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[bookmark: _Toc215140027] Innovation Passport (IP) Application Form 
This form will be used by ILAP Partners and lay members to evaluate your application based on the ILAP selection criteria.
Refer to the ILAP Webpage for further information and guidance on the eligibility and selection criteria before completing this application. 

[bookmark: _Toc215140028]Instructions: 
Use Arial 12-point font
Ensure you adhere to the word count limit specified for each section
Before saving, please ensure the contents page is updated 
Save this form in PDF format using the following naming convention: [Insert product name]_Innovation Passport application form_[MM-YYYY] (e.g. “myproduct_Innovation Passport application form_03-2025”

This form should be submitted through the ILAP registration portal as part of your Innovation Passport application as a PDF. 
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[bookmark: _Toc215140030]Summary

	Product developer name
	

	Product name
	

	Active substances name(s)
	

	Excipient(s)
	

	Product type
Select one
	☐ Medicine
☐ Drug-Device Combination 

	Therapeutic indication
Only include the indication in this section (e.g. “Treatment/ Prevention of …”). Do not provide a background to the indication.
For products under investigation in multiple indications, state the lead indication for this application.

	

	Route of administration
e.g., oral, intravenous, type of device to deliver medicine (if applicable)
	

	Pharmaceutical form
e.g., powder for concentrate for solution for infusion, prolonged-release tablet, cell suspension 
	

	Mode & mechanism of action
Provide a concise description that integrates the specific biochemical interactions (mechanism of action) with the broader physiological, functional, or anatomical changes (mode of action) that occur. Visual figures or diagrams are strongly encouraged for clarity.
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	[bookmark: _Additional_Information]What is the global regulatory status of the product?
Marketed Territories:
· Specify if the product is currently marketed in any territories.
· Provide details of the regions/countries where it is available.

Marketing Authorisation Applications:
· State if the product is under marketing authorisation application in any jurisdiction.
· Indicate whether any marketing authorisation applications have been rejected.
· Provide details of the jurisdictions involved and reasons for rejection, if applicable.

Involvement in Accelerated Regulatory Pathways:
· Indicate if the product has received any special designations.
· Specify involvement in pathways such as: 
· Orphan Drug Designation
· EMA PRIME Designation
· FDA Breakthrough Therapy Designation
· Provide details of approvals, pending applications, or rejections under these pathways.
Please set out any other relevant additional information, including the following: 
•	Current stage of development, including planned timelines for Clinical Trial Application (CTA) submissions, and anticipated timing and licensing route for Marketing Authorisation Applications (MAA)
•	Any planned regulatory interactions, e.g, MHRA scientific advice prior to CTA submission
· Market access strategy e.g. plans and timelines for engagement with HTA bodies/NHS
· For Drug-Device Combination (DDC) products, include description of regulatory approach, compliance plans and whether the device is used outside of its intended scope or lacks UKCA/CE marking

	



[bookmark: _Toc215140031]Additional information



[bookmark: _Toc215140032]For Drug Device Combination products or products with an associated device (e.g. companion diagnostic) only: 

	Summary of the associated device 
Provide an overview of the device aspect of the combination product or associated In Vitro Diagnostic (IVD) device. 
State, with details, if this associated device is marketed in any territories or if any clinical investigations have been approved. Furthermore, state whether the device has a CE/UKCA marking. 
If referencing a competitor’s device, state whether the device is being used within scope of certification or off-label. Additionally, specify whether the device is manufactured by the applicant or by a third party.


	







[bookmark: _Plain_English_Summary][bookmark: _Toc183089757][bookmark: _Toc215140033]Plain English summary
Lay members are integral to the Innovation Passport award process, ensuring that patient, public and societal considerations remain at the forefront of decision-making. By representing the perspectives and experiences of both patients and the wider community, they provide valuable input to the evaluation of applications.
Please note that Lay members serving on the selection panel will evaluate your application based on the content of the plain English summary you provide
Plain English summaries should be understandable to a non-specialist audience. For information this would typically correspond to a reading age of around 9–12 years. 
When writing the plain English summary:
· Write clearly and simply, without jargon and with an explanation of any technical terms. 
· Do not assume the reader has any prior knowledge of the condition, diagnosis, treatment or the technology 
· Explain what makes this medicine different or better than existing treatments 
· Highlight the potential impact on patients' lives in practical terms
· Use numbers clearly ("2 out of 10 people" rather than "20% of patients")
· Use online tools to check the readability and reading age of your summary
· Provide easy-to-understand explanations or analogies to help clarify complex concepts or medical terms  
· Use diagrams, pictures and figures where appropriate

Word count
You must not exceed 750 words in each section. Any text that exceeds the word limit will not be assessed.  

	Provide a high-level overview of the indication and product, outlining the rationale behind why the product is needed by patients.
Provide an overview of the therapeutic indication and its impact  on patients’ lives.    
Summarise the product, explaining how it works and who it is for.   
Describe why patients need the product and what clinical unmet need it addresses. Outline the current NHS standard of care and explain where your product fits within this landscape.   
Refer to the guidance for criterion 1 for more details on what may be suitable to include.

	




Provide the word count: ______/ 750



	Describe the innovative nature of the product and the significance of the innovation. Ensure comparison to existing treatments.
Describe the innovative nature of your product and how it differs from existing treatments for the specified indication.   
Explain why these differences are significant and what the broader implications of the innovation are.   
Outline the basis for the innovation and whether it is based on new understanding and insights into the indication, drug development or medical fields in general.   
Refer to the guidance for criterion 2 for more details on what may be suitable to include.

	




Provide the word count: ______/ 750
 



	Explain how this product will make a meaningful difference to patients and/or the wider healthcare system. 
Explain how the product will make a meaningful difference to patients and/or the wider healthcare system.     
Provide a critical overview and summary of the existing NHS standard of care treatments, their limitations and how your product offers advantages.  Clarify any benefits that this product could bring to the healthcare system.   
Refer to the guidance for criterion 3 for more details on what may be suitable to include.

	




Provide the word count: ______/ 750

[bookmark: _Selection_Criteria][bookmark: _Toc183089758][bookmark: _Toc215140034]Selection Criteria
To be considered for an Innovation Passport, the product must meet all the ILAP selection criteria.
[bookmark: _General_Advice]Applicants should ensure their application is concise, specific, and clear. 
Figures, tables, or illustrations are encouraged and should be embedded in the text boxes below. These may be helpful when presenting details of the current treatment guidelines, mechanisms of actions and novel aspects of the product.
The overall standard and style of application should be comparable to that found in peer-reviewed journals and other regulatory submission packages. 
Applicants are responsible for the content of their application. Whilst guidance is provided, it is not exhaustive, and not all examples will be relevant to the product or therapeutic area. 
[bookmark: _Toc183089760][bookmark: _Toc215140035]Evidence Requirements 
Applications will be assessed solely based on the responses to the following questions. 
Applicants should provide evidence to support any claims made, ensuring it is relevant, appropriate, and accurate.  
Applicants are permitted to cite up to a maximum of 5 references in this application, focusing on those that most effectively demonstrate that the product meets the selection criteria. 
These references can be provided as full text in a separate PDF file and uploaded as part of the submission form. This is optional, but advised, especially if the reference is not publicly available.
To do this, applicants must combine the full-text references into a single document and save in a PDF format, using the following naming convention:
[Insert product name]_Innovation Passport application references_[MM-YYYY] (e.g. “myproduct_Innovation Passport application references_03-2025”

Examples of acceptable documents include: 
Peer reviewed journal articles
Clinical treatment guidelines
Health economic reports
Do not upload clinical trial protocols, investigational medicinal product dossiers (IMPDs), investigators brochures (IBs) or any other similar documents. They will not be assessed. Instead, ensure that key evidence from these documents is detailed in the relevant text boxes.

[bookmark: _Criterion_1._The][bookmark: _Toc183089761]

[bookmark: _Toc215140036]Criterion 1. The specific indication is life-threatening and/or seriously debilitating and there is a significant unmet clinical need
Both criterion 1a AND 1b must be met.
Word count: 
Section 1a and 1b each have a 1500-word limit. The word limit excludes figures, figure text, and tables. You must not exceed the word limit. Any evidence that exceeds the word limit will not be assessed in your application.  

	[bookmark: _Toc183089762]Criterion 1a. The specific indication is life-threatening and/or seriously debilitating despite current NHS standard of care.

	Provide evidence of how the application meets criterion 1a.
The focus should be on introducing the indication and demonstrating how it impacts patients' lives. When responding, include evidence that addresses the following:

Epidemiology: Provide data on incidence, prevalence, survival rates, mortality, and morbidity of the indication. Referencing data relevant to the UK is encouraged. 

Symptoms: Describe the types, frequency, duration, and severity of symptoms, and how these impact a patient’s quality of life, as well as their daily activities.

Treatment: Outline the current NHS standard of care treatment strategies and where your product fits within this framework. 

Prognosis: Describe the typical progression and stages of the condition, including any potential impact on life expectancy.

	




Provide the word count: ______/ 1500



	Criterion 1b. There is a significant unmet clinical need.
Must address a significant unmet clinical need, which means that there is no satisfactory method of prevention or treatment for the indication that has regulatory approval or, even if such a method exists, the medicinal product concerned will be of major therapeutic advantage to those affected. 

	Provide evidence of how the application meets criterion 1b.
Provide details of the significant unmet clinical need that the product aims to address.
Clinical unmet need, in terms of treatment, may consist of limited or ineffective treatments, significant side effects and complications associated with existing options. Other factors might be poor treatment compliance, high burden on the patient, heterogeneity in treatment response, limited accessibility due to cost or production constraints, and a lack of prevention strategies.

	




Provide the word count: ______/ 1500

[bookmark: _Criterion_2._The][bookmark: _Toc215140037][bookmark: _Toc183089765]Criterion 2. The product is innovative. 
Word count: 
Your answers in this section must not exceed 3,000 words, excluding figures, figure text, and tables. Any content beyond this limit will not be considered in your application.

	The application must fulfil one of the following (Select only one): 

	Criterion 2a. The product is novel/ new
	☐

	Criterion 2b. The product is an approved medicine that is being developed in a clinically significant new indication
	☐



	If the product meets criterion 2a, select all that apply:

	No other product exists in clinical practice that uses the same mechanism of action (e.g. first-in-class molecule)
	☐

	A new chemical entity
	☐

	A new biological entity
	☐

	A novel drug-device combination
	☐

	A new or a novel modification of existing technologies
	☐




	Provide evidence of how the application meets criterion 2.
The applicant must provide strong scientific evidence for a novel/new or re-purposed product e.g. quality data, manufacturing process descriptions, active substance starting material information, licensed product where the active substance is part of etc.
The focus should be on clearly defining and demonstrating the innovative properties and potential impact of the product within current treatment paradigms and the broader scientific and technological landscape.
A detailed description of the novel aspects of the product is required, highlighting its differences from existing treatments or technologies. If products with similar mechanisms of action have been studied in the target population, then clear justification and rationale must be included for why this product should be considered innovative.
It is not necessary to outline the wider impact on patient health outcomes and the health system in your response to this question as this is covered in criterion 3.
The application will be assessed based on the evidence provided regarding the product's level of innovation and impact.


	




Provide the word count: ______/ 3000


[bookmark: _Criterion_3._The][bookmark: _Toc183089766][bookmark: _Toc215140038]Criterion 3. The product has the potential to offer a step change in management of the indication. It must fulfil one or more of the following:
Word count: 
Your answers in this section must not exceed 4,000 words, excluding figures, figure text, and tables. Any content beyond this limit will not be assessed in your application.

	The product must fulfil one or more of the following: 
select all that apply

	Criterion 3a. Clear and justified claimed benefits demonstrating the potential to substantially improve patient health outcomes
	☐

	Criterion 3b. Offers the potential of a cure where none currently exists
	☐

	Criterion 3c. Has the potential to substantially reduce care-related costs without negatively impacting the outcomes of patients
	☐




	Provide evidence of how the product meets criterion 3.
Provide scientific evidence to demonstrate how the product can significantly improve the management of the specified indication. The proposed indication must be supported by credible and rigorous scientific data. The indication must reflect the patient population that will be studied in clinical trials to support the Marketing Authorisation Application (MAA). Include an overview of the current NHS standard of care and its limitations. Demonstrate how the product offers potential solutions or improvements over the current standard of care, including patient outcomes and, if relevant, care-related cost savings. Support your statements with robust scientific reasoning and evidence. 
The product will be considered based on the evidence provided. When summarising the potential impact of your product, directly reference the evidence submitted.   
Evidence for criterion 3a. Clear and justified claimed benefits demonstrating the potential to substantially improve patient health outcomes.
This may include improved safety, efficacy, and quality of life benefits for patients. Where possible and appropriate, justify comparisons based on quantifiable data.  
Provide a critical overview and summary of the existing NHS standard of care treatment landscape for the indication targeted by your product. Describe the limitations of current standard of care treatments, and how the product offers improvements or advancements. 
Summarise the potential patient health outcome improvements that your product may bring compared to existing treatments. If available and appropriate, comparisons must be based on quantifiable data such as survival, disease progression and patient-reported outcomes. 
Evidence for criterion 3b. Offers the potential of a cure where none currently exists.
If the product offers the potential of a cure where none currently exists, provide evidence that supports the claims that the product may offer a complete and permanent resolution of the indication, leading to the end of all indication-related symptoms, normal diagnostic test results, and a full restoration to normal function.
Evidence for criterion 3c. Has the potential to substantially reduce care-related costs without negatively impacting the outcomes of patients. 
Detail how the product may lead to lower treatment costs or enhanced prevention in the incidence, progression or severity of the indication.  Detail how the product has the potential to reduce the service costs of delivering care through ease of administration, reduction in the length or number of hospital stays, and a transition to delivering care outside of the hospital setting. If possible, provide evidence and data to demonstrate potential cost-reductions or a strong rationale as to how the product will positively impact care-related costs.
Evidence: 
When providing evidence in the form of non-clinical or clinical data, only detail the necessary, relevant, and key studies and clinical trials in this section.
Provide a summary of the evidence presented to support the claims that the product meets selection criterion 3. A tabulated overview of all key studies and clinical trials presented may be included. 
For products with no preliminary efficacy data in the target population, applications must include arguments based on the available data, to provide a credible basis for meeting one or more of the bullet points.
For products with preliminary efficacy data in the target population, applications must demonstrate how early clinical signals, supported by relevant preclinical evidence, provide a credible basis for meeting the criterion
Clinical trial diagrams are encouraged. 
For each key non-clinical study and clinical trial presented, describe the: 
Objective(s)
Study design (randomisation, blinding, etc)
Population (relevance and description of animal models or the study population, inclusion/exclusion criteria, sample size, etc)
Intervention (including doses, duration of treatment, etc)
Endpoints (rationale for use, validity, etc)
A clear description of the results and their significance, with well-labelled accompanying tables or figures. Include statistical analysis if applicable.
Acknowledgement of limitations. All research inherently includes limitations, many of which are reasonable and necessary.  If appropriate, applicable and relevant to evidencing criterion 3, provide a description of limitations, along with clear, justified explanations and the steps taken to mitigate them. Limitations in evidence presented may include aspects of study design, methodology, and execution e.g. the rationale behind the use of certain animal models or non-standard endpoints. 
Summary/Conclusions. Summarise your key findings, analyses or results in concise bullets. This section should demonstrate clearly how your evidence meets the selection criteria.
Please ensure you:
· Highlight the most relevant findings that directly support each criterion.
· Identify notable themes or patterns emerging from your research or evidence.
· Focus on key outcomes and conclusions, rather than detailing activities or methodologies.
· Include measurable data or indicators where available 
· Explicitly connect each finding to the relevant criterion.
· Ensure all points are factual and substantiated by evidence, avoiding subjective opinions.


	




[bookmark: _Areas_of_focus]Provide the word count: ______/ 4000


[bookmark: _Toc215140039]Anticipated topics for discussion in the Target Development Profile

	Select the areas of focus or specific topics you would like to discuss with the ILAP Partners if your application is successful
The points raised in this section will not influence the review of your application and are not intended to be binding.
For example, this could be in specific areas such as (not limited to):
· Quality development (e.g. Potency assay development, novel or complex manufacturing, strategies for managing manufacture changes, product-specific-challenges)
· Non-clinical development (e.g. toxicology programme design, use of novel models of methods, product-specific challenges)
· Clinical endpoints (e.g. primary endpoint, surrogate and secondary endpoints) 
· Real-World Evidence generation 
· Health system adoption – operational planning and system preparedness
· Post-Marketing surveillance planning 
· Patient and Public Involvement 

	







	Select the ILAP services you intend to utilise if your application is successful:

	MHRA Scientific Advice 
	☐

	MHRA pre-submission meetings
	☐

	The ILAP Joint Scientific Advice
	☐

	National Institute for Health and Care Research – Research Delivery Network
	☐

	Clinical Practice Research Datalink
	☐

	The ILAP Access Forum
	☐

	NICE Advice Services
	☐

	SMC prioritisation for evaluation and potential eligibility for interim acceptance
	☐



[bookmark: _Toc183089767][bookmark: _Toc215140040]List of References

	Provide a list of the references cited in this application (maximum 5). 
Any appropriate citation style (e.g. Harvard or Vancouver) is allowed. Be consistent with the citation style throughout the application

	1.
2.
3.
4.
5.
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