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1. Off-label prescribing can be described as the practice of doctors using medications for patient populations, symptoms, or diseases which have not been 
officially approved by an appropriate regulatory agency.

 A True   B False

2. In terms of Section 15 of the Medicines Act of 1965, for a medicine to be registered:

 A It must be proven safe, efficacious and of good quality
 B Everything that is recorded in the package insert, as part of the medicine’s labelling requirements, can be proven
 C A and B

3. Off-label promotion and marketing of any medicine for treatment is prohibited, or an offence, in terms of which acts and regulations?

 A Section 18 of the Medicines Act of 1965  B Section 15 of the Medicines Act of 1965
 C Section 29(b) of the Medicines Act of 1965  D General Medicines Regulations 
 E A, C and D   F B and C

4.  Which statement regarding the CPA 68 of 2008 is false?

 A There is a general expectation that prescribers will prescribe medicines that are reasonably suitable to that patient, for the specific purpose for which they intend to use it
 B Case studies or personal experience justify the ‘reasonability’ of off-label prescribing 
 C Warnings cannot be made with any certainty for off-label prescription; inadequate warning creates strict (guiltless) liability under Section 61

5. In terms of malpractice law, liability can be based on:

 A The act of off-label prescription  B Failure to inform the patient of the risks that could accompany off-label use
 C A and B

6. In terms of malpractice law, the standard for determining negligence is what the reasonable practitioner would have done in the same circumstances.

 A True   B False

7. Treatments, drugs and devices not yet registered with SAHPRA are excluded from the PMBs that must be funded by all schemes, according to:

 A Section 29(b) of the Medicines Act of 1965  B General Medical Schemes Regulations   C A and B

8. In setting formularies, medical schemes must abide by which of the listed criteria, according to Regulation 15I of the General Medical Schemes 
Regulations?

 A Current evidence-based medicine, integrating individual clinical experience with best available evidence from external sources 
 B The price of the medicine, as opposed to the cost-effectiveness thereof 
 C If a formulary-listed medicine will cause harm to the patient, it is acceptable to use a formulary-listed medicine off-label prior to motivating for a non-formulary medicine

9. According to Regulation 15J of the General Medical Schemes Regulations, medical schemes are prohibited from incentivising or rewarding compliance 
with an off-label medicine prescription or dispensing where this would not be medically appropriate.

 A True   B False

10. Reasons for off-label prescribing may include:

 A Advances in medicine that have occurred faster than the ability to approve or re-label medications
 B The practice is supported by expert consensus or practice guidelines  C A and B

11. In children, off-label drug use:

 A Is greatest in critically ill children and neonates  B Gives rise to a greater number of adverse drug reactions
 C Is reimbursed by medical schemes because dosing schedules have often not been developed
 D All of the above  E A and B

12. The elderly with T2DM are a high-risk group for off-label prescribing because of their increased risk of:

 A Renal impairment  B Cardiovascular disease  C Liver disease  D All of the above   E A and C

13. Of the two GLP-1 receptor agonists available in South Africa, which has been shown to reduce development and progression of diabetic kidney 
disease?

 A Exenatide  B Liraglutide

14. Which of the listed insulins does not require dose adjustment in renal or hepatic impairment?

 A Degludec   B Detemir  C Glargine

15. Which statement about insulin usage during pregnancy is false?

 A Only insulin detemir is currently approved for use by the FDA
 B SEMDSA recommends continued use of insulins detemir and glargine in women who have established good blood glucose control before pregnancy
 C Insulin aspart crosses the placental barrier and should not be used
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