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Medical Device Conformity Assessment and
Quality Management System Audits

Mr Keith M Smith
Quality System Manger

Dr Dragana Milic
Manager Medical Devices Audit Team

Manufacturer Assessment Branch (MAB)
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- Australian Government
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Therapeutic Goods Administration

. Supply in Australla

* TGA Conformity Assessment

« TGA Application Audit

« MAB Governance and Structure
« MAB’s Quality System

* TGA Auditors

« QS Standards

« A QMS audit
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Australian Government
Department of Health and Ageing supply 'n AUS"'I"OI IO

Therapeutic Goods Administration

* Manufacturer must meet the obligations of the Conformity
Assessment Procedures as defi ned in Therapeutic Goods
“Regulations.

» Sponsor must provide evidence that manufacturer has met
“their obligations
— A Sponsor is an importer or an Australian supplier

« Supply permitted when product.details are entered in the
Australian Register of Therapeutic Goods (ARTG)

— Product Register

3 Copyright MAB TGA March 2007

v} Australian Governmen .
e Dep::tamentof Healthanthgeing TGA COﬂfOf'mlTY Assessmeﬂf

Therapeutic Goods Administration

« What type of CA is required for supply in Australia?
— Determined by classification rules (GHTF based)
— In accordance with the CA procedures as defined in regulatlons

« When is TGA required to be the 3rd party certiﬁer?

— Devices incorporating medicinal, microbial, or recombinant -
substances, derivatives of blood or human plasma, or animal
substances.

— Australian Manufacturers -

» Sponsor may apply to enter a product in the ARTG |f the
manufacturer passes conformity assessment

PRI sl Lumgmwzww T TS -
mam*‘ oty mmm i R R R e

4 ' Copyright MAB TGA March 2007
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:  Australian Government

rtv Department of Health and Ageing TGA App' iCOTiOﬂ AUd it

Therapeutic Goods Administration

— Assessment / Audit reports from other regulators
— The Manufacturer's own QMS documentation.

« Used when TGA is not required to be the 3" party certifier.

« Entered in the ARTG if application pass the application
audit

5 Copyright MAB TGA March 2007

. Australian Government

%y Jxe Department of Health and Ageing . TGA App' iCGinﬂ AUdiT

Therapeutic Gouds Administration

« Application audits are conducted on a selection of
applications, not all.

— Mandatory selections include: AIMDs, Barrier & Implantable
Contraceptives, Silicone Breast Prosthesis, Disinfectants for
medical devices, Prosthetic heart valves, IOLs, Intra-ocular Visco-
elastic Fluids, Class Il devices not assessed under the EU/EFTA
MRA

— Other selections include: Where other information is available to
warrant selection or on a random basis up to 20% of applications.

6 Copyright MAB TGA March 2007



2

f“ Department of Health and Ageing Remﬂinder Of OppliCGfions

‘Therapeutic Goods Administration

Reamen e
R

i e AT e

« Entered in the ARTG if the Sponsor is able to provide
evidence of the assessment that was performed by a
_recognised European Notified Body for CE marking

— Application rejected if the evidence cannot be provided

— Alternatives include the manufacturer obtaining a CE mark or a .
Conformity Assessment Certificate from the TGA.

R T O % e ot % i BT, S
Lo TR TR A ket -‘ﬁm&ﬁ:@ G T T,
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B Australian Government

Department of Health and Ageing COﬂfOl"mifY ASSessmeﬂ* Options

‘Therapeutic Goods Administration

& ' S ST e e A s I A
ke Y o T SRS RER T ate dosiare AR ket

« Determined by Classification Rules and include:

— Design and QMS (inc design control)

— Type Examination and QMS (without design control) -
— QMS (inc design control)

; QMS (without design control) -

— QMS (final inspection' and test)

8 Copyright MAB TGA March 2007



X! Australian Government Assessmen‘r for‘ Confor‘mify
FX™ Department of Health and Ageing ASSCSSH‘\CI’\T

‘Therapeutic Goods Administration

* Product Assessment
— Dossier Assessment

— Assessment and tests against Standards used to verify conformity
with the Essential Principles (GHTF)

— Assessment performed by the Medical Devices Assessment
Section of the Office of Devices Blood and Tissues (MDAS/ ODBT)

9 Copyright MAB TGA March 2007
& _.@a Australian Government Assessmen"r fot‘ Conforn‘\ify
Yadeo<® Department of Health and Ageing ' Assessmenf

Therapeutic Goods Administration

EETCIPLE PR YW T PP )

« Quality Management System Assessment

— 1SO 13485: 2003 with or without Design Control

— Assessment performed by the Manufacturer Assessment Branch
(MAB)

10 Copyright MAB TGA March 2007



% Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

MAB Gover'nqnce and Structure

Branch Head

Clearance Unit S35 Gverseas Cleatonce Unit Monager

_ Chiet Mediten

wedicme Audit Teaen - A
Hogreme Audii Team - AW
wedical Devices dudn Team - DM

8iood, Fissues ang Cellular
Thermpies Auvdis Team 5D

Audit Team Managers

tntormation Yahl\o‘la;y Managet Quatity Svatems Minager
¥ Sy

Beanch Admimsiratian Statf

e .
Licence, Certitication ang Recards | Busiiess Suppoet Unit Manager
Maragervent Unit Staft

Technicat Specialist Poot

Branch Structure

intormation Technotogy Manager  Manufacturer Information
Branch Head | System (MIS) Committee

Expersencea Auditor

medic mes - Sterile
Medicines tno-Sterie |
8tood issues and Celtutar Fherapies
Medical Devices
Lompiementacy Merdicines

Technical Expert
Reference Groups

Audtt Team Manager of Auditor
Other tndependent Auditot

Lhiet Auditar

Audit Review Panel

MAB Governance
. Structure
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fReguiatlor - &s sequined

Branch Head

i
Executive Committee |2t

Chict auditor
Auan Team maragers

Sysimns Manager
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ov Manager

Overseas {learance Unu Aanager

Audit Governance
Committee

Business Suppor: Unit Manager

Medsale Audil Manager

Cheet Auditor
Audt Team Managers

— e
{ Quatity Systems Manager
Medsate Audit Manager

Quality Swatems manager

Quality M

System Committ

internal Process
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Chief Auertor

Experienced Auditor
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ee

Busineys Managet
Overseas (learance Unir Kanager
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s,
6%* Department of Health and Ageing
Therapeutic Goods Administration

Copyright MAB TGA March 2007

MAB's Quality System

* Includes GHTF{ SG4 guidelines,

Compliant with SO 17021:2005 (Guide 62)

 Branch Manual, procedures, forms and guidance documents

* Maintained by a QS Manager

+ Internal reviews - internal audits and management review

* External reviews

— Department of Health and Ageing, Audit and Fraud Branch
— Australian National Audit Office
— Commercial certification body (proposed)
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TGA Auditors

. Temary qualifications - engineering, mlcroblology,
chemistry, physics, pharmacy

« Experience - middle management in industry

* Initial training - including external QMS Lead Auditor
training course, trainee audits and final observed sign-off
audit

« Ongoing - including 6 monthly devices stream training
meetings, seminars

» Strict conflict of interest rules
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« 1SO 13495:2003 adopted as AS/NZS ISO 13485:2003 and
may be used for demonstrating the QMS requirements of
the Regulations (Conformity Assessment Procedures) .

— SO 13485/8:1996 - is still used by some manufacturers to meet
previous QMS requirements during a transition period ending 4
October, 2007 :

— 1SO 13485/8:1996 not used for conformity assessment under new
QMS requwements
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» Selection of the audit team

— auditors formally “qualified” for specific types of audits with specific
areas of expertise noted

— audit team must include someone with experience in assessing the
technology involved

— technical experts, e.g. from MDAS or TGA Laboratories also formally
“qualified” and may be included in the audit team

» particularly for high risk devices

— initial audit most of the time undertaken by a 2 person audit team
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Appointment for the audit made
- Can be unannounced

» Audit duration dependent on the type of product, size of
organisation and the applicable manufacturing standard

* Quality Manual briefly reviewed
— initial audit not conducted if not complete

« Initial audit of high risk and complex devices and or
drug/device combination require further, usually significant
audit preparation |
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« Strategy for follow up of technical documentation during
audit determined

» Audit plan prepared

« Critical subcontractors may be included
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The Audit

» Opening meeting with management
- Assessment by seeking objective evidence of compliance

« All requirements will be audited for evidence that specified
reqwrements are defined, have been implemented and are
effective in meeting quality objectives (including regulatory
requirements)

« Particular attention to critical requirements, e.g. de3|gn
control and process validation
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. ComplianCe with regulatory requirements included in the
audit. For example:

— Technical documentation included in QS

-~ Check that manufacture is consistent with the Technical Master File
including compliance with Essential Principles

— |f applicable, verify that design processes are consistent wnth
Design Dossier and risks properly managed

— Review procedures for reporting adverse incidents

— Control of labels
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Risk Based Approach to Audltmg

Compliance with statutory & regulatory requirements

Control over subcontractors
— Specifications |
— Materials

— Acceptance criteria

Validation of processes
— computerised systems for production
— sterilisation processes must be validated before initial use

L saadaRg Et :
0 HATEEERL ALY SRR et

20 Copyright MAB TGA March 2007



> Australian Government

< ¢ Department of Health and Ageing . EX i'r Mee'ﬁﬂg

Therapeutic Goods Administration

* Findings presented to management

 Discussion encouraged to ensure that report is understood
and that there have been no misunderstandings

— Audit report is provided to the manufacturer after internal review by
MAB Audit Team Managers

+ Requirements for response discussed
— required within 4 weeks from date of report (target 2 weeks)

— Objective evidence (e.g. copies of documents, photos) required for
“major’ nonconformities
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« Audit report includes:

— an overview of the audit — what was covered, positive and negativé
findings : .

— Non-conformities with references to the relevant standard

- Reviewed by Audit Team Manager before sending to the
manufacturer
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* Major:
— Impede certification
— Objective evidence requnred to close out
— Follow up at next audit

* Minor:
— Do not impede certification
— Corrective action described |n response
— Follow up at next audit
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Major non-conformlty

* Produces, or may produce, a product which does not
comply with regulatory requirements; and/or

* indicates a Major deviation from the quality management
system standard; and/or :

« indicates a failure to carry out satisfactory procedures for
release of batches; and/or
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