Committee Secretary
Senate Standing Committee on Community Affairs ggagg{l

PO Box 6100 Western Australia
Parliament House

Canberra ACT 2600

Australia

29 July 2011

Dear Committee Secretary,

Re: Inquiry into the Regulatory Standards for the Approval of Medical Devices

Cancer Council WA is an independent not-for-profit organisation that conducts research,
cancer prevention and support programs, and advocacy in order to reduce the burden of
cancer on the community. We hold grave concerns about certain unproven imaging devices
that are commercially promoted as effective cancer detection technologies and viable
alternatives to mammographic screening, assertions which are not supported by evidence.
The devices use technologies such as Electrical Impedance, Computerised/Mechanical Breast
Imaging, Digital Infrared Thermal Imaging and Thermal Radiometry. Cancer Council
continues to actively support the activities of the Therapeutic Goods Administration and the
Australian Competition and Consumer Commission to ensure that such alternative breast
imaging services do not mislead Australian consumers.*

We appreciate the opportunity to contribute to the Inquiry into the Regulatory Standards for
the Approval of Medical Devices. Although we commend the TGA for its action in cancelling
some unproven breast imaging devices from the Australian Register of Therapeutic Goods
(ARTG), we contend that more generally, the manner in which medical devices are regulated
does not ensure the quality and efficacy of devices available in Australia, particularly those
that are classified as ‘lower risk’. We acknowledge that a balance between regulation and
promoting an effective and sustainable medical technology industry is important. However,
it is imperative that strong regulatory standards ensure that medical devices in use in
Australia are safe, beneficial and effective, in order to protect Australian health consumers
from harm.

We make the comments in this submission with regard to the following Terms of Reference:
(a) the role of the Therapeutic Goods Administration in regulating the quality of devices
available in Australia;
(d) the processes in place to ensure that approved products continue to meet Australian
standards; and
(f) the processes in place to notify the relevant authorities and the general public of
high revision rates or possible faulty devices.

! please refer to the joint media release from ACCC, TGA and Cancer Council Australia, dated June 9, titled
‘Beware of unproven breast imaging technologies, say ACCC, Cancer Council and TGA’
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Pre-market:

(i) Assessment procedures

The recent cancellation of breast imaging devices from the ARTG for reasons including
the sponsors’ failure to substantiate compliance with Essential Principles, apply
conformity assessment procedures and/or comply with advertising requirements reveals
that devices may be allowed onto the ARTG without adequate pre-market assessment.

We submit that all devices should be actively and comprehensively assessed in the pre-
market stage for evidence showing their compliance with the Essential Principles and
conformity assessment procedures, and supporting any specific claims made about their
safety, benefit, quality and efficacy in the detection, treatment or prevention of disease.
Sponsors/manufacturers should also make enforceable undertakings during the pre-
market process as to the manner in which their devices are to be advertised. It is
important that comprehensive assessment of new devices is made in the pre-market
stage so that devices that fail to meet standards do not enter the Australian market.

(ii) Device classification

There is a considerable level of risk associated with certain therapeutic devices on the
ARTG, notably breast imaging devices promoted to consumers as cancer detection
devices. We recommend the TGA calls for device sponsors to comprehensively justify
their classifications in the pre-market assessment process, and where appropriate, to
show harmony with international classifications. Several devices marketed as breast
cancer detection devices remain on the ARTG, classified as low-medium risk (Class lla)
devices.” However, Cancer Council WA has found at least one example where
internationally, a substantially similar device is classified in a much higher risk category:

The electrical impedance scanner, ARTG Id: 181980 (ARTG Listing: Attachment 1), is
classified in Australia as a relatively low-risk Class lla device. A similar device with the
same intended purpose: ‘Imager, breast, electrical impedance’ is listed by the US Food
and Drug Administration as a Class Ill device (FDA Listing: Attachment 2). Under the FDA
classification scheme, Class Ill devices are associated with a significant level of risk and
require considerable pre-market assessment before they may be released to the market.
Specifically, the devices are seen to ‘...support or sustain human life, are of substantial
importance in preventing impairment of human health, or ... present a potential,
unreasonable risk of illness or injury.” We question why a substantially similar device,
which is known to be promoted in Australia as a breast cancer detection device, has
been given a far lower risk classification under the Australian system.

We recommend that international device classification is actively checked during the
pre-market assessment process, to ensure discrepancies like the previous example are
avoided. We also submit that the TGA should act to rectify existing discrepancies. The
Global Harmonization Task Force recommends internationally harmonious device
classification.?

2 See, for example, the MEM electrical impedance scanner, ARTG Id 181980 and the SureTouch device, ARTG Id

141616
® The Global Harmonization Task Force: Principles of Medical Device Classification, June 27, 2006. Accessed at
http://www.ghtf.org/documents/sg1/SG1-N15-2006-Classification-FINAL.pdf (July 2011)



http://www.ghtf.org/documents/sg1/SG1-N15-2006-Classification-FINAL.pdf

Post-market:

(i) Advertising misconduct

We recommend the TGA actively pursues the available sanctions provided by the
Therapeutic Goods Act (the Act) with regard to the advertising offences captured in the
Therapeutic Goods Act. For example, we encourage the TGA to pursue sanctions in
regard to services that, in breach of Section 42DL(g) of the Act, continue to advertise the
breast imaging devices the TGA has cancelled from the ARTG.

(ii) Surveillance reviews

We recommend that post-marketing surveillance of devices is enhanced to ensure their
safety and efficacy. A long-term system of regular reviews of listed devices’ safety and
efficacy that considers both the intended and actual uses for therapeutic devices is
necessary. There is a clear need for the TGA to scrutinise the devices currently listed on
the ARTG to ascertain whether there is an evidence base to support the claims made
about the devices and the uses they are put to.

(iii) Adverse event reporting

We urge the government to consider implementing Recommendation 13 of the Report
of the Review of Health Technology Assessment in Australia (the Report), namely ‘that in
order to improve the contribution of post-market surveillance to patient safety, the TGA
take[s] steps to increase the rate of reporting of adverse events, including by health
service providers and consumers.’

The current system relies on adverse event reporting by device manufacturers and
sponsors, who may not be aware of problems with their devices. We support a
comprehensive, accessible national system for the reporting of incidents and adverse
events related to medical devices to relevant authorities. Currently, there is limited
stakeholder access to post-market surveillance reporting systems, which provide vital
information for monitoring of the safety and efficacy of devices. Consumers, patients
and clinicians are a rich source of information as end-users of therapeutic products, and
so should be encouraged to participate in the post-market surveillance process.

Further, regular, public reporting on the nature of adverse events associated with
therapeutic devices is essential. We recommend the TGA publically reports on adverse
events associated with therapeutic devices, detailing associated TGA action. We submit
that such a system would enhance the manner in which the general public is notified of
potentially risky devices.

Cancer Council WA thanks the Committee for the opportunity to submit to this Inquiry.

Yours sincerely,

Terry Slevin
Director, Education and Research
Cancer Council WA



Attachment 1 — Electrical impedance scanner for breast imaging, ARTG Listing:
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This is not an ARTG Certificate document.

The onus is on the reader to verify the cumrent accuracy of the information on the document subsequent to the date shown.
Visit www._tga.gov.au for contact information
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Attachment 2 — Electrical Impedance Scanner for breast imaging, FDA Listing:
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