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[)unn~ ~nspcctions of :,qur firm located in Braintrcc, WI from May 23, 27, 28, 30, June 13, July 2, 
?. 7, I I. IF. 1907nnd JlllV- 7%:\:1y I, 5, 6, 13. 13. 18. 20, 25, 1997, Inl:estigators determined that 
y(“lr t7rm IS responsible for the manufacture and distribution of medical devices, including Plasma 
(‘ollcctlor. Systems (KS, PCS2) and related disposable sets ‘These products are medical devices as 
dctinctl by Scc:!~n 29 l(h) of the Federal Food, Drug, and Cosmctlc Act (the kt) 

I’hc above stated inspections revealed major deficiencies in your tiorrective and Preventive Action 
Cystex:, for cunmple, problems were identified in your complaint area and servicing area which do 
not allorv your firIn to assure that all your product nonconformities are identified and handled in n 
~lr;if~)rm m:lnner These above stated inspections revealed that these devices are adulteinted within 
the mc:lnin~ ot’Scction 501(h) of the Act, in that the methods used in, or the fkilitics or controls 
uicil for rnaniifxtiirinr. packing, storage, or installation are not in conformance wit5 the Quality 
Si5:citt rcyt~lat~ons, as specified in Title 2 I Code of Fcdernl Repkltions, (2 I C‘FR) Part 520’. as 
l;~ll~~~~~; 

--- 



? 1:;11t\lrc to rcktic\v, CVillll3tC and illVcStigilte an! complaint involving the possible failure of a 
da ice For example 

;I Scrvicc reports ofo\~crdrn\x arc not rt3wwcd, cvaluatcd or maintained as complaints, 
c!\‘CIl t!10:1$1 :,‘ollr o:L’n ~~iOCL!dlll C C!C!ii;CS incidcri[s of overdraws <is “critical 
ccwil~laints” 

I, ,.\ rcvicw ofl’~oduct Investigation kports (1’111’s) and service reports of overdraws 
revealed thai ‘our d(,ciirncntatic:n of these events does not indicate the volume of 

lasma that ~vas over-draivn in any of thyll(Dllservicc reports rcviewcd or of the 

Jmma t’l!i’s rc\.ic\vcd This IilCk of information precludes your firm from 
performing an ndcctuate in\fcstigation of [he complaint 

7 f~a~lm-e to establish and maintain instructions and procedures for performing and veri@ing that 
your servicing of I’lasma C’ollcctlon System devices meet specified requirements, and the 
!:litulc to analyze such service reports \r*ith appropriate statistical methodologies in order to 
t~~~~llx~c!i this pcrtincrit information into your corrccti\.c and prcvcntive action system For 
C~illll[ll~, there arc no procedures for analyzing Commercial Plasma Equipment service 
repel ts From Jantlq to July 1997,. power supp!y boards were shipped to 
one plasma center for PCS:! devices that were installed from September to November I996 
I hcrc IL’S no record ofsny investigation that was made as to why these boards were sent out 

Yulxclucnt investigation by your firm determined that certain power supply boards contained 
;ln unapproved mntcrinl in a component that caused the power supply boards to fail 
prcmaturcly ir: the field 

-1 Fnllurc to have an adequate corrective and preventive action system which allows for the 
analysis of s-x-vice rcccrrds, complaints. returned product and other quaii!v data using a 
<:;itlslical mcthodoiogy to tlctcct recurring product quality Your system also fails to 
Invc<tlgntc the cause ofnonconforrnitics and fails to verify that the corrective or preventive 
action :nken, is cfrcctive It also fails to identify how and when to implement appropriate 
l,r!)cccturcs to correct and prcvcnt the identified quality probierns For example, from 
t.cbruary I 990 to Allyust t 990, I Inemonetics had received numerous complaints regarding 
:ii[cr cti;inibcr Ic;iks 011 the 1,X 620 ltWnc.4:; As a rcsutt of these complaints, Hacrnonctics 
Initi;ltc(l ,in I~(10 in Xlarch 1007, Scvcn (7) nlor~ths later, which called for fhe rCplilCC:Il~llt ol’ 
tile fiI[cr ch,lmlw a~sc~llt~ly t\ittl a pIus style ;isscmbly 
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