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Licensed Medicines Information Form for Marketing Authorisation Holders

Please complete this form to tell us about a licensed or soon-to-be licensed medicine or significant licence extension (e.g. a new indication, a new target group, or a change in the place of therapy) and which may require assessment by AWMSG. The form can also be used to provide AWTTC with information on medicines currently on the NICE work programme as this information will enable AWTTC to support NHS Wales in the implementation of any NICE positive recommendations. 

All information submitted will be kept strictly confidential. As an alternative to email, companies may wish to return completed forms containing commercially sensitive information directly to the AWTTC Vault, a secure file sharing portal. Please contact AWTTC@wales.nhs.uk to arrange secure access to our Vault.

If you have any queries about completing the form, please contact AWTTC on 029 218 26900 or email AWTTC@wales.nhs.uk. 

Note: Some products are outside the remit for AWMSG assessment. These include: 
· products without Prescription Only Medicine (POM) status 
· vaccines considered by the Joint Committee on Vaccination and Immunisation 
· products used solely for the acute treatment of poisoning 
· diagnostic agents, medical gases and preparations for fluid and electrolyte imbalances 
· supportive interventions for surgical procedures, diagnostic procedures or wound management 
· medical devices (i.e. the product does not have a licence as a medicine).

Additionally, medicines in some categories are unlikely to be assessed by AWMSG, although exceptions may be made on a case-by-case basis. These include:
· Minor licence extension for the treatment of children and adolescents (aged up to 18 years) where the medicine is accepted for use by AWMSG or NICE for the same indication in the adult population – see the AWMSG position statement for paediatric minor licence extensions.
· Biosimilar medicines - if NICE or AWMSG advice is available for the reference product for the same indication AWMSG assessment will not be required – see the AWMSG position statement for biosimilar medicines.  If no such advice is available, AWMSG will consider the case for appraisal in line with AWMSG medicines assessment criteria.  
· Generic/branded generic medicines. 
· New or alternative formulations of medicines, combinations of medicines or medicines formerly part of a combination now used as monotherapy for the same indication which cost the same or less than the existing medicine. For new formulations costing more, AWMSG will consider the case for appraisal in line with AWMSG medicines assessment criteria.

AWMSG reserves the right to request a submission to assess a medicine in line with the needs of NHS Wales.

More information about the AWMSG assessment process for licensed medicines is available from the AWTTC website at: https://awttc.nhs.wales/AWMSG-medicine-assessment-process  

Applicant companies are requested to complete ALL sections of this form as fully as possible. 

1: Medicine details

1.1 Marketing authorisation (MA) holder 



1.2 Generic name of medicine



1.3 Trade name of medicine



1.4 Formulation(s), strength(s) and route(s) of administration



1.5 Full licensed indication(s)



1.6 Indication covered in this submission (if different to above)



1.7 UK PharmaScan ID (AWTTC may refer to a PharmaScan entry for horizon-scanning and tracking purposes but applicant companies are requested to complete this form as fully as possible)



1.8 [bookmark: _Hlk189132457]Will the medicine have an EU JCA dossier?           ☐ Yes      ☐ No 

1.9 Are you planning on making this medicine available in the UK?

☐ Yes
☐ No – please go to Section 9
☐ Undecided

1.10	Do you consider that the medicine has been specifically developed to treat a 	rare or very rare disease (see the AWMSG policy for appraising a medicine for 	a very rare disease), or that it will be used to treat a condition with a high 	degree of severity (see the AWMSG policy on appraising medicines for severe 	conditions).

Select one
☐ No
☐ Rare or very rare disease
☐ Condition with high degree of severity

2: Regulatory information

2.1	MHRA regulatory status 

☐ Pre-registration (filed)
☐ Licensed – not yet launched in UK
☐ Licensed – launched in UK

2.2	Date UK MA granted or anticipated date



2.3	Date of UK launch or anticipated date



2.4	Are you considering offering an All Wales Free of Charge Medicine Supply 	Agreement for the medicine?
☐ Yes
☐ No
☐ Undecided


3: NICE status

3.1	Will this medicine be going (or has this medicine gone) through the NICE HTA 	process for the stated indication?

☐ Yes
☐ No (please go to question 3.6)
☐ Undecided

3.2	NICE ID (or TA) number (if known). Please also give link to entry on the NICE 	website



3.3	Anticipated or actual NICE submission date



3.4	Anticipated or actual NICE Final Draft Guidance (FDG) publication date



3.5	Anticipated or actual NICE final Technology Appraisal Guidance publication 	date


Please note that NICE HTA advice usually applies in NHS Wales including where NICE has issued terminated or negative advice. However, there may be circumstances in which NICE negative or terminated advice could be considered by AWMSG. This may require significant new evidence and/or a new commercial agreement above that offered/considered by NICE. Please contact AWTTC to discuss this further.

3.6	If NOT going through the NICE HTA process, please indicate anticipated route 	of access in NHS England

☐ NHS England commissioning
☐ Local commissioning
☐ Unknown
☐ Other, please specify	

[bookmark: _Hlk189132415][bookmark: Bookmark1]3.7	Will a submission be made to the Scottish Medicines Consortium (SMC) for 	assessment of this medicine for use in NHS Scotland?
☐ Yes
☐ No
☐ Undecided


4: Criteria for AWMSG assessment

AWMSG will consider a medicine for assessment in Wales only if there is a clear identified clinical need or benefit to NHS Wales and the people it serves. To avoid duplication of effort AWMSG will NOT normally assess medicines on the NICE work programme.

The AWMSG Scrutiny Panel will use pre-defined criteria to decide if the medicine is suitable for assessment by AWMSG. Please refer to Section 2.2.1 of the AWMSG Medicines Assessment Routes document for these criteria.

A list of products that are outside the remit of AWMSG and will NOT be considered for assessment is given on page 1 of this form.  Additionally, categories of medicines unlikely to be assessed by AWMSG are also given on page 1, although exceptions may be made on a case-by-case basis.

4.1	In your view, does the medicine meet the criteria for AWMSG assessment*?

☐ Yes
☐ No
☐ Uncertain

4.2	Please provide your rationale for your answer to 4.1.

 
* AWMSG may consider an interim HTA recommendation e.g. to enable the collection of further data to inform a future full HTA. Please highlight in 4.2 if you believe this may be an option.


5: Commercial Agreements; Patient Access Schemes/Commercial Access Arrangements

Please note a commercial agreement will generally be expected for an interim HTA recommendation made by AWMSG (e.g. enabling further data collection). Also, for AWMSG to consider appraising a medicine where the appraisal has previously been terminated by NICE (or a medicine was not recommended by NICE) then significant additional new information may be required; this may include a new commercial agreement. 

5.1	Is there an existing commercial agreement (Department of Health Patient 	Access Scheme (DOH PAS), Wales Patient Access Scheme (WPAS) or other 	commercial arrangement) for this medicine and that would be made available 	for the indication in this submission? 

☐ Yes, please give details including whether it’s a simple or complex scheme

☐ No

5.2	If No to 5.1, are you considering offering NHS Wales a commercial agreement 	for the medicine and indication? 

☐ Yes, please give details

☐ No


6: Cost

[bookmark: _GoBack]6.1	Proposed price (excluding VAT) based on maximum dose per patient per 	year/treatment course (please specify timeframe), based on list price



6.2	Proposed price or price range (excluding VAT) based on maximum dose per 	patient per year/treatment course (please specify timeframe), based on 	WPAS/DOH 	PAS/other types of commercial agreement price (if 	applicable)



6.3	Additional costs associated with use of new medicine per year/treatment course (please specify timeframe). If applicable, include details of any genomic/pathology tests or any other requirements that will have a service impact.



6.4	Will this medicine be supplied by a home healthcare provider? If yes, please 	specify if funding of the homecare would be likely through the MA holder or 	other route.




7: Patient numbers

7.1	Estimated number of patients in Wales eligible for this medicine (for the 	indication covered in the submission)



7.2	Source of estimated numbers of eligible patients



7.3	Estimated number of eligible patients expected to receive the medicine in the 	first year of introduction?





8: Place in therapy and comparator treatments

8.1	What is the expected place in therapy for this medicine (e.g. first-line etc)?



8.2	What are the comparator treatment(s) you propose? Please provide 	justification





[bookmark: _9:_Additional_information]9: Additional information

Please use this box to share any additional relevant information not already covered in the form 




10: Your details

Contact name 



Position/role 



Email



Contact number



Date



Please send your completed form by email to AWTTC@wales.nhs.uk.  If possible, please also attach the Summary of Product Characteristics (SmPC) or draft SmPC with your email.

As an alternative to email, companies may wish to upload documents containing commercially sensitive information directly to the AWTTC Vault, a secure file sharing portal. Please contact AWTTC@wales.nhs.uk to arrange secure access to our Vault.
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