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Promising Innovative Medicine Designation Application

This form should be completed by the applicant and should not be longer than 50 pages (including annexes but excluding references)

Please complete this form and sent it to eams@mhra.gov.uk
Date: ______________

	International Nonproprietary Name (INN):


	 FORMTEXT 


	Proposed invented name of the medicinal product (Tradename) if known:


	

	Applicant:

Name and address


	 FORMTEXT 


	Pharmaco-therapeutic group

(ATC Code):


	 FORMTEXT 


	Pharmaceutical form(s) and strength(s):


	 FORMTEXT 


 FORMTEXT 


	Route(s) of administration:


	 FORMTEXT 


	EU Orphan designation (if any):

OD number and indication


	 FORMTEXT 


	Proposed indication:


	 FORMTEXT 


	Current global regulatory status including:

Compassionate/specials usage

Pending and refused marketing authorisation applications

Granted marketing authorisations

	

	Preferred / unavailable dates for designation meeting
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List of abbreviations

Pharmaceutical development

Brief details of current pharmaceutical development [one page]
Please tick appropriate box:

Medicinal product intended for 

 FORMCHECKBOX 
  diagnosis
 FORMCHECKBOX 
  prevention
 FORMCHECKBOX 
  treatment

Of (name of the condition): ___________________________________________________________

Criterion 1 
A1. Details of the condition

 FORMCHECKBOX 
  Life-threatening

 FORMCHECKBOX 
  Seriously debilitating

Please briefly describe the condition (aetiology, pathophysiology, histopathology, diagnosis and symptomatology) that the medicinal product is intended to diagnose, prevent or treat. The severity of the disease (life-threatening or seriously debilitating) should be justified based on objective and quantifiable medical or epidemiological information in terms of mortality and morbidity with special emphasis on patient quality of life.

A2. Details of the high unmet need

 FORMCHECKBOX 
  There is no method available.

 FORMCHECKBOX 
  Existing methods have serious limitations.

Please provide a critical review of the methods of diagnosis, prevention, or treatment used in clinical practice in the UK, including an evaluation of the performance and limitations of these methods based on quantifiable data (e.g. data on survival, disease progression/relapses, patient-reported outcomes).  

Criterion 2 
The medicinal product is likely to offer major advantage over methods currently used in the UK.

Please provide a summary of non-clinical and clinical data available to justify the advantage of the product. The Applicant should submit preliminary evidence, based on non-clinical and clinical data, that the advantage claimed for the product may be of significant relevance to the patient and will address their unmet need. A well-argued evaluation of the likelihood of achievement of the product’s claim should be provided, based on the totality of information available at the time of designation.

Criterion 3
The potential adverse effects of the medicinal product are likely to be outweighed by the benefits, allowing for the reasonable expectation of a positive benefit/risk balance.

Please summarise the preliminary scientific evidence showing that the safety profile of the medicinal product is likely to be manageable and acceptable in relation to the estimated benefit.

References

Annexes (supportive non-clinical and clinical data, if required)




April 2014   Page 1

