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1 
Unmet Clinical Need - Background & Significance 


Provide background of the unmet clinical need and its significance globally and in SG. Include:

· Market size of this unmet clinical need (e.g. target patients, incidence and/or prevalence of clinical need, total amount spent per year to address this clinical problem, target segment of market (e.g. premium or value))

· Current treatment options or tools/methods, if any
· Cost of current treatment options for patients
· Specifically define problem/treatment gaps and shortcomings of current treatment which the project intends to fill 
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Proposed Therapeutic/Medical Device Solution
2.1
Overview of Solution
Describe the solution to the above unmet clinical need. Include:
· The underlying scientific or technological techniques and/or principles of the proposed solution
· Novelty of approach of proposed solution

· How proposed solution will be better than existing/emerging competing technologies
· How the clinical trial differs from or complements any relevant planned, ongoing or recently completed trials globally and in SG
· Technical challenges involved
2.2
Specific Aims & Hypothesis


State concisely and realistically what the proposed project intends to accomplish and what hypothesis is to be tested.  
2.3
Preliminary Studies/Progress Report
· Provide an account of PI’s/Industry’s preliminary studies e.g. proof-of-concept, proof-of-validation, feasibility studies / pilot trial, pre-clinical work, and any other information that will help to establish the potential of the proposed project and also exhibit the experience and competence of PI pursuing the proposed project.

2.4
Methods/Approach


Describe the methodology and protocol of the proposed clinical trial in details, including the following subsections:
a. Clinical Trial Phase (Phase 1, 2, 3 or 4)
b. Participating Institutions 


Pls list the institutions participating as clinical trial sites.

c. Study Design & Delivery
(i) Type of clinical trial (e.g. paediatric/adult, healthy volunteers/patients/both, single-blind/double-blind, randomised/non-randomised, single agent, route of administration, imaging etc)
(ii) Proposed study interventions
(iii) Methods for protecting against other sources of bias (e.g. blinding or masking. If blinding is not possible, pls explain why and give details of alternative methods proposed or implications for interpretation of trials results)
(iv) List planned inclusion/exclusion criteria
(v) Duration of treatment period
(vi) Frequency and duration of follow-up and their justifications (pls list data elements/tests that are needed for follow-ups and justify)
(vii) Proposed outcome measures (primary and secondary) and how they will be measured at follow-up 
(viii) Early stopping rule (for efficacy, futility and toxicity)
(ix) Procedures, situations or materials that may be hazardous to personnel and the precautions to be exercised

d. Sample Size and Statistical Design

(i) Provide a description of the power calculations (detail outcome measures on which these have been used, and give event rates, means and medians, etc, where appropriate; 
Provide justifications for the size of difference that the trial is powered to detect; 
Does the sample size calculation take into account the anticipated rates of non-compliance and loss to follow-up given below
(ii) What is the planned recruitment rate? (how will recruitment be organised, over what time period, and provide evidence that this rate is achievable)
(iii) Are there likely to be problems with compliance? (Provide anticipated compliance rate and explain     

   on what evidence these figures are based and take into account issues such as toxicity, cross-over   

  and co-morbidities)
(iv) What is the likely rate of loss to follow-up? (Explain on what evidence is the loss to follow-up rate   

   based)
(v) Summarise the statistical analysis plan for the chosen design
(vi) Statistical justification for sample size and the means by which data will be analysed and interpreted
(vii) Potential difficulties and limitations of proposed procedures and alternative approaches to achieve the aims
2.5
Regulatory Approval 


Pls refer to HSA guidelines for regulatory requirements, clinical trial conduct and drugs etc and ensure that all these are met.  Select where appropriate.

 Regulatory application has been submitted to regulatory bodies and awaiting approval eg. HSA, FDA (If yes, please state all regulatory bodies involved:      )

 Regulatory application has not been submitted, but regulatory bodies consulted on requirements and regulations on Clinical Trial conduct (If yes, please state all regulatory bodies involved:      ) 

 Regulatory application has been submitted and rejected by regulatory bodies (If yes, please state all regulatory bodies involved and reasons for rejection:      ) 
2.6
Economic Outcomes & Development Plans

Describe how the research team has planned for the therapeutic/medical device to be developed and/or commercialised. Include:

· Development and/or commercialisation plans for the therapeutic/medical device
· Assessment of the potential to result in or seed a spin-off in SG
· Provide internal and/or external market assessment reports, if available

· Elaborate on the industry relevance 
·  Elaborate on the intellectual property (IP)/ tools/ products that would be generated during the project. How are these differentiated from other similar IP/ tools/ products in the industry?

·    How will the project strengthen the industry relevance and innovation capabilities of technologies/   

   platforms in your Institution/ Laboratory?

2.7

Intellectual Property Management 

· Provide information on the IP of this therapeutic/medical device and the ownership (entities/individuals and their respective ownership share) and estimated valuation of the IP, if available.

· Will there be IP generated from the proposed project?

· Describe how the Research Team intends to manage and exploit the IP it has filed and/or intends to file for its research outcomes. 
· If there is collaboration with company, what is the agreement with the industry partner (pharma, biotech, SME or start up etc) on IP?

· Describe the team’s track record on the following below, to substantiate your description: 

-List patentable components (novel, non-obvious) 

-List number of patents filed, at which stage or already granted, and a brief description for each 

-Number of spin-out companies established, and a brief description for each 

-Income generated from commercialization of intellectual assets 
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Industry Collaboration (if applicable) (Page limit is 1 page)
· Name of company (Indicate if a representative of the company is listed in the Research Team)
· Objectives of the collaboration
· Fill in the cash and in-kind contribution by the industry partner in the table below. Elaborate on them. 
	Staff Category (EOM)
	Type 

(Cash/In-kind)
	Qty (Number)
	Remarks (Position of staff; Role; Time commitment in FTE; Contribution to the project)
	Total Cost (S$)

	
	
	
	
	

	
	
	
	
	


	Equipment
	Type 

(Cash/In-kind)
	Qty (Number)
	Item Description

(Include description of use in project)
	Total Cost (S$)

	
	
	
	
	

	
	
	
	
	


	Other Operating

Expenses (OOE)
	Type 

(Cash/In-kind)
	Item Description (Include description of use in project)
	Total Cost (S$)

	
	
	
	

	
	
	
	




* Pls add more rows if needed
Total cash contribution:                 
Total In-kind contribution:

Total Industry Contribution:

Total Project Cost:


Percentage of Contribution from Industry:
· Elaborate if preclinical studies were carried out in SG
· In terms of quality of results and timescale, describe how the collaboration might be critical for the Project’s success. Explain if this might be compromised in the absence of the collaboration. 
· State the extent to which the industry partner can share the research work entailed in the proposal with the research team. Is this industry partner replaceable by an alternate group/organisation?
· Discuss the ownership of research findings in the collaboration with the industry partner. Highlight any restrictions that may be imposed to the dissemination of such research results.
3.1
Potential for Value Capture in Singapore
· Describe the company background and presence in SG (local R&D footprint, including estimated headcount/ activities/ physical sites)
· How will the project lead to expansion/ value-add/ sustainability of company’s activities in SG?

· What is the potential for additional investments by the company?

     (e.g. follow-on R&D projects, establishment of an R&D centre, manufacturing activities (in-house or outsourced), regional headquarters activities.  Elaborate on the scale and scope of these potential investments.)
· Will this project seed future industry partnerships? What are the longer term plans? How will this project contribute to anticipated industry demands in the field? How will this project enhance the local profile of the public-private-partnership R&D ecosystem?
· Will the project result in technology transfer, talent and/or capability building which SG would like to gain or strengthen? Pls elaborate.

· Will this project lead to some form of return on investment for SG (e.g. healthcare savings, discounted price for use of the therapy, royalties, further contribution to research activities)?
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Roles of Team Members and Management of Work (Page limit is 1 page)

Elaborate the roles of Co-Investigators and Collaborators involved in the project. Specify the research background, technical competencies, role and contribution to specific deliverables and achievements that are relevant and necessary to ensure success for the proposed research. 
4.1
Track record of Principal Investigator in Conducting Clinical Trials


Pls list the clinical trials undertaken in the table provided below. If there is none, pls indicate N.A.

	S/N
	Trial title
	ClinicalTrials.Gov Identifier No./HSA Protocol No.
	Lead/Sub Investigator
	Start Date
	End Date/
Ongoing
	Study Status/Outcome (eg. recruitment status; positive/negative outcome; proceed to next phase, publication(s) etc)

	
	
	
	
	
	
	

	
	
	
	
	
	
	


* Please add more rows if required

4.2
  Vested Interest of Research Team

Pls declare any vested interest held, either intellectual or financial, direct or indirectly (consultancy, shareholding, options, etc) by the Research Team (PI, Co-Is and Collaborators). Note: It is important to NMRC that the PI, Co-Is and Collaborators declare if the therapeutic/medical device or any part of it is invented by them, or if they hold any vested interest, either intellectual or financial in the project or the company which they are collaborating with. 
	Team Member
	Vested Interest
	Description

	Lead PI

<name>
	
	

	
	
	

	Co-I

<name>
	
	

	
	
	


* Please add more rows if required
Note: If there is any vested interest for any of the Research Team members, pls justify the nature of such interest and describe the measures undertaken to prevent/minimise any bias in the proposed clinical trial.

	


5 
References

Please list the references in the order cited in this proposal, including the titles.

RESTRICTED (WHEN FILLED)
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