
 

Dear Sir/Madam,  

Re: MHRA Consultation on Implementing ‘safety features’ under the Falsified Medicines       
Directive 

The Pharmacy Forum NI is the professional leadership body for all pharmacists registered to 
practice in Northern Ireland. We operate as an arm’s length body of the Pharmaceutical 
Society NI. 

The Forum welcome the opportunity to respond to the MHRA Consultation on 
Implementing ‘safety features’ under the Falsified Medicines Directive.  

We would like to state at this point that we fully support and endorse the views of our 
colleagues in the UK FMD Working Group for Community Pharmacy who have submitted a 
separate response to the consultation. 

Similarly, we seek clarity on a number of issues namely: 

• Brexit – what impact will Brexit have on the UK’s continued access to the EU Hub during 
transition arrangements and into the future? It is difficult to plan investment in systems 
and governance arrangements to comply with decommissioning requirements across 
primary and secondary care, without knowledge of the timeframes they are required for 
or the extent to which they may be obsolete within a few months, weeks or years. The 
Government must consider the financial impact on already hard pressed-budgets across 
the system and on individual businesses in the community pharmacy sector when 
insisting on compliance with the new regulation. 
 

• Dispensing Doctors – whilst we do not have dispensing Doctors in Northern Ireland we 
would call for parity with Pharmacies in the requirement to decommission product. 
Development and use of new technologies should make this achievable. 

Our response has been shared with and commented on, by pharmacists from different 
backgrounds including community, hospital and academic settings. We have discussed the 
consultation proposals, in detail and our views are contained in the questionnaire, which is 
attached.  

Yours sincerely, 
Julie Greenfield on behalf of the Pharmacy Forum NI 
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Falsified Medicines Directive  

MHRA Consultation on Implementing ‘safety features’ under the Falsified Medicines 
Directive 

Summary of questions  

  

Question 1: What form of sanctions regime do you think would be the most 

effective to enforce the regulations across the UK medicines supply chain?  

Assuming a Sanctions Regime is being established with the aim of deterring breaches in 

compliance with the regulations, we believe it will only be effective if it is fair and proportionate 

and based on risk. Inappropriate application of sanctions will undermine the integrity of the 

system if they are not part of a comprehensive strategy/ plan to ensure that regulations are 

being enforced and implemented within the UK medicines supply chain.  

Civil sanctions for non-compliance, such as a developing pattern of failure to scan medicines, 

should be the focus of any Sanctions Regime. It would be inappropriate and disproportionate 

for example to apply a sanction for an isolated incident of non-compliance, such as a failure 

to scan an individual box of medicines.  

However we believe, sanctions must also be appropriate and proportionate in cases were non-

compliance is the result of intentional fraud, inserting falsified medicines into the supply chain 

and/ or when the non-compliance has breached existing legislation. 

   

Question 2: Can you provide any additional evidence or comment on the 

existing impact analysis to develop the cost benefit analysis in the impact 

assessment?    

No 



Question 3: Do you agree with the Government’s proposed approach not to 

extend the requirements for the unique identifier or anti-tampering device to 

any additional products at this time?  

Yes  

Question 4: Do you agree with the Government’s proposed approach not to 

require a reimbursement number, or other national number identifying the 

medicinal product, to be placed on products bearing the safety features?  

Yes  

Question 5: Do you agree that manufacturers should be allowed to include 

information other than the unique identifier in the 2D data matrix code?  

In principle, yes, we do agree that manufacturers should be allowed to include information 

other than the unique identifier in the 2D matrix code. However, if this is the intention, clarity 

is sought on several issues, as below:  

- Would additional information negatively impact on the operations of the system i.e. 

slow it down significantly? If so, then we would object to the additional information 

being added.  

- What is the purpose of the additional information being provided at the point of scan?  

- What is expected of the pharmacist in the dispensing process regarding the 

additional information.  

A further caveat would be that there is no expectation whatsoever that the pharmacist will 

utilise the additional information being added to the 2D matrix code (unless required as part 

of the dispensing process) or pass the additional information to the patient or their 

representative.  

 

Question 6: Do you agree with the Government’s proposal to put in place 

provisions requiring wholesalers to verify and decommission medicinal 

products bearing the safety features before supplying them to any Article 23 

provider authorised to supply medicines to the public?   

No comment at this time 

Question 7: Do you agree that there is no practical benefit to exempting 

persons operating within a healthcare institution in the UK from the 

obligations of verification and decommissioning under the conditions set out 

in chapter 5? 

No comment at this time. 


