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 INSERT PROPOSAL REFERENCE NUMBER HERE

CTI PRE-PROPOSAL FOR BIOTHERAPEUTICS DISCOVERY AND DEVELOPMENT
Required Contents of the Pre-Proposal

Use the following form to submit your non-confidential pre-proposal. Limit the total length of your pre-proposal to 2-3 pages, and include data (tables, graphs or illustrations) as appropriate. 
INVESTIGATOR NAME:

NIH INSTITUTE OR CENTER:

PROJECT TITLE

Subject of CTI Research Project




EXECUTIVE SUMMARY

In four sentences or less, provide a BRIEF statement summarizing the following:

· Overall goal & impact of the mechanism

· Desired characteristics

· Patient stratification & evidence of proof of mechanism
SCIENTIFIC RATIONALE AND BACKGROUND 
This section should contain: 
1) A brief description of the target/pathway and link to human disease and disease mechanism(s). What is/are the unmet medical need(s) this target/pathway could address? Is this pathway targetable with a biotherapeutic?

2) The novelty/differentiation of this target or approach relevant to the disease mechanism. (If there are other treatments available, describe why this is different – greater efficacy/safety, etc.).
3) Key evidence available to support the hypothesis above (i.e., human genetic, human tissue, pre-clinical proof-of-mechanism/concept models).
PROPOSED BIOTHERAPEUTIC DRUG CANDIDATE

Describe any available potential biotherapeutic molecule(s) the principal investigator has generated against the target and its mechanism of action. If available, describe the characteristics of the molecule (affinity, humanization, pharmacokinetics, etc.). If unavailable, indicate the characteristics of the preferred biotherapeutic agent. (Be sure to communicate within the limits of any intellectual property constraints).
PROPOSED PROJECT (OR CONCEPT) FOR FIRST BIOLOGICAL READOUT IN CLINIC (PROOF OF MECHANISM) 

Provide a brief description of potential therapeutic indications expected to be impacted by this mechanism. Describe the first potential clinical study to demonstrate proof of mechanism, including:

1) Patient stratification/selection for the study (i.e., molecular signature, SNP, genetic deficiency, etc.).
2) Clinical study endpoints that would allow for testing mechanism in patients.

3) Will this allow for clinical differentiation from other therapies? 

RESEARCH PLAN AND REAGENTS
Provide a brief description of the research plan to be carried out (objectives, specific aims), leading to demonstration of proof of mechanism. List the available reagents and assays to support the research plan. Alternatively, describe the reagents and assays that may need to be developed and any gaps in the plan (and how Pfizer scientists may contribute, i.e., complete mechanistic studies in vitro, develop cellular assays, discover biomarkers, etc.).
BIOGRAPHICAL SKETCH OF PRINCIPAL INVESTIGATOR

Provide a brief biosketch of the principal investigator and a list of his or her key publications. Attachment of an NIH biosketch is acceptable and does not count toward the 2-3 page limit.

EXTERNAL COLLABORATIONS ON THE PROPOSED CANDIDATE OR PROJECT
List all external collaboration(s) on the proposed candidate or clinical concept with researchers outside NIH. Include a brief description of non-proprietary information on the progress of this work that would add value for the Pfizer CTI collaboration.
SCOPE

As a general rule, CTI is currently unable to accept therapeutics that are radiotherapy, nanoparticles, RNAi or vaccines in nature.
Note that pre-proposals for collaboration initially will be evaluated on the basis of fit with Pfizer internal program portfolios, other CTI collaborations, and business and technical feasibility specific to each project. 
All applicants are encouraged to visit www.pfizer.com/research/therapeutic_areas and https://ncats.nih.gov/cti/faq to determine the scope of their projects with Pfizer therapeutics interests and/or to discuss with your NIH Institute or Center (IC) Technology Transfer Office (TTO) contact(s).
Requests for one-to-one discussions with Pfizer CTI project leaders will be considered through individual IC TTO contact(s) coordinated by NCATS or via email request at NIH-PfizerCTI@mail.nih.gov.
