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Background: 

Medicines are the most common intervention made across the NHS. It is

essential that patients can have confidence in the medicines they are supplied

and that systems are in place to prevent counterfeit or “Falsified Medicines”

entering the supply chain.

Falsified medicines are considered a major threat to public health with

seizures by regulators increasing annually across the globe. Counterfeiting in

medicine products is becoming more prevalent and countries are now

adopting systems to protect the legitimate supply chain of medicinal products

to protect patients.

The Falsified Medicines Directive [FMD] (Directive 2011/62/EU1) was

published on 1st July 2011, and introduced a range of safety measures with

the aim of significantly reducing the risk of counterfeit medicines reaching

patients.

The regulation obliges non exempt bodies that are supplying medicines to

patients to verify the authenticity of the product via the unique identifier (UI)

barcode, decommission each pack and check that the Anti-Tamper Device

(ATD) is in place.

Risks

- Brexit

- NWIS being unable to provide IT solution

- Capital bid for hardware not being funded

- NMVS not built

- Under resourced staffing (implementation and business as usual)

- No All Wales proceedures

Contingency

- Organisation risk register

- Redirect resource

- Escalation

- Inform MHRA of non compliance and complete action plan

Benefits and Dis-benefits:

Implement FMD legislation

Full compliance with FMD regulation

Yes

Yes

9th February 2019

Objective:

In Scope 

- FMD legislation

- Identification of FMD compliance (ATD and 2D barcode)

- Ability to verify/decommission/recommission

- Standard Operation Procedures

- Capital Funding for Hardware

- Identification of staffing resource

Out of Scope

- Patient-Medication Tracking

- Interface with EDS

- Stock Management

- Exempt medicinal products

- Drugs currently in stock at VCC

Benefit Description 
Measure 
How will the benefit be quantified? 

Timescales 
for realisation 

VCC Pharmacy will be able to 
verify the authenticity of the 
SACT and Supportive 
Treatment medicines by 
February 2019 

VCC will be technically and functionally able 
to comply with regulatory FMD legislation 

• Scanner and IT solution in place and 

operational 

• FMD Sops in place 

• Staff fully FMD trained 

09.02.19 

VCC Pharmacy staff will be able 
to verify whether or not the outer 
packaging has been tampered 
with by February 2019 

VCC will be technically and functionally able 
to comply with regulatory FMD legislation 

• Scanner and IT solution in place and 

operational 

• FMD Sops in place 

• Staff fully FMD trained 

09.02.19 

Patients will be able to have 
confidence in the medicines 
they are supplied and that 
systems are in place to prevent 
counterfeit or ‘Falsified 
Medicines’ that might contain 
ingredients, including active 
ingredients, which are not of a 
pharmaceutical grade or 
incorrect strength or indeed may 
contain no active ingredient 

VCC fully compliant with regulatory FMD 
legislation: 

• Scanner and IT solution in place and 
operational 

• FMD SOPs in place and being adhered to 

• Staff fully FMD trained 

• Band 2 Pharmacy Storeman recruited 
and in post 

• All non-MD complaint stock used up 

31.03.21 

 

Dis-Benefit Description How will the dis-benefit be managed? 

Once FMD medicines scanning is 
incorporated into the current process it will 
increase the time taken to receive and 
dispense medicines.  This will have an effect 
on both staff (morale) and the service 
(decrease in productivity) 

Any increase in time taken to complete 

these processes is outweighed by the 

increased safety, assurance and Quality 

Risk Management levels that FMD will 

provide for patients, staff and the 

organisation 

FMD will increase the complexity of 
transferring medicines between hospitals 
when required in the case of emergencies 

Emergency processes will be clearly 
detailed in an SOP in order to reduce the 
impact of this dis-benefit 

 

Conclusion


