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Managing the introduction of new generic medicines: 

Guidance for Chief Pharmacists and Trust medicines procurement leads. 

Introduction 

The loss of exclusivity and launches of new generic medicines allows the NHS to deliver significant 
cost efficiencies. “Savings” can be reinvested in new medicines and clinical services. Many factors 
impact on the expiry of medicines and the dates on which generic competition becomes reality. The 
manufacturers of branded products are increasingly likely to use all possible means to extend their 
patents and protect their sales. Many factors impact on patent life and the date on which generic 
competition may first impact on a particular market are often impossible to predict accurately. There 
may be additional extended patents linked to certain licensed indications or Supplementary 
Protection Certificates (SPCs) granted for up to 5 years where the manufacturer of the branded 
product can demonstrate innovation. Companies may also apply for a Paediatric Investigational Plan 
(PIP) where they have demonstrated clinical trial research in paediatric use. A PIP usually gives the 
pharmaceutical company a 6 month extension on its original patent. 

When planning for the generic introduction of a new generic medicine, it is important that 
commissioners and providers collaborate closely to  pre-empt and address all the potential issues that 
could delay a seamless transition from the branded to the generic medicine and maximise the cost-
avoidance opportunity. The checklist below describes common issues and how these can be addressed 
prior to expected launch. 

Checklist 

1. Horizon scanning 
 
The NHS Commercial Medicines Unit (CMU) and UK Medicines Information (UKMI) have information 
on expected patent expiries for key medicines over the next 7-8 years. This allows the NHS to plan 
ahead for generic launches and identify potential issues and pharmaceutical companies’ defensive 
strategies. In addition, the MHRA lists which recently granted Marketing Authorisations (MAs) on its 
website. It is important to note firstly, that MAs can be granted well in advance of the branded 
product’s patent expiry but that a generic company cannot launch until after this date, and secondly 
that the granting of a MA to a company doesn’t necessarily mean the company will immediately 
launch the generic product in the UK. 

2. Generic manufacturers and their plans. 
 
The Generics Sub Group of the Pharmaceutical Market Support Group (PMSG) has regular meetings 
with the generic companies to discuss product development pipelines, expected launch dates and SPC 
challenges. This information provides essential market intelligence to commissioners The CMU 
generics team is also represented on Group and facilitates its operations. 
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3. Licensed indications and reconstitution and administration of injectable generic medicines. 
 
It cannot be assumed that newly launched generics will have identical licensed indications to the 
branded product. Generic imatinib is a prime example of this. Even though it was common knowledge 
that Novartis’s GIST indication was patented until 2022, several generic companies launched their 
products without the full portfolio of other licensed indications. PMSG representatives aim to initiate 
dialogue with generic companies as early as possible to maximise the opportunity to ensure they are 
launching with all licensed indications available to them. Trust medicine procurement leads are 
encouraged to share all intelligence they may gain from manufactures with their regional medicines 
procurement specialist (RPMS). 

Similarly, it can’t be assumed that the formulation and therefore the stability and instructions for 
safe administration of a new generic product are identical to those for the branded original. 
Recommended administration rates, for instance, can differ slightly from the original brand. This is 
an especially important consideration for injectable products with a narrow therapeutic index such 
as phenytoin injection. 

https://www.sps.nhs.uk/wp-content/uploads/2016/11/IV-phenytoin-in-SE-version-3.1-final.docx 
 
 

4. Patent protection of a specific salt 
 
A pharmaceutical company may have additional patents around the specific salt used in its product. 
This means that even though the patent on the active molecule pharmaceutical has expired, a generic 
company launching with the same salt will infringe the innovator’s patent  on the salt and they would 
be launching “at risk”. Generic companies would therefore usually launch with a different salt or base. 
As an example, Gilead’s tenofovir product uses the fumarate salt which has an extended patent so 
generic product use either the  launch maleate or phosphate salt. In cases like this it may be necessary 
to request bioavailability, pharmacokinetic and pharmacodynamics data from the generic companies 
where this is available and refer to UKMI to gain assurance that the generic and branded product ate 
genuinely therapeutically equivalent.  

5. Tendering 
 

5.1 The process 
 

The tendering of generic medicines in England is conducted by CMU and overseen by PMSG to 
a fixed schedule.  Medicines that are about to losing their exclusivity i.e. for which patents are 
about to expire are initially included in “transitional” tenders until they can be added to the 
next scheduled round. The timing and frequency of transitional tenders will relate to the 
number of new generics medicines to be tendered and the number of generic companies 
planning to launch. A tender timeframe typically takes 6 months from start to contract 
implementation. 
 

https://www.sps.nhs.uk/wp-content/uploads/2016/11/IV-phenytoin-in-SE-version-3.1-final.docx
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5.2 Interim arrangements 
 

It is highly likely that the generic products will be available in the market prior to the CMU 
transitional frameworks going live. In this case designated regional procurement specialists will 
approach the generic companies on behalf of PMSG to agree interim pricing arrangements and 
communicate these to the trusts and commissioners. 
 

5.3 Tendering volumes 
 

When the CMU tenders for medicines they quote estimated volumes of use from using data 
from the Pharmex database which is populated by data from pharmacy stock control computer 
systems. The volumes from the Pharmex database use historical data and are therefore not 
necessarily reflective of what use may be during the course of the contract. In addition 
Pharmex data used for the tender will be at least six months old by the contract start date. The 
integrity and completeness and therefore the accuracy of  Pharmex data is also reliant on 
trusts processing their medicines supply activity through their pharmacy computer system but 
we know that this isn’t always the case because data on supply via homecare and outsourced 
outpatient services is not  consistently included by all trusts.   Pharmex volumes are therefore 
generally understated. As an example, the table below shows the generic abacavir / lamivudine 
tender volumes used in the 2016 transitional tender compared to the ViiV branded actual sales 
volumes. 

 

 
SCEP Region 

Pharmex 
annual 

volumes 

ViiV 
Annual 

Volumes 

%age 
difference 

LSNE 38,966 44,429 12.30% 

NWLN 56,300 68,507 17.82% 

CESW 19,408 29,179 33.49% 

Total 114,674 142,115 19.31% 

 
 

On transitional tenders the generic companies are highly reliant on CMU data on as predictor of 
future use as they have no historical data of their own. If actual demand for a new generic is 
higher than originally stated in the tender documentation it can take 6 months for a generic 
company to increase stock into the supply chain and this can result in shortages, potentially 
compromising patient care and financial plans. 

It is therefore extremely important that tender volumes for transitional products are  forecast 
as accurately as possible, including projected increases in growth due to  initiatives such as 
the NHSE Improving Value  initiative to use Truvada® and generic efavirenz instead of Atripla®. 
For such changes to be implemented without risk, careful planning and close collaboration 
between provider and commissioners, coordinated by PMSG through regional medicines 
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procurement specialists, is essential so that the expected increased use can be communicated 
to the generic companies and commissioners understand when stock is likely to be available. 
Trusts should not implement any such major switch schemes in isolation.  

5.4 Contract awards 
 

It is usual practice to award to three suppliers across the different geographical generic 
regions in England if three or more bids are received. This is to allow for market management 
and to ensure continuity of supply if a company experiences supply difficulties. Unfortunately 
the generic regions do not align with the 4 NHS England regions so any one of the 4 NHS 
England regions will have two contracted suppliers. 

The contracts are awarded at least 6 weeks prior to the contract start date and the 
information is sent from the CMU to trusts. Trusts should then start planning the 
implementation of the new contracts and communicate with relevant stakeholders including 
any outsourced service providers including homecare companies. However, please note - 
besides this planning sometimes the generic stock still isn’t available at contract start date so 
additional checks should be made with the awarded companies. 

5.4 Contract implementation 
 

We expect contract adherence to be as close as possible to 100%. There may be a particular 
clinical reason why a patient remains on the branded product but this should be exceptional. 
It is often the case that the response of the manufacturer of the branded original product is to 
revert to list price as soon as a generic competitor is launched. To maximise the savings 
opportunity, it is therefore paramount that patients are switched to the contracted generic 
line as quickly as availability of stock and requirements for safe clinical practice allow.  
 
5.5 Contract monitoring 

 
CMU produces regular contract variance reports which allow commissioners and PMSG to 
monitor purchases of contracted lines and contract compliance. Once again though, the 
accuracy of variance reports is dependent on submission of complete and accurate data trusts 
from their pharmacy systems. Savings/cost avoidance should calculated and reported through 
the established local mechanisms. 

6. Prescribing on hospital FP10 (HP) prescriptions 
 

In some Trusts, some high cost branded medicines have historically been prescribed on FP10 
(HP) prescriptions because prior to the loss of exclusivity/patent expiry, they were able to 
claim a “claw back” rebate  from the Prescription Pricing Authority which was considered to 
make this practice cost effective. Once contract prices are available for generic products, these 
Trusts should ensure that the prescribing and supply of the relevant medicines  reverts to the 
hospital pharmacy to ensure they access the hospital contract prices which will be significantly 
lower than primary care prices even taking the “claw back” discount into account. 
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7. Patient engagement 
 
It is important that patients are fully informed about planned changes from branded to generic 
medicines.  This responsibility normally falls to the trust clinical team. Information to support these 
changes may be available from various sources. The HIV Pharmacy Association (HIVPA), for example, 
has produced patient information leaflets on generic switching. 
 
8. Summary 

The above checklist can be summarised in the table below. It is essential that before planning a 
switch from a branded medicine to a new generic product that all points in this document have 
been considered and actioned. 

Checklist for Chief Pharmacists & Trust medicines procurement leads:  Planned introduction of a 
new generic medicine 

 To do Done Yes/No 

Planning & co-ordination Discuss plans with your 
RPMS and commissioners  

 

Commissioners’ 
expectations 

Is there pressure to 
introduce the new product 
quickly?  Are there any 
potential barriers which 
could stop you meeting 
these expectations? 

 

Horizon scanning Understand the context in 
which the new product will 
be introduced.  Could there 
also be new therapeutic 
alternatives? 

 

Patent protection of the 
salt 

Does the expected generic 
product(s)  If yes, does this 
have implications for 
prescribing and/or clinical 
practice 

 

Generic companies How many potential sources 
of the new product do we 
expect? When will supplies 
be available and is continuity 
of supply likely to pose a 
challenge? 
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Licensed indications and 
administration 

Are they the same as those 
of the branded product? If 
not, does this have 
implications for prescribing 
and/or clinical practice 

 

Tendering – interim 
arrangements 

Do you know what 
arrangements are being 
made by your RPMS to 
achieve best prices? 

 

Tendering – forecasting 
accurate volumes 

Are your Pharmex data 
submissions, consistently 
accurate, timely and 
complete? If not does your 
RPMS know about the 
exceptions? 

 

Prescribing on hospital 
FP10 (HP) 

Is the branded product 
currently prescribed on 
FP10HP? If so, what’s the 
change management plan 

 

Patient engagement What steps have to 
taken/will you take to gain 
patient acceptance of the 
change? 

 

Final check before change 
implementation 

Has anything changed? Have 
your initial planning 
assumptions still valid? Are 
all the above boxes ticked? 
Confirm final arrangements  
with your regional medicines 
procurement specialist 

 

 
Phil Aubrey, regional medicines procurement specialist, London, June 1017, on behalf of the NHS 
England Specialised Commissioning Team.  
Revised by Tim Root, Assistant Head (Medicines Assurance), NHS Specialist Pharmacy Service, August 
2018 
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