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13 February 2023 
EMA/833438/2022
Pharmacovigilance Office


Request for information for PRISMA and GVP
 
Safety warnings in dispensing and prescribing software



Addressed Member States: All

Volunteering stakeholder organisations may also circulate a tailored information request to their member organisations, e.g. the Pharmaceutical Group of the European Union (PGEU)


Response: Within four weeks please (deadline 13 March 2023) to priya.bahri@ema.europa.eu and ausra.saveikiene@ema.europa.eu

Background
· Stakeholder representatives, in various contexts at EMA, have expressed the need to promote integration of risk minimisation measures (RMM) in prescribing and dispensing software, to ensure availability of RMM at point of care. 
· The objective of this information request is to compile an overview on the use of such software in Member States and how such software is updated with new RMM, as far as known to national competent authorities and  addressed stakeholder organisations.    
· For the purpose of this information request, prescribing software is defined as software which prescribers will consult/use when prescribing and includes safety warnings (however, the software may but does not necessarily have to allow for sending electronic prescriptions to the patient or a pharmacy). 
· For the purpose of this information request, dispensing software is defined as software which pharmacies will use during dispensing and includes safety warnings.  
· The compiled responses to this information request will be used for: 
1. in the context of the PRAC Risk Minimisation Alliance (PRISMA), to possibly identify organisations that could be targeted by competent authorities with information on RMM, if these organisations are in multiplier roles to pass on such information to software providers;
2. in the context of the Reflection Paper on digital support to RMM and their evaluation (under development), to possibly serve as basis for discussion of this topic in the Reflection Paper.    

Questions

1. Is prescribing and dispensing software (as defined above) in your country subject to a control or review mechanism with regard to the accuracy and update of content?
     
□	Yes; by the following organisation or framework: ___________________________________ 
□	No
□	Not known

Comments: ______________________________________________________________________

2. To which extent is prescribing software (as defined above) used in your country?
     
□	Used by all prescribers 
□	Used by prescribers widely but not always (if possible, describe the settings where software is typically not used: __________________________________________________________________________) 
□	Limited used (if possible, describe the settings where software is typically used, e.g. use in hospitals only: ______________________________________________________________________       )
□	Not known

Comments: _______________________________________________________________________



3. To which extent is dispensing software (as defined above) used in your country?

□	Used by all pharmacies 
□	Used by pharmacies widely but not always (if possible, describe the settings where software is typically not used: ________________________________________________________________             __)
□	Limited used (if possible, describe the settings where software is typically used, e.g. use in hospitals only: ___________________________________________________________________       __)
□	Not known

Comments: _______________________________________________________________________
 





4. Which organisation in your country defines the list of safety warnings/RMM for inclusion in prescribing and dispensing software and informs the software providers?

□	Each software provider does their own search for new safety warnings and decides what to include in their software
□	National competent authority (please describe this process briefly in an annex to your response)
□	Another organisation (e.g. national physician or pharmacist organisation); please specify the organisation: _______________________________________________________________
□	Software user in healthcare setting (i.e. the user of the software can themselves set alerts) (for stakeholder organisations: please describe this process in terms of where RMM information is taken from and who in decides to set the alert briefly in an annex to your response)
□	Not known

Comments: _______________________________________________________________________

 
Is there are anything relevant to the topic of prescribing and dispensing software you would like to bring to our attention?
Comments: _______________________________________________________________________


Many thanks.
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		Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 

	Send us a question  Go to www.ema.europa.eu/contact 
	Telephone +31 (0)88 781 6000
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