
Maidstone and Tunbridge Wells NHS Trust 
DRUGS THERAPEUTICS AND MEDICINES MANAGEMENT COMMITTEE 

PROCEDURES 

1 

 

 

 
Procedure No.:  D&T1                                                                    
Version No.:  Three 
 

PROCEDURE FOR REQUESTING A NEW DRUG ADDITION OR 
AMENDMENT TO AN EXISITING DRUG ENTRY ON THE KENT & 

MEDWAY JOINT MEDICINES FORMULARY 
 

Aim of Procedure  
 
To ensure that applications from MTW for the addition of new medicines, new 
indications or any other significant changes to the Kent & Medway (K&M) Joint 
Medicines Formulary listings are processed in a consistent, professional and efficient 
manner in accordance with national guidance and any agreed Drugs Therapeutics 
and Medicines Management Committee (DTMMC) and Kent & Medway ICB 
medicines governance processes.  
 
This procedure relates to the following: 

• Addition of a NEW DRUG 

• Addition of a NEW INDICATION for an existing drug 

• Addition of a NEW FORMULATION for an existing drug 

• STATUS CHANGE request for an existing drug 
 
The new drug, indication or formulation must have a proven clinical/cost benefit over 
existing therapies already on the formulary. Both licensed and unlicensed drugs and 
indications will be considered. When making a request, the Requesting Consultant 
should also consider which drugs may be taken off the formulary.  

 
A full Drugs Therapeutics and Medicines Management Committee (DTMMC) or 
Integrated Medicines Optimisation Committee (IMOC) submission is required for all 
requests for drug additions to the formulary unless otherwise advised.  Some medical 
devices which have pharmacological actions may also require a full submission. 
 
 
Procedure 

 
NICE Technology Appraisals 

1. All new medicines approved through NICE Technology Appraisals (TA) that are 
applicable for prescribing under locally commissioned services will be added to 
the Trust Formulary through the K&M formulary governance processes. A NICE 
TA Governance form should be used to document all requests to the relevant ICB 
governance committee. The form can be completed by any healthcare 
professional within K&M with an interest in the prescribing or use of the medicine. 
The relevant medicine will be added to the Trust formulary website following K&M 
IMOC approval. Formulary additions will be notified to DTMMC through IMOC 
outcomes updates. They will be notified to clinical teams directly if interest is 
shown and/or through the quarterly Formulary newsletter. The formulary 
pharmacist will also monitor new TAs as they are published and include them on 
the agenda of the next DTMMC meeting for noting. The committee will consider 
actions to be taken to ensure full and coordinated implementation of the TA and 
then the relevant medicines listed will be added to the Trust formulary website. 
When NICE does not recommend a medicine, this will automatically become non-
formulary. The medicine will also be considered non-formulary where either the 

https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
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medicine itself, or service under which it can be prescribed, is not commissioned 
within K&M. If there are only certain Trusts in K&M that can provide the medicine, 
then this will be annotated on the joint formulary. 

 
Non-NICE applications 

2. The introduction of any other new drug, indication, formulation or status change 
will be subject to the process set out in the remainder of this procedure. 

 

3. Only consultant medical staff may request the addition of a new drug or indication 
to the joint formulary. 

 

4. If a verbal or written request (by letter or email) is received informing the 
Pharmacy that a consultant would like to have a new drug or indication added to 
the formulary, then they should be asked to complete one of the following forms 
as relevant to the request: 

• New Medicine Formulary Application Form  

• Formulary Amendment Request Form – new indication, formulation or status 
change  

Forms can be found on the e-formulary website along with supporting guidance 
for completion.  

 

5. ‘Application forms’ should not be distributed to consultants via medical 
representatives. Requesting Consultants may approach the respective drug 
company for clinical data but should not enlist the company’s assistance in 
completing the application form. If assistance is required, they should approach 
the appropriate clinical pharmacist specialising/working within the relevant clinical 
area. 

 

6. Consultants should be encouraged to complete the form as comprehensively as 
possible to streamline the process. This must include the section on ‘declaration 
of interests’. Failure to document fully the information requested may result in the 
form being returned to the Consultant. It is recommended, for any medicines that 
may impact primary care, that the resource implications and financial impact 
section of the form is addressed first and sent to the formulary pharmacist for 
initial screening and advice as to the viability of the application proceeding 
according to any current ICB financial constraints.  

 

7. If possible, information on whether the application is supported by the applicant’s 
consultant colleagues at all sites across the Trust should be sought as part of the 
application. Engagement with relevant specialist colleagues across the wider 
K&M region should also be sought as the formulary entry decision will apply 
regionally. A record of who has been engaged with and any comments received 
should be entered onto the form under engagement. 

 

8. In the case of a new drug, the form must include an annotation of support from 
the relevant MTW Clinical Director for the Clinical Directorate so that the cost 
impact to the Directorate is considered. 

 

9. The completed form should be returned by the consultant to a local senior 
pharmacy representative or the Formulary Pharmacist directly. 

 

10. Any senior pharmacy representative receiving a completed application or 
amendment request form should forward this to the Formulary Pharmacist as 
soon as possible. 

https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
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11. In the case of hospital only drugs, completed and signed application forms must 
be received at least 4 weeks before a DTMMC meeting to be considered for 
inclusion at that meeting. Applications must demonstrate that full stakeholder 
engagement has been undertaken, and that all relevant feedback from any 
relevant sub-committees has been documented. Applications without relevant 
regional specialist engagement completed may need to be received up to 8 
weeks in advance. Failure to meet this deadline may mean that the proposal is 
deferred. Even if a submission is received in time, this does not mean that it will 
be placed on the agenda for the next meeting, as other pending submissions may 
have already been scheduled. In the case of drugs prescribed across the 
interface, completed application forms can take up to 4 months to process for a 
decision through the IMOC governance route. 

 

12.  On receipt of a completed ‘application or amendment request form’, the 
Formulary Pharmacist will ensure that the application is added to the next 
appropriate Committee meeting agenda. 

 

13.  The Formulary Pharmacist, in anticipation of the meeting, will ensure that the 
form is complete and prepare a short written independent pharmacist review 
summary for the Committee on the application/amendment request form. This 
summary will appraise relevant issues such as referenced efficacy and safety 
data, cost comparisons and implications for secondary and primary care. The 
formulary pharmacist should make full use of use evidence summaries produced 
by national and regional horizon scanning organisations and drug safety updates 
and not duplicate effort locally. 

 

14. Where the drug relates to an area where there is a specialist pharmacist in post 
at the Trust (e.g. antibiotics, oncology, paediatrics), then they will prepare the 
independent pharmacist review summary. Specialist drugs should then be 
discussed by any relevant sub-committee(s) before being added to the DTMMC 
or ICB medicines committee agenda. 

 

15. The fully completed application/amendment request form with the pharmacist’s 
independent review included will be sent out with the agenda to allow members 
time to read prior to the meeting. For relevant submissions, the prescribing leads 
for the ICB will assess the clinical and financial impact across primary care. 

 

16. One week prior to the meeting, an agenda will be sent to the consultant, or if 
more relevant the specialist nurse/pharmacist, who is sponsoring the proposal. 
The proposal will receive a 10-15 minute time slot in which the sponsor presents 
the case for the proposal based on the clinical evidence available. Following the 
presentation, the sponsor may be asked questions by the committee regarding 
the proposal. If the sponsor cannot attend the meeting themselves then they can 
nominate a medical colleague to attend on their behalf. Please note that if there 
is no sponsoring clinician/specialist present at the meeting then this can delay the 
approval process as there may be questions that need to be answered. The 
proposal may then be deferred to the next available DTMMC or ICB medicines 
committee meeting.  

 

17.  If the sponsor is not present at the meeting, then the Chair will decide whether to 
defer or whether the relevant specialist pharmacist, formulary pharmacist, or 
relevant specialist clinician if present on the committee, will summarise the 
presentation. The Committee will then discuss the advantages and 
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disadvantages of the new drug and based on the evidence presented consider its 
place in line with current formulary choices. 

 

18.  At this stage, for hospital only drugs, the DTMMC has a number of options: 
 

18.1. The Committee can decide that this drug has no advantages over 
current available formulary choices and reject its use and addition to the 
Formulary. In this case, the relevant consultant will be informed of this 
decision. 

 
18.2. The Committee can decide that the requested drug has clear clinical 

benefits over existing therapies and agree to add this drug to the Formulary. 
The Committee at this stage may choose to remove an existing drug from 
the Formulary if it is considered that the new drug is a suitable replacement 
for that drug. If the addition or switch has no financial implications for the 
Trust, the consultant will be informed of the positive decision. The Formulary 
Pharmacist will arrange for its addition to the Pharmacy Computer System. 
Details of the product will be added to the formulary website by the ICB 
formulary representative after noting at IMOC. 

 
18.3. The Committee may decide that, although the drug has some 

advantages, it is either too new or too specialist to approved for general use 
within the Formulary at this stage. In this case, the Committee may allow the 
requestor or some/all consultants in his/her speciality to use the drug but 
refuse its general use. This may include restriction to specific indications or 
use by specific firms. If this agreed usage has no financial implications for 
the Trust, then the consultant will be informed of the decision. The Formulary 
Pharmacist will arrange for its addition to the Pharmacy Computer System 
with any notes of restricted usage. Details of the product and the agreed 
restrictions will be added to the formulary website by the ICB formulary 
representative after noting at IMOC. 
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18.4. If the positive decisions made by the Committee in 18.2 and 18.3 

above have financial implications for the Trust (defined as being greater than 
£1000 per annum), the relevant directorate(s) must confirm funding is 
available prior to the introduction of the new product. The Chairman will 
advise the consultant of the positive decision but ask that the committee will 
require written confirmation of funding from the Directorate General Manager 
before the treatment can be made available. This letter will be copied to the 
General Manager and confirmation if given should be sent to the formulary 
pharmacist. 

 
18.5. If confirmation is received, the Formulary Pharmacist will arrange for 

its addition to the Pharmacy Computer System. Details of the product will be 
added to the formulary website by the ICB formulary representative after 
noting at IMOC. 

 
If confirmation is not received, then the formulary pharmacist will delay steps 
to introduce the product and inform the committee at the next meeting where 
any further action can be agreed. 

 
Early Access to Medicines Scheme (EAMS) 

19. The early access to medicines scheme aims to give patients with life threatening 
or seriously debilitating conditions access to medicines that do not yet have a 
marketing authorisation when there is a clear unmet medical need i.e. all licensed 
treatments have been tried and found to be either unsuccessful or not tolerated. 
EAM medications must be requested in writing by a Trust Consultant.  
 

20. This request should be made to either the Chief Pharmacist, Principal Formulary 
Pharmacist, Head of Pharmacy Oncology Services or Deputy Chief Pharmacist 
for the appropriate site.  

 

21. An evaluation of the risk/benefit balance for the medication should be made by 
the relevant specialist pharmacist based on the data available which may be 
limited. Safety of the medication is of prime concern due to the experimental 
nature of the medication.  

 

22. The ‘Oncology Drug Compassionate use/Early Access to Medicine (EAM) 
Request Summary Form’ should be completed by the specialist pharmacist which 
can be downloaded from the formulary website MTW Drug Request Forms & 
Procedures 

 

23. The request will be sent to and discussed with the Chairperson of DTMMC for 
Chairperson’s action (see DTMMC Procedure for requesting the use of a non-
formulary drug). If agreed the Consultant and specialist pharmacist will be 
informed, and the manufacturer’s paperwork should be completed.  

 

24. The request must be taken to the next meeting of the DTMMC for ratification. 
 
Appeals 

25. Consultants whose applications have not been successful at DTMMC will be 
entitled to seek clarification from the Committee Chair as to the reasons for the 
decision. In the event that the applicant does not feel that the decision fairly 
reflected the evidence submitted, they may request that the committee 
reconsiders the application. The applicant should make this request in writing to 

https://www.kentandmedwayformulary.nhs.uk/maidstone-and-tunbridge-wells-nhs-trust-mtw/mtw-drug-request-forms-procedures/
https://www.kentandmedwayformulary.nhs.uk/maidstone-and-tunbridge-wells-nhs-trust-mtw/mtw-drug-request-forms-procedures/
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the Chair within 14 days of notification of the original decision making clear the 
grounds for reconsideration. 

 

26. The committee will then consider this request at the next meeting. At this stage 
they will only amend an existing decision if: 

• significant relevant published evidence was not considered 

• the interpretation of the evidence reviewed was incorrect 
 

27. The committee may then decide to overturn the previous decision and 
recommend the product for formulary inclusion in which case the process 
outlined in section 18.2-18.5 will apply. 

 

28. The committee may decide that the original decision was correct in which case 
the Chair will write to the applicant to notify them of the outcome. There will be no 
further right of appeal. 

 

29. The appeals process for IMOC submissions can be found in the IMOC Terms of 
Reference on the formulary website. 

 
Resubmissions 

30. After an application has been declined the committee will not normally reconsider 
a new application for the same product and indication for a minimum period of 12 
months unless: 

• relevant new evidence of a compelling nature and high quality 
has been published since the original application 

• the application was originally rejected on the grounds of cost 
effectiveness and the price of the product (or the formulary 
alternative) has substantially changed since the original 
decision 

• the product has been the subject of a new NICE TA 

• there are new operational reasons why the product may have 
practical advantages for the organisation in accordance with 
Trust objectives 

• an existing formulary product has been withdrawn from sale 
and an alternative is required 

 
 

Complaints 

31. Any complaint concerning the competence or conduct of the committee should 
initially be addressed to the Committee Chair. In the event that this does not 
produce a satisfactory outcome the matter should be referred to the Chair of the 
Patient Safety Oversight Group. 

 
  

https://www.kentandmedwayformulary.nhs.uk/km-icb-integrated-medicines-optimisation-commitee-imoc-minutes/
https://www.kentandmedwayformulary.nhs.uk/km-icb-integrated-medicines-optimisation-commitee-imoc-minutes/
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Request for addition of a new medicine, 

indication or formulation, or status amendment 

to the interface formulary 

Download a ‘New Medicine Formulary 

Application Form’ or ‘Formulary Amendment 

Request Form’ from the formulary website 

Has the addition 

been agreed? 

Request turned down. Decision may be 
reviewed in the light of new published 

evidence. Minimum review period 12 

months 

Drug added or change made as 

per traffic light system or 

annotation 

No 

Yes 

Requesting consultant informed in writing 

Complete the form with the required information 

Consult with all relevant specialist colleagues across both sites & region & add 

comments to the engagement section of the form 

Ensure request is countersigned by the Clinical Director for funding support (for 

new medicines) 

Return the completed signed form to the formulary pharmacist 

 

Critical evaluation of the published evidence to support the request prepared by 

the Formulary pharmacist or a Specialist Pharmacist – added to the form 

Request added to the DTMMC or relevant ICB governance committee agenda 

Request discussed by the relevant committee(s) 

Requesting consultant present at the meeting  
Decision on the addition of the new medicine made by 

the ratifying committee (DTMMC or IMOC) 

Yes No 

https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
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