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E-Health, patients 
and ethics 
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Parallels of medicines 
policy and E-Health

• Quality products.
• Equitable access.
• Rational use.
• Viable industry.
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Case history

• A 23-year-old man 
presented with fever to a 
rural hospital in eastern 
Burma (Myanmar).

• He was diagnosed by 
microscopy as having 
falciparum malaria (4.2% 
infected red blood cells). 



Case history

• He was treated with 
oral artesunate, labelled 
as made by Guilin 
Pharmaceutical (Guangxi, 
People's Republic of China), 
4 mg/kg once a day, the 
treatment of choice in this 
area. 

• Since artemisinin derivatives 
have been used in this area, 
not one of 600 patients 
prospectively studied with 4% 
parasitaemia has died. 



Case history

• However, on the 
third day the young 
man was found to be in a 
coma, with renal failure and 
increased parasitaemia (5.5% 
infected red blood cells). 

• He was perfused with 
intravenous fluids and given 
intravenous artesunate but he 
died 12 hours later from 
cerebral malaria. 



Case history

• However, on the third 
night the young man was 
found to be in a coma, with 
renal failure and increased 
parasitaemia (5.5% infected red 
blood cells). 

• He was perfused with intravenous 
fluids and despite treatment with 
intravenous artesunate he died 12 
hours later from cerebral malaria. 

Tests showed that the 
artesunate used was 

counterfeit and 
contained no active 

ingredient.
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Counterfeit 
artesunate in Asia 

• The World Health 
Organization notes that 
between 38% and 52% 
of "artesunate" blister 
packs sampled in Asia 
contain no active 
ingredient.  
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Philippines Bureau 
of Food & Drugs
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High quality products

• Australian Therapeutic Goods 
Administration (TGA)
– Appropriate legislative framework.
– Licensing of manufacturers (GMP inspection, 

product sampling, testing). 
– Product registration (drug evaluation for quality, 

safety and efficacy).
– Post-marketing surveillance (monitoring adverse 

drug reactions, pharmaceutical promotion).



Relevance to E-Health

• If industry 
is to play a 
responsible role:
– government policy, 
– standards, and
– tests of product 

compliance 
• are all required.
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Adverse drug 
reaction reporting
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Adverse drug 
reaction reporting
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Adverse drug 
reaction reporting

Successfully 
tested in 2003 
Yet to be 
implemented!

Acknowledgments to Andrew 
Magennis, Medical Director
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Goals of medicinal 
drug policy

2. Equitable 
access 

to necessary 
medicines

1. Medicines of 
high quality, 

safety
and efficacy

3. Quality use of
medicines

4. A viable & 
responsible local 
pharmaceutical

industry
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Equitable access

• Two billion people 
(one third of the world’s 
population) still lack regular 
access to essential medicines.

• Six million people in developing 
countries lack anti-retroviral drugs. 

• Medicines are the largest health 
expense for poorer households and 
the second largest public health cost.

• The price of drugs in a free market 
bears no relation to the ability of 
people to pay.



Equitable access

• Limited list of cost- 
effective, necessary drugs.

• Cost subsidised by national or 
private insurance schemes.

• Prices negotiated using:
– Pharmacoeconomic analysis (pay only what the 

drug is worth)
– Monopsony buying power (counters monopoly 

power of pharmaceutical companies during 
patent protection)

– Reference pricing (subsidise only the lowest price 
product in a generic group and in some 
therapeutic classes)

– Generic substitution by pharmacists for drugs of 
proven therapeutic equivalence .

• Local production (compulsory licensing).



Patents, prices & FTAs

• In January 2003, the Pharmaceutical 
Research Manufacturers of America 
(PhRMA) lobbied US trade negotiators to 
seek Australian government commitment to, 
“refrain from trade distorting, abusive, or 
discriminatory price controls found in the 
Pharmaceutical Benefits Scheme (PBS)”.

• In October 2003, President George Bush told 
Prime Minister John Howard that raising drug 
prices is a key goal for United States 
negotiators in any FTA deal. Mr Bush said his 
pharmaceutical industry believes some 
countries do not pay their share of the cost of 
research and development to create new 
medicines, making US consumers pay the bill.
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Productivity Commission Research Report, July 2001 (top 150 PBS drugs) 

2-3 
times 
lower

Why doesn't Big 
Pharma like the PBS? 

International drug price differences
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• While drug prices in 
Australia are 2 to 3 times 
lower than those in similar 
countries price differences vary 
across different  categories of 
pharmaceuticals:
– prices for new innovative drugs are much 

closer to those in the other countries 
– largest price differences for ‘me-too’ 

pharmaceuticals (modified versions of 
older drugs similar in clinical value to 
drugs already available) and generics.

Are Australian drug 
prices too low?
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Are Australian drug 
prices too low?

• While drug prices in 
Australia are 2 to 3 times 
lower than those in similar 
countries price differences vary 
across different  categories of 
pharmaceuticals:
– prices for new innovative drugs are much 

closer to those in the other countries 
– largest price differences for ‘me-too’ 

pharmaceuticals (modified versions of 
older drugs similar in clinical value to 
drugs already available) and generics.
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US drug prices (and 
profits) are too high!
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Hence campaigns for 
equitable access  
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Parallels with the 
digital divide

• Negotiated prices
– Affordable broadband

• Generic drugs
– Low cost computers
– Linux o/s; open office.

• Generic drug substitution
– Offering a choice of more cost- 

effective open source software 
rather than embedding more 
expensive Microsoft products.  
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2. Equitable 
access 

to necessary 
medicines

1. Medicines of 
high quality, 

safety
and efficacy

3. Quality use of
medicines

4. A viable & 
responsible local 
pharmaceutical

industry

Goals of medicinal  
drug policy
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My own interest 
started at the RMH

Hospital acquired infection with antibiotic-resistant microorganisms
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The Royal Melbourne 
Hospital
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Quality Assurance Cycle

Continually updated 
standards of practice: 
treatment guidelines

Drug audit / 
utilisation review

Feedback results to 
health administrators 
and guideline authors

Practitioner reflection 
/ targeted education
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Guidelines evolution…
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Scaling up 
nationally
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Strategies
• Policy development 

and implementation.
• National facilitation and co- 

ordination.
• Independent information.
• Ethical promotion.
• Education and training.
• Services and interventions.
• Evaluation.

Quality Use of 
Medicines Policy
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Independent 
information
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To make best- 
practice Guidelines, 
medication review 
and other proven 
QUM techniques more 
accessible via 
physician’s 
computers.

Current challenge
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Patient 
problem

Physician
decision

Prescriptions,
Investigations, 

Consumer
information

Improve

Outcome 
analysis Lab results

Assisted 
by 

decision 
support 
software 

Dose calculators

Drug-drug interaction

Drug information

Guidelines

HealthConnect
ADRAC

e-Patient 
record

ALERTS

QUMIT: The vision
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Challenges: 
E-conversion
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In order to open a guideline topic 
by selecting a clinical problem the 

software and guidelines need 
common (or mapped) terminology 

&/or code sets

In order to populate a 
prescription or drug chart 
the recommended regimen 
must be machine readable

Challenges: 
E-integration
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Making guidelines 
machine readable

Guideline and formulary information 
can be atomized into machine readable 
components using XML tags (but displayed in 
HTML via XSL) 
e.g. amoxicillin (child 15 mg/kg up to) 500 mg, 8 hourly, orally 
can be represented in machine readable form as:

<REGIMEN>
<ATC>J01CA04</ATC>
<DRUG>amoxicillin</DRUG>
<DOSE>

<CHILDREN>15<UNIT>mg/kg</UNIT></CHILDREN>
<ADULT>500<UNIT>mg</UNIT></ADULT>

</DOSE>
<FREQ>8 hourly<FREQ>
<ROUTE>oral</ROUTE>

</REGIMEN>
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E-Guidelines: 
XML technologies 

TGDB
Database 
application

Well styled 
MS Word 
manuscript

XML/XSLT

Print

CD-ROM

Intranet

PDA Prescribing system 
integration…

Parsed by computer

Acknowledgments: Dr. Bryn Lewis, NPS
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The need for 
standards

• Guideline 
representation

• Clinical 
terminology / 
Diagnostic coding 

• Medicines 
terminologyhttp://www.hl7.org.au/CDSS.htm

http://www.hl7.org.au/CDSS.htm
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Drug promotion

AMA President, 
Dr Mukesh Haikewal 

Drug company dinners 
“oiled the wheels”

 
of 

medical education and 
$200-a-head meals 
were appropriate, 

rather than doctors 
“slumming somewhere 

in a budget chain 
motel”.  

http://www.ama.com.au/web.nsf/doc/WEEN-6S3CAY

http://www.ama.com.au/web.nsf/doc/WEEN-6S3CAY
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Drug promotion

AMA President, 
Dr Mukesh Haikewal 

“If doctors don’t learn 
about new life-saving and 
health-enhancing drugs 

through seminars put on by 
the pharmaceutical 

companies then patients 
will not be prescribed the 

best possible drug for 
their condition –

 
it’s as 

simple as that.”

http://www.ama.com.au/web.nsf/doc/WEEN-6S3CAY

http://www.ama.com.au/web.nsf/doc/WEEN-6S3CAY
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However

BMJ 2003;326 (31 May)

Industry- 
doctor interaction 
correlates with: 
– Doctors' preferences for 

new products that hold no 
demonstrated advantage 
over existing ones. 

– Decreased prescribing of 
generic drugs.

– A rise in both and irrational 
and incautious prescribing. 

– Rising prescription 
expenditures.
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Hence
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Hence

http://www.nps.org.au/

http://www.nps.org.au/
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NPS: Academic detailing
Also: home medication review 
by pharmacists (Government- 

Guild agreement)
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NPS: Campaigns
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Evaluation: antibiotic 
use is slowly declining
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Australia–China 
Export
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Relevance to E-Health

• Australian medicinal drug 
policy is highly regarded. 

• We are actively exporting and 
localising these concepts 
internationally.

• If only we could get our E-Health 
act together we could also export 
and localise relevant software and 
services.
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2. Equitable 
access 

to necessary 
medicines

1. Medicines of 
high quality, 

safety
and efficacy

3. Quality use of
medicines

4. A viable & 
responsible local 
pharmaceutical

industry

Goals of medicinal  
drug policy
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Viable industry

• Innovation 
has become more 
expensive, difficult and 
time-consuming.

• Drug evaluation and 
regulation has become 
more lengthy and more 
rigorous.

• Companies are merging 
in order to achieve 
critical research mass.

http://www.gsk.com/


Viable industry 
requirements

• IP protection. 
• Stable policy setting.
• Appropriate but not 

excessive regulation.
• Skilled health labour force.
• Incentives for appropriate 

research and development (e.g. 
Medical Innovation Prize Fund)
– recognising that the profit motive 

will not produce research into 
neglected diseases in developing 
countries.



54

Conclusions 

• Global economic growth is 
providing greater resources for the 
purchase of medicinal drugs (and other 
health services).

• However, market forces do not assure people 
affordable access to essential drugs of 
adequate quality nor do they guarantee that 
drugs are used wisely.

• As a consequence, there is much interest in 
innovative policy that make markets more 
responsive to health needs.

• There are many similarities between good 
medicines policy and E-Health policy.



5555

All counties have 
the same problem
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All are interested 
in solutions
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All are interested 
in solutions

All can 
learn from 
each other!
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