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Comparison of Cost - TGA and a European Notified Body for Quality Assurance System
Certification under the Australia / EC - MRA.

Notes for Response to the Productivity Commission

Based on a published fees document provided to the TGA from a European Notified Body.
A comparison of fees for an Annex Il roure to Conformity for Quality Assurance System
Certification was performed in 1998. It was found that the European Notified badies costs
were approximately twice the amount of TGA's fees. This comparison excluded travel costs
for the European Notified Body which would add more to the European costs. TGA fees for
this type of certification have not significantly increased since 1998,

Costs were approximately $17,000 vs approximately 334,000
Notified Body was IMQ
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IMQ FEES Scetion ; Medical equiprment

1993

(1 UT = Lit 532.000)
100 IMQ MARK, [MQ CERTIFICATE WITH SURVEILLANCE AND IMQ-UNI MARK

10.1.1 ENTRANCE FEE
Nt requiged.

10.1.2 INSPECTION VISTTS
See0.13.

1013 APPLICATION
Sec 0,14,

10.1.a TYPE TESTS
See calume [ of the table below and 0.1.3,
In case of verification W ascertain product conformity to Amdt. A2 of CEI62-3: 1591 Seandard, where applicable. in addition
to the amount stated in column I the follawing fees will be applisd:
- electromagnetic compatiblity tests ©  according to 80.2 of the Seaie ef fees
- hiocompatibilin: tests a1t final halance. as per leborarary autside IMQ:
- assessment af safery requirement fer
progranumable elecmonic controllers = 0.57 UT per hour

10.1.5 LICENCE FEES
Basic annual amount, as per iterm 0.1 6.
Variable annuai amount, 85 per column [ of the table below, of the two stited amounts the first anc is applied up o the
10th mrodel while the seeend one is spplicd from 11th medel an.
For this purposs differant models arc considered all thace havinz diferent type referenze andior differeat trade mark.

COLUMN I COLUMN I
Amount of ane Annual licence [ees
PRODUCTS CATEGORY campleie fvpe test per model
uTt
1001 | Medicalequipment . . . . . . . Lo o Coe a{ Gnal balancs .. 1608
-clecrocardiogrphs . . . L L o .. 160 .
-elestroeneefalographs . . . . . L L 0 L oL - e .. 170
-clecvomiogrrohs . . . . . o o . e e e e I e
- eordizc-d=fjbrillators e C .. 160
-defibrllatermomteors . . . . . . L L L L L S R I X B
- hign frequeney clectrosurgical equipment (< 5QW) . . L L Lo 1ze .
- high frequeney clecoosurgical equipment (> 5CW) . . . . .. R o s B
- patient monitors:  (singlechannel) . . . . . s e e e .. 145
(mult-chanaels} . . . . . . .. .. .. .. .. 183
Slumpvendlaters . . L . L . e .. 180
-haemedialvsis equipment . . . o . L L Lo L2090
sbabvinoubators . . . . . . . ... oo e .. 185
-nerveand musele stimulaters . L L L L L L L L L. L 140
escialyue lamps . L . . . . o e Co e .. 50
—opemdngmbles . . L . . . e o . R T - S
-acrosol appliesnces . . . . . . . ... L e e .. 53
Addiiongl charge forheater . . L . o L L L . .. 10
Sinfusionpumps . . . . o 0 e .. 140
lagertherapy cQuipment . . . . . . . e o PR .98 TR
- laser-surgery cquipment . . . . . e e e e .. 180 .. .. 08025 .
-modules formodular systems . L . L . L L L L L L oL at final balance c. L30T
1002 | Non-<clectrical medicaldeviees . . . . . . . . o L at final balanee .. 1808 ..
1002 | Whiclpeal equipment for medicz| purposes . . . . . . L .. S s B ..o 1207 L.
1007 | Laboratary SquipmMment . . . . .« - . o - - oo e e a e at final balanes .
‘ -simple type (eg.maixer) ... . .o o e ... .. 60
- avorage cemplexity fvpe (eg. smallanslyzer) . . . . o oL . 130
- complex npe (cg. mult-parameters analvzer) . . . L L .. .. 206 .. .. 1608 .
1010 | Appliances fordental purposes . . . . . . L o . at final balance
odental ehaire . . . . . . . L L e .. 135
-dental aspiratars _ . .. L L o . L e e e .. 103




06/12 '00 WED 17:41 FAX +B1 2 6232 8687

TGA CONF.ASS.BRANCH

-33.
COLUMN 1 COLUMN T
Amount of onz Asnnual licence feeg
FRODUCTS  CATEGORY complete type test per mode!
Ut
1020 | Applisnces forradiolegy . . | e o . at final bafance . LB.D.S8
s Xervdenal equipment ., 0T R N b X
‘mammography equipment . . e L .. 280
* movable cquipment for ward and futgeryreom . ., ., . . ..o 220
« X-ray and radiaseopy fixd wstems ..o .. 320 .
1030 | Hempralwall tubes " T - .. 0803
- with distriburion svstem of liguids and medical gzses |, . -
- with lighting functian ealy ., , .. ., 7. e at final balanee
1050 | 8t final balanee .. 0505
Camponents and aceessories far medical equipment . . ., R &
danewc wheels T B
- accessories for clecwosurgery | . e A X
- dccessonies for lung vendlawrs and macsthetic machines ., | | <235 0
= motars for medijeal ®quipment . . . . T R T A
1680 | - wansformers for medieal equipment . . ., . . . e at finaf balance R -2 R A
Bauycquipmens ., e
10.1.6 ISSUING OF TEST REPORTS AND ATTESTATION OF CONFORMITY
B el oy 02 UT per model
* For camying out tests and Planningtestrepon . ., T T « « 028 UT perhourof technician
Lporepart LT T » oo« L0 UT per repont
* Test report in case of complex equipment . |, Crote oo 200 UT per repont
* Test repom in case of complex cquipment tesied 2200rding 1o several Standards | . o g UT perrepon
* Notifieavon of Tesy Rcsulu(EM.EDCAAgrc:mcnt) St e 04 UT per cemificare
* Aftestation Sfeonformies U ... b8 UT
102 CEMARKING . ACTIITY AS NOTIFIED BODY WITHIV 23/ EEC DIRECTIVE
10.2.1 EC declaration of conformiry (Agpex I

* Application for quality Systempproval . .. L5 Ut
* Applicarion for design eNaminatian (Class Tdevicasy .. 7 032 UT per producs family
* Audit of the quality systern | T G523 UT per hour

fravelling and our-of pocket expenses:
at cost for IMQ + 10%;
* Design exsminadog (Class W devices) |, , . - 0325 UT per hour
travelling and out-of pocker expernses:
arcost for IMQ - 10%

* Declaration of approval of the qualic: system 0.4 UT per deelaration
* EC desizn examination cetlicate {Clase M devices) ©o o 04 UT per cetifiears
- Surveilfanec

Basic annual amounr (for appraval dectararion)

L3 UT for firm who has 2 Quality Sustemn coverey Eve C5Q corificare

1.0 UT for fim whe has 2 Quality Sviem covered by2 CSQMED cemificare
5.0 UT for firm who has ne; s Qualiy System coversd by 2 CSQ ecrtificate

Boos
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Variable annual amount (for approval declaration)

20 UT up to 5 employess (0.5 UT if CSQ cerified)
2.5 UT wp to 15 employees (0.5 UT if CSQ cerified)
5.0 UT up to 30 employses (1.0 UT if CSQ eenificd)
5.0 UT up w 60 employsss (1.0 UT if C3Q certified)
7.0 UT up 10 100 employees (1.0 UT if £SQ cenifisd)
93 UT up 0250 emplovees (1.5 UT if C5Q eertificd)
13.0 UT over 250 employess (2.0 UT if C5Q certiiied)

EC typeesaminartion (Anper IM) .

*Application farapproval . . . L 033 UT

* Verificadons o asssrtain thst the cssential fequirements are fulfilled.

including the preparation of the testng procedurs . . . ., | e e e e « 0.28 UT per houwr

Note.  When the tesis arc carried out by other independent laboratones. they will be Invoiced at final balance applving the .
rare of suzh laborataries,

* EC rype~examination certificate e .. 08 UT per cerifieate

EC verificarion (Aanex [V)
* Applicadon for examinsden |, . ., ., . S 055 UT
*iesung on symples orbatches |, . . . . ., © e . . 028 UT per hour

Note. When the tesm are camied our by ather Indezendent laboratories, thev will be invoicsd at final balance apelving the
rate of such laboratones,

+ Czrificate of conformin re'ated to performed tees . . 0.8 UT per certifieate

EC declamarion ol conforminv (Agger V)
* Application for qualin' svstem aprroval L 13 Ut
sAuditelthe quality ssstes L L L < 0325 UT per hour
travelling and sut- of pocket cxpeases:
ac cost for IMQ = 10%

* Dezlaranion of approval af the quatie svstem . . . ., 09 UT per declaradon

- Surveillancs

Busic anaual amount ( for approval declaration) _

L5UT for firm why hus a Qualin Svstem covered by 3 CSO cemificate
1OUT for firm who has a Quahin System coversd by 2 CSQ MED cermifieat
3OUT for frm who has not 2 Qualine System coversd by a €SQ certifjeats

Variable acgual ymounr (far approvsi declarion)

10 UTup 1o 3 emolovees (0.5 UT if C$Q cormified)
20 UT up w15 emplovess (0.5 UT if CS5Q eemified)
40 UT up 1o 30 cmplovees (1.0 UT if C5Q cemified)
50 UT wp v 6D empiovest (1.0 UT if CEQ eetified)
6.0 UT up 1o 10C empicvess (1.0 UT if C3Q cemified)
7.5 UT up 1o 230 empiovees (1.3 UT if CSQ carmfied)
N0 UT over 230 emgloyees (20 UT if C3Q ecrified)

EC declaration of coolormity (Anney V1)

* Applicatas far qualiny svstem approval L L L, L L L S )

*Audirofthe qualivsvsten, . ., . . 0325UT per hour
travelling and owi- of pocket expenses:
at cost for IMIQ + 10%

- Dezlamrion of approval of the qualivmysem . . . . . . . . . 04 UT per declasation

* Surveillance

Basic annual amount (for approval declararon)

L5 UT for firm who has 2 Quality System covered by 1 CSQ certifieats
LOUT for irmm who has a Qualiny Svstem covercd by 2 C5QMED cenificats
50 UT for firm who has not a Qualiry Ssstemn coversd by 1 C50Q ceriflcate
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Variable anaual amount

10 UT uwp 1o
15 UT up 1o
30UT uw 1o
40 UT up 10
45 UT wp 1o
6.0 UT up to
5.0 UT over

5 emplovecs
13 emplovees
30 emplovees
60 employeas
100 cmplovees
230 cmpiovess
250 emplovess

The fees stated under "Survaillamce™

in [taly. For visits carried out in ath

» Eurepean Counries
* Eumra European Countries

When surveillance visits are
be proporionally reduced

-

(0.5
03
(10
(1.0
(1.3
(2.0
(3.0

cover all usual surveillance w
er Couniries by IMQ, such a
1.5
20

eamied out by foreign Bodics, under the e
s per the achiev=d savings.

TGA CONF.ASS.BRANCH
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( for approva] declaration)

UT if CSQ ccrtified)
UT if C8Q eertificd)
UT if CSQ certified)
UT if C3Q cernificd)
UT if C5Q cenified)
UT if CSQ centified)
UT if CSQ certified)

e e e e e =

Sils (assecsment, travel 20d relevant sNpenses) carred eyt

mounts will be multipliad by the fellowing coefficien;

s o spesific agresments signed. the above fees wil|

diolo




: 2.1 JUN 1999

Conformity Assessment Bransh

Rita Maclachlan
TGA

PO Box 100
Woden ACT 2606

Dear Rita,

ELLEX

LASER SYS1EMS

Taracan Pty. Ltd.
A.C.N. 008 278 080
lrading as
ELLEX LASER SYSTEMS
258 Halilax Street, Adslaide
PO, Bax 7091, Hutt Street
5 & 5000 Ausiralia
Telephone £1-8-8223-6644
Facsimiie 61 #-8732-6277
Email; ellexi@entermet. com.au

It was a pleasure meeting you at last week's Trading with Europe Seminar.
As requested, | enclose a copy of my presentation at that meeting, and trust it

will be of some use to you.

You also asked if you could use my letter to Keith Smith dated May
regarding the CE certification of our company, and | confirm that is OKAY.

Yours sincerely,

Keith'\R Degenhardt
Managig Director

3rd
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A ELLEX

CLE5ER OSTARTEM

~— (
THERAPEUTIC .p(,...-.-. ; .

M)I'VUNIS'H-LAM“ N ‘!
THERAPEUTIC DEN (Cew

BRANCH (No. 2)
05 MAY 1988
3rd May 1999 b
RECEIVED
Taracan Pty. Lid.
AC N 008 276 DEO
Tradng as
ELLEXLASER SYSTEM!
TGA 256 Halifax Sireel, Agclaig
. P Box 7091 Hun Sir
Mr K Smith ** 7% A 5000 Avsural
Teleghone §1-8-8273.6644
PO Box 100 e
Woden ACT 2604 B Emait: sllexr@anternsl.com a

Dear Mr Smith

I confirm receipt of the originals of the CE Certificates (Annex [II and V of the
Directive 93/42/EEC on Medical Devices), and the Quality System Certificate
[SO%002/EN4GQ02.

In accordance with the content of our accompanying letter dated April 28th 1899 I
confim acceptance of the removal of the reference 1o safetv goggles from the contract
for the performance of certification. [ have noted your comments regarding the
supply of safety goggles, and will proceed accordingly.

" On behalf of everyone at Ellex involved in this project [ wish to convey our thanks to
you and the personnel at TGA who have acted in a timely and prafessional manner
throughout. o

Yours1 incerely,
I
Keith R Degenhardt
Managing Director
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FACSIMILE MESSAGE /’_’j’/f_
Te: Ms Rita Maclachian

Compzny: Acting Directer CAB [ TGA

Ceuniry of Destination:
Facsimile No: (o) 6229687 LASER SYGSTEMS

Tarzecan Pty Ltd

From: Malcoim Plunkett 2 1 MAR 29Ul A.C.N 008 276 060
Position: tracing as Ellex lasor Eystams
Date: 17/3/00 Conformity Assessman: Zranc . 258 Halifax 3rree:

Bdelaide S.4A. 3000
Subject: CE-mark type testing Telechcne Ne.: &7 8 ;&;S;rgéﬁ
Fages including this one: Facsimila No.: 61 8 8232 §277

Emaill: mplunkettflaseraxsystams.con.ay

Dear Ms Maclachian ,

I would like to take this opportunity to pass on our thanks to your department for the assistance provided
by your staff in achieving CE-mark certification for a number of our models . The MRA has besn a great
@ success in our opinion and the experience we have gained over the last year from working with TGA has
not onily allowed us to sell our current products in Burope bur is also allewing us to desien the correct
regulatory requirements nto new designs . = B

In particular [ would liks to commend the work and assistance provided by Dragana Milic during the type
testing of all of our models . Dragana has helped us to focus our attention on all faczors that cnul::‘l affect
patient or eperator safsty and the safety aspects of softwars design . I believe that the changes we have
introduced after feedback from Dragana have definitely improved our safery design and our artude to risk
analysis . Having gone through several Annex 3 type tests with Dragana has also allowed us to develop 2
design and documentation approach which allows us to proceed with an I1SQ9001/46001 audit with some
confidencs . .

Once 2agzin , thanks to all concemed .

Best regards ,

Maleoim Plunkett
o Project Manager — e e

o e
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Seal of approval

By She'Hejf Tang

The Therapeutic Gaods
Administration (TGA) has taken
a bold step onto the world stage
under new trade arrangements
established with Europe.

From 1 January 1999 a Mutual
Recognition Agreement (MRA)
came into force between
Australia and a number of major
European countries, including
France, ltaly, Germany and the
United Kingdom.

The MRA is a broad trade
agreement that incorporates the
medical device sector. Under
this scheme designated agencies
in Europe and Australia are
recognised as capahble of
ensuring products meet the
relevant standards before being
allowed onto their respective

At leisure?

Stx months into retirement and
Rex Packer says he is adjusting
well to his new ‘career in
enjoyrent and relaxation’. Rex
retired last December after 28
years with our Department and

b e
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markets. In Australia, the TGA
has been given the role of
assessing and approving
praducts for sale in Eurape.

At a recent seminar on Trading
with Europe, organised by the
Department of Industry, Science
and Resources, Mr Keith
Degenhardt, of Ellex Laser
Systemns, praised TGA for its
professional and highly skilled
approach to certifying products
for the European market.

Mr Degenhardt described three
years of unsuccessful attempts to
certify a medical laser device
using two private European
certification bodies. When the
MRA came into force, he
contacted TGA, and reports that
for the first time, found people
who understood the
requirements of the European
system, and who shared the

45 years in the Australian Pubtic
Service.

Rex began work at age 14 as a
telegram delivery boy for the
Fost Master General in
Adelaide. His parents, survivors
of the Great Depression and the
Second World War, insisted on

i

£
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Rex Packer and wife Mervi, take 3 moment to p.’an their next trip into
Australia’s great outdoors. Pheto: Norman Plant

company’s objective of gelting
the product approved.

Mr Degenhardt explained that
TGA provided highly skilled
technical people, including an
expert in medical lasers. He
found that its knowledge was
greater than that of any of the
European regulatory agencies
with which his company had
previously come into contact.

Ellex established a cooperative
working relationship with the
TGA, and received the
appropriate certificates in April
1999.

It is TGA’s goal that this will be
just one of many successful
outcomes in the new field of
certifying Australian medical
devices for the European market.

Shelley Tang works with the TGA%
Device Registration and Assessment
Section.

his having a secure job after he
refused to return to school. In
fater vears, Rex completed his
studies at night, married and
moved his family to Canberra to
join our Department in 1971 In
1983 Rex transferred to Aged
Care where he worked till fast
December. His days are now
busy with church and
community activities, travel and
family. Rex’s message to people
considering retirement: ‘Don't
wait. Go forit!

The occasional word

Pi jaw means...

a. a circular measurement
k. a keen pastry cater
c. a fong dull moral lecture

d. a right angled hinge opening

Answer:

21M23) oo |(np Suoj e o



INTRODUCTION PARAGRAPH
KEITH DEGENHARDT - ELLEX LASER SYSTEMS

Keith Degenhardt is the Managing Director of Ellex Laser Systems.

He has a 23 year background in marketing, the majority of it in the
international medical market. He joined the original “Laserex” in 1987
as its Marketing Manager, then participated in a Management buy out of
the assets of their medical division in 1990 and established Taracan Pty
Ltd trading as Laserex Systems which became Ellex Laser Systems.

The company’s core business is to develop and market medical laser
products internationally. They have successfully developed and
currently manufacture several ophthalmic laser systems based on Nd:
YAG solid state laser technology.



Introduction

| Our history begins in the mid eighties, with the establishment of Laserex as a publicly
listed company in Adelaide, established to develop and manufacture lasers for medical
use, principally ophthaimology, and in particular, a ‘YAG’ laser for use following cataract
surgery.

in 1989 Laserex suffered a financial collapse like so many other high tech companies of
the time and the medical laser business was subsequently the subject of a
management buyout and Laserex Systems was born, eventually becoming Ellex Laser
Systems in 1996 as we shrugged off the last vestiges of association with the pre-

existing companies.

We employ about 80 people in design and development manufacturing and
administration, at our faciiities in the CBD of Adelaide, from which we export

approximately 88% of our output.

We export to some 70 countries around the world through about B0 dealers, and have a
sales subsidiary in Minneapolis Minnesota and do OEM manufacture for Alcon Surgical,
the largest company worldwide in the ophthalmic field.

We are registered with the FDA, are routinely audited by them and all of our products

are available for sale in the USA.

Our product range is specifically solid state laser surgical devices for use by
ophthalmologists. Ophthalmology has been an innovative leader in the use of laser
products in medicine, indeed the first medical lasers were used in ophthalmology in the

1960’s.

1 . HAWORCWEMHKDTALKZ DOC



We make several types (models) of Nd:YAG lasers for post cataract surgery use. We
also make a green laser for work principally on the retina, to photocoagulate bleeding or
proliferative blood vessels associated with various disease states of the eye. These
products are ail technically complex, but can be considered to be routine “tools of the
trade” for a clinical ophthalmologist in most developed countries, and they all perform

procedures that are well defined and widely performed.

Regulatory History

Europe |

Even the old Laserex company did business with our medical lasers in Europe in the
mid 80's. When we took over the company in 1989 we took over an established dealer
network that has over the years grown and developed such that Europe is/has been a

significant part of our business through that time (approximately 30%).

Interestingly though, we never entered the German market as even in the 80's they had
a requirement for medical product registration with their department of health (Med GV)
and that registration process required product type testing to (at that time) a raft of
standards that were a mixture of IEC, DIN and in some cases drafts. We envisaged
that it was too difficult, costly, and that as there was an existing medical laser business
in Germany the cost/return outcome was not favourable; besides, we were doing good

business in the rest of Europe.

In (| think) 1992, France launched a requirement for medical devices to be registered in
that country - a process call Homologation. This was, | guess, our first brush with

product registration in Europe. 'Homologation and the German registration requirement

2 HAWORCWEITHRDTALKR DOG



was in essence, the precursor to CE marking in these countries. Our French dealer at
“the time, using a “grandfather” provision, and without consulting us commenced the
Homologation process. Working with a local French consulting company he had our
YAG laser “type tested”, and presented us with a list of required changes. lt was a
small list and within our capabilities so we did it and provided an updated prototype
which he resubmitted. A few months later we reviewed another list of non compliances,
_ this time twice as fong as the first one. Not knowing any better, we worked through
them, resubmitted and - guess what - yes, a new, even longer list. Thus ended our first
attempt at the regulatory hurdies of Europe. Interestingly enough the only 2 countries
in Europe with a significant laser/medical manufacturing industry were the only 2
countries with such regulatory requirements. 1t was however as a result of this exercise
that we took a keen interest in the regulatory requirements movement of Europe as it
moved towards the CE mark, and we started planning for its introduction and

application to our products.

Then in 1995 came our first real exposure, working with Alcon Surgical in the USA to
get the CE mark according to the MDD directive 83/42/EEC on the YAG laser we make

for them.

This was prior to the mandated requirement for CE marking by July 1898, and we were
one of the first lasers to be CE marked in accordance with this directive. To be fair, we
mainly managed the technical side (type testing) with Alcon’s assistance and they
managed the process. Luckily they had affiliate companies in both France and
Germany and their regulatory manager was an ex TUV Germany employee who

understands the people and processes involved. With a relatively smooth path the

3 HAWORDWEITHHDOTALK2 DOC



product achieved its CE mark in late 1995 and has been supplied in Europe through

Alcon ever since.

During this time we were supplying our products CE marked to directive 88/336/EEC,
basically tested and certified to the requirements for EMIVESD, and we were working o
have all our products CE marked in time for the mandatory requirement in mid 1998. A
not unrealistic expectation given our past activity and success with the Alcon product -

how wrong we were.

CE Marking - The Australian Experience

With a more than basic understanding of the process required we commenced
traveiling down the path that we thought would have us fully compliant in plenty of time.
In the meantime we were still supplying Europe, with the exception of France and

Germany, so disruption to our sales was minimal.

In late '95 we engaged the local services of a certification company that was a “notified
body” in Europe, and proceeded to achieve certification to 1S08002. This required a
restructure of our QA system which was FDA based.

It was our intention then to subject our products to type testing as had been done with
the Alcon model and achieve the CE mark by an Annex lIl/Annex V approach. (It was
always our intention to upgrade to ISO9001 when we had new product development

that would have generated an audit trial for certification).

At this time however the information available at a detailed level about the process was

very poor in Australia, especially from the certification providers.

4 HAWORDMEITHKOTALKZ DOC



As we dug into the requirements it became apparent when we asked questions of the
local providers that there was very little understanding of the CE mark when it came to
medical devices. For example, even though we had 1508002, and drafts in place for
1$09001 our certifier could not upgrade us to the requirements of the EN46000
standards.

The local office was not qualified, and it turned out the head office in Sydney also had
no one qualified. This in turn prompted discussion with their parent company in Europe
where it was ascertained a suitably endorsed product specific auditor would need to be
sent to Australia. This was OK but then we got into a debate about the route they
would allow us to take - their view was we had to have EN46001 and undertake an
Annex Il path - something that was not appropriate either in time or design history, nor
a requirement of the MDD - it was apparent that the providers were either not
sufficiently familiar with the requirements of the MDD or were only structured one way -

perhaps with their own interests at heart.

With ongoing delays, as the local office tried to get up to speed, postponed visits by
their overseas “experts”, and time slipping away we decided to switch horses and find a
certification body that (a) knew what was required, and (b) could supply the services

and people to get us through the process.
This time we engaged another Austraiian company, acting as an agent for one of the
main European notified bodies. They appeared to understand our requirements,

understand the process and even the locai office advised they were able to supply the

EN48000 certificate { indeed they already had for another Adelaide company). We had

5 HAWNORDIKEITHIKDTALKS. DOC




our audit {QA system) duly received our 1SO9002 certificate, and started asking where

" our EN certificate was - 8 months later we were still asking.

Back to square one. Of course the local office couldn't issue the EN certificate. The
auditor was not qualified to audit medical systems, even though he claimed he could.
They sent another person from Sydney. Another audit - but still no EN - his
qualifications weren't recognised by the NB they acted for.

Eventually a representative of the NB was sent from overseas, another audit conducted
and eventually an EN certificate provided - progress at last - but at considerable cost

and delay, and a deteriorating relationship.

In parallel we undertook type testing of one of our products ( the one most like the
Alcon model we already had certified) EMI/ESD/IEC 601, IEC 825 etc efc.
Most testing was done by Australian NATA accredited test houses who were also part

of the CB scheme.,

We completed a technical file to satisfy the reguirements of Annex IIl and then were
told that the file and our product would have fo be sent to a US test facility of the

European N.B. for “evaluation”.

This of course required significant time, and considerable cost and basically our
technical file, and product were ripped to shreds - interesting as the same NB accepted
the Alcon product - technically identical. What was worse, they rejected the findings of
NATA accredited laboratories in Australia and advised that the attachment of a CB
certificate were of no conseguence, leaving us with no basis for discussion or resolution

of issues that would have required an almost complete redesign of the product.
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To be fair to the local representatives of this NB, they were as shocked as we were at
the outcome, particularly the test house view of our Australian testing and ‘went to bat’
for us, all, unfortunately to no avail. Also the clock was running and we were now

locked out of Europe, and decisions needed to be made quickly as we could not see a

way forward on our current path.

T.G.A. and the M.R.A.

While the aforementioned disasters were taking place, we had been following the
progress of the TGA and the MRA. We were sceptical of the time frames proposed,
and of the ability of the TGA to provide the necessary service given our past
experiences. In consulting with another Adelaide manufacturer, who had also sought
the services of an International N.B. and had a similar experience, we found that TGA
were in fact making significant progress, had appointed people with appropriate
qualifications, and seemed to be ready for the point in time when they would get the go

ahead.

Also, for the first time | found myself talking to people who clearly understood the
process, understood in detail the path we had chosen and importantly, had the
objective of assisting us to obtain the CE mark - something | had not felt was the

objective of previous certifiers.

This is not to say however that the TGA set their levels any lower, but, that we were all

working towards the same objective in a cooperative and harmonious way.
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Once the MRA was firmly in place, and we had a good idea of when TGA would be able
to release certification and issue its NB number (0805) we engaged their services,
completed the paper work to enter a contractual arrangement and scheduled the

appropriate audits.

These took place in February 1992. There was a Quality Systems audit to EN46002,
and a concurrent audit by the “technical expert” of our product and technical file for the
annex |l certification, eventually leading to the annex 5 certificate and our ability to CE
mark our first product.

The attached (1) time line shows our path to the CE mark.

The only consternation we suffered in the process was the longer than expected wait
for the release of TGA’s NB number after our audit (and payment of fees), but it

eventually came through and future projects should be even smoother.

Our Step by Step Approach to Achieving the CE Mark

OK - That's the history - now the how.

At the onset it can be very confusing to try and implement the requirements of the
MDD. Not that the requirements are all that unclear, but peopie’s interpretations of
them vary considerably. Its also a little difficult to determine exactly which of the MDD

requirements go where when you undertake the path we did.

Attachment 2 is a summary of the steps we took leading to the successful outcome of
the CE mark for one product.
Attachments 3 - 7 are examples of the type of procedures we have generated o ensure

compliance with the conformity path we chose. (Note - examples only - not complete).
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These essentially follow the standard paths outlined by all C.A.B.’s and are really
checklists of things to be done.

| have prepared a series of questions that | believe an organisation needs to ask of
itself before underiaking the process of marketing (particularly medical devices) in

Europe.

Key Questions - Of Your Organisation

1. Do we, as an organisation want to be part of the European Market.

2. Do we understand the cost involved - not just the superficial costs of audits, but
the real costs that may come from product and organisational changes required
by the certification process.

3. Do we know enough to aliow us to control the process instead of allowing the

process, and the certification providers to control us.

If the answer is yes, then another series of questions needs to be asked of the
certification provides to ensure you are going to make the right selection, that the costs

are controlled and that the time frame is appropriate.

Certification Body Questions

1. Are they a notified body for the purposes of CE marking medical devices.

2. What is the level of service that can be provided ie local certification or

certification by an overseas parent.

3. Can they provide “proof’ of the audit qualifications of their auditors, particularly

for specific medical devices.
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4, Will they/can they provide a service for the conformity path you have chosen.

5. For product testing, what is acceptable/required.:-
(a) internal tests
(b) approved laboratory tests
(c) CB scheme reporis

6. Can they provide a list of standards that they will apply to your product and

organisation in the process - does it match your list.

7. What are the cost of:-
Audits
Travel
Certification

Maintenance

8. What is the audit frequency.

9. What is the experience of the product evaluation auditor in auditing your

product - technical component.

| believe you need to go most of the way through the process | outlined eariier, before
you are informed sufficiently to answer the former 3 questions, let alone get into

meaningful discussions with a certification body.

Once you receive satisfactory responses to these questions | believe you will be in
good shape to make an informed decision about your certifier and should be in control

of the process.

HAWORDKE I THEDTAUR.LOG
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Of course, underlying this is the work it takes to get through all the vagaries of
~ interpretation of the various standards, articles and directives by the various testers,

evaluators, auditors ete, but perhaps that could be the content of another workshop.

Thank you
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Attachment 2

Objective: To meet the requirements of the applicable articles of the MDD.

Step 1. Identify applicable articles.
Essential Requirements (including standards)
Classification (of product}

Conformity assessment procedures

Step 3. Classify Product
Step 4. Choose conformity path
Annex ||
Annex V
Step 5. Create Checklists for Alll and AV
Step 6. Show essential requirements have been met (Al).
Step 7. Audits to gain certification

Step 8. Complete declaration of conformity and affix CE mark

1 3 HAWWORDWRITHKDTALKZ DOC



Title ; Code :PL-ECMDD.01

Taracan Pty Ltd EC-MDD Conformity

Assessment Procedure Page: 1 of2

A.C.N. 008 276 060

1. Scope

This procedure details the methods and documentation used to demonstrate product conformity to the
Medical Devices Directive : Council Directive 93/42/EEC of 14th June 1993 conceming medical
devices from the Council of the European Communities .

Successful product assessment by a notified body to the MDD requirements allows the CE-mark tg
applied , to allow sales within th EC .

2, Applicable documents

Medical Devices Directive : Council Directive 93/42/EEC of 14th June 1993

3. Procedure

Each article of the MDD should be reviewed to determine their relevence , however the main items that
define the method of compliance are listed in the following table . This table can be used as a checklist
and record sheet by recording the method to be used to demonstrate compliance , Examples are
provided in each section but should be replaced with the actual method used .

The completed record sheet must be included in the conformity assessment section of the Technical
File for the product .

Author: ‘ Authorised By: Date
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Title : MDD Conformity Assessment Code :
Taracan Pty Ltd Procedure - Appendix 3 PL-ECMDD.OI

Annex V.- EC Declaration of Conformity | Page: 1 of 3

A.CN., 008 276 060

MODEL: ASSESSED BY: DATE:
CHECKED BY; DATE:

1. Scope

This Appendix provides the documentation required to show compliance with Annex V of the Medical
Devices Directive : Council Directive 93/42/EEC of 14th June 1993 .

2. Applicable documents

Medical Devices Directive : Council Directive 93/42/EEC of 14th June 1993

3. Quality System Certification

(A copy of the certificate which establishes that Ellex Laser Systems has in place a quaiity system
which meets the requirements of ISO 9002 07.94 and EN46002 08.96 as required by Annex V of the
MDD is attached .) ‘

4, Declaration of conformance

(A declaration of conformance as required by Annex V of the MDD is attached .)

3. Example of CE Labeling

XXXX

Author; ’ Authorised By: Date:




Attachment 6

Taracan Pty Ltd

Title :

MDD Conformity Assessment Procedure - Appendix 1

Annex 1 - issential Requirements Checklist

Code :
PL-ECMDD.01

Page: | of §
A.C.N. 008 276 060 ( Showing method of compliance for each requirement of Annex I of MDD ) 5
Annex { Essential Requirements (sunmary) Method used to fulfil requirement Code Campleted Comments
: Compliance fo standard | Decumiends in fechnical Jile by

I. GENERAL REQUIREMENTS

Device must not compromise the clinical Software Vulidalion Procedure (PL-Pdis3.01) {Ellex / Z.v.ﬁ

cordition or safety of patients vr other Risk Assessmenl {RA-PDis.01) (Ellex # M.PJ) (to EN1441 puidelines )

persons . Safety characteristics report (TS-PDis. 01} (Ellex / M.P.

Risk assaciated with use must be Complaint history report (TH-PDis.01) (Eliex / M.P]

acceptable in consideration of Clinical Data for Photodisruptors (TC-PDis.C1) (Ellex /M.P3y

benefits to patient .

Design and eonstruction nnst ENG0601-1 Test Report {16515) {TCA)

conform 1o safety principals . ENG60601-2-22 Test Report {76513B) {TCA)

Risks are to he reduced . ENG0825-1 ENG60825-1 Verification Procedure | PV-D825.01 Ellex /M.P.

Adequalte protection measures . {

Infarmation on risks provided

Device must perform as claimed . EN60601-2-22 Tesl Report (76515B) (TCA)

ENISO9002/EN46002 Centificate
Device must not comproniise the ENGO60T-2-22 Test Report {76515B) (TCA)
safety or performance during its Commplaint history report {TH-PDis.01) (Ellex / M.P)
lifetime .

Device must be unaffected by ENG0601-1 Test Report {76515) (TCA)

transport and slorage . Complaint history report (TH-PDis.01) {Ellex / M.Pp

Undesirable side effects must be Risk Assessment _:ﬂ.mf-_uv_m‘c: (Eflex / M.P] )(tc ENt441 guidelines }

POFEQRS Safety characteristics report {T'5-Phis.01) (Etlex / M.P B

acceptable in consideration of Complaini histery report {TH-PDis.01) (Ellex / M.P b

benefils to potient . Clinical Data for Photodisruptors (TC-PDis.01) (Etlex 7 MDD

Hazards list - Photodisrupiors {RH-PDis.01) (Ellex / M.P.}
ASSESSED BY: DATE:

Author: Authorised By: Date: MODEL: CHECKED BY: DATE:




Attachment 7

Title : MDD Conformity Assessment Code :
Taracan Pty Ltd Procedure - Appendix 3 PL-ECMDD.01

A.C.N. 008 276 060 Annex V - EC Declaration of Conformity Page: 2 of 3

MODEL: ASSESSED BY: DATE:
CHECKED BY: DATE:

Declaration of Conformity

Manufacturer : Taracan Pty Ltd
Address : 258 Halifax Street

Adelaide , South Australia , 5000
European Representative : Medtec
Address : Huztenberger Strabe 15

D-63776

Mombris , Germany
Product : (Nd:YAG Ophthalmic Laser System)
Model (LQP3106)

Commencing serial number :

Classification (MDD , Annex IX) : {iIb)

We herewith declare that the above mentioned product conforms to the type described in the

EC type examination certificate and

meets the provisions of the following EC Council Directives and Standards and that no other
application for type-examination of the same product has been lodged with another notified body . All
supporting documentations are retained under the premises of the manufacturer .

Directives and Standards

General applieable directives

Medical Devices Directive : Council Directive 93/42/EEC of 14th June 1953 concerning medical
devices .

Standards

EN60601-1 (1998)
EN601-2-22 (1996)
EN55011 (1991)

EN50082-1 (1992)

Notified Body

Signature : Date:
Name : Keith Degenhart

Position _ Managing Director

Author: Authorised By: Date




