facility
Bonnie Lupo - Directcr of Quality Laboratories

Ruth Harkin - Director of Quality Operations

Miriam Sparrcw - General Counsel for NYBC
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Objectionable Conditicns

1 The Iirms Quality Assurance system is inadeguate in that -t
failed to address and responrnd to allegaticns that technicians are
"fixing plates" by manipulating controls to avoid rereating the
tests. These allecations were prought to managements attenticn
during the 1594 FDA inspection as well as by varicus labp emplicyees
in 1595, prior to the current inspecticn

NOTE: CN 12/20/%6 tne follecwing correcticn was made to the above
listed cdeviation The firms Quality Assurance systam  was
inacdeguate PRICR TC 11/20/96 in that the firm failed to address and
resgend to allegations that technicians are "fixing pla-ss® oy
manipulacting contrels to aveid reresating the tests.

ENTEEIYN CEE Aok
S

2. Supervisicn oI technicians/technclcgist in the viral Ting
lap during periocrmance cf their duties was inadeguzate that
employees were not supervised on a continucus basis to assure
that they do not deviate from established test prccedures.
According to lab technicians/technolggists, surervisors
(present) were cverseeing lab techs for as little as a half
hour per eight hour shifrc.

NOTE: On 12/20/96 the follcwing correcticn was mads to the apove
listed deviation: Surervision of technicians/technologists in the
viral testing lab during performance of their duties was inadeguate
PRIOR TO 11/20/%6, in that employees were supervised on a
continuous basis to assure that they do not deviate from
established test procedures.
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YORK BLOOD SERVICES

AMSTERDAM AVENUE

YORK, NY 10022
10/29...12/20/96

— . - -
=T, Jbh, JL, PA

<
4

=i
(@]

Mz 2

1

T~

. :
a. Due to lack of supervision, while performing assays con
the Ortho ELISA system which 1s used for testing donors
plasma for HBc (Hspatitis 3 Virus Core) and HCV Zntibody
dstection and P24 HIV Antigan dstection, employsa2s have
baen able ©o circumvent ths systemn where as a racord of
read plates could bz obliterated bafore test resuits ars
transmitted and recordsa in SzZe Blcocod, thz host
computer system

-
Imployees have been able to turn th2 computer "oIf" and pack "on'
after pressing ths F2 function key Ior "RZIAD" and bafore pressing
the F5 function which will automatically cransmitc finz: tes:t
results to the host computer systen, Safe Blood. This has allowed
techs to manipulate controls that wsre invalid by adjusting ths
color of ths control(s), re-podot tha computer and re-rezald In2
plate. Thus, the audit i o nicial eadi Jol=t=te!
oermanently lost I NN i e

On November 19, 19%5, Investigator Abel damonstrated tc Randy
Spiro, Bonnie Lupo, and Mary Jo Anzel that Dby turning computer
"OFF" and back "ON" again after reading the plate (F2 funciion Key,
where results are displaved on the screen and before pressing ths
F5 function key for printing report and sending it to Safeblood),
rhe PC reboots back to starting screen menu. Conseguently, teachs
can read the plate many times thus preview th2 resulcs and fix ths
plate if nzaded befors any permanant records of reading is made on
the PC’s hard drive or in Safeblcoad Sza EZxhikit #PL (Screan
print-outs during damonstraticn! and Ixnibit 222 (S0P for reading
claces)




NEW YORKX BLOOD SERVICES

150 AMSTERDAM AVENUE

NEW YORX, NY 10023

EI: 10/29...12/20/9%6
ET, JD, JL, PA

Mrs. Spiro was asked if the "off" and "on" in the PC terminal was
evaluated for security risk concerning fixing plates. Sre stated
"NO", because "I did not know about the computer’'s "off" and "on",
nor have ever heard of any emplovees turning "off" and "on" the PC
terminal to fix plates.

The system also allowed employees to scan tha plate to be read and
in cases where it had controls that were "out" replace it with

previously read plate which had known ©passing ccontrols
Conseqguently, the reader read plate with controls that wesre "in®
(substituted plate) however, results ware racorded for scanne=d

plate number with controls that were "out".

) iy

3 There is no formal wvalidation for the DI water sysctem in ths
Vivelegy ALT  area {tank&07312580¢), Virology  Washroon
(tank#07512605), Virology 2Zbbozt Arsa (tank#07512510) and
Olympus~Lab Washroom area [(tank=07512502)

4 On 11/18/9
indicators
Processing
Cwan Blacks
Sensors war
and often
During this
Low". Tnis
the supervisors o
s5. DI water point oI uss hoses wers noted ccilad around the sink
faucet with residual water traprsd in the part of tha tubing
creating an environmant for factarial growzh. On 11/12/95 the
hoses weare obssrvad laying at thz pottom of ths sink exovosad
o contamination in The sinx
) Trere is no standard oreratina prccedure
the criteria for changing the wenicron
water svstcem (Exnipic gF3, ragss 1-€ SO
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EI: 10/29...12/25/95
=T, JB, JL, PA
A. Sanitization schedules for sanitization of the DI
systems are not defirad in the SOPs (Sese Exhibit
#P3, Page 4, psts 6.10.3). Criteria for
sanitization of the DI sys ems are not defin=gd.
The systems operated with TNTC counts (ses Exhibit
#P4) and was not sarltlzed until the 1% moncths
later in some instances (FDA-483, Point #7)
B. The standard opserating procadure for Dstermining
the Purity of Deion ued water, CLF-04.0C18.C, 10/95
- pags 5, para.6.8..1 specifies "Ths pre-filter
should be changed if the pressure drops ballcw 30
psi, «0r ..." whers as the DI water log specifies
"Change Filters Everyv 6 Months or During Sesrvics

Call (Exhibit #P¢)

Virologv ALT area:
7. The following discrepanciles wars noted in the DI water testing
logs:
2 n 3/28/95 (date appears to havs psen chancad fronm
2728/96 to 3/28/96) steril: C TNTC
(€20 numerous Lo CO: aces
"service called 2/2&/ rous
to count). On 4/1/%¢ Cn
4/8/96 filter was stem
sanitized.'
This 1indicated that th2 svstem was oOp2ratin ou:z of
ecification batween 2/15/56 and 2/23/95 whan tha las-
test showed 0 counts and £/5-8/95 whan the sysZem was
sanitized and the .2 micron filcer was finally chang=d

TNTC res
S/29/

[T ]

t'] S e N

®

r‘

r

H"(J ]
O (b

9

-
<

be

0

(1 }=-

(Exhibit %P4, Page 1!

lts were again found on 4/30/2
the filter was changad {(Exhi]

no documentation to shcw that the systen Was shut cown for
ods when sterility of DI waztar was ou: ' ons
#P3, pages 1-5 S0P, and Exhicit £24)
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Olympus Washroom DI Svstem discrepancies:

M2 =

8.

(Exhibit #P4, page 3).
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TNTC results were found on 3/38 and 4/30/35 -
not changed until 4/8/96 and system not sanitized

YORK BLOOD SERVICES
ELMSTERDAM AVENUE
YORK, NY 10023
2C/29...12/20/95
=T, JDb, JL, P&

the

A. Seasonal variations of the municipal water and i-
impact on the DI water guality have no:t bes
determined through validation (Exhibit 23, pags
30-52) . .

B. There 1is no cleaning validazion for ths m

"system DI water tanks (Exnibis =23)
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e 1. ,
pages 1-6), effective / T specify a:t what
frequency passwords assignad tc users for laboratory syszems
should be changed. User list, dated August 15, 1995 /Exnipi:
#P7, pages 7-10) and user list, dated Octocpar 3, 1996 (Exhibit
#P7, pages 11-14) show that users/m did not change

st

their access passwords since Augu

A. Quality Control employees having ful
Ortho system were found to ba u m
system and were no:t able to follow ths manu
presented on ths systen.

On November 12, 1985, Beverly Williams, 2C Fanagar, ans Xaren
Clare, QC, both with "IM" (managar) security accsss leval wars
unable to explain to cthe invsstigator Absl warning on thz screen
"Illegal Patn Specifisd" (FDA-483, Zoinz %32 They could no:
follow the screen menus within thair sscuricty accsss leval

12.

On Nowvemder 5, 1996, during ths inspsacticn, lnvastigators Petev
Abel and Jacgueline Diaz-Albartini ocbhsarved comoonant cnonician
Patrick Shakss demonsirate now platelet rich plasma =covared
Plasma) is mads frcm a CPD-1 unitc A CPD-1 uniz 1s a unit cf wnole
Dlood which is collected in a blood zag which contains trhs anci-
cocagulant CPD Usually the units ussd for padizzric transfusions
are those rea cell h cont o antl-coagulant Adscl.
The anti-cozagulant j Thase CPD units
are collected in a

These triple blood bags contain three bags, ths bag in which thsa
whole blood is collected in the CPD anti-coagulan:, the plasma bag
which contains the Adsol and a vlatelet bag for when a clatelet
product is made. Whan a pediatric unit is regussted withour the
anti-coagulant Adsol, the red calls are labsled CPD and the olasma
bag containing the Adsol is labsl=d recovered tlasma Tne rvlacelet
bag is usad if platelsts are mads Curing th2a ctservaticon of this
tech making a recoverad plasma unit from this 22D unic, thars was
no standard cparating procedure which addresssd the prepara-ion of
this recoverad plasma product which can contain ue te 102 oL of
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150 AMSTERDAM AVENUE

NEW YDRX, NY 10022

=1 10/29...12/20/94

=T, Jb, JL, 2x

The firm uses double (Barcode 52), triple (Barcods 53), and guad
(Barcode 54) ; P blood collection bags (Exhibit #23)
Investigation into allegation that the firm ships Recovered Plasma
containing 100 mL. Adsol per bag to Swiss Red Cross confirmad that
occurred in case where plasma is recovered from whole blood drawr
into triple AS-1 Baxter Collection Bags (Barcode 53) (Exhibit #Dg

1
pages 4-6), and from there it 1is separated into satellite bag
(PL146, Bar Code 06, Exhibit #P9, page 5) containing 100 mlL. of
Adsol. This is done in cases where whole blood is converted to CPD
red blood cells (for pediatric or sp=cial uss where nc Adsol is
permitted), and to platelets and recovered rlasma (vroduz: coda
19501 - Recovered Plasma Liguid, or 19601 - =escovered Plasmal .
NYBC has a Short'-Supply Agreement with sutismmesinsmismes -c ool
Recovered Plasma, Frozen and Ligui ¥nipbit #210). The agrezaranc
does not have provisions for shipping Recoversd Plasma contalning
Ldsol. Furthermore, product is not labslsd to contain Zdsol
(Exhibit #P1l1 - Examples of Recovered Plasma, Units £5744948,
£6738174, £75295018, £5744961, containing 100 Adsol, and Exhibis
#P12 - Labeling for Recoversd Plasma Bar Cod= 19801, 195701, ard
19501, with product ins=art).

Zxample. oI Recovered Plasma collactad into ite baz alfcer
Adsol was expressed into primary collectiocn containing read
blood cells,”thus recovered plasma contains esiduzl A&ds0l is
Exhibic #P13, pages 1,3, and ¢ - , Unitc &8 d 55743330

Recovered Plasma collected into platelst bag sol as Uni:
£6746332 (Exnibit #P13, page 2) Exarple oI &: £ Rscovarad
Plasma to Swiss Red Cross is submitted as = t £P12z Onlv
Recovered P th bar code 12601 or 19501 would contain 200 mL

Mrs. Jenni Lee Robins provided summary of shivment of Racovared
Plasma to sslgeiliibeng “ron April 1995 to October 1995 (Ixhibit
£#DP15) . The incidence of Recovered Plasma shippad co Mt
dPIN for fractionation was.calculated to be approximately W of
total shipped (Exhibit #P15S) bassd on in nipmants
during April 1, 1995 and September 15, 169 ted
o CPD red cells, platelets, and Recover T (Sze
Sxhibit #P16 for code descripticn of blood product componsnts and
collection bags and componsnt lab processing revort for Octobar 30-
31, 1995 (Exhipbit #P17). On Novembar 8, 1995, Mrs. Robins stared
that as of November 146, 1995, NYBC will changs ths process so Adsol
does not end up in tha plasma. She furcthar stcated that all
Recoverad Plasma with Adsol will ps guaranzinad (NN 23 w111
not be shipred o (NNGONNNIINNY. ~- ) the fssus s rasoloeg
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According to management, the weight of the Adsol is deducted from

the total weight of the Recovered DLaDla collected onsequently,
he volume of the Recovered Plasma collected is correctly recorded

on the label.

13. The firm fails to maintain a writtsn scandard operating

I~ -~

indivigual samples voided bv

procedure for the re- testlnc ct

o " N e i al T taksn

out of service, sample numbars 7600208, 7500810, 7500811,
7600813, 7591425, 7591431 75312232, 7551433, 7551434, 7551435
and 7351436 wsre not listed cn the Invalidation of Tasto
results form. -

NOTE: During review of this exhibit it was fcund that on vages 2

and 3 of exhibit #J2 a total of 38 sarzles, rnumbars 7552909 through

7252945 were also not documentad on the Invalidation of test

resulcs.

zxhibit #J1 is a copy of

July 16, 19%5, which indica

Serial Number 01657-3%5 w

code 2.1.1.3.0 "Interral

this exhibit®™is the maint

Gy " O “h= month of Jul

Exhibit #J2 is a copy of the Invaiid ed
July 18, 1995, which indicates that o rs
5048032, 5048035, 5048038, and 502872 FC
inzernzl errcr (2.1.130) P2C #3 was 23
were pulled and re-tested. Pagas 2 an az
a total of 38 samples numbsred 75520 o=
documented on the Invalidation of Tas

Exhibit #J3 is a copy of tha Invalidation ed
7/18/96 which indicates that Trays 2,
5092895, and 5092899 were invalidated. as
a total of 11 samples numbered 7600827 re

not documented on the Invalidation
sample numbers are listed above in cbs
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14. The firms fails to maintain a sctandard ocperating procedure
indicating the time interval at which the inzubation schadule,
substrate and conjugate addition, should be signsd by the
technician performing the assay. During ths inspection it was
observed that the technician had failed to sign the incubation
schedule, at the time of testing, for plate identification
number CAQ0805 dated 11/12/9s5. The technician was later

requested by a supervisor to sign the test data.

During the inspection, it was observed that on YNovember 12, 1566,
the technician had failed teo sign thz incubaticn scheduls, ac the
time of testing, for the HBC assay plate idzntificaticn rnumber

CA0805, dated November 12, 1996. Th=z technician, on Novembar 14,

1395, inform=d ths investigators tha: ha was lazer reguested bv a

sup2rvisor o sign the test incubation scheduls later tha: dav

(12/12/956) after testing was completsd) .

15. The Quality Control records at this facilizy shows tha:t the
component lab does not always perform ths daily tare and
waekly calibration of the laboratory scales as per SCP Tor
example: During the month oI December 1853, March 1935; July
19%5; and BRpril 199¢&, there was no documantazticn of
calibraczions

-

Investigator Taha's review of the firm’'s Compo Dailly Tare
and Weekly Calibration of Scales, <Irom S=o: S through
September 1926, revealed c . on ° aticn was
performed during n h 5, © 1} 3, Marcn
1995, July 1284, =72 ot zzern SOP
states that tha lakborazory scales must
be performed dai )

Mary Jo Anzel, Director of Central Laboratory stzated that shas will

speak with the manager of the component 1ab to corract ths

observation.

16. The component laboratory failed to didentify the person
responsible for the laboratory centrifugsis) dailv Quality
Control testing records, dazed March 3, 1935 and Augus: 19,
1995
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Investigatcr Taha reviewed the Iirm’s daily centriluge cuality

control records frcm October 15S5 through Cctober 1826, revealed

the reccrds are ncot peing signaed by the respcensible employvee. For

example: March 2, 1%%6, and August 13, 1386 (Exhipbit T4, 2

rages)

In addition, th2 Cimer check for centrifuge SN £013477, was
not periormed c¢n Cctcocker 3, 1936 The temperatur2 check was
rnot performed Icr centrifuce({s) SN 8300597, SN 40135477, SN
6550, and SN €242, on Cctcrexr 18, 13%6 (Zxhibic T4, I rages:!

Mary Jo Anzel stated that she will review the records and sgeax

with the marnager oI the Compcnent Lab.

17 The Olympus larcratory Zfailad to perfcrm the guarterliv
maintenance check for the NI - iorent used for
AZ0/R] rhills : e ing ;a o
ma e i W :

O Hh
O NO
[

iy~

g | D,
—— L Jole
the W C UL oment icca T the
Ms. Nikolis stated that the MSer\uce rersonnel
is responsible for ths guarterly maintenance and calibration for
: e s at

the three equipment. Hc
written SOP available at th
t

Ms. Nikolis only provided to the investigators a copy of the
' W2 intenance Contract Agreement with New York Blood Center,
dated April 24, 1556 (Exhibit #T5;).

=
’_J.
S
v 0o

=
’_1.
0n
n
ot
0

C

®
Q.
t
5
m
ct
(1
0}
I
it
’J

s
how that the contract firm
Y maintenance.

=0
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r Taha's revi

Invastlcato

caiilrration grecords revea

1996 Icr YWINES, O ch

12, 18%6 for __ X-Selolllel

19¢6 and September 13, 1996.

The management macde no comments for the above cbkbssrvation

18. The Olympus Lapk failed to reriorm the Prervaraticn of Bi-Annual
Plate cleaning scluticn fcr the MMNMMg O ct=s, as ger S0P
There was no detercent ‘dis:nf=acrant soluticn prepared for
Cctcrer 15%6.
NCTE: On 12/20/96 dderdum was made To the apove listed
crservation: ‘E RBIANNUAL CILZANING CN 10/21/%6 wzs
zXCVIDED FCR !

On Octcper 31, 1 zcox Taha reviewed <the Zfivrm’'s
orevaration lecg fc a1l Cleaning g ciztes. Ths
prevaration log s c disinfectant/detercent cleaninc
sclution was pregar er 1996 (Exhirpit #TE) The firm’s
SC? 6.7, page =#3 for the lates, states
"Preparaticn of Bi-annual cleaning solution [(Exhibit #7T7)
—

During the discussicn with the management on December 20, 15%5.
Mary Jo Anzel, Director of Central Testing Lakoratory stated to the
investicators that Mr. Hendricks, Supervisor of Olympus Lab,
prepared the cleaning soluticn cn Octoker 315 1536, kut d4did nct
have a chance to dcoccument on the preparation log sheet because at
that time, Mr. Hendrick could nct Zind the log sheet on Octckber 31,
15%6. Mary Jo Anzel stated that she has the signed preparaticn lcg
sheet, dated October 31, 19¢6 for the investigator to review s
Anzel provided this log sheet tc us as Exhibit #T8.

19. The firm failed to date and identify the responsible perscn

making correcticns to the
records on March 27-28, 133
#T9) .

sterile connecting device work log
5; and April 17 & 20, 195%6 (Exhibit

Management made no comments to the above observation.

-29g-
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20. Fail 1ng correcticns
tec T ST M ) Ture sneets for
Ty < = - — A e oR=y Nar~aw) - hiEeRe =r = Mmoo~ TS5
July 1985, ESeptemier 1223, Decemper 1555, and March 1384
{Exhibic £7T270 I acclticn, cthe weekly zand wmeonthlv
- - W ¢ e .
maintenance records £ e
. : )
were not reviewsd and
-~ oo [T s -
Cctceober 18%5 {Zxhibkic
- b —-— i m - -
Mary Jo Anzel statad that
P, - . o~ - = -~ -y - -
supexviscrs of “n2 viral

cbservation.

ly =

A

b (b

The SC? (6.0) for ol at s 3
mc:tnly test for the folilowi Cemy { , 1low nperatc ,
power ailure/katzery <test, =tc shculd ke vperformed (Exnibic
- - .. -~ R .

T12) .

cata sheets for the maintenance
check cf the lector frecm January 1996 through
Octcber 1996, and found no maintenance check was conducted for the
month of March 1955, May 15¢s5, and July 1996. Mr. Gardner stated
during the inspecticn that ”:e missed a few months".

Investigator Taha rsviewed i

»j(’)

22. Notification has not Lkeen submitted to CBER prior tc
initiating changes in a timely fashion, as follcws:

Z a new Director for the Central
cility (Mary Jo Anzel) in April 199sS

P

a) Emplcyment c¢
Laocra_ory fa

-30-




Zccerding to Marv Jc Anzel, In April 1883, NYBC management
apoointed her as Diractor of tha Central Laboratory facility, which
includes the Viral Testing Lab, Cocmpconents Lab, Olympus Lab, and
Tabeling Lak. She is responsible fcr the coverall administrative
day-tc-day cperaticns foxr ths wncole lakoratory.

Curing the Inspecticn, wa ask nie Luro if CRBER was nctified ¢f
the chance in the acministra erscnnel in T ai ¢! c
testing facility of NXY2S. HMs stat=d "NC" igatcor
stated that XNYRS is a lic: facility, and sny changes iz
maragement Or acministrati rscnnel In  the manuliacturing
facility , a Notificazion oI 2 shculd be rzlayed to CEZER.

According to Bonnis “uro, in July 1926 a scftware upgracds o i
was mace on thel znc In May 199%, a software upcrace
Version il vwas installed corn - Tor the e : scioware
vpdate was put in zlace in 12322, o Version W vwhich includss
the latest F24 antigen asssy The valicaticn oI trne solitwars
cpgracde was rerformed Dy Randy Spiro, Data Manager.
—

Mrs. EBornie Lupo stated to tn= Inwvestigatcor thnat Notification c¢f
Scftware Changes/Trgrades fcr the manufacturing/testing
eguipment (s) was not reportec Zc CBER. Ms. Lupro stated that Nr.
Zdwin Strum, V.P. ci NYBC =sgulatcry Affaifs *is 'in charge of
notifying C3ER 1f ne=d re.
23 Written Standard Crerating Procedures have not been updated to

identify the cili riorm the calibration ana

maintenance for Exhibit #T13).

The Olympus Lab has m units of YUl - . comen:
used for ABO/Rh, syrhlilis, CMV, and antibedy testing. Acccrding tc
Nancy Nikolis, Assistant Manager, the calibration and maintenance

for, are perfcrmed by

The NYBC has a contract agreement withwto perxform the
monthly maintenance checks. The SOP maintained at the _

with regards to eguipment checks/maintenance has not been updated
in that 1t does not describe the contract firm and its

responsibilities.

[
W
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An FDA <83 was issued to and 2iscussed with Jenni Lee Rcbkins, Vics
President/Respcnsible Head RBlcod Creraticns and other members of
s - Zam % em - - o} : 2 -
management cn 12/2C0/%¢ pertainin ¢ TO these cdeviations
Attachments
- N - - -~ - P
1 FDA-482, datecd Cctcbhexr Z:, 1285
- — —_ g - . - - A~
2 FD2-432, dated XNcvember I, 18856
3. rDA-482, dated Ncvember 22z, 1396
4. tDA-483, dated December 22, 15%6
5 CEZR Assignment, cated T=sczemper 19, 1956
.
Exhibits
3 - - N a - F< e P4 -
Pl. Screen print-cut during Zsmenstraticn of computer "eofit and
3 S o~ — P b -y = e, T m— o~
"cn" functicn ussd to pr=-r2zd test results and fix rlactes

av}
N
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23 DI Water System, Maintenance S0P, diagram, service orders
reccxrds
24. DI Water System aintenzarze records from November 20, 1395
>
5. validation of MR crace to Version R installed
Fepruary 256, 15%&.

P6. Validaticn of SR . <=~ s:con ‘ and‘“ Versicn e

scfitware/hardware upgracs installed Xay 28,
1596.

P7. SCP 02.0011B - System Access, User List August 15, 1995 ard

Octcber 3, 1996.

P8. Component Prccessing ScP for Adsol units.

Labeling forwiliii1ccc col

Cuad.

Recovered Plasma Supply Zgreement withm

Example of Reccvered Plasma collected into satellite bags with
100 ml. Adsol Unit #6744543, #6738174, #7629018, #6744961.

P9. lection Bags Double, Triple, and

P11.

-32-
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212. Lzapeling for Recovered =slasma 2ar (Ccde 15501, 18607,
19301, IR -ccuct inseyt, Labeling ©f R, F.asma
77:39081.

213 . Recovered Plasma Unit 24713382, #6735713 with residual A
and Unit #6745332, with no Adscil

P14. Shipment touingg il

P15. Statement from J.L. Rerpins regarding Shipgment oI Rscow
Plasma with Adscl

P16. Ccée descrirticn fcr ©tlccd preducts, compenents,
collecticn racs

P1i7. Components procassaed cn Cctczer 30-31,1596

D18. NYBS ncrmal prccedure tc ssrarate compenents from whole dl

Di9. NVBS Pedi Pac procedurs to separate compenents from whole
plocd.

Ll-- lLab employee sicnature 1ist

L2-- Lab empIovee user number, group, and access level

.3-- Tech id from ZUNS

14-- SafeBlocd menu access by grour and lavel

13-- Training Tracxer print-cut Icr lab techs

L5-- Ccmpetency summary for cecns oot

1L7-- SCP for test mcnitoring activity

L.8-- Floor plan cf lab

1L9-- List of monitcrs and their experience

L10--Section from Quality Manual concerning Internal Assessment

L1l--Inspection items for QA audit of the lab

L12--Key elements and system checks for testing
L13--Examples of documented periodic audits of the lab
L14--Examples of ccmpleted QC checklists

L15--Unit audit trail in SafeRlcod

LlG—&non-usable test runs from 7/96 to 11/36

8]

[oR

L17- non-usable test runs from 10/96 to 11/%6
L18--Repeat reactive rates fcr 19895

L19--Repeat reactive rates Zor Jan-Sept, 19%6
L20--Prevalence rates, 13552 to 19%6

L2la&b--

Floppy disks with
off values foxr January-July,

xcel files of
1996

=

-33-
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a-c. Copy of trhe firm s currsnt NYBC/NY2S Organizaticnal
Chart

aboratory sca

Firm’s daily centriiuge cualicy contrel receords dated March 3,
19¢¢ ugust 1%, 1586, Cctcker 32, 1395, and Cctcker 18, 1934
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Ccpy of the firm’'s preparaticn lcg sheet October 1995.
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Copy of the firm’s sterile connecting device wcrk (4 pages).

Cepy of the
frem July 1995 chrough iMarch 1996 (5 pages).

Copy of the firn' s NN Cctcber 1995 (
Firm's SOP fer the JniliaiitogmefeiSmmsnes (7 oaces) .

Copy of the firm’s SOP with regards to the calibration and
maintenance for the -
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E §,dl. Copy of tha Msehanical Deficicney Repoxt (MDR) duted 7/16/36,
; ﬂ.32. Copy of the Invalidation of Test Results form dated 7/18/96.
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; foa. Copy. of the Invalidation of Test Results form dated 7/18/36.
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