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ABSTRACT

• The Australian Health Technology Assessment Review has the 
potential to have a major effect on the availability of new 
medical technology and the listing of associated medical 
procedures on the Medicare Benefits Schedule. Despite this, 
only about 15% of submissions to the Review came from 
“medical associations”.

• Pharmaceutical and medical technologies are inherently 
different, and there are a number of difficulties associated with 
evaluating medical technology using the same process and 
evidence levels as those used for pharmaceuticals.

• The current sequential and lengthy processing of new medical 
technology and procedures is delaying access to beneficial 
medical technology and could be substantially reduced.

• There is currently no effective funding process for medical 
technology classified as capital equipment or consumables and 
disposables. This has created a perverse incentive in favour of 
using funded implantable prostheses based on access to 
funding rather than superior clinical effectiveness.

• The existing horizon scanning process could be better used to 
not only identify all potentially cost-effective new and emerging 
medical technology and procedures as early as possible, but 
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also to identify gaps in the evidence.
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 March 2009, the Australian Government Department of

alth and Ageing issued the terms of reference for an external
iew of health technology assessment (HTA) agencies in

Australia. The review aimed to simplify and achieve better coordi-
nation between HTA processes, as well as strengthen transparency
and procedural fairness in assessment, decision making and fee
negotiation arrangements. Submissions closed in May 2009, with

this review to
ocedures and
n, only about
ciations”. The
010.1

ew, focuses on
al procedures

and medical technology in Australia: the Medical Services Advisory
Committee (MSAC) and the Prostheses and Devices Committee
(PDC). The role of the National Theatre Banding Committee, not
covered by the HTA Review, is also discussed. The overall effective-
ness of these agencies in terms of a number of key performance
objectives is evaluated, and some of the main concerns with the
current process and evidence requirements are highlighted. I argue
that the risk of a Type II error2 — recommending against funding for
medical procedures or devices that should be funded, based on a
finding of “insufficient evidence” from a full-scale HTA — may be
reduced by a number of process changes and a move towards more
pragmatic evidence requirements.

Medical versus pharmaceutical technology
Medical procedures can be therapeutic, diagnostic, prognostic or
pathological. The term medical device refers to prostheses, capital
equipment, consumables and disposables.

Medical and pharmaceutical technologies have more differences
than similarities (Box 1), and these differences may have important
implications for how medical technology is evaluated, both clinically
and economically, compared with pharmaceuticals. Campbell points
out that there are a number of statistical issues that are unique to
evaluations of medical devices compared with pharmaceuticals.3

These issues include: the impossibility of masking or blinding
patients and investigators in some instances; the fact that surgeons
often differ in their abilities and, for many procedures, the surgeon
improves with experience; the clinical end point is often evaluated
over many time points, underlining the importance of repeated
measures analyses and longitudinal techniques; and changes to the
protocol or even to the device may occur while the confirmatory trial
is being conducted. The companies that make medical devices also
differ from pharmaceutical firms in both size and number.3 While
pharmaceutical companies tend to be large, the median size of a
medical device company in the United States is less than 50 people.
However, in contrast to the relatively few pharmaceutical firms, there
are many thousands of US medical device firms. In 2006, worldwide
sales of medical devices were estimated to be $220 billion, while sales
of prescription medicines were much larger, estimated at $643
billion.

Ramsey and colleagues add to this list of differences.4 There are
inherent constraints when designing device trials to prove efficacy —
the large-scale, blinded, randomised, placebo-controlled trials com-
mon in drug studies are often extremely difficult or unrealistic to
perform for medical devices, particularly surgically implantable
devices. Most device trials also have limited patient recruitment
capacity — unlike drugs, devices typically have small numbers of
potential end users and even fewer eligible clinical trial candidates.
Another common limiting factor is that many devices require special-
ised training or skills to install or monitor them. Important device-
related outcomes often require years of follow-up observation and
even clinically useful intermediate end points are often unavailable.
Finally, separating the efficacy of a procedure from the efficacy of the
device is an important and often troublesome issue for device
evaluations.4

Although Box 1 is based on broad generalisations, it illustrates the
key important differences and why medical technology may require a
uniquely designed evaluation process rather than a modified phar-
maceutical evaluation process.

Current health technology assessment process
For a new medical procedure to be listed on the Australian Medicare
Benefits Schedule (MBS), an application must be made to MSAC for
an HTA. Almost without exception, the need for an MSAC HTA is
identified by the application sponsor rather than by the horizon
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scanning process that was introduced in 2004 with the aim of
identifying new and emerging technology.5 All medical devices
associated with the new procedure require Therapeutic Goods
Administration (TGA) registration before the application for the
procedure can be lodged with MSAC. In order to list an implantable
prosthesis on the Prostheses List (previously known as Schedule 5)
for funding, it must be both registered by the TGA (excluding exempt
items such as human tissue) and be part of a medical procedure listed
on the MBS. “Theatre banding” is the funding process used to cover
the associated theatre costs of the new medical procedure, but a
theatre band will only be allocated by the National Theatre Banding
Committee once the procedure is listed on the MBS. This sequential
funding evaluation process for new medical procedures and associ-
ated medical devices is illustrated in Box 2.

Timeliness and processing times
The duration of processing MSAC applications from the month of
lodgement until the month of listing on the MBS (positive recom-
mendations only) is shown in Box 3. In an attempt to capture the
most current average processing time, this table only includes
applications lodged in the second half of the decade covered by
MSAC (2004–2009). The average duration from lodgement to listing
through the MSAC process is just over 30 months (range, 19–48
months). Although it is difficult to discern a pattern, new MBS item
numbers that will potentially have a low annual number of claims
appear to be processed faster. Such applications include: SIR-Spheres
for the treatment of non-resectable liver tumours (280 claims in
2008–09); double balloon enteroscopy (367 claims in 2008–09);
capsule endoscopy for Peutz–Jeghers syndrome (only three claims in
2008–09); endoscopic ultrasound and fine needle aspiration for lung
cancer (39 claims for half the financial year 2008–09); and sacral
nerve stimulation for faecal incontinence (16 claims in 2008–09).6

These calculations of processing durations appear to contradict the
average reported time frame of 18 months from lodgement to listing
through the MSAC process.7

Based on the average MSAC processing time of 30 months and the
24 months needed by the TGA to process a Class III (high-risk)
medical device, the sequential funding evaluation process, with no
overlap or parallel processing, can result in total processing times
approaching 5 years (Box 2). Often these medical devices have
already been approved by the US Food and Drug Administration

(FDA) and received European conformity (CE) marking. The
processing time for new medical procedures with already FDA-
approved and CE-marked Class III medical devices could be halved if
the MSAC application was processed in parallel with the application
to the TGA, and the evaluation of implantable prostheses was
incorporated into the MSAC HTA.

Lack of early guidance on evidence requirements
At pre-lodgement meetings with sponsors of MSAC applications,
the Health Technology and Medical Services Group of the Medical
Benefits Division (Department of Health and Ageing) does not
provide guidance on the evidence requirements for the new
procedure’s HTA. The probability of MBS listing of medical
procedures is indicated in Box 4, which gives a summary of all
known outcomes of applications to MSAC as of June 2009. This
shows that less than one in four applications resulted in permanent
funding for the full indication applied for by the application’s
sponsor. The most common reason for not recommending funding
was “insufficient” clinical evidence, although more recently lack of
proven cost-effectiveness has also been cited. These results indicate
that a preliminary outline of the minimal requirements for evi-
dence demonstrating safety, efficacy and effectiveness of the pro-
posed medical procedure needs to be provided at these pre-
lodgement meetings.

1 Broad generalisations of differences between medical and pharmaceutical technologies

Medical Pharmaceutical

Cost of production Ongoing manufacturing costs Often low once on market

Direct doctor involvement in development High Low

Ongoing direct support by company once on market High Low

Size of market Usually small Often huge

Alteration to product once on the market Continues evolving during trials and post-market Does not continue evolving post-market

Typical size of company Small Large

Evidence required Not established Level I*

Effect on patient Usually physical Chemical action

Importance of therapy administration skills (eg, surgeon) High Low

Usual development pathway Invention of new medical device Discovery of new chemical entities

* Evidence obtained from a systematic review of all relevant randomised controlled trials (National Health and Medical Research Council. A guide to the development, 
implementation and evaluation of clinical practice guidelines. Canberra: NHMRC, 1999).  ◆

2 Current sequential funding evaluation process for a 
new Class III medical device

Application to the Therapeutic Goods Administration for a Class III medical 
device registration: estimated processing time, 18 months

plus Medical Devices Evaluation Committee: 6 months

Application to the Medical Services Advisory Committee: 
average processing time, 30 months

Theatre banding for coverage of 
theatre costs/episodic payments: 

within 12 months of Medicare 
Benefits Schedule listing

Application to the Prostheses and 
Devices Committee for listing on 

the Prostheses List: 
minimum, 6 months
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The current TGA registration of medical devices does not compare
different brands of devices indicated for the same purpose. Almost
without exception, applications to MSAC in recent years have been for
procedures that include the use of medical devices. This raises the
question of the feasibility of evaluating the safety, effectiveness and
cost-effectiveness of a medical procedure using one brand of a medical
device, without a process to evaluate “similar” medi-
cal devices that become available after the MSAC
HTA. Since brand names of medical devices are not
used in the descriptors for MBS listings, any device
registered by the TGA for the relevant indication is
automatically approved as part of the procedure
and, in the cases of diagnostic and pathological
procedures, the cost of this device is covered as part
of the MBS item number. Some equivalency evalua-
tion of similar brands needs to be incorporated into
the MSAC process.

Complexity, coordination, duplication and 
overprocessing
Although duplication of processes is often the most
cited problem by sponsors seeking funding of new
medical technology, it is perhaps more a case of
overprocessing and lack of coordination.

In some cases, a prosthesis is not listed on the
Prostheses List because TGA registration has not
been completed by the cut-off date. This is exacer-

bated by the cut-off date for registration being months before a final
decision for listing on the Prostheses List is made. This situation
could be avoided by the TGA registration cut-off date being closer to
the date of the decision for listing on the Prostheses List.

Simple “me-too” prostheses currently undergo the same processing
as complex, high-tech, state-of-the-art prostheses. In many cases, a

truncated evaluation process for these uncompli-
cated me-too prostheses could be just as effective,
without the accompanying drain on resources.

Transparency and communication
The most recent minutes of a meeting held by
MSAC that are publicly available on the Commit-
tee’s website are those of the 41st meeting, held on
7 March 2008.8 Updates on the progress of applica-
tions can also be slow. For instance, the MSAC
website lists Application 1139, lodged in April
2009, but in October 2009, 6 months after lodge-
ment, it still gave no details of the Advisory Panel
for this application.

The PDC does not provide minutes of its meet-
ings but issues bulletins on an irregular basis. Bull-
etin Number 27 was issued in October 2008,
Bulletin Number 28 in April 2009 and Bulletin
Number 29 in July 2009.9 This is in contrast to the
total of eight PDC meetings held between January
and July 2009.

3 Durations from lodgement to listing of Medical Services Advisory Committee (MSAC) applications, March 2004 – March 2009*

Application number and name
Application

lodged
Minister 
sign-off

MBS listing 
date

Duration 
(months) Outcome

1077 Sacral nerve stimulation for faecal incontinence Mar 2004 Jul 2005 Nov 2005 20 P

1080 Coronary (Radi) pressure wire May 2004 Mar 2006 Nov 2006 30 P

1081 Uterine artery embolisation Jun 2004 Mar 2006 Nov 2006 29 I

1082 SIR-Spheres® for the treatment of non-resectable liver tumours Jun 2004 Nov 2005 May 2006 23 I

1085 Carbon labelled urea breath test Sep 2004 Jun 2006 Nov 2006 26 F

1087 Brain natriuretic peptide assays in the diagnosis and monitoring
of heart failure

Jul 2004 Feb/Aug 2007 Jul 2008 48 P

1090 Artificial intervertebral disc replacement Dec 2003 Jun 2006 Nov 2006 35 P/I

1095 Computed tomography colonography Jan 2005 Aug 2006 Jul 2007 30 P

1096 Hepatitis B DNA testing Mar 2005 Jun 2007 Jul 2008 40 F

1098 Breast magnetic resonance imaging (MRI) May 2005 Feb 2007 Feb 2009 45 I

1102 Double balloon enteroscopy Sep 2005 Feb 2007 Jul 2007 22 F

1104 Endoscopic ultrasound and fine needle aspiration for lung cancer Dec 2005 Aug 2007 Jul 2007 19 F

1106 Endoscopic argon plasma coagulation therapy May 2006 May 2008 May 2009† 36+ F

1107 Acticon artificial bowel sphincter Jun 2006 Apr 2008 Mar 2009 33 F

1108 Endobronchial ultrasound +/- fine needle aspiration in lung
cancer staging and the diagnosis of mediastinal masses

Jul 2006 May 2008 May 2009† 34+ P

1109 Deep brain stimulation for essential tremor and dystonia Sep 2006/Feb 2007 Aug 2008 May 2009† 32+ F

1110 MRI for staging of rectal carcinoma Sep 2006 Aug 2008 May 2009† 32+ P

1113 Endovenous laser therapy for varicose veins Oct 2006 May 2008 May 2009† 31+ F

1115 Sacral nerve stimulation for urinary indications Mar 2007 Dec 2008 May 2009† 26+ P

1119 Capsule endoscopy for Peutz–Jeghers syndrome Apr 2007 May 2008 Mar 2009 23 F

MBS = Medicare Benefits Schedule. F = full indication funded. P = partial indication funded. I = interim funding. * Data derived from the MSAC website: 
http://www.health.gov.au/internet/msac/publishing.nsf/content/home-1 (accessed Jun 2009). † Not listed as at March 2009 — first possible listing date. ◆

4 Outcomes of applications 
to the Medical Services 
Advisory Committee 
(MSAC), at June 2009*

Outcome No. (%)

Positive (full funding) 25 (23%)

Negative (no funding) 34 (31%)

Interim funding 14 (13%)

Partial funding 13 (12%)

No change 5 (5%)

Ineligible 11 (10%)

Withdrawn 4 (4%)

Other 4 (4%)

Total 110 (100%)

* Data derived from the MSAC website: 
http://www.health.gov.au/internet/msac/
publishing.nsf/content/home-1 (accessed 
Jun 2009). ◆
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Prostheses benefit negotiations
The funding for implantable prostheses listed on the Prostheses List is
a two-step process. The technology sponsor’s application is assessed
for clinical evidence, followed by a benefit negotiation process that is
based to a large extent on the clinical efficacy relative to similar
technology already listed.

Up until 2005, listing of a prosthesis on the Prostheses List meant
full funding by private health insurers, with no gap fee paid by the
patient. However, data derived from PDC Bulletins show that
between 2005 and February 2009, the proportion of technologies
listed with “gap” benefits rose to 18.5%.10 In many cases, this was the
result of the applicant’s inability to satisfy the PDC’s clinical evidence
requirements. The validity of these evidence requirements needs to
be investigated.

Single-use consumables, disposables and capital 
equipment
A major “perverse incentive” resulting from the current funding
arrangements is the lack of funding for new single-use consumables,
disposables or capital equipment under theatre banding. Unlike
MSAC and the PDC, the National Theatre Banding Committee is not
administered by the government. The committee is made up of
representatives from hospitals and private health funds.

Single-use consumables and disposables are perhaps the best
example of the funding perverse incentive when compared with
prostheses. In November 2006, a new MBS item (number 38241)
was listed for the use of a coronary pressure wire during selective
coronary angiography.11 Despite the evidence showing a clear advan-
tage in the use of this equipment, use of the MBS item number shows
that uptake of this procedure has been slow, because of a lack of
coverage for the equipment. There is no “equipment list” operating in
a similar way to the Prostheses List, and the current theatre banding
is not designed to cover “high-cost” equipment.

Recommendations
The existing horizon scanning process could be better used to
identify all potentially cost-effective new and emerging medical
technology as early as possible and to identify gaps in the evidence.
This would give the sponsor of an MSAC application the opportunity
to close the evidence gaps, leading to a decrease in the finding of
“insufficient evidence” and the possibility of a Type II error. There
could be an increased use of interim funding, with an efficient
associated collection of data. In line with this, the concept that
different medical technologies require different levels of evidence
needs to be examined.

In cases where a new procedure is associated with a new medical
device that already has FDA approval and CE marking, applications
should be processed concurrently by the TGA and MSAC. The MSAC
HTA should also evaluate the new medical device associated with the
procedure. A maximum time should be set for processing an MSAC
application.

There needs to be an increase in the level of transparency by such
methods as the timely publication of minutes of meetings held by the
various agencies. Detailed reasons for the rejection of funding
applications should also be provided to the sponsor in writing. This
could pave the way for an effective appeal system, with appeals based
either on processing errors or unrealistic evidence requirements.

A medical technology Equipment List, modelled on the Prostheses
List, should be established, to remove the current perverse incentive
to use a prosthesis based purely on funding availability rather than
clinical superiority of treatment.

The risk of a Type II error (not recommending funding for a
procedure or medical device that should be funded due to a
conclusion from a full-scale HTA of “insufficient evidence”) could be
reduced by a number of changes to processes and evidence require-
ments of Australian HTA agencies, especially those relating to MSAC
and the PDC. The recommendations of the HTA Review1 and the
resulting changes to the way our HTA agencies process applications
and assess evidence for the funding of medical technology need to be
closely monitored by the medical profession, as well as by the
medical devices industry.
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