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TO: Paul W. Warren, General Manager
[~ PR TR

Boston Scientific Corporation 500 Commander Shea Blvd.
CITY, BTATE, 2 COOE SOURTRY

 Quincy, MA 02171-1518

Distributor, Manufacturer, Sterilizer

This document lists cbservations made by the FDA representative(s) during the inspection of your facility. Thoy are inspectional
observations, and do not seprescat  final Agency determinstion segarding your compliznce. if you have an cbjection reganding an
observation, or have implomented, or plan to imploment, corrective action in response to an observation, you may discuss the objection or
action with the FDA reprasentative(s) duting the inspection or submit this information 10 FDA at the address sbove, If you have sny
auostions, pleass comtact FDA at the phone mombes and address above,

The observations noted in this Form EDA-483 are not an exhaustive listing of objectionable conditions. Under the law, your
Jirm Is responsible for conducting internal self-audits to identify and correct any and all violations of the qwality system
reguirements, .

DURING AN IEPECTION Of YOUR FIRM WE OBSERVED:

OBSERVATION 1

The organization structure is nosadequate to assure that quality system requirements are fuslly met,

- Specifically, activities for the saie, shipment, receipt, control, and retum of inventory are not adequately
controlied through personnal actions, documentation, and asscciated procecduras, T

OBSERVATION 2

Products that do not conform to specificatiotis are not sdequately comrolied.
Specifically: : ( 1

A units of Taxus Express 2 (Material Numbemm wers
shipped tjii differant customers direct from BSC Quincy, wh *Pending KDR Test

Results” ship hold. The Taxus Express 2 units had failed initial KDR (Kinetic Drug Release)

B. Three shipments of 45-233, Vaxcel LLow Profile Ports, were made after the ship hold was
SEE REVERSE ‘ ‘ o
OF THIS PAGE M e %

I
| VORMFTA 43 Vi) PREVIOLS EOTTION GRAOLITE INSPECTIONAL OBSERVATIONS

05/20/2005

S

PAN 1 OF MIADRS
P —




PEFARTMENT OF HEALTH AND HUMAN SERVICES
Y DRUG ADMINISTRATION

_FOOD AND
[ BTRICT ADDREES ARG S0RE HUNE

Ol OF PR

One Montvale Avenue 03/28/2005 ~ 05/20/2005%
Stoneham, MA 02180 [ FETRR

{781} 596~7700 Fax:(781) 596-7896 30014514463

AL AND TLE OF oML YO oW AP ORT D

T0: Paul W. Warren, General Manager
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Boston Scientific Corporation 500 Commander Shea Blvd.
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 Quincy, MA  02171-1518 Distributor, Manufacturer, Sterilizer

received in this facility in Quincy, MA on 8/25/04. The sales reps wers notified by 8SC Quincy
on 8/26/04. Products were either sold or provided as samples by the sales raps on 9/21/04,
12/14/04, and 2/16/2005. They include: :

c. Wo{ Symmery product (i.e. Balioan Dilatation Catheter) from Sterilization
01 wore released by BSC Quincy and shipped in September and October 2004

to BSC customers, BSC Quincy received partial release papsywork on 8/24, 9/3, and 8/8/2005
from BSC Galiway releasing particular batches from specific delivery numbers from this-
sterilization load. H , Galway had not released thase particular batches due to a PRR,
Product Review , investigation being gfp;ﬂ the Symwmetry products. This PRR was

closed 05. Thersls n . aver being released by Galway.
At nits from 1 beiches have been distibuted. .

CHBSERVATION 3

Thete is no docnnentation of the disposition of nonconforming product.

Specifically, BSC Quincy dosed ship hold 04-08-018 on $/18/05 at their faciiity without accounting for
the sales rep stock that was being retumed to Quincy. The disposition of the product for hold 04-08-
018 on the Notification of Shipping Hold Releass dated 12/22/04 did not include "Sales Rep inventory”
a.k.a. Trunk Stock, when it wes included on the original hoid. The Quincy faciity takes the orders from
the sales reps, sends them product, tells them if there is a shipping hold, what o returm via reservation
number, and keepa track of the sales rep stock. '

—_—

Annotation: Promised to correct.

OBSERVATION 4

Corrective snd preveative action activities have not been documented, including investigations of causes of nonconformities,
the actions needed 1o correct or prevent recurrence of nonconforming product and other quality problems, and
implementation of corrective and preventive actions,

Speciically:
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TO: Paul W. Warren, General Manager

Boston Sclentific Corporation 500 Commander Shea Blvd.

Distributor, Manufacturer, Sterilizer

| Quincy, MA 02171-1518

A. The following CAPAs did not include the necessary deiails to document the entire non-
conforming condltion:

a. mmmmwMMTmemmz,mmmw
inflial KDR testing, did not inchiue the occumence dates, what actually happened
(inciuding the 3 other mistaken batch removals that wers caught and put back into their

. original locations), and who was involved in the incident.

b. GAR 04-082, involving transaction of ship hokl product into finished goods, did not
include the number of orders GMW?N- ship hod BSC Quin

¢. CAR 04-082, involving & uct lacad on » which BSC Quincy
Wmmw&mmmfmy.mdmmummmmmmm
was pulled back, had portions of the shipment jeplaced, and was refilled with product in -
inventoty that was alsoonhold. - - ' : o

d. involving demo produsct being ratuumed; labeled not for human use, placed -
B T v befors L AL tosin sk ynpleted, did ot |

e involving mslease of WS COmn ,ddnot ¢
~ state in the CAPA fo?r?lwhlt product this CAPA invoived. :

The local CAPA procedure, $842383-00, Rev. AU, statas that: "The CAPA administrator wili
complete the first section of the form ... A detailed description of the Nonconformance, Potentiat
Nonconformancs, Preventive Action, or Action Item.”

B. Not all e-malis of discussions and decisions made regarding CAPAs and PIRs werse kept with
the respeciive files. ‘

a. CAR 04-120 did not include the e-rnall regarding the investigation.
b. CAR 04-125 did not include the e-rnall regarding future release of Symmetry producis.

C. PIR USD-2005-01-01 did not completely describe the evenits that occummed. It states only that
several batches were inappropriately removed from the Quarantine location. The quantity and

batch numbers that were mistakenty removed, which were caught and retumed to their original
jocations, were not documented.

The PIR procedures state that the owner of the PIR will verify that the PIR is accurate,
D. PIR USD 2004-10-02 does not include any documentation of verbal discussions betweesn

Galway and Quincy about the status of the product released prior to a recommendation made
on 2/28/05 not to conduct a field action.. - -

INSPECTL CREERVATIONS
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Annotation: Under consideration.

OBSERVATION 8
The procadures addressing idemification of corrective and preventive actions were not implemented.
Specifically, PIR USD 2005-01-01, Part llIA, Global Medical/Clinical Assessment, did not answarthe

question from the Detection section appropriately. This section questions the physician's abiitty to

detect a probiem with a device. Thsraﬁonalopruvldad addmmﬂwaﬁm‘sabﬂﬂvtodmdom
‘before distribution. -

o ThePlR procedures state&hattheownerofma PIR will varlfytha\the PIRIaacmrate

Ammmmmmm

OBSERVATION S

cnmgesinmmmmamtemmdwiddﬁﬂedwﬂhvmﬂmwmimmmmaw
effective.

Specifically, there have been multiple instances of shipments of product on hold to BSC customers,
although these individual CARs have been vesified for effectivity. Review of the 2004 and 2005

Corrective/Preventive Action Logs revesls at least 4 Instances of shipments of products on hold: CAR
05-017, 05-004, 04-125, and 04-052.

The local CAPA procedure states “the comective ar preventative actions are verifled and reviewed to
engure all actions taken have been effective.” Italsostatosthatma CAPA file will conslst of "evidence
of implentation and evidence of verification and effectivity.”

@ o
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70: Paul W. Warren, General Manager
[ TRGN T

Boston Scientific Corperation ] 500 Commander Shea Blwd.
| Quincy, MA 02171-1518 | Distributor, Manufacturer, Sterilizer
OBSERVATION 7

Records of changes did oot include a description of the change, the signature of the approving officisi(s), and the approval
date.

Specifically:

A. PIR USD-2008-01-01 had 3 pages which included Part IV: PIR Team Input Approval and Part V:
Recommendation for Field Action Approval. :

a. "The originai, which had section IV on page 8 of 10, includes prited tiles and names for
the 3 approving officlals as well as the owner's original signature. The other 2 pages.

including this lar section are on page 8 of 11, These pages, which show the other
2 appro Is signatures, do not have ths printed names and tities for all 3 '
approving officials. ' ! '

b. The original, in Section V, Includes & check in the YES block for field action
recommendation. The other 2 copies of this page do not have this block checked.

Regarding these discrepencies, the owner, who ia the Director of Quality Asaurance, stated that
she probably updated and reprinted an original prior o her signing the document.

B. A training record was altared for empioyee, JJJESAR 29, 2005, when first collected. On
May 11, 2005, it was reviewed again, and it was noted that "TT)" was added to some of the
training boxes without explanation. : _

C. PIR USD-2005-01-01 had 2 originat pages 9 of 10. The first page 9 of 10 includes original

handwritten statements stating to see attached documents. The second page 9 of 10 includes
&n original signature of the FAG chaimerson.

Annotation: Promised to correct.
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Boston Scientific Corporation 500 Commander Shea Blvd.
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Quincy, MA 02171-1518 Distributor, Manufacturer, Sterilizer
OBSERVATION 8

Procedures for the coatrol and distribution of finished devices have not been compicts and implemented to ensure that only
devices approved for release are distributed.

Specifically, a sales rep (M003) was not notified when a hold (#04-08-018) was recsived by BSC tha
same day the product was sent to M003. The list the firm uses to call the salas reps the following day

includes aales reps who have received the product but not the sales reps who have been sold the
product. '

SOP BSC Rep Stock Ship Hold/Release Procedure, 90147555, Rev. AA, addresses only the proguct
that the sales reps have received, but not product that they have been sold. Thia procedure states only
-] to "Periodically check on RGA's {Retum Goods Authorization) io see if closed.” The procedures sre not

compiete for regularly notifying sales reps, when they stilt have a ship hold product In thelr possession
-that was not retumned. . ' N U

In addition after a ship hold release form is received, the procedure aliows the sales support staffto
‘inform the sales reps that the RGA's are cancelled .. Thia allows the ship hold 1o be released without the
sales reps actually returning affected product. o

Arnotation: Promised to correci,

OBSERVATION 9
The acceptance status of product was not clearly identified.
Speciically:

A. Not sl sales reps are notified when they sell product that s currently on hold, BSC doss not
have a procedure o nofify sales reps when they have zold product that is on ship hold.

B. BSC had 9 Shipping holds not signed by aan employes in the Quaiity Department in BSC Quincy
upon arrival of the hoids at the firm. The W1 Quincy Trans Shipping Hold procedures, S800294-
01, Rev. AP and AN, both state that "a representative of the QA group will review tha form and
sign the Shipping hold form whether or not the form (s signed from the intlating site.” & does not
state that only shipping holds for Quincy will be signed. The QA group checks the SAP

gﬁET:Elsle?gE M ék/ M/ i_ 05/20/2005
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Quincy, MA 02171-~1518

Distributor, Manufacturer, Sterilizer -

compulér system for all hoids that amive Mnn nine shipping holds that were not
signed inciude:

04-08-002 Amendmaent dated S
05-02-007 dated 2/8/05 fi

05-02-018 Amendment dated'1 8

05-02-018 dated 2/23/05

05-03-006 dated 3/3/06
05-03-017 dated 3/17/0
05-03-018 dated 3/22/05

%‘f

-

lpplngl-iold $800284-01, Rev. AP, statosthatampmenmttvooﬂhom
groupwiimmmofonnanddqnﬂnmpphgholdfmm

Annotation: Promised to correct.- Part A; Reporied Corrected, Not Verified - Part B

OBSERVATION 10

The corrective and preventive sotion procedures addressing the investigation of the cause of noncanformities. relating to
product, processes, and the quality system were not implemented.

Specificatly, copies were not maintained of complete copies of PIRs, which were used to obtain
approval signatures, Only signature pages were retained. The siqnature pages were attached as

faxed documents or e-msiled documente. They did not alwaya print out in the same format as the
original PIR.

The local and corporate PIR procedures state the PIR shall be filed i its local CAPA file with ali other
documents generated in the course of generating the PIR and obtaining approval.

Annotation; Promised to correct.
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TO: Paul W. Warren, General Mahager

Boston Scientific Corporation S$00 Commander Shea Blvd,

03/28/2005 - 05/20/2005*

| 3001451463

Quincy, MA 02171-1518 Distributor, Manufacturer, Stezilizer

OBSERVATION 11

Required records are not retained for at joust 2 years fiom the date of release of the device for commercial distribution.
Specifically, the Emergency FREP Pull Lists, otherwise known as the ZV29 Forms, are discarded.
Thmfomsdocumentmephymcalmwenmﬂofﬁnhhod qoodsandshowwhoontemd them into the
SAP computer system,

Anmtaﬂon: Under eonvideration.

OBSERVATION 12
Employeu Lave not been uqutdy trained.

Specifically, the raining fi'for a Distribution Associate/Overstock and Replenishment empioyee MM
does not show documentation of training on procedures relating to everyday job duties. The
training file trained on S808448-01, Put Away Procedure, as a oorrective faction to
CAR 05-004, only on the day hhemploymentwastemﬁnam

Annotation; Under consideration.

QBSERVATION 13

Employee training is not fully documented.

Specifically, thera is no documentation of sales reps attending an overview of the BSC Quincy facilfty
and its funclions at BSC Quincy. This overview includss a presentation and handouts, including the
BSC Sales Rep Stock Guidelines, covering Invantory maximums, how %o order, return, and handle
recalled products, and what SAP functions are.

Ammoiation; Under corsidsration.
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TO: Paul W, Warren, Gensral Manager
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Boston Scientific Corporation 500 Commander Shea Blvd.
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Quincy, MA 02171-1518 Distributor, Manufacturer, Sterlilizer
OBSERVATION 14

Correctwemdpre\rmtwewunnshavanotbeenvuiﬁadorv;hdawdwmmthuﬂnmnuoﬁ‘ecuvomddoumt
sdversely affect the fimshed device.

S CAR05-013dldnotupdatomoprooodum Pmoeusingorsmrﬁa!:inishedeoods*
ized," 6000019-05, Rev. AR. The non-conformance involved product which had
stediized. The carrective action pian states to update the pmcedure 8000018.01, which
refarred 1 rocessed products. Procedure 6000018-08, which
products,

not besn updated. The CAPA verificetion was compiated on 3/18/08.

A_r;_mmm}?:pnﬂedmmd. not verified. -

OBSERVATION 18 ™

wmymwmmmmmmumvehmlﬁlﬁnsmwmobm

Specifically, BSC did not record the number of ship hokis reviewed during the audits for 2004 and
2003. The Internal Audlt procedure, S808614-01, states the audit report will ba formatted to inciude
audit scope - detailing procedures and documents reviewed.

Amwrar! : Promised to correct.

* DATES OF INSPECTION:
03/28/2005(Mon), 03/29/2005(Tuc), 03/31/2005(Thy), 04/01/2005(F1i), 04/04/2005(Mon), 04/06/2005(Wed), 04/08/2008(PrD),
D4/13/2005(Wed), 04/15/2008(Fri), 04/15/2005(Tue), 04/21/2005(T ), 04/22/2005(Fri), 04/26/2005(Tue), 04/27/2005(Wed),

04/28/2005(Y tru), 04/29/2005(Fri), 05/03/2005(Tue), 05/04/2005(Wed), 05/10/2005(Tuo), 05/11/2005(Wed), 05/12/2005(Thy),
05/13/2005(Fn), 0520/2005(Fri)
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TO: Paul W. Warren, General Manager
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500 Commander Shea Blvd,
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Boston Scientific Corporation
[ G WA, 1P OO, COUMTE

Distributor, Manufacturer, Sterilizer

Quincy, MA 02171-1518

FDA EMPLOYEES' NAMES, TSTLES, AND SIGNATURES:

Cerla C. Cumimins, Investigator _ Darin 8. Wiegers, Investigator
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