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Introduction

The following learning pathways are designed to assist
medical technology industry professionals identify current
and future professional development directions. Each
training module is available through the MTAA Professional
Development Program and can be further complemented
by a range of external post graduate or private courses. As
additional MTAA courses and modules are developed, these
will be added to the pathways.




Course Description

1.0 The Regulation of Medical Technology

The regulation of medical technology in Australia is similar,
in principle, to that adopted in the European Union. However,
there are differences. The Therapeutic Goods Administration
(TGA) regulates the supply of therapeutic goods in Australia,
including medical technology, whether relatively simple or
extremely complex. Before a sponsor can supply items of
medical technology in Australia, the TGA must grant an
approval and enter the product in the Australian Register of
Therapeutic Goods (ARTG).

The Regulation of Medical Technology course consists of a

series of modules to support employees working in the

regulatory area.

1.1 Introduction to the Australian Medical Technology

Industry

.2 Biohazards and Sterilisation

.3 Introduction to the Regulation of Medical Technology

in Australia

Advanced Review of the Regulation of Medical

Technology in Australia

Understanding Clinical Evidence for Medical

Technology

Developing Clinical Investigations for Medical

Technology

Quality Management Systems and Conformity

Assessment Procedures

The Australian Regulatory System: the DEAL

and GMDN Systems

1.9 TGA Decisions and Appeals Processes

1.10 Risk Analysis and the Development of Medical
Technology

1
1
1.4
1.5
1.6

1.7

1.8

1.11 Risk Management for Medical Technology
Companies from a Regulatory Perspective

1.12 Developing Technical Documentation for Medical
Technology

Medical Devices (MD) Regulatory and Quality E-learning
DISCover Series

The MTAA, in association with SeerPharma, has created a
new and innovative online Medical Devices (MD) Regulatory
and Quality e-learning series. This series provides up to 45
minutes of interactive online training, links to supporting
information, online assessments and a Certificate of
Completion. It has been developed by industry experts and
covers regulatory compliance to all major international
cGMPs such as FDA, EU, PIC/s, TGA and ISO 13485/CFR
820. This program delivers best-practice and effective e-
learning to the workplace.

The Medical Devices (MD) Regulatory and Quality E-
learning DISCover Series includes the following modules.
Additional modules will become available online as they are
developed.

MD-G 1:Global Regulation of Medical Devices

MD-G 2:Quality Management Systems - Requirements
MD-G 3:Risk Management

MD-A 1: Australian Regulatory Affairs Overview

MD-A 2: Requirements for Registration

MD-U 1: USA Regulatory Affairs Overview

MD-U 2: Quality Systems Requirements - 21 CFR 820
MD-Q 1:Managing a Quality Management System (QMS)
MD-Q 2:Documentation and Records




Course Description

2.0 The MTAA/MIANZ Code of Practice (Edition 3)

The 3rd edition MTAA/MIANZ Code of Practice was adopted
by Members in May 2008. The Code is self regulated by
industry and provides guidance on the medical technology
industry’s relationships with health care practitioners and
consumers. Industry has a long association of working with
clinical professionals. Under the Code of Practice, there are
specific obligations which need to be noted to ensure that
member companies are compliant with the Code. The Code
of Practice course has been recently revised to reflect
Edition 3.

A series of modules are available:

2.1 Introduction to the Code of Practice

2.2 Unpacking the Code of Practice

2.3 Complying with the Code of Practice

2.4 Advertising Therapeutic Goods in Australia

3.0 Working with Healthcare Professionals

Medical technology industry personnel often need to work
directly with healthcare professionals. Effective
communication skills appropriate to the differing learning
styles of healthcare professionals are essential. In addition,
understanding the ACORN Standards by visitors to the peri-
operative environment is required for authorised admission.
Arange of modules reinforcing the skill sets required to work
effectively with healthcare professionals are available.

3.1 Interpreting Medical Terminology

3.2 Communicating Effectively with Healthcare
Professionals

3.3 Professional Conduct

3.4 Hospital Protocols

3.5 Introduction to Operating Theatre Protocols

3.6 Operating Theatre Protocols Update

4.0 Reimbursement of Medical Technology

The reimbursement of medical technology in Australia is
complicated and occurs in many forms. Some processes
are interrelated, for example with Medicare; while others
are stand alone schemes. Medical technology industry
personnel new to the industry or specialising in the area of
medical technology reimbursement need to gain an
understanding of the reimbursement process that operates
within Australia.

The Reimbursement of Medical Technology course consists

of a series of modules to support employees working in the

reimbursement area.

4.1 Introduction to Reimbursement of Medical Devices in
Australia

4.2 Reimbursement for IVDs

4.3 Achieving a Successful Application for the
Prostheses List

4.4 Medical Devices and Surgical Procedure
Reimbursement

For further descriptions regarding each module, please refer to the MTAA Semester 2 2008 Training Calendar,

available on the MTAA website www.mtaa.org.au




earning Pathways Overview

Stage of Professional
Development - to be Target Audience Area of Responsibility Modules for Completion
completed during the:

First six months Newly recruited staff to | Marketing and Sales 1.1 Introduction to the Australian Medical Technology Industry
working within the the medical technology | Regulatory 2.1 Introduction to the Code of Practice
medical technology industry or tertiary Reimbursement E-learning DISCover Series
industry. students Quality Assurance MD-A 1 Australian Regulatory Affairs Overview
Research MD-G 1 Global Regulation of Medical Devices
Commerce

Customer Service
Technical Services

IT

HR

Professional Development

Administration
|

First year working Staff that require an Marketing and Sales 1.3 Introduction to the Regulation of Medical Technology in
within the medical initial understanding of | Regulatory Australia
technology industry. medical technology Reimbursement 2.2 Unpacking the Code of Practice
industry systems. Quality Assurance 4.1 Introduction to Reimbursement of Medical Devices in
Research Australia
Commerce E-learning DISCover Series
Customer Service MD-G 2: Quality Management System Requirements
Technical Services
IT
HR

Professional Development
Administration
e

First year working Staff interacting with Marketing and Sales 3.1 Interpreting Medical Terminology

directly with healthcare | healthcare Research 3.2 Communicating Effectively with Healthcare Professionals
professionals and/or professionals and/or Technical Services 3.3 Professional Conduct

hospitals. entering the peri- Customer Service 3.4 Hospital Protocols

operative environment.
I ...
First six months Staff new to entering Marketing and Sales 3.5 Introduction to Operating Theatre Protocols
entering the peri- the peri-operative Research
operative environment. | environment who are | Technical Services
not registered nurses | Customer Service
with a surgical
background.




earning Pathways Overview

Stage of Professional
Development - to be
completed during the:

First six months
entering the peri-
operative environment.

Continued practice in
operating theatres.

First six months

working within
regulatory affairs.

Target Audience

Staff who are

registered nurses from
a surgical background
with the last two years.

Staff entering the peri-
operative environment
that have previously
completed module 3.5 or
have relevant industry
experience or are a
registered nurse from a
surgical background
more than two years ago.

Staff wishing to

professionals needing
to understand the
regulatory controls in
Australia

Area of Responsibility

Marketing and Sales
Research

Technical Services
Customer Service

Marketing and Sales
Research

Technical Services
Customer Service

Marketing and Sales

Modules for Completion

3.5 Introduction to Operating Theatre Protocols
(assessment only)

3.6 Operating Theatre Protocols Update

2.4 Advertising Therapeutic Goods in Australia

working within advertise devices or Regulatory
marketing and sales or | diagnostic products to
regulatory affairs. the community or ad
companies.
First two years Regulatory affairs Regulatory 1.2 Biohazards and Sterilisation

1.4 Advanced Review of the Regulation of Medical Technology
in Australia

1.5 Understanding Clinical Evidence for Medical Technology

1.6 Developing Clinical Investigations for Medical Technology

1.7 Quality Management Systems and Conformity Assessment
Procedures (QMS & CA)

1.8 The Australian Regulatory System: the DEAL and
GMDN Systems

1.9 TGA Decisions and Appeal Processes

1.10 Risk Analysis and the Development of Medical Technology

1.12 Developing Technical Documentation for Medical Technology

E-learning DISCover Series

MD-A 2 Requirements for Registration

MD-G 2 Quality Management System Requirements

MD-Q 1 Managing a Quality Management System

MD-Q 2 Documentation and Records




earning Pathways Overview

Stage of Professional
Development - to be
completed during the:

First year focusing on
other nations within
regulatory affairs.

First year as a
Regulatory Affairs
Manager.

First year working in
reimbursement and/or
IVDs.

First two years
working in
reimbursement of
medical devices.

First year working
within senior
management.

Target Audience

Regulatory affairs
professionals needing
to understand
regulatory controls in
other nations

Regulatory Affairs
Managers working in
the new regulatory
system.

Staff needing to gain
an understanding of
reimbursement.

Reimbursement
professionals needing
to understand the
associated policies
and processes

New senior managers

Area of Responsibility

Regulatory

Regulatory
Research

Reimbursement
Research
Reimbursement

Research

Marketing managers
Senior managers

Modules for Completion

E-learning DISCover Series

MD-U 1 USA Regulatory Affairs Overview

MD-U 2 Quality Systems Requirements — 21
CFR 820

1.11 Risk Management for Medical Technology Companies from
a Regulatory Perspective

2.3 Complying with the Code of Practice

E-learning DISCover Series

MD-G 3 Risk Management

4.2 Reimbursement for IVDs

4.3 Achieving a Successful Application for the Prostheses List
4.4 Medical Devices and Surgical Procedure Reimbursement

2.3 Complying with the Code of Practice





<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


