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Introductmn ' ’ A '

Poly Implants Protheses spec1ahse in the manufacture of mplantable silicone tissue protheses
including high cohesivity silicone gel filled breast implants, saline filled breast implants, inflatable
and pre-filled sizers, testicular implants and other custom made implants.

The corupany also manufactures retention garments.

The company is certified to ISO 9001 and EN46001 and its products are CE marked by ’I‘UV
- Rheinland

The company had comrnenced reahgning its Quality System with the requirements of the'ISO |
13485 2003 standard and expected to be cemﬁed to this new standard later in 2003.

The company proposes to export high cohesivitysilicone gel pre-filled breast implants to Austraha.
- These products will be sponsored in Australia by Medn:al Vision Australia Pty Ltd.

“Date of Qrewous audit:
ThlS was the first audit of the company by the TGA

Names of auditors involved in previous audit:

Not Apphcable

Maior changes since the previous audit:

Not app]jcable..

Brief gport of the audit aetlwtles undertaken

Scope and ochtlve of the Audit.

.The audit was an announced full aud;lt of the company’s quality system and was intended to assess the
_ company’s compliance with the ISO 13485:1996 standard and- tbe Essential Pnnmples detenmned
under the Therapeuuc Goods Act (1989) ' 4

. Audited areas.

The audit covered the prenﬁses' and _equipment, manufactuning procedures and records, and quality-
assurance systems associated with the design, manufacture and distribution of the High Cohesivity Gel
Pre-filled Breast Implants The mannfacture of other implants and retention garments was not
included.

" The audit included the premmee at 337 Avenue de Bruxelles 83507 La Seyne sur Mer which-housed
the company’s business offices, manufactunng and quality. control facilities; and addisional prezmses
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- at Allee Jean Giono, 83140 Six Fours Les Plages, which housed storage and drstnbutlon faclhtres and

g

_ the Research & Development department.

Personnel met dunng the audn

Names and positions of key personnel met during the audit are recorded in the meeting attendance
sheet attached fo this report

' Audit Team'’s findings and observations relevant to the audit and deficiencigs.

Mangement Resgons;blm_:y 4.1)

The company had defined and documented its pohcy for quality in the Quahty Manual (SQ1/02 ‘
MAQ 001 B). This document summarised the company’s key objectives, core values and its
commitment to-customers, stakeholders, and to maintain the quality system and comphance with
regulatory requirements. These were considered relevant and appropnate

The Quahty Manual was a controlled document and was distributed throughout the orgamsatron
Personnel were introduced to the policy during induction and reminded of its requirements at
regular intervals. Each year the GEO writes a letter of commitment to the Quality Policy and
outlines the Quality Objectives for the coming year. This letter was circulated to all personnel
and was also displayed at vanous locations in the company S premises.

_ The responsibilities and authorities. of personnel were adequately deﬁned inan orgamsatwn
chart (SQ1/01 org 002 A).. :

Documents called Functlon Forms, wh1ch defined the roles of the persons respons1b1e for
Manufacturing and Quality Assurance were available and were consrdered appropriate ',

. The Quality and Regulatory Affarrs Manager had been appomted as the management
_ representative with the authority and responsibility for ensuring that the quality system :
requirements are estabhshed, implemented and maintained, and for reporting on the pexformance
of the quahty system for management rev1ew .

The company appeared to have identified and prov1ded adequate resources for manufacmnng
and venﬁca’non acnvmes and for management of the quahty system.

The reqmrements for penodrc review of the quality system were detailed in SQl/Ol/PCD 001: D
Thrs procedure requires review at least every 3 months. This was con idered appropriate.
Minutes of the Management Review Meetings held on 17/4/2003, 10/7/2003 and 23/9/2003
were rev1ewed -

nglitz §3§tem (4.2) _ ‘
The company had estabhshed and maintained a documented quality system. The documents '

were written in the French language and accurate translations in the Enghsh language were
: avmlable

The company had commenced the reorganisation of its quahty system to meet the requirements

of the ISO 13485:2003 quality standard had prepared a new Quahty Manual (SQ1/02/ MAQ
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001: B) to reflect this change.

The Quahty Manual included references to Quality System Procedures and also outlined the
structure of the documented Quality System. A review of the procedures indicated that the
procedures were consistent with the requirements of the ISO 13485:1996 quality standard.

A technical file for high cohesivity gel pre-filled breast implants (SQ1/02 DOT 202:H) was
available. This was supported by manufacture and control operation flow charts which defined
the interrelationship of the documented procedures for production and Quality Control.

Contract Review (4.3)

The arrangements for contract review were documented in SQ1/03/PCD 001:C. These were
~ reviewed and considered to-be appropriate. |

A contract with the Austrahan sponsor for the company’s product (Medical Vision Australia Pty
Ltd) was reviewed. The contract required MVA to keep records of distribution of products by
lot and serial number.

Design antrgl {4. 41

. The arrangements for design control were documented in SQ1/04 PCD 001:F. These were
reviewed and were cons1dered appropriate and effective.

A project to change from 1,1,1-Trichloroethane to Xylene as the solvent used in the manufacmre

of the implant envelopes (Pro_]ect # PR 00/09) was selected for rev1ew The plan and report for
this project was rewewed .

Reylew and changes‘ to the plan were documented and appropriately approved on Proj ect
Monitoring form SQ1/04 FOR 400. The design interfaces were documented using SQ1/04 FOR

405. Design Output data was recorded on SQ1/04 FOR 406.  This allowed venﬁcahon of output
against input. .

: Design reviews were carried out at appropnate stages and were recorded using Des1gn Review
Form 8Q1/04 FOR 401

Changes to design and product modlﬁcatlon were documented, rev1ewed and approved prior to
mplementatton :

Document and Data Control {4.5)
The arrangements for document control were documented in SQ1/05 PCD 001:F.

All documents reviewed during | the audit had been reviewed and approved by the Quality
Director or the Chief Executwe Officer.

Changes to. documents were appropnately reviewed, authorised, controiled and identified. |

Appropriate documents were available at points ofuse through out the facility. Doments for
use in cleanrooms had been laminated in plastic film to prevent shedding of particles

The dlstnbutton of copies of documents mostly appeared to be effective. However photocoples
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of some SOPs were found in the secondary packagmg room. ThJS was noted in the deficiency

report.

Obsolete documents were appropriately marked and archived. The period of time for retention
of obsolete documents was defined in 8Q1/05 PCD 001:F. Obsolete documents of level 3, 4 and

- 5 were required to be retained for 15 years. This was considered insufficient as it was stated that

the lifetime of the 1mp1ants may exceed 15 years. This was noted in the deficiency report.

_ Purchasmg (4. 6!

The arrangements for purchasing of components and semces were documented in-SQ1/06 PCD
001:F.

Suppliers‘ of components and services were selected on their ability to meet supply and quality

-system requirements. Subcontractors/suppliers were classified according to the nature of the
" materials/services that they supplied. This was described in SQ1/06 PCD 007:C. Suppliers of

critical materials, components or servrces were identified as “Class 10” and were selected by the
S-R & D department.

Periodic review of supphers/subconu'actors was managed using the purchasing database
software. This was descnbed in SQ1/06 PCD 002:E. The time intervals betwéen reviews were
considered appropnate .

All purchase orders are prepared using the computer. system Purchase orders #4442 and #4427

. were reviewed. These made reference to relevant material speclﬁcatlons agreed with the

suppliers
Copies of .purchasing documents were required to be maintained for the lifetime of the device.

The arrangements for evaluatlon of supphers and purchasmg of components and services were.

" considered to be effective.

Control of Customer-Sugp_hed Product (4.7)
The company does not handle customer supplied products

_Product Identlf' mtlon and Tr ceablhty {4.9) -

- The company had estabhshed documented procedures‘for identification of materials,
: .components and ﬁmshed product These were cons1dered effectlve

Dehvenes of different materials were asmgned umque 1dent1ﬁcat10n However, separate.
deliveries of material with the same manufacturers lot number were not uniquely identified. -

o . This was noted in the deﬁclency report

The 1dent1ty of all matenals used in manufacmnng was recorded on producuon records.

All implants were identified w1th a lot number and individual serial numbers. -This allowed full -

traceability of each 1mp1ant to either a distributor or an individual patlent

'Dlstnbutors were required by the d1stnbut10n contract to mamtam records of the dlstnbu’uon of -
. the xmplants to the patient.
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* Unused stock may be returned from a surgeon or & hospital. There were appropria_tel&
- documented procedures for reviewing these goods prior to disposal or return to stock.

_ Process Control (4.9)

There was a comprehenswe set of documents descnbmg the manufactunng process. Each step
in the manufacturing process was documented in a procedure. The mterrelatlonshlp of these
documents was Clearly described in manufacture and control operahon flow charts.

The dev1ces are supphed sterile. The manufacture and packagmg -of the devices was camried out
in cleanrooms cerified to ISO 14644-1:1999 (ISO class 7). The requn:ements for air quality and
conirol were defined in SQ1/02 SYN 104 C.

A microbiological validation report (VA E 02/004), based on the requn'ements of ISO
14698 2003, for the clean room was available. .

- The manufactunng enwronment was mostly cons1dered suitable although some problems were
noted in the deficiency report

There were documented procedures for personnel and visitors entering the clean rooms. These _
included requirements for personnel hygiene and clothing in the clean room (F ME 01 1/01 B)

- These appeared to be appropriate.

The procedure for cleamng of the cleanrooms was reviewed and was considered appropriate.

The environmental momtormg of the rooms consisted of parncle counting at 3 month intervals
and microbiological monitoring at weekly intervals. A review of records indicated that results
‘were within acceptable limits. Additionally, air pressures, temperatures and relative humidity in
the clean rooms were monitored continuously by an electronic system.

“ Equipment was generally considered suitable for intended purpose.
There were documented procedures and records for -operéﬁon and cleaning of equipment.

There were documented procedures for maintenance of premises and equipment and .
maijntenance activities were recorded. Maintenance procedures for the cleanroom, were
_ reviewed and appeared to be appropriate.

The ethylene ox1de gas sterilisation process was conducted by a contractor (MXM) and
Bioburden testing of implants was conducted by a contract laboratory KEYBIO.

Device History Records were rewewed The records included the date and identity of the
operators and the control parameters of the sterilisation process.

' The manufacmnng processes appeared to be well controlled

Inspection and Testmg (4.10)

‘The company had established and mamtamed documented procedures for inspection and testmg
activities SQ1/06 PCD 001. '

Control of incoming materials was described in FCQ 530/03:B. Incoming materials were not
) Commercial in Confidence ’ .
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used in the mamufacturing proce'ss until they had been inspected

' In-process mspectlon and testing was carried out at appropnate stages according to documented

procedures and the quahty plan. . -

'~ Final mspec’uon and test records were included w1th manufacumng records to form the Device
~ History Record (DHR). DHR # 24103, 24903 and 22803 were rev1ewed and were. oonmdered

acceptable .
The DHR mcluded the signatlxre' of the person respousible for release of ﬁnished product.
Control of Measurinq' nsgection and Test Equipment (4.11) .

The company had estabhshed and maintained appropnate procedures for control, cahbrauon,

mamtenance and storage of measuring and test eqmpment (SQ1/02 PCS 01 l)

Calibration of test equlpment in productlon and QC was the respons1b111ty of the-metrology

. department.

Procedures for in-house calibration of equipment where available. Where calibration of
equipment was conducted by external bodies there were documented procedures for

- management and revxew of the work done. .

All; measunng equipment observed was marked w1th calibrahon status labels.

Equlpment such as micrometers and standard werghts were appropnately stored in- hard cases

Two pleces of equipment were selected for review. These were Penetrometer Item #048 and |
Micrometer Item # 051. Specific procedures and records for calibration were available and
appeared to be appropriate.

lnsp_ectlon and Test Status (4. 12)

The company had established appropriate an'angements for demonstrating inspection and test
status.of materials and product throughout the manufactunng process.

) Startmg ‘materials were marked with coloured status labels These were ye].low (Quarantme)

green (Released For Use).and Red (Rejected).

The use of status labels generally appeared effectwe However, some problems relatmg to status

. labelling of some matenals were noted in the deﬁc1ency report.

- The status of product mprocess was indicated in various ways including mdmdual label]mg,
~ segregation and groupmg and through the Devme Hlstory Record.

: Control of Nonconformm Produ 413

The company had estabhshed documented procedures for handling of non-conforrmng product

_(SQl/l 3/PCD 001:D). These were rev1ewed and considered appropnate
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Corrective and Preventi'ye Action (4.14)

The company had established procedures for implementing corrective and preventive actions _
(SQ1/14 PCD 001). The procedure was reviewed and was eonsidered appropri‘ate

The company had documented procedures for conductmg recalls (SQl/ 14 PCD 004)

Information on complamts and corrective action was considered during management reviews
and wasused to provide early warning of possible quality problems.

Input data for preventive action was obtained from sources including personnel feedback,
intemal audits, service reports, nonconformance reports and investigation of explanted product.

Handiing, Storage, Packaging and Delivery.(4.15) '

The company had documented procedures for handhng, storage packaging, preservanon and
dehvery of product.

The storage areas for incoming goods, components and finished goods were appropriate.
However, it was noted that the external door and the inner door to the raw materials receiving
area were left open simultaneously. Consequently, dust, dirt bn'ds and insect pests could enter
the storage arca. This was noted in the deficiency report.

‘Designated storage rooms were available for quarantined products prior to release and for
. finished goods

Finished product required storage at 20°C + 2°C. Storage areas were continuously monitored
thh data loggers which were downloaded and reviewed weekly.

The packagmg of the product was appropnate to ensure that the product is protected and stenhty
is mamtamed until use.

A contract with the Australian sponsor for the company’s product (Medical Vision Austraha Pty
Ltd) wasreviewed. The contract reqmred MVA to keep records of distribution of products by
lot and serial number. :

The procedure for receipt and despatch- of goods was documented. This was rev1ewed and was
considered appropnate

The arrangements for primary packaging of the implant were documented This document
provided detailed instructions for packagmg and criteria for acceptance of packed implants prior
to sterilisation.

Control of Quality Records (4.16) .

. The arrangements for identification, storage and maintenance of Quahty Records were
‘documented in SQ1/05 PCD 001.

Paper copies of records were maintained for up to 15 years. The company stated that the life of
the mplant may be longer than 15 yeaxs This was noted in the deficiency reporL
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Intermal Qualtity Audlis (4.17)

The company had docmnented procedures for conductmg internal quality audits to verify that

- the company’s quality system complies with planned arrangements and to deterxmne whether the
quality system is effectlve :

" The procedure for Internal Quality Audits SQl/ 17 PCD 001 was reviewed. This detailed the
. responsibilities of the management team and other personnel, and provided guidance to the
~management of the audit programme. The procedure required that deficiencies are recorded,
investigated and appropriate corrective action taken. The procedure also required that the
 effectiveness of corrective actions be verified and recorded, and that the results of internal
~ quality audits form an mtegral part of the input to Management Rev1ew

The arrangements for mternal quality audits were considered to be effective.

Trammg (4.18)

The company had documented procedures for idetifying training needs providing tra:mng and
assessing competency of personnel. -

Function forms which described the missions, responsxblhtles and, where required, the necessary-
authonty were available for each position, :

The records for several members of staﬂ‘ were selected and rev1ewed The records of training
indicated that the individuals rev1ewed had necessary competency

‘Dueto the nature of the solvents used in the production process personnel who work in the area
were prov1ded wrth medical exammauon and blood tests twice yearly ‘

Servicing {4. 19)
ThlS element was not apphcable as the company does not prov1de servicing of the dences
- Statistical Technlgues {4.20) '

The company had adopted various statistical techmques the output of which can be used as key
indicators of performance for management review.

“These included a procedure for stausucal management of non-conformmes arising from
production (SQ1/20 PCD 001) and a procedure for statistical management of compla.mts
(SQ1/20 PCD 002). . , .

These appeared tobe appropnate .

Other sgeciﬁc issuesidentif‘ ed.

A number of questions relahng to m1crob1010g1ca1 control of the product were raised by the product
Evaluator. These were discussed with the company during the audit and it was agreed that the
company would provide fmther information to the Evaluator.
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The reqmred mfonnatlon Wwas prov1ded and subsequently accepted by the evaluator

Def‘ mencz Report

A number of nonconformmes were identified during the aud1t These were recorded in the deficiency
report which was given to the company. A copy of the deficiency report is attached.

The company has provided a response to the deficiency report outlining the corrective actions it has -
taken for the nonconformmes The response inctuded appropnate documentary ev1dence of the
corrective actions. -

The corrective actions taken by the company are considered acceptable.

Quality ‘Manual

A copy of the company’s Quality Manual (SQ1/02 MAQ 001 B) wh1ch was cun'ent at the t1me of the
audit has been retained on file.

Miseellaneous.

Samples faken

No samples Were taken.
Annexes attached.
Meeting Atteﬁdance sheet
Audit plan |
- Deficiency Repoﬁ

Summary and conclus:ons

. The audxtor was of the opmmn that the company had effectively established and maintained a quality .‘

management system that was compliant with the ISO 9001:1994 and ISO 13485:1996 standards, and
with the Essential Principles determined under the Therapeutlc Goods Act. '

Lead Auditor
27 August 2004

Contact Details: S
Telephone: **61 2 6232 8625
Facsimile: **61 2 6232 8426

E-mnail: " SR calth.gov.au-
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A

("; T( ; /\ THERAPEDTIC . - : Manufacturer Assessment Section
ABMINISTRATION ‘ S : ‘ o

Conf'ormity Assessment Audit Plan
Poly Tmplants Protheses

17-19/11/2003
{ Datertime - | Activity/QA element - _
P, /2005 T  Opening Mosting aid Introductions.
' B R e Infroductions
09:00. ' - e Attendance Record -
A -« AuditStandard:
Y G e Scope of audit
il e Company OVEIVIeW
) S : A e Otgamsmonalchmandkeypersonnel

/ ShortPlantTour
_ Fnploeed M &%g

/ Tochmcal Issues arising from appli'catioﬁ

A @. 1) ManagementResponsibihty
' ' o o Ve Quality System
";2:30153/30 =l | Luch
) R -t | (4.4) Design Coniral

"/ a3 cdnqéctRév_iéwf ke

4.5) Pn'xrchamng T S Lk a/
17.00-17.15- - " | Prepare daily notes
i73:o . | - Depart factory
Commercial ln.Conﬁdence
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DatefTime

AcﬁvityIQA element
18/11/2003 / Handhng of incoming mateuals
09:00 | '
' N /) Manufacttmng processes.
12.3(_).—-13-.30 Lanch

* A Packaging processes

[ Sterilisation processes

'(4.15) Handling, Storage, Packaging and Delivery

(48) -Product Ideniification and tracesbility

NN RN

(4.20). Statistical Tectmiques '

| Prepare dailyy notes

\{R

17.00-17.15
17.30 - _Depart factory
: Cémmerclal in Confidence
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COnfomuty Assessment Audit Flan-17-19/1 112003
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Date/Time ActivﬂleA element
19/11/2003 4. 10) Qualny Control Inspectlon and Testmg
09:00

) / (4.11) Contro] of inspection, measm:ng andtest eqmpment

A-L. il ﬁ'j"‘*""

(4.5) Document and Data Control -
5.5’ : |

{4.16) Control of Quahty Records

.V/. - 5 5 . "e.
| 4.18) Truiaing
5-8-
e S e
v (4.13) Control of nonconforming product
/ (4.14) Corrective and prevezilive action
/ (4.17) Internal Audits
15:30-.16:30 / Prepare for closing meeting
1 Review @nfomiity assessmentrequirements) o
16:30-17:00 ¥ | Closing meeting
17:00 Depart Factory .
Commercial in Confidence
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TRERAPEUTIC :
/\ £0005 .
ADMINISTRATION =

Manufacturer Assassment Sectjon

mwu T

- Office of Devices, Blood and Tissues _ o ' o . Healthand -
' | ’ ' Ageing .

Co_*nformifv Assessment Audit Deficiency Repoﬁ

'COMPANY NAME: Poly Implants Protheses
ADDRESS: |

337 Avenue de Broxelles,
83507 La Seyne sur Mer,
France

FILE REF. NUMBER .~ | TYPEOFAUDIT:

Submission No. 2003/098 | Full Conformity Assessment

DATE OF AUDIT: 17-19/11/2003 " | PREVIOUS AUDIT: Not Applicable -
| MANUFACTURING STANDARD: ' -
. ISO13485:1996 __

COMMERCIAL —IN - CONFIDENCE

The undersigned officers would like to thank Mr J Mas and the staff of Poly Implants Protheses for the
~ courtesy and cooperation extended when they visited the conipany on 17-19 November 2003. The
purpose of the visit was to assess the company’s compliance with the manufacturing requu'ements for
-conformity assessment of medical devices under the Therapeutlc Gooeds Act (1989)
~ Specific nonconform1t1es observed durmg the audrt are recorded hereunder for the company's
information and attention. It is important that these be conSJdered as symptomatic of items requiring =
attention as it is not possible in an audit of hrmted time frame to identify every area requiring '
attention. Other matters requiring attention' inay have been identified during a longer audit.

Clause references belew are to the ISO 13485:1996 Standard:

A response to this audit report including objective evidence of completion of corrective action (which
could be in the form of copies of documents or photographs) of the major nonconformities should be
_received by the Chief GMP Auditor within four weeks of the receipt of the audit report. Where
corrective action cannot be completed within this time a plan for completion within an agreed time
frame, including dates for progress reports to be submitted, should be provided. Objective evidence
- for the corrective action for the minor nonconformltles is not requrred but these matters will be
reviewed at the next audlt :

A final compliance rating wxll not be determined until the respornise has been reviewed and all
" nonconformities corrected to the satisfaction of the auditors. A recommendation on acceptance of the
'manufacmrer cannot be made until the comphance rating is deterrhined. o

Commercial in Confidence
Poly implants Protheses  ° -
. Conformtty Assessment Audit 17-19/11/2003
- Deficiency Report
Page 1of 3




The auditors would be pleased to answer-any further questions relating to this report.

Major Noncopformities: .

1. Anumberof problems relating to the construction and maintenance of the cleanroom
-+ were noted. These were considered to pose a risk of harbouring mlcro-orgamsms and to
be a potential source of partlculate contammatlon (Clause 4.9)

11.- _'I’here were gaps-in the vinyl .ﬂoonng in the srheone preparation area.
“12. There were nnsealed penetratio‘ns rn the wall of the envelope filling room.
13, Ben,ches and storage cabinets in most of the cledn rooms were constriicted of '

laminated particle board. There were various.examples of unscaled edges
- and/or unsealed holes in cupboa.rds and under benches. :

2. The external door and inner door t0 the raw materials recemng area were left open
simultaneously. Consequently dust, dirt, birds and insect pests could exiter the storage
area. (Clause 4.9, 4.15.1)

3. . Theuse of Plate Count Agar (PCA) incubated at 30°C for 5 days had not been validated
. for the recovery of low numbers of bacteria and fungi. Additionally the validation of the
microbiological monitoring programme-for work surfaces and equlpment in
' manufactunng areas was not complete.

Minor Nonconformities:

4., The traceablhty of some 1nd1v1dual raw matena]s was not adequa‘ce Matenals usedin
production were identified using the manufacturer’s lot number. Subsequent deliveries of
. araw material were identified using the same manufacturer’s lot number as the ongmal '
" delivery. (Clause 4.3 b) : :

5. Incorect Quarantme Jabels had been applied to sonie drums of MEDS6 6400 in the
quarantine store. ‘Additionally, there was inconsistency in the manner of sign-off of -
“Accepte” labels on other matenals in the store. (Clause 4.12 )

6. The following matters Ielatmg to control of documents and records ‘were noted (Clause

14.5,4.16)
61, . " Some uncontrolled photoooples of SOPs were. observed in the 1ntermed1ary _
- ' packaging room. The copymg of documents was prohlblted by SQ1/05 PCD
001 (F)

Commercial in Confidence
. Poly Implants Protheszs :
- Conformity Assessment Audit 17-19/1 1/20(}3
Deficiency Report
Page 20f3
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' 6_.2; " The 'peﬁqd of time for retention of obsolete documents was defined in SQ1/05
PCD 001 (F). The period for retention of level 3, 4 & 5 documents was stated

- > as 15 years only. This time period was considered insufficient as it was stated -

that the lifetimc of the implants may exceed 15 yéars.

2 tor . , - Audut Techhical Specialist
. Manufacturer Assessment Section ‘Biocompatibility Stream
TGA : . . . . TGA Laboratories
20 November 2003 o 20 November 2003
_ Contact Details: _
Telephone: .-~ 02 6232.8625
 Facsimile: | 0262328426

E-mail; - - CPEESNRChoalth.gov.ay
Post: PO Box 100, Woden ACT 2606 Australia

Commercial in Confidence -
Poly Implants Pratheses
Gonformity Assessment Audit 17-19/11/2003
Deficiency Report .
Page 3 of 3
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- Manufacturer Assessment Section

Australian Goverament Form F401d.1
POST AUDIT CLOSE OUT RECORD

Manufacturer: Audit dates:

Poly Implants Protheses 17-19 November 2003

Date of response: Response number:

15 December 2003 #1

deﬁci_er_icy : 3?332!2 Basis for close out: C°%‘g:eﬁ°“, Accepted';
# required? e '

1.1 Yes Oompany has advised that the gaps in the vinyl ﬂoormg 15/12/03 | Yes

has been repaired.
Copy of corrective achon requ@st and photographs
provided. :
12 Yes | Company has advised that the holes in the walls have 15/12/03 | Yes
' been repaired. : :

Copy of corrective action request and photographs
provided..

|13 Yes Company has advised that a corrective action request 15/12/03 | Yes
has been raised and they are seelaing quotes for
replacement of the benches and cabinets in the

| cleanrooms.

Copy of corrective action request provided.

2. Yes Company has advised that documented instructions have | 15/12/03 | Yes
been posted and staff retrained to ensure that the airlock :
to the raw materials receiving store isused :
appropriately.

Copy of corrective action request provided.

3. Yes | Company has advised that the validation programme for | 15/12/03 | Yes
cleaning of the clean rooms has been documented.
Copy of corrective action request provided.

4. ‘No Company has advised that the procedures and fornms for | 15/12/03 | Yes
receipt of starting materials have been modified to

) require multiple deliveries of a material with the same
manufacturer’s lot namber to be individually identified.
Copy of corrective action request provided. '

. Poly implants Protheses
. Conformlty Assessment Audit 17-19 November 2003,
Auditresponse #1 .
Page10f2
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Australlzn Govzrnment

TDepartaent of Health and Agting
‘Toerspeatic Goods Admlataration

Manufacturer Assessment Section

POST AUDIT CLOSE OUT RECORD

Form F401d.1

No

Company has advised that personnel have been given
additional training regarding correct use of status labels.

Copy of corrective action request provided.

27/11/03

Yes

6.1

Company has advised that the document control
procedure will be amended to ensure that no
uncontrolled dpcumgnts are present in the workplace.

Cbpy of corrective acﬁon request provided.

21/11/03

Yes

6.2

‘| No

Company has advised that the managemént ofrecords
will be amended to ensure that documents aré retained
for the potential life of the device.

Copy of Qori‘ec_ﬁye action request provided.

10/10/03

Yes

Use more than one page if necessary. If page 1, complete the following;
All nonconformities have been closed out.
Quality System status is acceptable.

Comments:

Sign:

Dgte: QVV&%

Poly Implants Protheses, .
. Conformity Assessment Audit 17-18 November 2003.
Audit response #1 :
Page 2 of 2
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