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VIA CERTIFIED MATL
RETURN RECEIPT REQUESTED

November 7, 1997

Mr John 1. White
President and CEO
tHacmonetics Corporation
200 Wood Road

Bramtree, MA 021849114

Dear M White

Dunng mspections of your firm located in Braintree, MA from May 23, 27, 28, 30, June 13, July 2,
X711, 151997 and July 29-Angust 1, 5,6, 12,13, 18,20, 28, 1997, Investigators determined that
vour firm 1s responsible for the manufacture and distribution of medical devices, including Plasma
Collectior. Systems (PCS, PCS2) and related disposable sets  These products are medical devices as
defined by Seciion 201(k) of the Federal Food, Drug, and Cosmetic Act (the Act)

The above stated inspections revealed major deficiencies in your Corrective and Preventive Action
Systeir:, for example, problems were identified in your complaint arca and servicing area which do
not allow vour finn to assure that all your product nonconformities are identified and handled in a
uniform manner These above stated inspections revealed that these devices are adulterated within
the meaning of Section SOL(h) of the Act, in that the methods used in, or the facilitics or controls
used for manufacturing, packing, storage, or installation are not in conformance with the Quality
System regulations, as specified in Title 21 Code of Federal Regulations, (21 CFR) Part 820", as

tollows

The deviations desertbed i this Warning Letter would also be violations of the Cood Manufactenmg
Pracuee Regulations established m 1978
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Fadure to maintan complant files that contain any written, electrome or oral comnunication
that alleges deficiencies related to the identity, durability, reliability, safety or effectiveness
ot performance o i device afler it is released for distiibution. For example, your Complain,
Handhing Procedure, SOP TV 1 Rev U did not include any instructions for the maintenance
of service records for Plasma Collection System devices that occur after thirty (30) days of
mstalianon  These mclude service records that indicate that donor overdraws were occurring
on e serviced device

Fatlure to review, evaluate and vestigate any complaint involving the possible failure of a
device  For example

a4 Service reports of overdraws are not reviewed, evaluated or maintained as complaints,
even though vour own procedure defines incidents of overdraws as “critical
complaints”

b A review of Product Investigation Reports (PIR's) and service reports of overdraws

revealed that your documentaticn of these events does not indicate the volume of

lasma that was overdrawn in any of th‘servicc reports reviewed or of the
h PIR's reviewed This lack of information precludes your firm from

performing an adequate investication of the complaint

Failure to establish and maintain instructions and procedures for performing and verifying that
vour servicing of Plasma Collection System devices meet specified requirements, and the
failure to analyze such service reports with appropriate statistical methodologies in order to
feedback this pertinent information into your corrective and preventive action system  For
example, there are no procedures for analyzing Commercial Plasma Equipment service
repoits  From January to July 1907,“ power supply boards were shipped to
one plasma center for PCS2 devices that were installed from September to November 1996
[ here was no record of any investigation that was made as to why these boards were sent out
Subsequent investigation by your firm determined that certain power supply boards contained
an unapproved material in a component that caused the power supply boards to fail
prematurely in the field _
Faillure to have an adequate corrective and preventive action system which allows for the
analysis of service records, complaints, returned product and other quaiity data using a
statistical methodotogy to deteet recurring product quality  Your system also fails to
mvestigate the cause of nonconformities and fails to verify that the corrective or preventive
action taken, is effective It also fails to identify how and when to implement appropriate
procedures to correct and prevent the identified quality probiems  For example, from
FFebruary 1996 to Angust 1996, Haemonetics had received numerous complaints regarding
fiter chamber leaks on the LN 020 Harness  As a result of these complaints, Haemonetics
mitiated an ECO in March 1997, seven (7) months later, which called for the replacement of
the filter chamber assembly with a plug style assembly
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Fhe above stated inspections also revealed that the LN 994CT and the LN 994 Platelet Collecnion
Fitanon Kits manatactured by sour firm are misbranded wathin the meaning of Section SU2(0) of
the At mthat anotiee or other mformation respecting significant changes in design, materials, and
mtended use, made to these devices, were not provided to the FDA as required by 21 CER Part
SOTSTEDHO and (n)  In this case, th cukoreduction filter, which was S10(Kk)
cleared tor use as a bedside red blood cell filter, was integrated into a continuous filtration apheresis
hatness set (LNO9CE). and a harness set that performs leakoreduction 2t the end of the apheresis
provess (LN O0E) and distributed without prior STOK) clearance  These modifications rase new

ssues of satety and eflectiveness

Addimionally | smee no notice or other information respecting the significant changes were made for
the above two devices, they would be adulterated within the meaning of Section SOHH)(1)(B) of the
Act m that taey are class 11 devices under Section $13(f) and do not have approved applications for
premarket approvar - cffect pursuant to Scction S15(a) or approved applications for an

s estieational device exemption under Section S20(g)

Fhis letter is not intended to be an all-inclusive hst of defictencies at vour facihty It s vour
resporsibihity to ensure adherence to each requitement of the Act and regulations The specific
violations noted s letter and in the FD A8 issued at the close-out of the inspection may be
sumptomatie of senous underiving problems i vour firm's manufiacturing and guality assurance
sstems You die responsible for investigating and determining the causes of the violations identitied
by the EDA I the causes are determined to be systems problems, you must promptly initiate

permanent corrective action

Iederal agencies are advised of the issuance of all Warning Letters about devices so that they may
take this mformation mto account when considering the award of contracts  Additionally, no
premarket submussions for Class [ devices to which the GMP deficiencies are reasonably related will
he cleared untd the violations have been corrected  Also, ro requests for Certificates to Foreign
Governments wall be approved until the violations related to the subject devices have been corrected

You should take prompt action to correct the deviations discussed in this letter  Failure to promptly
correct theve deviations may result 'n regulatory action by the Food and Drug Administration without
further notice  These actions include. but are rot limited to, seizure, injunction and/or civil penalties

Please notits this office within fifteen (15) davs of receipt of this letter, of the specitic steps you have
taken to correct the noted violations, including an explanation of each step being taken to prevent the
recurtence of similar violations Your response should be sent to Karer N Archdeacon, Compliance
Otficer.  Umted States Food and Drug Admunistration, One Montvale Avenue, Stoncham.

NVassachusetts 02180
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Webinverecened and reviewed vour Tetters dated Aueast S, 1997 and September 17, 1997 that were

vrospotse o our FDACIN VS isaed to vour brevon July 1S, 1997 and Augast 28 1997 I addition

tothe tetes dicussed e thes Warmng etter we have provided comments to yotnr most recent

rospocie dated September 1701997 These coraments, as well as the two referenced TDA IS S are
attachaed as anaddendun o thas Tettern

Ve also undenstand that your tinn has requested @ meeting with the Center for Biologics Byvaluation
and Research, (CBER) to discuss STO(k) 1ssues - We believe that a meeting between Haemoneties,
CRERCDRET and the district would be appropriate to discuss the STO(K) issues as well as the
content of the Warning Letter and the deviations noted during the recent inspections Please contact
NS Archdeacon to arrange such a meeting

IFvou bave any questrons coneermmg this matter, please contact My Archdeacon at 781-279-1675.

* e v

sineerely vours

s
\N&a\\\\\\?xN\\&
Jorn R Marailh

District Drirector
“ew boogland District Oftice

At

ol Pral opes
Corporate Vice President and General Counsel




