Supplementary table 1. Checklist for potential ethical, organisational, social and legal aspects

.

The following checklist is a short list of questions in order to determine whether there are specific ethical, organisational, social and legal aspects which also need to be addressed as part of a rapid relative effectiveness assessment. Since the assessment is comparative in nature, only new issues should be dealt with, which arise from a difference between the pharmaceuticals to be assessed and its major comparator(s). Already known problems/issues with regard to ethical, organisational, social and legal aspects which are common to the technology to be assessed and its comparator(s) will, as a rule, not be addressed, as it is not to be expected that the addition of a new pharmaceutical will lead to changes.

If a question is answered with ‘yes’, further analysis of these issues may be warranted. If they are answered with ‘no’, they need not be dealt with further. Examples are provided for clarification.

	Ethical Aspects
	

	Does the introduction of the new medicine and its potential use/nonuse instead of the defined, existing comparator(s) give rise to any new ethical issues?
	Yes/No

	Does comparing the new medicine to the defined, existing comparators point to any differences which may be ethically relevant?
	Yes/No

	Example: 

The marketing authorisation holder claims that its product is superior, but has decided to limit the amount of the new medicine, which means that it has to be rationed and not all patients who need it can receive it. The comparator is freely available.

	

	Organisational Aspects
	

	Does the introduction of the new medicine and its potential use/nonuse instead of the defined, existing comparators require organisational changes?
	Yes/No

	Does comparing the new medicine to the defined, existing comparators point to any differences which may be organisationally relevant?
	Yes/No

	Examples: 

The new medicine will replace a surgical intervention which may lead to excess capacity in relevant areas. 

The new intervention requires the establishment of specialised centers for administration

	

	Social Aspects
	

	Does the introduction of the new medicine and its potential use/nonuse instead of the defined, existing comparator(s) give rise to any new social issues?
	Yes/No

	Does comparing the new medicine to the defined, existing comparators point to any differences which may be socially relevant?
	Yes/No

	Example:

A medicine which is widely used by persons with abuse problems and which colors the tongue blue, thus immediately identifying the user as such. Comparators do not have this property. 

	

	Legal Aspects
	

	Does the introduction of the new medicine and its potential use/nonuse instead of the defined, existing comparator(s) give rise to any legal issues?
	Yes/No

	Does comparing the new medicine to the defined, existing comparators point to any differences which may be legally relevant?
	Yes/No

	Examples:

The comparator for the new medicine is a pharmaceutical which is not licensed in the indication of concern, but widely in use.

The comparator for the new pharmaceutical is a controlled, restricted substance, the new medicine is not.

The most appropriate comparator for the new medicine is available as a pharmacy-compounded medicine, but not as a finished product with marketing authorisation.

Note: The assessment should not address patent-related issues.


