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ANNEX B

Response form for MHRA public consultation on the 

Post-Implementation Review of the Human Medicines Regulations 2012Ref: MLX 391 
The MHRA is seeking responses to the following questions. Please answer all sections that are of relevance to you or your business. 
	Section 1 

	Implementation of the Pharmacovigilance (PV) Directive [Regulations 59, 60, 61, 63,64,65,66,68,69,73,75,76,79,82,85,86,97,105,107,108, 113, 115, 132, 133, 142, 266, 327]


	Question 1

	In your view what best describes the way in which the PV Directive has been implemented in the UK? 

	Significantly less burdensome
Less burdensome 
Proportionate 

More burdensome
Significantly more burdensome


	Please give reasons for your answer:



	Question 2 

	Has the implementation of the PV Directive in the UK resulted in any consequences for industry which in your view are unintended or which were unforeseen? 

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer, including any estimates of costs or benefits or other evidence to support your answer:




	Question 3 

	How has UK implementation of the PV Directive affected the clarity and understanding of pharmacovigilance requirements? 

	Much clearer

Clear

No change

Unclear

Very unclear


	Please give reasons for your answer:



	Question 4

	What effect has UK implementation of the PV Directive had on patient safety?

	Vastly improved 
Improved
No change

Decreased

Vastly decreased 

	Please give reasons for your answer:



	Question 5

	Is there any potential to refine the UK implementation of the PV Directive to reduce the burden on industry?

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer, including any estimates of costs or benefits or other evidence to support your answer:



	Question 6

	How does the way in which the PV Directive has been implemented in the UK compare to implementation by other EU member states? 

	More burdensome

Burdensome

In line with other member states
Less burdensome

Significantly less burdensome 


	Please give reasons for your answer. This should include the name of the other member state(s) you are comparing the UK’s implementation to, and any evidence of the difference  in burdens between the two approaches:



	Question 7

	Have there been additional benefits or cost arising from UK implementation of the PV Directive? 

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer, including any estimates of costs or benefits or other evidence to support your answer:




	Section 2 

	Cross Border prescriptions [Regulations 213, 217A, 218, 219, 219A]  


	Question 8

	Are you aware of any cases where the UK has not recognised prescriptions from other European Economic Area (EEA) countries
 and vice versa?



	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer:



	Question 9

	What effect has cross border recognition of prescriptions had on patients?

	Very beneficial 
Beneficial 
No effect

Detrimental 
Very Detrimental 


	Please give reasons for your answer:



	Question 10

	What effect has cross border recognition of prescriptions had on pharmacists?

	Very beneficial 

Beneficial 

No effect

Detrimental 

Very Detrimental 



	Please give reasons for your answer:



	Question 11

	What effect has cross border recognition of prescriptions had on healthcare professionals (other than pharmacists)?

	Very beneficial 

Beneficial 

No effect

Detrimental 

Very Detrimental 



	Please give reasons for your answer:



	Question 12

	What level of understanding do pharmacists have of cross border prescriptions?

	Very good

Good

Neither good nor bad

Bad

Very bad



	Please give reasons for your answer:



	Question 13

	What level of understanding do healthcare professionals (other than pharmacists) have of cross border prescriptions?

	Very good

Good

Neither good nor bad

Bad

Very bad



	Please give reasons for your answer:



	Question 14

	Are you aware of any difficulties that cross border prescriptions have caused for patients?

	Yes/No/Don’t know [please select as appropriate]

	Please give reasons for your answer:



	Question 15

	Are you aware of any difficulties that cross border prescriptions have caused for pharmacists?

	Yes/No/Don’t know [please select as appropriate]

	Please give reasons for your answer:



	Question 16

	Are you aware of any difficulties that cross border prescriptions have caused for healthcare professionals (other than pharmacists)?

	Yes/No/Don’t know [please select as appropriate]

	Please give reasons for your answer:



	Question 17

	Is there any opportunity to reduce burdens on business as a result of cross border prescriptions?

	Yes/No/Don’t know {please select as appropriate]

	Please give reasons for your answer, including an explanation of any opportunities you see. Please include estimates of costs or benefits or any other evidence to support your answer:



	Question 18

	In your view, what best describes how the requirements to recognise cross border prescriptions have been implemented in the UK? 

	More burdensome

Burdensome

In line with other member states

Less burdensome

Significantly less burdensome 



	Please give reasons for your answer:



	Question 19

	How has the recognition of cross border prescriptions been implemented in the UK compared to other EU member states?



	More burdensome

Burdensome

In line with other member states
Less burdensome

Significantly less burdensome 



	Please give reasons for your answer. This should include the name of the other member state(s) you are comparing the UK’s implementation to, and any evidence of the difference in burdens between the two approaches:



	Question 20

	Have there been additional benefits or costs arising from cross border recognition of prescriptions? 

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer, including any estimates of costs or benefits or other evidence to support your answer:




	Section 3 

	Repeal of Section 10(7) [Regulation 349 in so far as it repeals section 10(7) of the Medicines Act 1968]


	Question 21

	Since the repeal of Section 10(7) to what extent have supplies of medicines met the needs of patients?

	Completely met 

Met 

Not sure
Weakened

Greatly weakened



	Please give reasons for your answer, and include estimates of costs or benefits or any other evidence to support your answer:




	Question 22

	How has the repeal of section 10(7) affected regulatory cost and administrative burden, particularly for the NHS?

	More burdensome

Burdensome

Neither more or less burdensome
Less burdensome

Significantly less burdensome 



	Please give reasons for your answer, and include estimates of costs or benefits or any other evidence to support your answer:



	Question 23

	How has the repeal of Section 10(7) affected the continued access to supply of medicines? 

	Improved a lot

Improved

No change

Worsened

Worsened a lot



	Please give reasons for your answer:



	Question 24

	How has the repeal of Section 10(7) affected pharmacists?

	Very beneficial 

Beneficial 

No change

Detrimental 

Very Detrimental 



	Please give reasons for your answer; including any estimates of costs or benefits or other evidence to support your answer:



	Question 25

	How has the repeal of Section 10(7) affected healthcare professionals (other than pharmacists)?

	Very beneficial 

Beneficial 

No change

Detrimental 

Very Detrimental 



	Please give reasons for your answer; including any estimates of costs or benefits or other evidence to support your answer: 



	Question 26

	Have there been any unintended consequences that you are aware of arising from the repeal of Section 10(7)?

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer, including any estimates of costs or benefits or other evidence to support your answer:



	Question 27 

	Are there any opportunities to reduce burden on pharmacists as a result of the repeal of Section 10(7)?

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer; including any estimates of costs or benefits or any other evidence to support your answer:



	Question 28

	In your view, what best describes the way in which articles 77(1) and 77(2) have been implemented in the UK, which require anyone undertaking wholesale dealing activities to hold an authorisation? [Regulation 18 of the 2012 Regulations]

	Significantly less burdensome 

Less burdensome

In line with other member states

Burdensome

More burdensome



	Please give reasons for your answer:



	Question 29

	How have articles 77(1) and 77(2) which require anyone undertaking wholesale dealing activities to hold an authorisation been implemented across EU member states compared to the UK? 

	Significantly less burdensome 

Less burdensome

In line with other member states

Burdensome

More burdensome



	Please give reasons for your answer. This should include the name of the other member state(s) to which you are comparing the UK’s implementation, and any evidence of the difference in burdens between the two approaches:



	Section 4 


	Human Medicines Regulations 2012 (“the 2012 Regulations”)


	Question 30

	How effective have the 2012 Regulations been in consolidating medicines legislation in a rationalised form? 

	Very effective
Effective
Don’t know
Ineffective

Very ineffective


	Please give reasons for your answer: 




	Question 31

	Have there been in your view any unintended or unforeseen consequences arising from the coming into force of the 2012 Regulations?

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer, including any estimates of costs or benefits or other evidence to support your answer:




	Question 32

	Are there any opportunities to reduce burden on industry as a result of the 2012 Regulations?

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer; including any estimates of costs or benefits or any other evidence to support your answer:




	Question 33

	Have there been any unintended impacts on groups sharing protected characteristics as defined in the Equality Act 2010 http://www.legislation.gov.uk/ukpga/2010/15/contents  arising from the implementation of these Regulations, in particular in terms of eliminating unlawful discrimination, advancing equality of opportunity and fostering good relations?

	Yes/No/Don’t know [please delete as appropriate]

	Please give reasons for your answer:



Please indicate which category (or categories) best describes you:

	Marketing Authorisation  holder 
	

	Manufacturer
	

	Wholesaler
	

	 Broker
	

	Pharmacist
	

	Pharmacy business 
	

	Pharmacist group
	

	Trade body
	

	Doctor/other healthcare professional
	

	Patient
	

	Patient Group
	

	Devolved administration
	

	Other (please specify)
	

	
	

	
	

	
	


	Confidential

	Yes (please tick)
	


� with the exception of certain categories of controlled drugs and that a list of particulars has been included in UK prescriptions intended for dispensing in the EEA








This form should be returned to Judith Thompson by email:   Judith.m.thompson@mhra.gov.uk , or by post: Policy Division, MHRA, 5th Floor, 151 Buckingham Palace Road, London SW1W 9SZ. Completed forms must arrive no later than 23:59 on 6 July 2017.  Contributions received after that date cannot be included in the exercise.
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