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Limited Assessment Form 

Please refer to the accompanying guidance notes which will help ensure that you provide us with all the required information in your submission. 
[bookmark: _Hlk189736140]If you have any queries about completing the form, please contact AWTTC on 029 218 26900 or email AWTTC@wales.nhs.uk. 
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[bookmark: _Toc462485119][bookmark: _Toc507054588][bookmark: _Toc133501064][bookmark: _Hlk184293716][bookmark: _Hlk184293744]1.0	Product information
1.1	General information

	a)	Applicant company

	     



		The Medicines and Healthcare products Regulatory Agency (MHRA) marketing authorisation (MA) holder if not the applicant company

	     



	b)	Approved name of medicine
	     



	c)	Trade name
	     



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



e)	Full licensed indication(s)

	     



f)	Indication covered in this submission (if different from the full licensed indication above)

	     



	g)  Does this submission have an associated Wales Patient Access Scheme (WPAS) or NHSE approved Patient Access Scheme (PAS)? 
	Yes
	|_|
	No
	|_|

	h)   Are you considering reviewing an existing WPAS for this medicine?
	Yes
	|_|
	No
	|_|

	i)  Are you proposing any other commercial arrangement (beyond the WPAS discount)?
	Yes
	|_|
	No
	|_|



1.2	Regulatory status

	Date MHRA MA applied for
	     



	Hyperlink to relevant page on MHRA website (if available)
	     



	Anticipated MHRA MA date
	     
	Date MHRA MA granted 
	     



	Anticipated UK launch date*                                                   
	     
	UK launch date*                                                  
	     



*Launch date may be considered as part of the appraisal prioritisation process 

1.3	Comparator and place in therapy

a)	List the major comparator treatment(s) (i.e. what is considered to be “routine practice” and may potentially be displaced).  Please provide justification:

	     



b) What is the expected place in therapy (e.g. first line)

	     



1.4	Limited assessment details

If a medicine is included on the NICE TA/HST work programme it is unlikely it will be eligible for a limited assessment by AWMSG, and marketing authorisations holders should contact AWTTC before completing this form.

Under which criteria do you consider this meets criteria for a limited assessment? (Please tick all that apply)

	· No significant service impact anticipated 

	|_|

	· Anticipated minimal budgetary impact in NHS Wales or cost saving

	|_|

	· Included in national clinical guidelines and/or accepted as standard of care

	|_|

	· Commissioned elsewhere in the UK

	|_|

	· Offers significant benefit in terms of service impact 

	|_|


Please provide any supportive evidence for example, reference to the clinical guidelines or commissioning policies.

	     



[bookmark: _Toc462485120][bookmark: _Toc507054589][bookmark: _Toc133501065]2.0	Clinical effectiveness/equivalence

Briefly demonstrate clinical effectiveness/equivalence in comparison to existing/comparator product(s).

	     



[bookmark: _Toc462485121][bookmark: _Toc507054590][bookmark: _Toc133501066]3.0	Cost and patient eligibility
3.1 Treatment costs

[bookmark: _Hlk190877793]a)	Treatment and maintenance cost excluding VAT per patient per year/treatment course (maximum/minimum) based on price offered to NHS Wales (for example if there is an approved simple WPAS/PAS or other commercial agreement in place). Please also provide information relating to the WPAS/PAS price or commercial agreement. 

	     



b)	Will any additional tests or investigations be needed for selection or monitoring of patients over and above usual clinical practice for this condition?  If so, please provide details, including associated costs.

	     



c) Treatment and maintenance cost excluding VAT for the comparator(s) per patient per year/treatment course (maximum/minimum) based on list price or, if known, price offered to NHS Wales.

	     


3.2     Patient numbers

a)	Number of people with this condition in Wales (include source of this data).

	     



b)	Estimate the number of patients in Wales eligible for this medicine for the indication in this submission (include rationale).

	     



c)	Estimate the number of patients likely to be prescribed this medicine in Wales (include rationale).
	     




[bookmark: _Toc462485122][bookmark: _Toc507054591][bookmark: _Toc133501067][bookmark: _Hlk184302172]4.0	Budget impact and resource implications

Provide a summary of the net cost implications for Wales in each of the first five years following introduction. Please use the Excel-based AWTTC budget impact (BI) template to estimate the BI for Wales. The summary table should be copied from the AWTTC BI worksheet.

	
	Year 1

	Year 2

	Year 3

	Year 4

	Year 5


	Number of eligible patients (all licensed indications*) - see note below
	
	
	
	
	

	Subpopulation of eligible patients (indication under consideration)
	
	
	
	
	

	Uptake of new medicine (%)
	
	
	
	
	

	Number of patients receiving new medicine allowing for discontinuations
	
	
	
	
	

	Medicine acquisition costs in a market without new medicine
	
	
	
	
	

	Medicine acquisition costs in a market with new medicine
	
	
	
	
	

	Net medicine acquisition costs
	
	
	
	
	

	Net supportive medicines costs
	
	
	
	
	

	Net medicine acquisition costs (savings/costs) - including supportive medicines where applicable
	
	
	
	
	


*Only required if a case is being made for a medicine developed to treat a rare disease or a very rare disease. 


Provide a summary of the net resource implications for Wales in each of the first five years following introduction. The summary table should be copied from the AWTTC BI worksheet.

	Net resource implications
	Year 1
	Year 2
	Year 3
	Year 4
	Year 5

	Net administration costs
	
	
	
	
	

	Net diagnostic and monitoring costs 
	
	
	
	
	

	Net adverse events costs
	
	
	
	
	

	Net primary care costs
	
	
	
	
	

	Net secondary or tertiary costs
	
	
	
	
	

	Net Personal Social Services costs
	
	
	
	
	

	Net resource implications
	
	
	
	
	




[bookmark: _Toc462485123][bookmark: _Toc507054592][bookmark: _Toc133501068][bookmark: _Hlk184303220]5.0	Additional information

a) What potential equity and equality issues might need to be considered for this medicine? For example, might there be any potential positive and/or negative impacts on people on the basis of a protected characteristic, or according to their income group or where they live, or on people who face health inequalities?

	     



b) Will this medicine be supplied by a home healthcare provider?

	     



c) Outline the degree of severity of the disease as presently managed, in terms of survival and quality of life impacts on patients and their carers

	     



d) Does this medicine address an unmet need (for example, no other licensed medicines)? 

	     



e) Highlight any added value to the patient. For example, consider: the impact of symptoms such as fatigue, pain, and psychological distress; the convenience of treatment; the ability to socialise and be independent; and the maintenance of dignity.


	     



f) What, if any, are the wider societal costs and benefits of this medicine? For example, direct non-healthcare resource use or productivity losses attributable to changes in health outcomes

	     



g) Highlight any potential environmental impacts, positive and/or negative, associated with the medicine and/or comparators

	     




[bookmark: _Hlk184303755]6.0	References

You are required to provide AWTTC with a list of all references included in your submission. Please supply electronic copies of any references you are allowed to in accordance with copyright or licensing agreements. If you have used a database to manage your references (for example, EndNote) please supply us with a copy of your reference library or use the ‘travelling library’ option.
 
List of references:

	     





[bookmark: _Toc462485125][bookmark: _Toc507054594][bookmark: _Toc133501070][bookmark: _Hlk184304799]7.0	Contact details

Person completing the Limited Assessment Form:
	Name
	     

	Position
	     

	Department
	     

	Telephone
	     

	Email address
	     

	Signature
	     

	Date of submission of Limited Assessment Form 
	      

	Date of resubmission of Limited Assessment Form (if applicable)
	      



Main contact (this may not be the person submitting the Limited Assessment Form):

	Name
	     

	Position
	     

	Address
	     

	Telephone
	     

	Email address
	     



Additional contact (for example, Medical Director):

	Name
	     

	Position
	     

	Address
	     

	Telephone
	     

	Email address
	     




PLEASE CONTACT US TO ARRANGE UPLOAD OF YOUR COMPLETED FORM TO OUR SECURE FILE SHARING PORTAL BY EMAILING AWTTC@wales.nhs.uk  

Please send any enquiries to AWTTC@wales.nhs.uk or call 029 218 26900.
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