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HMMC recommendation: 
The addition of a biosimilar medicine to a Trust drug formulary no longer requires formal recommendation 
by HMMC prior to addition, providing the set of key standards have been met by that biosimilar.  
 
 
Biosimilar medicines are not considered generic equivalents to their originator biological medicine 
because the two products are similar but not identical. However, they will have met regulatory 
requirements in terms of comparative quality, safety and efficacy. Because of the similarities between 
originator and biosimilar medicines as well as growing experience with the use of biosimilar medicines, it 
is accepted that generic principles can be applied to biosimilar medicines with regards to addition to drug 
formularies, providing the set of key standards have been met.  
 
 
HMMC recommended key standards: 
All standards must be met by the biosimilar product before addition to Trust drug formularies. Should the 
biosimilar not meet all of these standards, the biosimilar must be taken through HMMC for a 
recommendation to be made.  
 
 The biosimilar product has been approved by the European Medicines Agency (EMA) which has 

shown it to be equivalent to the originator medicine in terms of quality, safety and efficacy. 
 The biosimilar product has been launched in the UK. 
 The acquisition cost of the biosimilar medicine is less than that of the originator medicine.  
 The originator medicine is accepted for use within the local health economy (i.e. not classified as 

‘double-red’).  
 The biosimilar will be identified within the drug formulary and prescribed by brand, in line with MHRA 

guidelines that state that biological medicines, including biosimilar medicines, must be prescribed by 
brand name to support on-going pharmacovigilance. 
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HERTFORDSHIRE MEDICINES MANAGEMENT COMMITTEE 

Principles to facilitate fast-tracked introduction of biosimilars to the 
local health economy 

 
 
 

HMMC Recommendation 
The addition of a biosimilar medicine to a Trust drug formulary no longer requires formal recommendation by HMMC 
prior to addition, providing the set of key standards have been met by that biosimilar.  
 

 
 

Background Information  
A biosimilar medicine is a biological medicine that is developed to be similar to an existing biologic in terms of 
quality, safety and efficacy.  Biosimilars are not the same as generics – the manufacture of biologic medicines is 
highly complex and no two batches of any given product are identical. This presents a huge regulatory challenge but 
it is one that has been successfully overseen by the EMA for several decades. In order to gain regulatory approval, 
the variability between the biosimilar and the reference medicine will have been shown to have no effect on safety or 
efficacy. The aim of development is to convincingly demonstrate high similarity to the reference product. This will 
then allow the biosimilar to rely on, in part, the existing efficacy and safety experience with the originator product. 
Copies of existing biologics (biosimilars) have been approved for use for many years (e.g. somatropin, epoetin, 
filgrastim). 
 
Current statements from clinical bodies 
 NICE issued a position statement on biosimilars in January 2015. This states that similar biological medicinal 

products will usually be considered in the context of a Multiple Technology Appraisal in parallel with their 
reference products in the indication under consideration. In general, biosimilars will not undergo new Technology 
Appraisals (TA) as NICE considers them similar enough to the reference product, therefore recommendations 
set out in original TAs will apply to the appropriate biosimilar(s). 

 In the NHS England document entitled ‘What is a biosimilar medicine’, it is stated that, “where NICE has already 
recommended the originator biological medicine the same guidance will normally apply to a biosimilar of the 
originator”.  

 Within the Revised Specialised Commissioning CQUINS for 2017/18 and 2018/19 NHS England aim to support 
the faster adoption of best value medicines with a particular focus on the uptake of best value generics, 
biological medicines and use of CMU procurement frameworks as they become available. There are specific 
targets which are relevant to uptake of new biosimilar medicines as follows: 

 Adoption of best value generic / biologic products in 90% of new patients within one quarter of being 
made available. 

 Adoption of best value generic / biologic products in 80% of applicable existing patients within one year 
of being made available (except if standard treatment course is < 6 months). 

 
Risks vs. benefits 
The costs of biosimilars tend to be significantly less than the costs of the originator. The use of biosimilars in place of 
originators gives potentially substantial cost avoidance opportunities without detriment to patient services or 
outcomes. If the use of biosimilars are not implemented, the local health economy will miss out on savings which 
could be utilised to develop local health services to benefit these and other groups of patients.  
 
Principles to be used to facilitate fast-tracked introduction of biosimilars to the local health economy 
 Biosimilar medicines are not considered generic equivalents to their originator biological medicine because the 

two products are similar but not identical. However, they will have met regulatory requirements in terms of 
comparative quality, safety and efficacy.  

 Because of the similarities between originator and biosimilar medicines as well as growing experience with the 
use of biosimilar medicines, it is proposed that generic principles are applied to biosimilar medicines with 
regards to addition to drug formularies.  

 Using rosuvastatin as an example, this drug is currently manufactured only by AstraZeneca as the originator 
product and available only as the brand Crestor

®
. When the patent expires for rosuvastatin later this year, 

various generics manufacturers will start to manufacture generic rosuvastatin and various generic versions will 
be available for use. Where rosuvastatin is currently approved on a drug formulary, there are no necessary 
processes that generic rosuvastatin needs to be taken through in order for generic rosuvastatin to be prescribed 
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in place of Crestor
®
. It is proposed that this same process applies to drug formulary additions of biosimilar 

medicines.   
 Because it is accepted that biosimilars are not the same as originator medicines, the following standards should 

be met before a biosimilar medicine is accepted onto drug formularies: 
 Approved by the EMA. 
 Shown to be equivalent to the originator medicine in terms of quality, safety and efficacy. 
 Launched in the UK. 
 Acquisition cost less than that of the originator medicine.  
 Accepted for use within the local health economy (i.e. not classified as ‘double-red’). 
 Identified within the drug formulary and prescribed by brand, in line with MHRA guidelines that state that 

biological medicines, including biosimilar medicines, must be prescribed by brand name to support on-
going pharmacovigilance 

 

 

Evidence of Clinical Effectiveness 
In order for the EMA to grant regulatory approval, the variability between the biosimilar and the reference medicine 
will have been shown to have no effect on safety or efficacy. The aim of development is to convincingly demonstrate 
high similarity to the reference product. This will then allow the biosimilar to rely on, in part, the existing efficacy and 
safety experience with the originator product. Trial data demonstrating high similarity to the reference product will be 
published accompanying the release of each biosimilar product.  
 

 

Cost Effectiveness 
The costs of biosimilars tend to be significantly less than the costs of the originator. The use of biosimilars in place of 
originators gives potentially substantial cost avoidance opportunities without detriment to patient services or 
outcomes. Costs to the NHS for individual biosimilar products will fluctuate dependent on market forces and are 
often commercial in confidence.  
 

 

 

The needs of the population 
The needs of the population are low as originator products meet the clinical requirements of the existing patient 
group. 
 

 

The needs of the community 
The reduced cost of biosimilars in comparison with originators would result in more resource available to treat other 
patients / conditions.   
 

 

Policy Drivers 
 Specialist clinical bodies have produced position statements relating to biologics. 
 Patient numbers for biologics are increasing year on year, and there is a need for the local health economies to 

find efficiencies to continue to deliver care within the allocated financial resources. 
 

 
 

Equity  

No equity issues identified. 
 

 
 

Implementability  

Governance arrangements are required within Provider Trusts to ensure that biosimilars are prescribed by brand. 
This is in line with MHRA guidelines that state that biological medicines, including biosimilars, must be prescribed by 
brand name to support on-going pharmacovigilance. 
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