DEPARTMENT CF HEALTH AND HUMAN SERVICES
FOOR AND DRUG ADMINISTRATION

DISTRICT ADDRESS AND PHONE NUMBER DATE(S} OF INSPECTION

300 River Place, Suite 5300 12/06/2005 ~ 12/08/2005
Detroit, MI 48207 FEINGMBER

(313) 393-8100 Fax:{313) 393-813¢ I 1828100

MAME AND TITLE OF INDIVEDUAL TQWHOM REPORT 185UED
TO: Mark A, Sutter, President and Chief Executive Officer

FHRM NAME BYREET ADDRESS

Terumo Cardiovascular Systems 6200 Jackson Rd.
Corporation

CITY, STATE, 1P CODE, COUNTRY TYPE EETABLISHMENT {NSPECTED

Ann Arbor, MI 48103-958¢ Medical Device Manufacturer

This document lists observations made by the FDA representative(s) during the inspection of vour facility. They are mspectional
observations, and do not represent a final Apency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action i response to an observation, you may discuss the objection or
action with the FIDA representative(s) during the inspection or submit this information to FIDA at the address above. If you have any
questions, pleass contact FDA at the phone number and address above.

The observations noted in this Form FDA-483 are not an exhaustive l;’sﬁng af dbjecfz‘ahafrlé conditions. Under the law, vour
firm is responsible for conducting interncd self-audifs 1o identify and correct ary and oll viclations of the quolity system
FeqUIrements. :

DURRG AN INSPECTION OF YOUR FIRIM WE OBSERVED:

OBSERVATION 1

An MDR report was not submitted within 30 days of receiving or otherwise becoming aware of information that reasonably
suggests that a marketed device has malfunctioned and would be likely to cause or contnbute to a death or serious injury if
the malfunction were to FeCur. : : 4 :

Specifically, of the seventee'n Medical Device Reports that were reviewed, approximately fourteen of the device malfunction
or serious injury reports were 710t repornted within 30 dayslof receiving or becoming aWarfe of’ the incident. Examples include:

MDR Date Faformied Date Regmted Dazs o Regm’t
1828100—200&00072 U 5/31/05 - . B/20/05 - 80 Days
1828100-2005-00043 - 4/39/05 CoUHEs 67 Days -
1828100-2005-00032 - 4/5/08 - 6/8/05 - 64 Days
1828100-2005-00035  5/5/05 - . 6/18/05 44 Days-

Awmnotation: Promised to correct within 30 days.

OBSERVATION 2

Complaints involving the possible failure of a device to meet any of its specifications were not reviewed and evaluated where
NECESSAry.

Specifically, one of seventeen complaints evaluated was incomplete, Product Performance Report #234 was received on
TAAB/05 for a 100/120V AC APRS Platform System The compiamt states that the customer turned the speed down manualiy
but could 0ol fuin (e speed back up maonatly, The pump s oaly able t¢ be comtralied from the soreen,. Thol .luv\n:rm.su.uuu
determined root cause to be the Neither the the firm's
investigation or corrective action plan included an evaluation concerning the effects that the failed T-fikers could bave on the
existing product in the field.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DHSTRICT ADDRESS AND PHONE NUMBER DATE[S) OF INSPECTION

300 River Place, Suite 5300 12/06/2005 -~ 12/08/2005
Detroit, MI 48207 FEIRCIEE

(313) 393-8100 Fax:(313) 393-8139 1828100

NAKE AND TITLE OF INDIIDUAL TOWHOM REPORT ISSUED

To: Mark A, Sutter, President and Chief Executive Qfficer

FIRM NAME SYREET ADDRESS

Terumo Cardiovascular Systems 6200 Jackson Rd.
Corporation

CITY, STATE, Zi° CODE, COUNTRY TYPE ESTABLISHMENT {NSPECIRD

Ann Arbor, MI 48103-9585 Medical Device Manufacturer

Annotation: Promised to correct within 30 days.

OBRSERVATION 3
Employees have not been adequately trained. -

Specifically, employee training records reviewed during the current mspection did not mclude adequate training, Two of’
OIOM cmployee training records were incomplete in that: Pl

® Empioyee 8 Corporate PPR Coordinaior was pamc;patmg in on -the-job training for Medical Device Reporting but
lad not recexved training on procedures "QSP-Medical Device Vigilance, Correction, Removal and Recall” document
#78-8067-8512-3, Revision K or "MDR and Vigilance Reporting Decision Record” document #78-8067-3732-2,
Revision P,

e Procedurs (Q8P-Associate Training Systesn, document #801603, Rﬂ'mmn Cis mmmp!ete, i that it does not
require training on the following Quality Sysicm requirements: Employee Field Service Represemtative has not
received training on the "Quality Mamal® document #78-8066-8306-2, Revision N, Work Instruction Form "Quality
Policy Orientation” document #810387, Revision B or "Annnal Quality System Training” document #813093, Revision

Annotation: Promised to correct within 30 doys:

|2 S

FDA EMPLOYEES' NAMES, TITLES, AND SIGNATURES:

YT D’/‘Wf@? B /5,/5/

William D. Tingley, Investigator Berg,iamﬁm Invesdigator
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