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WATAG Advisory Note 

Prescribers caring for patients who choose to import medicines 

Background 

The cost of medicines can differ substantially between countries. This can be due to: 

i) Marketing and pricing decisions of sponsors of originator products who may 

market the same originator products at a lower price in some countries;1 

and/or 

ii) Differing access to generic and biosimilar medicines. 

 

Electronic communication via the Internet enables Australian patients to purchase 
pharmaceutical products that are high-cost in Australia from other countries, where 
the medicine is cheaper. 

Australian registered and listed products, regulated by the Therapeutic Goods 
Administration (TGA), are considered by prescribers to be of assured quality.  
Importation of medicines for personal use raises many potential concerns for 
prescribers in relation to the pharmaceutical quality of imported products and the 
associated liability, if any, of prescribers. In particular, prescribers need to consider 
the safety and quality of products made by overseas manufacturers whose quality 
control processes are not regulated by the TGA or other agencies such as the 
European Medicines Agency and the United States Food and Drug Administration.  

WATAG is not aware of medical indemnity insurers holding significant concerns about 
the prescription and monitoring the use of medication imported by the patient for 
personal use, which is indicated for the patient’s care. Prescribers may need to seek 
advice from their own medical indemnity insurer regarding prescription and 
monitoring the use of medication imported by their patients.  

This advice is provided to assist prescribers considering their responsibilities in 
relation to caring for patients who choose to import medicines for personal use.   

Scope 

This advice applies to prescribers caring for patients who choose to import 
medicines, usually via the Internet, on grounds of cost. That is, this advice applies 
when there is a TGA regulated Australian supply of the pharmaceutical.  This advice 
is not intended to apply to prescribers using the TGA Special Access Scheme to 
support patients accessing unregistered products based on clinical need. 

Principles 

 Australians can legally import up to 3 months’ supply (for personal use) of many 

medicines, without approval from the TGA, under the TGA’s Personal Importation 

Scheme.2 

 A prescription (from an Australian registered prescriber) is essential for all items 

in Schedule 4 or 8 of the Poisons Standard imported under this scheme.  

 The safety and quality of self-imported products cannot be guaranteed.  

 The prescription of medicines that are not on existing hospital formularies or 

have not received individual patient approval may be in breach of hospital policy. 
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 Prescribers have responsibility to ensure their patient is aware of the risks 

associated with self-imported medicines that do not have the quality assurance of 

TGA regulation. 

 

Advice 

Prescribers who are aware that a patient is considering importing medicines should 

ensure the patient’s choice is fully informed by highlighting the:  

 

i) inability to assure the manufacturing standard, such as the quality control 

processes employed; 

ii) fact that medication efficacy to the standard of the Australian obtained 

product cannot be assured and that unverified drugs may be harmful as 

they may be contaminated, contain incorrect doses or no active 

ingredient; 

iii) difficulty in ascertaining the correct formulation of the drug, as 

alternative trade names, packaging and physical appearance of the drug 

may occur; 

iv) lack of consumer protections in relation to personally imported medicines; 

v) practical steps consumers can take (such as avoiding websites without 

adequate contact details)2,3 to reduce the risk of purchasing counterfeit or 

poor quality products; appropriate actions the patient must take should an 

adverse drug event occur; 

vi) importance of patients openly disclosing their use of imported medications 

to all of their health providers  i.e. GPs, pharmacists and hospital 

admissions. 

  

Prescribers should consider any specific advice relevant to their area of practice, 
such as that provided by the Australasian Society for HIV Medicine in relation to 
Hepatitis therapies.4  

Prescribers should provide patients with written resources3, 5detailing the practical 
steps they can take to reduce the risk of purchasing counterfeit or poor quality 
products. 

WA Health prescribers should document any actions they take to ensure informed 
decision making by patients considering importation of medicines for personal use. 
The minimum required standard is documentation of the advice provided to the 
health care consumer in the medical record. Providing the patient with a written 
record of the advice provided (such as copying relevant correspondence to the GP, or 
providing separate written advice to the patient) should also be considered. 
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