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Microbiome Innovations for New Therapies (MINT) 
Integrated Development Plan Template 

The Integrated Development Plan (IDP) is intended to help teams map the pathway from their proposed project 
to real-world impact. Applicants should identify the key stages required to advance their intervention, the 
activities needed at each stage, the anticipated outcomes, and the stakeholders required to support progress. 

The IDP should extend beyond the proposed grant period and describe how successful project outcomes 
could position the intervention for subsequent stages of development, including scale-up, clinical testing, 
regulatory advancement, adoption, partnership development, investment, and commercialization, as 
applicable. Applicants should also consider how their approach compares with existing or emerging solutions 
and identify the key milestones and thresholds required to establish a clinically and commercially viable 
intervention that is materially superior to what is currently available in terms of cost, efficacy, implementation 
ease and safety. 

The level of detail should be proportionate to the maturity of the project and should provide a clear view of 
anticipated development activities, timelines, dependencies, and translational milestones. As applicable, 
please provide details on activities that have already been completed and stakeholders/groups that have 
already been engaged in the IDP.  

Note: Applicants should complete only the stages that are relevant to their proposed intervention and current 
stage of development. Not every project is expected to address every row. For early-stage projects, applicants 
may indicate anticipated future activities, key decision points, or expertise needed, rather than providing a fully 
developed strategy. Rows that are not applicable should be deleted or marked “N/A” with a brief rationale. 
Additionally, the Foundation encourages applicants to provide specific examples of organizations and groups 
under the Stakeholder Engagement column below.  
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Stage Activities Outcome 
Stakeholder 
Engagement 

1. Discovery    

    

2. Preclinical 
Development 

   

    

3. Project 
Expansion 

   

    

4. Regulatory 
Meetings 

    

 •    

5. Manufacturing 
Strategy 

   

    

6. Clinical 
Development 

   

    

7. Regulatory 
Approval 

 
 

 
 

    

8. Communication 
Strategy 
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Example IDP – Live Biotherapeutic Product (LBP) 

Stage Activities Outcome 
Stakeholder 
Engagement 

1. Discovery 
• Identify a microbe absent in diseased humans 
• Confirm health benefit through mechanistic study or 

small-scale intervention (e.g. a transplant) 
• Characterize the properties of the bacteria 

Identify a potential LBP 
product 

Patent lawyers 

Clinicians 

    

2. Preclinical 
Development 

• Establish methods to assess therapeutic benefit 
• Complete safety and toxicity studies 
• Identify dosing regime 
• Confirm mechanism of action 

A therapeutic lead 
validated in animals 

Clinical collaborators 

Industry partners 

Contract research 
organization (CRO) 

    

3. Regulatory 
Meetings 

• Health Canada discussions 
• Clinical trial application 
• Pre-IND meeting (investigational new drug). 

Trial approvals 

Guidance on regulatory 
strategy  

Health Canada 

FDA 

 •    

4. Manufacturing 
Strategy 

• Health Canada discussion 
• Establish processes for manufacturing and accessing 

clinical trial supplies (e.g. bacteria) 
• Confirm safety and efficacy of the therapeutic 

Supply of the 
therapeutic for clinical 

studies 

Data to support 
regulatory applications 

CROs 

Health Canada 

FDA 

    

5. Clinical 
Development 

• Investigational new drug submission 
• Conduct Phase 1 studies to assess safety 
• Conduct Phase 2 studies to assess efficacy 
• Conduct Phase 3 studies to validate efficacy 

Data on safety and 
clinical efficacy in 

humans 

Clinical collaborators 

Industry partners 

Regulators: Health 
Canada 

CROs 

    

6. Regulatory 
Approval 

• New drug application submission (NDA) 
• FDA/Health Canada review 

Regulatory approval 

Guidance for 
implementation 

Health Canada 

FDA 
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Example IDP – GRAS Dietary Intervention (Prebiotic, Supplement, etc.) 

Stage Activities Outcome 
Stakeholder 
Engagement 

1. Discovery 

• Generate positive results in a small-scale nutritional 
intervention 

• Complete dose finding activities 
• Characterize responder/non-responder phenotypes 
• Assessment of potential mechanism 

Identify potential 
dietary intervention 
and parameters for 

future scaling 

Clinicians 

Dieticians 

    

2. Project 
Expansion 

 
• Define trial subgroups based on preliminary data 
• Expand the size and heterogeneity of the cohort to 

adequately power the study for health benefit in a 
representative target population.  

Clinical data providing 
data to support 

statistically significant 
improvement in target 

parameters  

Clinicians 

Dieticians  

Study 
supplier/producers 

 •    

3. Communication 
Strategy 

• Public outreach strategy, including development of 
multimedia, infographics, and social media content 
strategy 

• Design of measurement and KPIs to track adoption, 
outcomes and key drivers 

• Conference presentations, academic publications 
• Publishing practice guidelines or policy whitepaper 

Go-forward strategy for 
implementation and 
adoption of dietary 
recommendations 

Guidance on regulatory 
strategy 

Broader public 

Communications 
partners: The 

Conversation Canada 

Policy makers, 
government: Health 

Canada 

Product supplier 

Healthcare providers 

Medical society 

 

 


