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Introduction. 

Polylmplants Protheses. specialise in the manufacture of implantable silicone tissue protheses 
inc1udmg.high cohesivity silicone gel filled breast implants� saline filled breast implants, inflatable 
and pre-filled sizers, testicular implants and other custom made hnplants. 
The company aIso manufactures retention garments. 

The company is certified to ISO 9001 and EN46001 and its products are CB marked by TUV 
Rheirtland

' . . . 

The company had co:rrn:henced rea1i�g its Quality System with the requirements of the' ISO 
13485:2003 standard and expected to be certified to tbis new st3:ttdard later in 2003. 

The company proposes to export high cohesivity·silicone gel pre-filled breast implants to Austr:alia. 
These products will be sponsored in Australia by Medical ViSIon Alistralia pty Lt4. 

Date of previous audit: 

This was the first audit of the company by the TGA. 

. . 
Names of auditors involved in previous audit: 

Not ApPlicable 

Major changes since �he previous audit: 

Not applicable. 

. . 
Brief report of the audit activities undertaken. 

Scope and objective of the Audit. 

. The a.udlt was an. announced full audit of the �mpany's quality sYstem and was intended to asseSs the 
company's compliance with the I80'13485: 1996 standard and·�e �ssential Principles determined 
under the Therapeutic Goods Act (1989). 

. . 

Audited areas. 

The au,ditcovered the preQJ:ises and equipment, manufacturing procedmes and r.ecords, and quality . 
assurance systems associaJed with the desigI4.maimfacture and distribution of the High Cohesivity Gel 
Pre-filled Breast Implants�· The manu;facture of other implants and retention garnients was not 
included.' 

. 

The audit ·includ�·the premises at 337 Avenue de Bruxelles, 83507 La Seyne sur Mer which:housed 
the company's buSiness offices, manufacturing and quality. control facilities; and a�dit:i.ona1 premises 

., . ' . , 
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. at Alloo Jean Giono; 83140 Six Fours LesPlage�, which housed storage mid distribution facilities and 
. the Res�ch & Development department.. 

. 

Personnel met during the audIt. 

Names and 'positions of key personnel met during the audit are recorded in the meeting attendat?-ce 
sheet attached to this report. 

. . 

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

Management R�ponsibilitV (4;1) 

The company bad defined and documented its policy for quality m the Quality Manual (80'1/02 
MAQ 001 B). this document summarised th� company's key objectives, core values .and its 
conun.itment to ·customers; st�eholders; and to mamtam the quality system and compliance With 
regulatQiy .requirements. These were considered · relevant and appropriate. 

. . 
'Yhe .Quality Manual was a controlled docum�nt and was distributed throughout the organisation. 
Personnel :were introduced to the policy duringin�uction and reminded of its requirements at 
regular intervals. Each year the CEO writes a letter of co:tpm.itment to the Quality Policy and' ' . 
outlin�s the Quality Objectives for the coming year, This letter was circulated to all personnel 
�d Was also d:isphiyed at various locations ' in th,e company's premiseS. 

. '  

. The responsibilities and authorities ·of persoooel were adequately defined � an or�sation 
charf(SQI/01 org 002 A) ... 

Documents called Function Forms, which defined the Ioles of.the persons IespoIisibl� for 
Manufact!lring and Quaiity Assurance were available and were conside.red appropriate " 

The Quality and Regulatory Affairs Manager had been appointed as tI;1e management 
. iep�entative with the authority and responsibility for ensuring that the quality system . 
requirements are established, implemented and maintained, and for reporting on the performance 
of the quality system for nianagement.ft?View. 

. 

The company appeared to have identified and proVided adequate resources for manufacturing 
and verification activities an� for managem�nt of the qualitY system. 

. 

The requir.ements for peri9ciic review of the quality system were detan� jn SQ 110 IIPCD 001: D 
Tins procedure requires review at least every 3 months. This.was considered appropri�e. 
MiIl.utes of the Management Review.Meetings held on 17/412093, 1017120()3 and 23/9rio03 
were reviewed. 

Quality sn.t�m (4:.2) 

The company had established and maintaiil.ed a documented qua.1:ity system. The .documents 
were written in the French' language and accurate translations in theEnglish language were 

. available. . . 

. . The company h�d commenced the reorganisation of its quality system. to mee� the requiret)loots 
of the �So. 1348S:2003 .. quality stan&.u-d had prepared anew Quality Ma�lUal (SQ1/021 MAQ 
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001: B) to reflecttbis change. 

The Quality Manual included references to Quality System Procedures and also outlined the 
- structure of the documented Quality System. A review Of the procedures mdicated 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 (SQlI02 DOT 202:H) was 
available: This was supported by manufacture and control operation flow charts which defined 
the interrelatiqnship of the documented procedures for production and Quality Control. 

Contract Review (4.3) 

The arrangements for contract review were documented in SQ 1I03IPCD 001:C. These were 

reviewed and coDsidered to-be appropriate. 

A contract with the Australian sponsor .for the company's product (Medical Vision Australia Pty 
Ltd) was reviewed. The contract reqUired MY A to keep records of distnbution of products by 

- -

lot and serial number. 

Desjgn COntrol (4.4) 

The arrangements for design control were documented in SQ1/04PCD 001:F. These were 
reviewed and were considered approp�ate and effective. 

A project to change' from 1,1; 1:.. Trichloroethane to Xylene as the .solvent used in the manufacture 
of the :implant envelopes (Project # PR 00/09) was selected for review.- The plan and report for 
ihls' project was reviewed. 

. 

Review and changes. to the plan were documented and apprOpriately approved on Project 
Monitoring form. SQI/04 FOR 400. The design. interfaces were documented using SQI/04 FOR 
405. Design. Output data was record�d on SQI/04 FOR 406 . . This allowed verification of output 
against input. 

. 

. Design reviews were carried out at appropriate stages -and were recorded using Design Review 
FormSQl/04FOR40L 

. . -' 

Changes to design ru;td product modification were documented, reviewed and approved prior to 
implementation; ' 

. 

. . . 
Document and Data Control(4.51 

The arrangements for document control were documented in SQlI05 PCD 001 :F. 

All documents reviewed during �e audit had been reviewed and approved by the Quality 
Director or the CbiefExecntive Officer. 

. 

Changes to. documents were appropriately reviewed, authorised, controlled and i4entified. 

Appropriate documents :wer� available at points of.Use through out the facility. Documellts fqr 
use in cleanrooms had been laminated in plastic film to prevent shedding of particles: 

The distribution of copies of docu:nients mostly app�ed to be effective. Howeyer, phQtocopies 
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ot"some SOPs were ,found in the secondary packaging room. This was noted in the deficiency 
report.-

Obsolete documents were appropriately lllarked. and archived. "The period of time· for retention 
of obsolete documents was defined in SQlI05 peD 00l:F. Obsolete documentsofleve13, 4 and 
5· were requir� to be retained for 15 years. This was considered. insufficient as it was stated that 
the lifetime of the implants may exceed 15 years. This was noted in the deficiency.report. 

" 

Purchasing (4.6) 
. " . 

The arrangements for purchasing of components and sei:-vices were documented in -SQ 1106 peD 
00l:F. . 

Suppliers of components and services were s�lected on their ability to meet supply and quality 
. system requirement�. S�b�ntractorslsuppliers were classified according to the nature of �e 
materials/services that they supplied. This was described in SQlI06 PCD 007:C. Suppliers of 
critical materials, components or services were identified as "Class 10" lilld were selected by the 
�-R & D department. · . 

periodic review of suppliers/subcontractors was managed using the purchasing database 
software. This was described in SQl/06 PCD 002:E. The·time intervals between reviews were 
considered appropriate. . 

. 

� purchase orders are prepared using the computer system. pu;tchase orders # 4442 and #4427 
. were reviewed. �ese made reference to relevant material specifications igr� with the 

suppliers 

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

The arrangements for evaluation of suppliers and purch�ing of components and serVices were 
considered tQ be effective. 

. 

Control of Customer-Sui:mlied Product (4.7) 

The company does not handle customer sUpplied products. 

Product Identification and Traceability (4.8) . 

. The company had establisheddocumenkd procedUres 'for identification ofmateriais, 
. Components and finished product. The.se were considered· effective.· 

. . . . 

Deliveries of different ma�eriais were assigned unique �dentification. However, separate 
deliveries of m,aterial with the same .manufacturers-Iot number were not uniquely identified. 
This was noted in the deficienCy report. . 

. " 

The identity of all materj.als used in manufacturing was recorded on production records. 

Al� implants ·were identified With a lot number and individual serial numbers ... This allowed full 
traceability of each iplplant to either a d.i$tributor or an individual patient. 

Di�tribut�s were required by th� distribution con1ract to mainta:in 
"

records Qf the distribution of " 
the implants to the patient. 

. 

. Commercial in Confidence . 

. Poly ImplantS Protheses 
Conformlty.Assessll1ent Audit 17·19/1112003" . 

Final Report 
Page 5 of 10 



Unused stock may be returned from a Surgeon or a hospital. There were appropriately 
documented procedures for reviewing these goods prior to disposal or return to stock 

ProCess Control (4.9) 

There was a comprehensive set of documents describing the manufacturing process. Each step 
in the man\1facturing process waS documented in a procedure. The interrelationship of these 
documents' was clearly descnoed in manufacture and control operation flow charts. 

, 

The devices are supplied sterile. The manufacture and packaging 'of the devices was carried out 
in cleanrooins certified to �O 14644-1:1999 (ISO clas� 7).' The reqJlirements' for air quality and 
control were defined in SQlI02 SYN l04C. 

" 

A microbiological validation report (V A.B, 02/004), based on the requirementsofISO 
i4698:2003, for the clean room was available. ' 

-

The manufacturing environment was mostly considered suitable although some problems were 
noted ill the deficiency report 

' 

. . � . . 

There were doCumented procedures for personnel arid visitors entering the clean rooms. These, 
included requirements for personnel hygiene and clothing in the clean room (FME 011/01 B). 

· These appe�ed to be appropriate. 
' 

The procedure for cleaning of the cleamooms was reviewed, and was considered appropriate. 

The environmental monitoring of the rooms consisted of particle' counting at 3 :month intervals 
and microbiological monitoritig at weekly iptervals. A review of records mdicated that results 

· were 'within acceptable limits. Additionally, 'air pressures, temperatures and rel�tive humidity in 
the clean rooms were monitored continuously by an electronic system. 

Equipment was generally considered suitable for intended pUrpose. 

There were document�proCedures and records for ,operation and cleaning of equipment. 

There were documented procedures for mamtenance of prenrises and equipmenf and ' 
maintenance activities were :r�cordea Maintenance procedures for the cleanroom, were 
reviewed and appeared to be appropriate. 

The ethylene oxide gas sterilis�tion process was conducted by a contractor (MXM) and 
Biobmden testing of Dnplants was conducted l?y a contract laboratory KEYBIO. 

Device History Records were reviewed. The records included the date and identity of the 
operators and the control parameters of the stenlisation �rocess. 

· The inamifactui:ing-processes appeared to be well controlled. 

Inspection and Testing (4.10) 

'The company had established and maintained doc1.;Illlented proced-ures for inspection and testirig 
activities SQI/06 PCD 001. ' 

ControI of incoming materials was descnbed in FCQ 530/03:B. Incoming materials were hot 
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used' fu the manufacturing process until they had beeJ;l. inspected . 

. !ri-process inspection and testing was cairied out at appropriate stages accordmg to doclimented 
procedures and the quality plan. . 

Final inspection and test records were included with manufacturing records to fOIm �e Device 
. History Record (DHR). DHR # 241 ()3, 24903 and 22803 were reviewed and were. considered 

accept�hle. 

. 

The DHR inclQ.ded the signature of the person responsible for releaSe of finishep. product. 

Control of Measuring; Inspection and Test Equipment (4.11) 

The con;tpany had estab)ishect and mamtained appropriate procedures for control, 'calibration, 
maintenanCe.and storage ofm�asu.ti.ng and test equipment (SQlI02 pes Oll). 

Calibration of test equipment in production and QC was the :responsibility of the· metrology 
, department. . 

. 

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

' 

managen:tent and review of the work done. . 
. . 

All measUring equipment observed was·
.
marked with· calibration status labels. 

Equipment such as micrometers and standard wcigh� were apP:t:opriately stored in hard cas�s., 

Two pieces of'equipment were selected for review. These were Penetrometer Item #048 and 
Micrometer Item # 051. Specific proced'tJres and records for calibrati�n were available and . 
appeared to be ,appropriate. ' 

. 

Inspection and Test Status (4.12) 

The company had estab�hed appropriate arrangements for de,mortstrating ,inspection and test 
status .of material� and produCt throughout the manufacturing process. 

. 

, Starting-materials were.marked with c910ured status labels. These were yellow (Quarantine), 
green (Released F,or Use} and Red (Rejected). ' 

The use of st8tus labels gen�any appeared effective; How�ver, some probiems relating to status 
labelling of some materials were �oted in the dejici�cy report. . 

The status of product 'in process was indicated iJl various ways including individ� labelling, 
segr�gation and grouping and through the 'Device History Record. 

Control of N.onconfonning Product (4.13) 

The company had es�ablished dOC!lIDented procedures .for. handling of non-conf�rming product 
(SQ1/131P<?D 001:D). These were·reyiewed and considered ap�opriate; 
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Corrective and Preventive Action (4.14) 

The company had established procedures for implementing correctiye and preventive actions 
(SQlI14 PCD 001). The procedure was reviewed and was Considered appropriate 

The company had documented procedures for conducting recalls (SQlI14 pcn 004) . . 

Information on complaints and corrective action was considered during management reviews 
and was -used to provide early warning of possible quality problems. 

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

Handling, Sto�age! Packaging and Deliverj.(4.15) 

The company had documented procedureS for handling, storage, packaging, preservation and 
delivery of product. 

. 

The storage areas for incoming goods, components and finished goods were appropriate. 
However, it was n()ted that the external door and the inner door to the raw materials receiving 
area were left.open simUltaneously. Consequently, dust, dirt birds and insect pests could enter 
the storage area. This was noted in the deficiency report. 

. 

Desigliated 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 
with data loggers which were downloaded and reviewed weekly. 

. 

The packaging of the product was appropriate to ensure that the product is protected and sterility 
. is maintained 'until use. 

. . 

A contract with the Australian sponsor for the company's product: (Medical Vision Australia pty 
Ltd) was reviewed. The contract reqUired MV A to keep records of distribution of products by 
lot and'serial number. 

The procedure for receipt and despatch ·of goods was documented. This was reviewed and was 
considered appropriate. 

The arrangements for primary packaging of the implant were do�umented. This document 
provided detailed instrUctions for packaging and criteria for acceptance of packed implants prior 
to sterilisation. 

Control of Quality Records (4.16) .. 

The arrangements for identification, storage and maintenance of Quality Records were 
. documented in SQI/05 peD 001. 

Paper copies ot records were maintained for up to 15 years. The compll:llY stated that the life of 
the implant may be longer than 15 years. This was noted in the deficiency report. 

. 
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Internal Quality Audits (4.17) 

The company had docum.ep.ted procedureS for conducting internal quality audits to verify that 
. the company's quality system complies with planned arrangements �d to detennine whether the 
quality system is effective. 

. 

The procedure for Internal Qu8Iity AuditsSQl117 PCD OOI·w8.s reviewed. This detailed the 
responsibilities of the management team and other personnel, and provid� guidance to the. 
management of the audit programme. The procedure required that deficiencies axe recorded, 
investigated and appropriate corrective action tak�n. The procedure also required that the 

" effectiveness of correctiye "actions be verifi� and recorded, and that the results of ip.temal 
. qiialilY audits form an :integral part of the input to Management Review. 

The 8rrang�meJI.ts for int� quality a�dits were consid�ed to be effective. " 

Training (4.18) 

The company had documented procedures for identifying trainlng needs, providing training and 
assessing cQmpetency �f personnet 

. 

Function forms which described the missio�, responsibilities and, where" required, "the necessary 
authority were available f�r each position. 

. 

'the records for several members of staff were selected and reViewed. The records of training 
·indicated th� the individuals reviewed had necessary competency. 

Due to the nature of the solvents used in the produCtion process personnel who work in the area 

were provided with medical examination and blood tests twice yearly.· " 

Servicing (4.19) 

This element was not applicable as the CO�PMY does· nQt provide" servicing of the deviC({s. . " " , 

Statistical Techniques (4.20) 

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

"These included a procedure for statistical management of non-conformities arising from 
production (SQlIZO PCD 0(1) and a proc�Ure for statisticRI management ofcompl$lts 
(SQ1/20 PCD 002). " 

. . ." " 

These appeareq. to b� appropriate. 

Other specific issues" identified. 

A number of questions relatfu.g to· Drlcrobiological control of the product were msed by the product · 
. 

Evaluator. "These were discussed With the company during the audit and it was agreed that the 
company would provide further information. to the Evaluator. 

" 
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The required infonnation was provided and subsequenl1y accepted by the evaluator. 

Deficiency Report 

A ·number of nonconfonnj:ties were identified during the audit. 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 outlinllig the corrective actions it has -

taken for the nonconfonnities. The response included appr.opriate documentary evidence of the . 
corrective actions. . -

The corrective actions taken by the company are considered acceptable. 
. . -

Quality Manual. 
. . 

A copy of the company's Quality Manual (SQlI02 MAQ 001 B) which was current at the time of the 
audit has been retained on file. 

' . 

Miscellaneous. 

Samples taken 

No samples were taken. 

Annexes· attached • .  

Meeting Attendance Sheet 

Audit plan 

Deficiency Report 

Summary and conclUsions. ' 

. The auditor was of the ophnon that the company h�d effectively' .established and maintained a quality '. 

management system that was compliant with the ISO 9001:1994 and ISO 13485:1996 standards; ap.d 
with the Essential Principles detenni:hed under the Therapeutic Goods Act. 

Lead Auditor 
27 A�gust 2004 

Contact Details: 
Telephone: . "*61 2 6232 8625 
FaCsimile: **61 2 6232 8426 
E-mail: heaJth.gov.au· 
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TBe/f"�lJr/� 
QOpgt: . 
A ... "'lJflAr/U Manufacturer AsseSSment Section . 

. Meeting Attendance Sheet 

. Company: Poly ImplaIits Protheses '. 

Address: 
" 

.. 
337 Avenue De B�enes, 

83507 La Seyne Sur Mer, France 

Topic: 
Conformity Assessment Audit 17-19 .N�vember 200� ' . 

Name:· Title I Organisation: 

(please print) 

Form F402d.2 

' . 

Opening 
bate: 
17/1;)0'3 

Initials: 

' . 

'Closing 
Date: 

.(Ff"b� 
Initials: 



. .) 

) 

JBEIAPfllrtG 
SIJODS 

. Manufacturer Assessment �ection TG/\ JUJIIIII;SrIlAf/01f 

DatelTime 

17/11/2003 
09:00, 

, 

" 

"�2:30-)4fo(f�� 
, " 

.. 

·17.00�17.15 . 

i7.30 

. 

Conformity A$sessment Audit Plan 
Poiy Implants ProtheSes 

17�19111/2003 

Activity/QA elem�nt 
Opening Meeting aild Introf;iucti.ons. 

' '; • Introductions 
:.,. ". 

• Attendance Record, 
.� 

/" Audit Standard· • 

/' 
.i • Scope of audit 
v • C,ompanyoverview , 

'" v 
organisatio� chart and key personne� • 

./ Short Plant Tour 
,��J � � 

./ Tec�cal Issues arising from application 

.../ (4.1) Management RespOllSl"bility 

,/ (4.2) Quality System 

Lunch 

v' (4.4) Design ControJ, 

./ '(4.3) Contract ReView' , 
-'--:;> 

7 (4':6) Purchasing 

Prepare daily notes , 
Depart factory 
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DatelTime 

18/1112003 

09:00 

12.3Q-1330 

.. 

17.00-17,15 

17.30 

/ 

./ 

J 

/ 

'j 

/' 

. } 

. A-ctiYity/QA· element 

Handling of incoming materials 

VManufacturing processes' 

Llinch 

Packagiilg processes 

'( Sterilisation processes 

.' 

. (4:15) Handling, Storage. P�aging and Delivety , 
. . 

(4.8) . Product ldeni:ificatio.n and traceability 

(4.20) Statistical Techniques 

Prepare wiuy notes 

. Depart faCtory ., 
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Dateffime 

1911112003 

09:00 

' �JS: • .f � • 

,-

: 

15:30·i6:30 

16:30-17:00 

17:00 

;:6-, 

. 

Activity/QA �Iement 

./ (4.10) Qua1i1yControl Jnsp�on and Testi1lg 

,.. 

/ (4.11) Contro] of inspection, measuring and test equipment 

A·i. p.r� Ji'r'I.4<' 

./ 
(4.5) Document and Data Control 

Si. 

../. 
(4.16) Control ofQualityRecQrds 

.5.6· "'=-i 

-

./ (4.18) Training 
(j.t}. 

Lunch 

../ (4.13) Control of nonC9nformlng product 

/ (4.14) Corrective and preventive action 

w' 

-/ (�.17) Internal Audits 

� 

J Prepare fOl' closing'meeting 

, (Review cooforn::i.ity assessment requirements) 

-I Oosing meeting 

{ Depart Factoty 
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Manufacturer Asses�ment S�on .. 
• Office of DeviceS, Blood and TiSsQes 

Conformity Assessment Audit Deficien£y Report 
.- ,. 
. �OMPANY·NAME: .Poly Implants Pr.otheses 
ADDRESS: 

337 Avenue de Brnxelles, 
83507 La Seyne sur Mer, 
France . -

FILE REF. NUMBER: 

Submission No. 2003/098 ':. - . 
TYPE OF AUDIT: 

, 
Full Conformity Assessment 

J 

DATE OF AUDIT: 17-19/11/2003 PREVIOUS AUqIT: Not ApJ;llicable 
MANUFACTURING STANDARD: . . 

. ISO 13485:1996 

COMMERCIAL- IN.,.- CONFIDENCE 

.. �. 
.Y. 

��oI 

Healthcind .. 
Ag�ing .. 

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 company on 17� 19 November 2003. The 
purpose of the Visit was to assess �he company's compliance wit;h the manufaCturing r�quirements for 

- comonnity aS�essment of medical devices Wlder the Therapeutic Goods A�t (1989) . . 

. " 

Specific nonconformities observed during the audit are recorded.hereunder for the company's 
information and attention. It is important that these be considered as symptoma,tic of items requiring -
attention as it is not -�ssible in an audit otlimited time frame to identify every area requiring _ 

- . 

attention. ·Other matters requiring attentiori may hav� been identified during a 19nger audit. 
. . 

Clause references below are to the ISO 13485:1996 S:mndard: 

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 photograplls) of the major noncol)fonnities should be 
received by the chief GMP Auditor within fou,r 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 elates for progi::ess reports to be submitte4, should be proVided Objective evidence 
for the corrective. action for the 1:J?inor nonconformities is n�t required but these matters will be 
reviewed at the next audit. 

A fln,al compliance rating Will not pe. detennined un:tll the resporise has been�reviewed and all 
. nonconformities corrected to the satisfaction ofth� aud.it�rs. A recomrilendation on accept�ce of�e . 

. maiiufacturer cannptbe made until the compliance rating is detenhlned.. . . 
. 
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The auditors wQuld b� pleaS.�d to Answer·any further questions relating to this rep1;)rt_. 

Major Nonconformities: . 

1. A number-of problems relating to the construction and maintenance of the cleanroo� 
.. : were not�d. These were considered to pose a risk ofhatbouriiig micro-�rganisms an:4 to 

be a potentiaLsoUrce ofparticulate·contamination. (ClauseA.9)
· . 

1.1.. 

" 1.2. 

There were :gaps.in the Vhiyl.flooring in the silicone preparation area. 

TheI:e were up,sealed penetrations in the wall of the envelope filling room. 

Beil,ches �nd storage .cabinets in most of the cle� rooihs were construcled 'of 
laminated particle board. There were vario�ex�plesofunSealed edges' . 
�dlor uns�ed hoh:s in cupbo8.tdsail� under benches. 

. ,  

, 2. The external door and inner doer to ,the raw maieri�s receiVing area were left open 
simultaneously. Consequently dust, dirt, birds mid weet .pests coUld eIi:t�r the storage 
area. (Clause 4.9,4.15.1) , 

. ' 

3. The use of Plate Count Agar (PCA) incubated at 300e for 5 days had .not been validated 
for the reCovery of low nu,mbers of bacteria and fungi. Additionally the validation of the 
micIQbiologleal monitoring programme for work surfaces and equipment in 
IIianufacturing areas was not complete. 

Minor NonconformitieS: . 

4. The traceability .of some individual raw niaterials was not adequat�. Materials used in . production were identified Using. the manufacturer's lot number. Subs�uei1t d�Hveries' of 
a raw matenal were identi:P.ed using the same manufactprl?r's lot number as the original 
delivery. (Clause 4.8 b) 

5. Incorrect Quarantine labels had been applied to sonie drums of MED 6 6400 in the 
quarantin,e Store. 'Additionally, there 'waS inconsis!ency in the manner of .sign-c;>ff of 
"Accepte".la,?els on other materia�s in the store:. (Clause �.12 ) , 

6.' The folloWing ma�ers- relating to c9ntrol of documents and records'were noted. (Clause 
4.5,4.16) 

. . 

6.1. ' Soil;l.e uncontrolled photocopies of S.o:J?s w�re·.obs�rved in the intermedi,ary 
packaging room. The copying of documents was prohibited' by SQltO� PCD ' 
OOl(F) " 

. , 
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c· 

-. >' .\�I.{ 
6.2. The period ofthne for �etention of obsolete documents �as defined in SQIJ05 

PCD OQ l' (F). The period for retention of level 3, 4 & 5 docum.en� waS. stated 
/ as 15 yea,rs only. This time period was considered i�ufficient as it was stated 

that the lifetime of the implants may exceed 15 years. 

Manufacturer Asses�ment Section 
TGA 

Biocompatibility Stream. 
rGA Laboratories 

. 20 November 2003 20 November 2003 

Contact Details: 
Telephone: 
Facsimile: 
E-mail: . 

Post: 

02 6232·8625 
02 62328426 

___ .'.· ••• @.health.gov.au 
PO BOle 100, Woden ACT �606. Australia 
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Manufactyrer Assessment Section form F401d.1 

POST AUDIT CLOSE OUT RECORD 
Manufacturer: Audit dates: 

Poly Implants Protheses 17-19 �ovember 2003 

Date of response: 

15 December 2003 

deficiency objective 
• evidence #: required? 

1.1 Yes 

1 .2 Yes 

. 1 .3 Yes 

2. Yes 

3. Yes 

4. No 

� 

Response number: 

#1 

Basis for close out 

Company has advised that the gaps in the vinyl flooring . 
has been repaired. 

Copy of corrective action request and photographs 
provided. 

Company has advised that the holes in the walls have 
been repaired. 

Copy of corrective action request and photographs 
provided . .  

Company has advised that I:!- corrective action request 
has been raised and they are s.eeldng quotes for 
replacement of the benches and cabinets in the 
cleatlr90ms• 

Copy of corrective action request provided. 

Company has advised that documented instructions have 
been posted and staff retrained to ensure that the airlock 
to the raw materials receiving store is used ; 
appropriately. 

Copy of corrective action request provided. 

Conipany has advised that the validation programme for 
c1eanmg of the clean rooms has been documented. 

Copy of corrective action request provided. 

Company has advised that the procedures and forms for 
receipt of starting materials have been modified to 
require multiple deliveries of a matenal with the same 
manufacturer�s lot number to be individually identified. 

Copy of corrective action.request provided. 

. . Poly Implants Protheses 
Conformity �essment Audit 17-19 November 2003. 

Audit response #1 
Page 1 of 2 

Completion 
date: 

15/12/03 

15/12/03 

15/12/03 

15/12/03" 

i5/l2l03 

15/12/03 

Accepted: 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 



,f" 

5. No 

6.1 No 

6.2 No 

Manufacturer Assessment Section 

POST AUDIT CLOSE OUT RECORD 
Company has advised that personnel have been given 
additional training regarding correct use of status labels. 

Copy of corrective action request provided. 

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

.. . 

Copy of corrective action request provided. 

Company has advised that the management of-records 
will be amended to ensure that documents are retamed 
for the potential lif� of the device. 

Copy of corrective action request provided. 
. . 

Use more than one page if necessary. If page 1. complete the following: 

All nonconfonnities have been closed out. 
Quality System status is acceptable. 
Comments: 

Sign: 

Poly Impla[lts Protheses. . '  
. Conformity Assessment Audit 17-19 November 2003. 

Audit response #1 
Page 2 of 2  

Form F401d.1 

27/1 1103 Yes 

21/11/03 Yes 

10/10/03 Yes 


