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PSR transition means $1.1m less for Medicare
Danielle Cesta
THE forced resignation of all Pro-
fessional Services Review (PSR) 
panellists in late 2010 has con-
tributed to a $1.1 million drop 
in incorrectly claimed Medi-
care funds recovered by the peer 
watchdog.

The PSR’s 2011–12 report, 
released last week, revealed the 
department of human services 
sent 30 requests for review to the 
PSR and repayment orders for 

2011–12 totalled $668,459.63 
compared to $1,813,894.34 
recovered in 2010–11.

The report suggested the sig-
nificant decrease could be attrib-
uted to the recent extended period 
without a panel to investigate 
cases, after all panellists were 
forced to resign in late 2010 when 
it was revealed they had not been 
properly appointed. Four NSW 
GPs were subsequently success-
ful in challenging PSR committee 

findings against them.
In May this year Health Min-

ister Tanya Plibersek appointed 67 
medical practitioners to the PSR 
panel for a five-year term, allow-
ing the agency to resume its full 
functions.

PSR director Dr Bill Coote 
told MO the newly appointed 
panel had its first sitting in Sep-
tember after three new commit-
tees were appointed. Two to three 
more committees are due to be 

appointed by the end of the year.
In the report Dr Coote stated 

that in 2011–12 the PSR resolved 
44 matters, including 19 negoti-
ated agreements. 

Cases included recovery of 
$32,000 from a doctor who 
claimed at Level C and D consul-
tations, which didn’t satisfy the 
MBS item descriptors. Another 
doctor was ordered to repay 
$55,000 for CT scans that were 
deemed not necessary. 

Niamh Mullen 
AN FDA safety advisory and 
new clinical trial results are 
reassuring and add further 
weight to calls for Pradaxa 
(dabigatran) to be PBS listed for 
atrial fibrillation, experts say.

The US regulator’s 
investigation of post-marketing 
reports of gastrointestinal and 
intracranial bleeding among 
new users found the risk was 
no greater than with warfarin 

and was consistent with the 
results of the RELY clinical 
trial used for approval. 

Manufacturer Boehringer 
Ingelheim also announced 
results of the RELY-ABLE 
extension trial at the American 
Heart Association Scientific 
Sessions last week. It followed 
5851 patients for over two 
years, including about 100 
Australian participants. 

The rate of intracranial 
bleeding was 0.33% per year 
on 150mg twice a day and 
0.25% per year on the 110mg 
dose. Combined RELY and 

RELY-ABLE data showed 150mg 
twice a day reduced ischaemic 
stroke by 22% with a 20% 
higher rate of haemorrhage 
compared to the 110mg dose. 

Trial investigator and 
cardiologist at Geelong Hospital, 
Associate Professor John 
Amerena, said the results were 
reassuring and, coupled with 
the conclusion of the FDA, 
added ”further weight to calls 
for the drug to be PBS listed”. 

“From a clinician’s perspective 
we would be delighted if it came 
on the PBS even if it did have 
fairly severe restrictions to it,” 

he said. An option to limit its 
use could involve permitting 
it for “warfarin failure” only, 
although defining that would 
be difficult, he added. 

Associate Professor Darren 
Walters, director of cardiology 
at the Prince Charles Hospital, 
Brisbane, said the results 
were generally reassuring. 
For patients uncontrolled on 
warfarin the drug was a big step 
forward but there was still a 
similar bleeding risk, he said. 

The review of anticoagulants 
is due to report to the health 
minister by the end of the year. 

Trial results reinforce dabigatran safety in AF

Niamh Mullen
DOCTORS are calling for action 
on look-alike and sound-alike 
medicines and for the names of 
active ingredients to be displayed 
more prominently than brand 
names, amid concerns about 
patient safety. 

In a submission to the TGA’s 
review of packaging and label-
ling, the Royal Australasian Col-
lege of Physicians (RACP) said 
the generic name should be at 
least 50% bigger than the brand 
name. 

The AMA, the Australasian 
Integrative Medicines Asso-
ciation and individual doctors 
also expressed their support for 
increasing the prominence of 
generic names. 

The RACP said pharma-
ceutical companies and regu-
lators should be required to 
check for look-alike and sound-
alike names and that so-called 
‘umbrella branding’ of the same 
drug for different symptoms 

should not be allowed. 
Examples of too-similar 

names included Deralin/Deptran 
and Avandia/Avanza.

A submission from Western 
Sydney Local Health Network 
recounted an adverse event in an 
85-year-old man caused by near 
identical packaging of lignocaine 

hydrochloride injection 1% in 
5ml and heparin sodium injec-
tion 5000 units in 5ml. 

The patient inadvertently 
mixed one 5ml ampoule of ligno-
caine with one 5ml ampoule of 
heparin and began haemodialy-
sis. The intravenous infusion of 
lignocaine caused clotting of the 

circuit and he lost about 500ml 
of blood. 

“This incident highlights a 
critical safety concern that is 
in part related to the identical 
packaging of the heparin and 
lignocaine solutions used by 
the patient. This issue demands 
urgent action,” senior clinical 
staff said. 

Medicines Australia agreed 
the active ingredient name should 
be prominent and that the ability 
to identify medicines was impor-
tant but said “changes diminish-
ing the value of product branding 
or packaging must be supported 
by evidence and robust assess-
ment of regulatory cost against 
measurable benefits”. 

The TGA said that while 
there was general support for the 
changes, there was some signifi-
cant opposition to the proposed 
approaches. It said it would con-
tinue to work with stakeholders 
and would consider alternative 
solutions.  

Doctors are calling 
for active ingredients to be more 

prominent than brand names.

Safety alert: doctors call for 
action on look-alike medicines
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TGA cautions on Di-Gesic 
use while under appeal
DOCTORS have been urged 
by the TGA to carefully 
consider warnings about 
dextropropoxyphene-containing 
painkillers (DPP) ahead of 
a final decision on their 
proposed cancellation. 

Proceedings regarding 
the cancellation of Di-Gesic 
and Doloxene have resumed 
before the Administrative 
Appeals Tribunal and a 
final hearing will take place 
in February next year. 

In September the TGA 
reaffirmed its decision of 
last year to cancel DPP from 
the Australian Register of 
Therapeutic Goods due to 
safety concerns. Sponsor 
Aspen had appealed the initial 
decision and following a June 
hearing the AAT referred the 
matter back to the regulator 
for reconsideration. 

“In the interim the TGA 
urges doctors and patients to 
carefully consider the warnings 
and contraindications contained 
in the product information 
and consumer medicines 
information documents 
for Di-Gesic and Doloxene 
before prescribing,” it said. 

WA, Qld and ACT to fund 
more intern places
THE Western Australian 
government has agreed to 
fund additional medical 
internship training in the 
state’s public and private 
hospitals, with Queensland 
and the ACT also agreeing 
to fund additional places.

The announcement 
follows a meeting last 
week between federal and 
state health ministers.

In a statement, Health 
Minister Tanya Plibersek said 
WA had “agreed to fund an 
additional eight internships 
in 2013” and that “in return, 
the Australian government will 
fund at least 32 additional 
intern places in the state’s 
private hospitals in 2013, and 
40 additional GP registrar 
training positions in WA 
over the next two years”.

Ms Plibersek added that 
the government’s offer to 
other states yet to accept 
the deal still stood and has 
put out separate statements 
criticising the Queensland, 
Victoria and NSW health 
ministers individually for 
suggesting the Gillard 
government had cut health 
investment in their states.
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