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• The CBC’s strategic imperative is to support creation of biotech businesses in Chicago

• The Accelerator Award is central to achieving the CBC’s ambition, bringing promising projects into our portfolio

• The CBC uses a stage-gated process to screen, triage, and diligence proposals for funding

• Accelerator Award proposals are evaluated and prioritized based on their likelihood to obtain follow-on funding

• To increase competitiveness of your application, prepare your letter of intent to address our evaluation criteria, 
with a particular focus on the scientific evidence demonstrating potential differentiation of your innovation
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Key take-aways 

TL;DR
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Advising Funding

CBC/CBC-HITES provides: …with the ambition to create:

Start-ups Jobs

Economic impact in Chicagoland

…to develop:

Innovations

CBC strategic imperative

CBC-HITES: Chicago Biomedical Consortium Hub for Innovative Technology and Entrepreneurship in the Sciences 

The CBC is advancing transformative science into promising innovations with our strategic 
advising and funding programs in service of growing the biotech ecosystem in Chicago 
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Advising Funding

CBC/CBC-HITES provides: …with the ambition to create:

Start-ups Jobs

Economic impact in Chicagoland

…to develop:

Innovations

CBC strategic imperative

CBC-HITES: Chicago Biomedical Consortium Hub for Innovative Technology and Entrepreneurship in the Sciences 

The Accelerator Award is central to achieving the CBC’s ambition, bringing promising 
projects into our funded “portfolio”
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Accelerator Award overview

Discovery
Target 

validation
Hit 

identification
Lead 

optimization
Animal 
models

CMC & 

Toxicology

Phase I / First 
in human

INDAssetSmall molecule 

therapeutic 

development

process 

HitAssay

Venture funding

Director’s Funds

Accelerator Awards

Federal funding

AA application requirements:

• Applicant/team must include one tenure-track faculty at Northwestern, 
University of Chicago, or University of Illinois-Chicago 

• Innovation is a therapeutic, molecular diagnostic, or drug discovery 
platform

• Proposed experiment aims must not overlap with any other proposals 
being actively reviewed or awarded

What you receive as an AA awardee:

• $250k over two years

• Commercially-minded guidance on development

• Project management support

• Exposure to and feedback from venture investors

The CBC provides Accelerator Awards ($250k over two years) to advance promising 
translational research to a point where it could attract additional investment and spin out



CBC team supporting Accelerator Award review and management

CBC team
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Elizabeth McMath PhD 

Senior Director

Formerly Director Global 

Search & Evaluation at 
Novartis, Manager 

bioStrategies Group

Eric Schiffhauer, PhD 

‘Drughunter’, Pharma 

Project Manager

Formerly Director of 
Outreach, Deerfield, first 

CBC EF

Michelle Hoffmann, PhD 

Executive Director

Formerly SVP Deep tech 

P33, SVP Back Bay Life 
Science Advisors – a 

transaction advisory group, 

Leerink Swann

Saffron Little PhD

Sateja Paradkar PhD Jordan Fauser PhD

Ashley Shannon PhD

Elena Boselli PhD

Richard Martinez PhDTanvi Potluri PhD

Mandy Pinheiro PhD

Jessica Irons PhD 

Senior Program Manager

Former medical writer and 

academic program manager 

CBC staff CBC Entrepreneurial Fellows



Context for our evaluation process
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Generate knowledge Help patients

Translation

How can we drive impact for patients?

1. Develop an innovation that addresses unmet needs

2. Obtain regulatory approval / marketing authorization

3. Achieve broad access & product adoption

Academic biomedical research has the goal of helping patients, although insights do 
not directly translate – there are a few key steps needed to bridge that gap
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Discovery 
research

Innovation 
development

Preclinical 
testing

Clinical 
testing

Regulatory 
approval

Market 
access

Product 
adoption

Industry

How can we drive impact for patients?

1. Develop an innovation that addresses unmet needs

2. Obtain regulatory approval / marketing authorization

3. Achieve broad access & product adoption

Discovery to market process

Academia

Industry can advance an innovation through regulatory and commercial hurdles to 
achieve broad adoption to reach patients



Source: Takebe T et al., Clin Transl Sci. 2018 Nov; 11(6): 597–606

Industry involvement was correlated with higher probability of FDA approval

Academic innovation LOA
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Academic-originated therapies had a higher likelihood of approval (LOA) when industry was involved 
Data from 36 US universities from 1991-2015

Industry provides funding and expertise, but also may select for lower risk projects 

5% of preclinical 

projects made it 

to approval

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6226120
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License innovation to established 

company (e.g., AbbVie, Baxter)

Path to industry

Secure venture capital investment to build 

a new company

Two common ways to move innovation into industry are by (1) licensing to an established 
company or (2) obtaining venture funding to launch a new company
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Path to industry

What do they care about?

Two common ways to move innovation into industry are by (1) licensing to an established 
company or (2) obtaining venture funding to launch a new company

License innovation to established 

company (e.g., AbbVie, Baxter)

Strategic fit

• Does the innovation address a need for the 
company (e.g., fill a pipeline gap, provide new 
platform to facilitate internal innovation)?

• Are there synergies with existing sales force 
infrastructure or development capabilities?
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License innovation to established 

company (e.g., AbbVie, Baxter)

Secure venture capital investment to build 

a new company

Outsized returns

• If the innovation/company succeeds, does it have 

potential to generate sufficient returns to offset the 
anticipated start-up failure rate (>90%)?

Path to industry

What do they care about?

Two common ways to move innovation into industry are by (1) licensing to an established 
company or (2) obtaining venture funding to launch a new company
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Source: drugpatientwatch.com; Congressional Budget Office, personal experience

R&D costs to get a drug to 

approval can be >$1B

Future revenues need to deliver 

returns to off-set not only R&D 

costs, but also the failed efforts

Likelihood of success 

of getting to approval can 

be < 5%

Financial life cycle of drug

Investors consider product life cycle financials to assess potential for high returns

https://www.drugpatentwatch.com/blog/addressing-the-challenge-of-high-priced-prescription-drugs-in-the-era-of-precision-medicine-a-systematic-review-of-drug-life-cycles-therapeutic-drug-markets-and-regulatory-frameworks/fig-2-drug-life-cycle-curve/
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Compelling sales potential

Higher probability of success

Lower cost and shorter time to market

These concepts are central to how the CBC prioritizes projects 

due to our ambition to create venture-fundable businesses

Investor criteria

Prospective investors therefore want to fund innovations with:



Criteria Key questions

Transformative 

potential

How large of an impact can this have on the status quo?  To what extent can the innovation 

establish a new standard for the disease or use application?

• Unmet need, value proposition differentiation

Scientific 

evidence

How strongly do we believe in the approach?  How compelling are the data?

• Target rationale, proof of mechanism, impact on disease, delivery to tissue

Development 

feasibility

How straightforward or challenging is the path to develop this product?  How will this 

manifest in time and cost to bring the innovation to market?

• Safety, clinical trial considerations, regulatory path, CMC/manufacturing, historic PoS

Commercial 

opportunity

How large is the revenue potential?  What opportunities or challenges can impact the 

likelihood of achieving that potential?

• Addressable population size, competitor landscape, pricing considerations, payer 
reimbursement, adherence

Near-term 

execution

How confident are we that the team can progress program and obtain follow-on funding 

(after receiving the AA)?

• Funding to date, team capabilities & resources, value of IP, scope of proposal, venture 
funding environment
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Compelling sales 

potential

Higher probability of 

success

Lower cost & shorter 

time to market

Investor priorities
CBC/CBC-HITES evaluation framework

CBC triage framework

The CBC evaluates projects using a framework focused on five criteria that encompass the 
core issues relevant to investors



Unmet need: What is the problem?

• How transformative is your innovation?  

• What is the magnitude of benefit?

• Is it a novel approach?

• Will this be a…..

• New standard vs. additional option vs. add-on?

• Disease modifying (addressing the etiology) or 
compensatory vs. symptomatic?

• What else, if anything, can this do?

• Other indications/use cases
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Value proposition: What is your solution?

• What is the therapeutic indication / use case?

• What is the current standard of care?

• What are the insufficiencies of the status quo?

• Disease progression

• Symptoms

• Quality of life

• Burden of care

• Economic impact

• Others…

Compelling sales potential: More “transformative” innovations have greater adoption/use potential and 

can often defensibly command a higher price

Transformative potential

All innovators should be able to clearly articulate the transformative potential of their 
technology by breaking it down into the problem & solution



Target 
discovery

Target 
validation

Hit 
identification

Lead 
optimization

CMC & 

Toxicology

Phase I / First 
in human

18

IND
DC / 

Asset
Therapeutic 

development
process 

HitAssay

Discovery 
research

Innovation 
development

Preclinical 
testing

Clinical 
testing

Regulatory 
approval

Market 
access

Product 
adoption

IND BLA

Discovery to market process

Higher probability of success: Projects become derisked as they advance along the development path

Scientific evidence

Drug discovery through therapeutic commercialization is a staged process, and some 
of the CBC evaluation criteria align with the different components



Target 
discovery

Target 
validation

Hit 
identification

Lead 
optimization

CMC & 

Toxicology

Phase I / First 
in human
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Attributes Key question Potential sub-questions to be answered experimentally

Target 

rationale

How strong is the evidence for the 

target / mechanism’s role in the 
disease biology?

1) Are human genetic alterations in the target associated with differences in 

disease susceptibility or manifestations?

2) Is the target expressed in the right time and place consistent with the disease?

3) Is the target necessary for disease development and/or progression?

4) Is a change in the target (e.g., increased/decreased expression, mutation) 
sufficient for disease development and/or progression in an in vivo model?

IND
DC / 

Asset
Therapeutic 

development
process 

HitAssay

Scientific evidence

Higher probability of success: Projects become derisked as they advance along the development path

Investors want to understand how relevant a molecular target/mechanism is to disease 
biology to give them more confidence that drugging it will have an impact



Target 
discovery

Target 
validation

Hit 
identification

Lead 
optimization

CMC & 

Toxicology

Phase I / First 
in human
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Attributes Key question Potential sub-questions to be answered experimentally

Proof of 

mechanism

How strong is the evidence that the 

innovation acts on the proposed 
target / mechanism?

1) Does the drug interact with the target molecule? 

• What are the target engagement dynamics (binding strength, reversable vs. 
irreversible, etc.)?

2) What are the mechanistic consequences (e.g., downstream readouts) of target 

binding?

• In vitro and in vivo

IND
DC / 

Asset
Therapeutic 

development
process 

HitAssay

Scientific evidence

Higher probability of success: Projects become derisked as they advance along the development path

It is important to demonstrate that the drug is engaging the target and acting through 
the proposed mechanism to elicit downstream effects



Target 
discovery

Target 
validation

Hit 
identification

Lead 
optimization

CMC & 

Toxicology

Phase I / First 
in human
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Attributes Key question Potential sub-questions to be answered experimentally

Impact on 

disease

How strong is the evidence that 

manipulation of the target / 
mechanism can impact disease 
pathology, particularly at a relevant 

time and place?

1) What are the phenotypic consequences (e.g., symptomatology, lifespan) of 

target/mechanism manipulation in disease models?

• In vitro and in vivo

2) Is the activity dose-dependent?

3) How well do the animal models recapitulate human disease biology?

IND
DC / 

Asset
Therapeutic 

development
process 

HitAssay

Scientific evidence

Higher probability of success: Projects become derisked as they advance along the development path

Even if a drug is activating a particular mechanism, it is key to demonstrate that it is 
impacting disease manifestations in a believable model (when available) 



Target 
discovery

Target 
validation

Hit 
identification

Lead 
optimization

CMC & 

Toxicology

Phase I / First 
in human
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Attributes Key question Potential sub-questions to be answered experimentally

Delivery

Can the innovation get to the right 

place at the right time without having 
off-target effects?

1) Where is the target present throughout the body at the relevant timepoints?

2) What tissue/cells/compartment can the drug reach using different routes of 
administration? 

3) What are the consequences when the target/mechanism is affected in a non-

target tissue/cell/compartment?

Drug 

properties

Can the drug achieve an appropriate 

PK/PD profile with intended dosing?

1) What is the time in therapeutic dose range?

2) What are the metabolites? What effects do they have?

3) How amenable is the innovation to modifications (e.g., medicinal chemistry)? 

IND
DC / 

Asset
Therapeutic 

development
process 

HitAssay

Scientific evidence

Higher probability of success: Projects become derisked as they advance along the development path

Demonstrating drug delivery to the appropriate site with pharmacology that supports 
realistic dosing is required to advance the innovation toward IND



Target

discovery

Target 
validation

Hit 
identification

Lead 
optimization

CMC & 

Toxicology

Phase I / First 
in human
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Attributes Key question Potential sub-questions

Chemistry, 

Manufacturing, 
Controls (CMC)

How much of a hurdle will CMC be 

(timing & cost)?

1) How complex is the process to manufacture the product? 

2) Are there available CDMOs to support this process?

3) Is there IP around the process that needs to be licensed?

Safety

Is there evidence of any safety 

risks with this innovation or related 
approaches?

1) How specific is the activity to the specified molecular target?

2) Have any clinical safety data been generated for drugs with a similar (or same) 
profile?  What were the consequences?

IND
DC / 

Asset
Therapeutic 

development
process 

HitAssay

Development feasibility

Lower cost & shorter time to market: Straightforward & proven development paths may be preferred

Higher probability of success: Projects become derisked as they advance along the development path

Looking ahead beyond the scientific evidence, investors want to understand the size 
(e.g., risk & cost) of hurdles that lie ahead on the road to product approval



Discovery 
research

Innovation 
development

Preclinical 
testing

Clinical 
testing

Regulatory 
approval

Market 
access

Product 
adoption
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Attributes Key question Potential sub-questions

Clinical 

development

How long and complex is the clinical 

development plan?

1) Is there regulatory precedent or FDA guidance on an approval path?

2) Are the clinical endpoints short and straightforward?

3) What is the requisite trial size?

4) Who is the target trial population?  How difficult will the recruit be?

5) Is an active control required?

Does the disease or approach have a 

higher than average rate of trial failure?

1) What have historically been the key challenges encountered in clinical 

development for the disease or modality?  

IND BLA

Discovery to market process

Development feasibility

Lower cost & shorter time to market: Straightforward & proven development paths may be preferred

Higher probability of success: Projects become derisked as they advance along the development path

Historic precedent may provide an estimate of the potential time, cost, and risk 
associated with the clinical development path in an indication



Discovery 
research

Innovation 
development

Preclinical 
testing

Clinical 
testing

Regulatory 
approval

Market 
access

Product 
adoption
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Attributes Key questions

Market size 1) How much revenue is being generated by therapies used to treat the disease now?

Pipeline 1) What are other approaches in development ahead of your innovation?

Patient volume

1) How many patients could be treated with the innovation?

• Target population size

• Market share (use vs. other options)

Pricing
1) What are analogous therapies priced at?

2) What value-based price can be justified by the benefits gained with the innovation?

Access 1) What access restrictions do insurance payers or hospital systems put on similar therapies?

IND BLA

Discovery to market process

Commercial opportunity

Compelling sales potential: In order to have potential for sufficient returns, investors want to see a 

commercial path to peak revenue potential of >$0.5B 

Opportunity size is evaluated by estimating number of patients who will receive the 
therapy and the justifiable / reimbursable price



Intrinsic factors: 

• Team capabilities

• Funding to date

• Who has funded this work?

• How much funding has contributed to the science 
& innovation development to date?

• Strength of IP

• Composition of matter > method of use > process

Extrinsic factors:

• VC interest – how hard will it be to find others to invest?

• How many investments have VC made in this 
disease/therapy area or with this modality?

• Is VC interest trending up or down vs. historic 
precedent?

• Prospective partner interest – looking ahead to exit 
options

• How many recent deals have established companies 
done in this disease/therapy area and/or modality?

26

Near-term execution

Higher probability of success: While investors are always looking for the next big thing, they also value 

aspects of an innovation that could lower risk including experience/track record and precedent interest

Investors consider both intrinsic & extrinsic situational factors when evaluating the 
attractiveness of an innovation and comparing trade-offs across opportunities



Accelerator Award review process
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The Accelerator Award review process is stage-gated and leverages external review boards 
to gain perspective and advice on projects to inform funding decisions

Accelerator Award review process

28

Call for 

proposals

• Attend information 

session (TODAY)

• Submit letter of intent 

(LOI), aligning 

content with 

evaluation criteria

• Due July 1st



The Accelerator Award review process is stage-gated and leverages external review boards 
to gain perspective and advice on projects to inform funding decisions

Accelerator Award review process
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Screening & 

prioritization

Call for 

proposals

• Attend information 

session (TODAY)

• Submit letter of intent 

(LOI), aligning 

content with 

evaluation criteria

• Due July 1st

• ~One-two months

• Program manager 

reviews IP status 

(provisional often 

required)

• Assigned to team (two 

Entrepreneurial Fellows + 

one CBC staff) for review 

according to the 

screening template

• Only material in 

application is considered, 

no Q&A with PI

• Limited outside research 

(e.g., pipeline, deals)

• CBC internal review 

board ranks proposals 

and prioritizes top LOIs 

for further review



CBC uses screening template to prioritize projects based on composite score

LOI screening template
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Topic Question Approaches to assess Rating 

(1 low, 3 high)

Transformative 

potential

How differentiated is this 

innovation from the 

current standard?

1. Evaluate the proposed benefits of the innovation relative to the current standard

• How large of an impact will these benefits have on the problem being addressed?

Scientific 

evidence

How strongly do we 

believe in the approach?  

How compelling are the 

data?

1. How advanced is the project / in what stage of development (e.g., target validation, hit 

generation)?

2. How validated is the target (or approach)?

3. How well is the proposed mechanism demonstrated by the data generated to date?

4. How much does the innovation impact the phenotypes of the disease/condition being studied?

Development 

feasibility

Will this be more or less 

challenging to develop 

and get approved?

1. Is there a precedent clinical development path?

2. Is there a significant challenge with the translatability of the preclinical models?

3. How large, long, challenging (heterogenous patient population, active control, etc.) are the trials?

4. How well established is the manufacturing process of the proposed therapeutic?

Commercial 

opportunity

How compelling is the 

commercial opportunity?

1. How competitive is the clinical pipeline (# of assets in P1/2/3, types of MOAs, clinical data)?

2. Rough bottom-up analysis where no established market or top-down market capture analysis 

based on established approaches

3. Any pricing or commercial considerations (e.g., hospital product, generic competition)

Near-term 

execution

To what extent is this 

investable / of interest to 

VC and/or strategics?

1. What evidence is there that VCs are investing in technologies/companies with similar attributes 

to the innovation (e.g., number and size of seed, series A, B in <5 yrs)?

2. How interested is pharma in this approach/area?

For context:

1. Problem being addressed: What is the indication or technological challenge that the innovation is addressing?

2. Current standard approach: How is this indication/problem currently being treated or the technological challenge addressed? 



The Accelerator Award review process is stage-gated and leverages external review boards 
to gain perspective and advice on projects to inform funding decisions

Accelerator Award review process
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Screening & 

prioritization

Call for 

proposals
LOI triage

• Attend information 

session (TODAY)

• Submit letter of intent 

(LOI), aligning 

content with 

evaluation criteria

• Due July 1st

• ~One-two months

• Program manager 

reviews IP status 

(provisional often 

required)

• Assigned to team (two 

Entrepreneurial Fellows + 

one CBC staff) for review 

according to the 

screening template

• Only material in 

application is considered, 

no Q&A with PI

• Limited outside research 

(e.g., pipeline, deals)

• CBC internal review 

board ranks proposals 

and prioritizes top LOIs 

for further review

• ~Three months from 

triage start

• Assigned to team of EFs 

+ manager for triage

• EF team will submit 

question list to PI and 

have meeting to better 

understand the scientific 

evidence and proposed 

experiments

• EF team will conduct 

deeper outside research 

to populate triage 

evaluation framework

• Four slide triage analysis 

is presented to an 

external Scientific 

Review Board of 

industry, academic, & VC 

representatives



Triage builds on initial screening questions, but includes more in-depth secondary data analysis

LOI triage framework summary

32

Criteria Key questions and considerations 

Transformative 

potential

How large of an impact can this have on the status quo?  To what extent can the innovation establish a new standard 

for the disease or use application?

• Unmet need, value proposition differentiation

Scientific 

evidence

How strongly do we believe in the approach?  How compelling are the data?

• Target rationale, proof of mechanism, impact on disease, delivery to tissue

Development 

feasibility

How straightforward or challenging is the path to develop this product?  How will this manifest in time and cost to bring 

the innovation to market?

• Safety, clinical trial considerations, regulatory path, CMC/manufacturing, historic PoS

Commercial 

opportunity

How large is the revenue potential?  What opportunities or challenges can impact the likelihood of achieving that 

potential?

• Addressable population size, competitor landscape, pricing considerations, payer reimbursement, adherence

Near-term 

execution

How confident are we that the team can progress program and obtain follow-on funding (after receiving the AA)?

• Funding to date, team capabilities & resources, value of IP, scope of proposal, venture funding environment

LOI triage framework summary



LOI triage example slides
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Overview

Triage summary

Next steps

Innovation, proposal request, and 

the target indication/use application 

Assessment framework with 

qualitative ratings

Award ask in context of science to 

date, gaps, and funding trajectory

Summary

Key takeaways of analysis (pros/cons), 

recommendation, questions for SRB discussion

The CBC team prepares a four-slide deck to share with our Scientific Review Board

CBC

Esser-Kahn’s early data coupled with government funding to advance a lead flu program and his discovery 
platform potential make this project attractive despite the non-traditional development and commercial path

11

LOI Triage Summary

1. Phase 1 PME-564 2- FDA. 3 – Lancet 4- Bay Bridge Bio 5- Bio report. 6- Emergen Research 7- WHO. 8- Biospace 9- Pitchbook 

Criteria Rating Rationale for rating

Transformative 

potential

～Unmet need: Approved vaccines prevent infectious diseases; however, vaccines fail in trials due to adjuvant-triggered side effects, which in turn, limit dosing.  Side effects 

in approved vaccines can lead to vaccine hesitancy/reduced adoptions, which poses a public health concern

✚ Value proposition: Potential first-in-class immunomodulatory additive increases vaccine efficacy while reducing side effects; can be used for the life cycle management of 

existing vaccines, and/or to modify vaccine approaches that failed in the clinic due to side effects

✚ Platform potential: The lead compound could be used across vaccine types including in cancer and autoimmune diseases. Specifically, the screening process can 

identify inhibitors or activators of inflammatory or anti-inflammatory cytokines making the approach generalizable to autoimmune and cancer indications where Esser-Kahn 

has already identified candidate molecules

Scientific 

evidence

✚Platform validation: Several hits, including PME-564 (a clinical-stage compound targeted to Lyn kinase that was terminated in Phase II in AML), were validated by studies 

in both human PBMCs and MoDCs, common models that test how a proposed adjuvant triggers immune cells to release cytokines 

✚Mechanism: Top hit, PME-564, acts through Lyn kinase inhibition (EC50 19nM), and in vivo, Lyn kinase agonists produce the opposite effect upon vaccination.  Lyn 

polymorphism associated with excessive antibody production in humans. A Lyn KO mice will be used to confirm Lyn kinase as the sole MOA in the vaccine context

✚Proof of principle: In lethal influenza challenge mouse models, PME-564 produces 100% survival when combined w/ either (1) commercially available, non-adjuvanted 

Fluzone or (2) HA + adjuvant vaccine vs. (1) 40% and (2) 0% survival with their respective vaccines alone. Systemic reactogenic cytokines are reduced in this model 

~1000-fold for PME-564 + CpG as opposed to CpG alone. This effect was reproduced with multiple adjuvants in isolated human PBMCs with reactogenic cytokines 

reduction of 3-fold reduction for adjuvant resiquimod, ~100-fold for MPLA, and 5,000-fold for CpG

Development 

feasibility

✚ Safety: PME-564 was well-tolerated in a P1 AML study. This trial dosed up to 240 mg 1xD for a median duration of 3.5 months, a higher dose than used for vaccines1

− Development path: Immunomodulators need to be developed with a vaccine (and adjuvant) as there is not a separate IND or development path for an additive alone2 

✚Cost: Average vaccine development costs from preclinical through Ph2a estimated at $80M-$110M in 20183, lower than the estimated $150M for therapeutics in general4 

✚Historic POS: LOA from Ph1 is 11% for vaccines as opposed to 8% and 6% for biologic and small molecule therapies, respectively.5 Despite not having enough data for 

adjuvant POS, multiple adjuvants have been successfully developed in the last 10 years (e.g., fromChiron Corp., Agenus, and Dynavax)

Commercial 

opportunity

～Market size: Global vaccine adjuvant market size was $0.9B in 2022; veterinary vaccine adjuvants are the largest segment followed by human vaccine adjuvants6. The 

broader global vaccine market (excluding COVID) was $40 Billion in 20227. GSK reported 2023 sales of $4.3B and $1.5B from Shingrix (Shingles vaccine approved 2017) 

and Arexvy (RSV vaccine approved 2023), respectively, both of which are formulated with novel adjuvants8

～Competitive landscape: Because the molecule has no activity alone, this approach is singular, but requires vaccine partners for success

～Business model: Discovery partnerships and licensing (in human and animal health) could fund early business activities; will need vaccine partners to move into the clinic

Near-term 

execution

～Team: Aaron Esser-Kahn is a chemist and leader in vaccines but has no prior entrepreneurial experience. Valjuvant Vaccines formed in 2023 to commercialize his work

✚ Current funding: Work supported by $8.5M NIH adjuvant discovery contract and now supported by $10.5M NIH adjuvant development contract focused on flu vaccine

～VC financing: Limited investment in adjuvant companies (~$120M raised in 7 companies since 2019); $5B invested in vaccines since 2018 ($2.6B of it was for cancer)9

✚ Prospective partners: Multiple big pharmas (e.g., GSK, Pfizer, Merck, Sanofi, CSL) active in the vaccine BD&L; notable M&A - GSK acquisition of Affinivax ($3.3B in 2022)



The Scientific Review Board provides feedback and recommendations for next steps, which can 
include 1) proceed to diligence, 2) provide a Director’s Fund to address a key open question, 3) 
decline to fund (with direction on what, if anything, would increase project investability) 

Scientific Review Board feedback

34



The Accelerator Award review process is stage-gated and leverages external review boards 
to gain perspective and advice on projects to inform funding decisions

Accelerator Award review process
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Screening & 

prioritization

Call for 

proposals
LOI triage Diligence

Pitch to investment 

committee

• Attend information 

session (TODAY)

• Submit letter of intent 

(LOI), aligning 

content with 

evaluation criteria

• Due July 1st

• ~One-two months

• Program manager 

reviews IP status 

(provisional often 

required)

• Assigned to team (two 

Entrepreneurial Fellows + 

one CBC staff) for review 

according to the 

screening template

• Only material in 

application is considered, 

no Q&A with PI

• Limited outside research 

(e.g., pipeline, deals)

• CBC internal review 

board ranks proposals 

and prioritizes top LOIs 

for further review

• ~Three months from 

triage start

• Assigned to team of EFs 

+ manager for triage

• EF team will submit 

question list to PI and 

have meeting to better 

understand the scientific 

evidence and proposed 

experiments

• EF team will conduct 

deeper outside research 

to populate triage 

evaluation framework

• Four slide triage analysis 

is presented to an 

external Scientific 

Review Board of 

industry, academic, & VC 

representatives

• ~Four months from diligence start

• Assigned to team of EFs + manager for diligence

• PIs required to set-up data room for material 

sharing (EFs can help)

• EF team will conduct primary research with 

external experts to explore open questions 

• Full experimental plan including timeline and 

budget will be built

• Investment thesis developed by EFs (w/ PI input) 

and presented to an external Accelerator 

Venture Board of industry & VC representatives
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Nerviano Medical Sciences. Press Release.” Nerviano Medical Sciences S.r.l. Announces Collaboration and Option to License Agreement with Merck” 21Sep2022; Deal 
Analysis from: GlobalData, Pitchbook, Biomedtracker 

Investment landscape

VC funding & pharma interest in GBM-specific MOA (single indication) assets is limited but 
there is a much bigger appetite for assets w/ indication expansion potential

When GBM is one of several indications, there is strong interest in the asset
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VC investments in companies with GBM assets (2018-2023)

• Collab. & licens. option for brain penetrant PARPi (Sep 2022)
• Upfront $65M w/ milestone and tiered royalties. 

• Dev. collab. for tumor microenvironment modulating pro-
peptide (Aug 2022) 

• Primary focus on PDAC but evaluating ability to target GBM

• Purchased enzyme inhibitor for $26M (Jun 2022)

• Clinical testing in Parkinson’s and GBM

When GBM is lead indication, interest relies on combo w/ existing tx

• Collab. agreement to study gene therapy with anti-PD1 

in recurrent GBM (Nov 2018)

• Collab. trial with Merck for an anti-VEGFR2 mAb with 
anti-PD1 in recurrent GBM (Feb 2018)

Majority of VC deals (2018-2023) were allocated to companies with 

assets beyond GBM : Companies w/ general chemotx drugs hitting 
targets present in multiple cancer, including GBM (e.g. cell cycle 

inhibitors, target transcription factors, anti-ROS)

GBM as only indication: Platform companies companies providing 

personalized tumor treatment products ( e.g. vaccines, cell therapies)

CBC
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If the Balyasnikova TriTE is able to extend OS by more than two months, then a sizeable 
market opportunity exists in primary GBM with additional room in the recurrent setting

* Adjusted to remove the estimated 25% co-expressing population

**Assuming improved PFS at primary stage will translate into equivalent extension of OS overall

GBM Opportunity

Newly diagnosed GBM

~12K cases annually

~90% seek treatment

New GBM patients treated 

annually

~11.5K cases annually

~25% co-expression

Base: Co-express     

IL13R� 2 & EGFRvIII

~3K patients annually

IL13R� 2 or EGFRvIII expression

Upside: Express either 

IL13R� 2 or EGFRvIII*

~7K patients annually

~50% penetration assumption

2 month median OS 

improvement

~$50K per patient

6 month median OS 
improvement

~$250K per patientP
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~$70M ~$170M

~$370M ~$860M

• Patient population: Focus on newly diagnosed GBM

• Base: TriTE use in patients only co-expressing Il13R� 2 and EGFRvIII

• Upside: TriTE use in co-expressing patient AND those with individual 

antigen expression*

• Penetration: Assumed 50% uptake, likely higher if sig. OS** 

improvement (based on TMZ use in ~90% of pt w/ SoC)

• Pricing: Modeled cost per month of PFS obtained from Blincyto 

(BiTE approved for ALL); $25-60K/month depending on cycles

• Population expansion: Recurrent GBM population peak sales 

expected to be additional $40M - $300M (if assuming 75% of 

recurrent pt receive treatment and a 25% penetration)
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Estimated peak sales in newly diagnosed GBM

Model assumptions in estimating prospect of TriTE

“ If a cost-intensive product, you need compelling signal 

of efficacy… you will need at least a couple of months to 

justify this [TriTE] to gain widescale acceptance”

-KOL outlook on the TriTE asset for GBM

CBC

Sources: Clinicaltrials.gov, Drug Approval Package: Tzield, Center for Drug Evaluation and Research Application #: 761183Orig1s000 & BLA 761183; CBC PMR (n=4 KOLs & HCPs) and 
CBC ‘friends’ with T1D development perspective

TZIELD and pipeline programs serve as pathfinders for streamlined rPS clinical development; 
however, ‘delay of onset’ will require lengthy trials to demonstrate superior efficacy vs. SoC

Development

18

Stage 3 PoC Phase II Stage 2 PoC Phase II

Rationale

New onset are easier to identify, trial will be shorter and industry 

experts in the delay/slow space suggest that FDA will demand any 
new Tx to be assessed for safety, and potentially efficacy signals, 
in recent onset adults before moving onto Stage 2 and pediatric 

populations

TZIELD precedent, likely to have enough islet cells are preserved to 

demonstrate efficacy of delaying agent

Design

Randomized, double-blind controlled efficacy and safety study in 
newly diagnosed (stage 3)  type 1 diabetes patients (n = 150 

patients) 
• Potential to use c-peptide, a marker of insulin production, as an 

inclusion criteria, ensuring threshold pancreas function

Randomized, double-blind SoC controlled efficacy and safety 
study in at-risk individuals/stage 2 T1D patients (n = 150 patients) 

Primary 

endpoint

Demonstrated delay in disease progression as evidenced by c-
peptide (a marker of insulin production) response from baseline to 

72 weeks

Median time to T1D diagnosis, as evidenced by change in glucose 
tolerance and/or c-peptide (a marker of insulin production) 

response. 

Duration

Short - Given rates of progression of new onset patients, trial 
needs to accommodate 18-month endpoint

Long - Based on precedent, trial duration needs to accommodate 
4-year median time to progression in TZIELD control arm

Other considerations for development

• Phase III clinical trials have historically had 300+ patients and may require significant (big pharma type) resources to bring product to approval

• Recruitment of stage 2 type 1 diabetes patients may be challenging depending on number of agents in trials 

After P1 in Stage 3/new onset T1D, rPS sponsor will likely have to complete two PII clinical trials

CBC

 In vivo efficacy in an orthotopic PDX model: BiTE-Fc vs. TriTE-Fc

19

The team is asking for $250K upfront to answer the critical BiTE vs. TriTE question within 
two years to allow quick progression towards hit-to-lead optimization

Abbreviations: GBM: Glioblastoma, PET: positron emission tomography, OS: Overall survival. PK: Pharmacokinetics, IHC: Immunohistochemistry, SoC: Standard of care.  NSG-
MHCI/II DKO mice: NOD.scid;IL2rg-deficient (NSG) with null targeted mutations for MHC class I genes (H2-K1 and H2-D1) GBM6: Glioblastoma cell line expressing IL13Ra2 only. 
GBM39: Glioblastoma cell line expressing IL13Ra2 as well as EGFRVIII ; Orthotopic PDX (NSG-MHCI/II DKO mice), GEM Model (RCAS-PTEN-p53-PDGF-B-IL13Rα2)
1-Verger, et al, 2022, 2-Rong et al, 2022 3-Lee et al, 2013, 

Experimental Overview

 Tumor penetration in an orthotopic PDX model: BiTE-Fc vs. TriTE-Fc

Experiment Mouse model
Cancer model

(EGFRvIII/IL13R�2) Treatment Arms
Treatment 

Schedule

Experiment 

Duration Readout
Cost 

Estimate

Project 

Year

PET Imaging Orthotopic PDX

w/ hPBMC infusion

GBM6 (+/+) I-124 labeled BiTE – Fc

I-124 labeled TriTE – Fc

Single IV dose 0.5h, 3h, 24h, 

48h, 72h

%ID/g, PK, off-target organ 

accumulation, blood sampling

$60K  Year 1

Experiment Mouse model
Cancer model

(EGFRvIII/IL13R�2) Treatment Arms
Treatment 

Schedule

Experiment 

Duration Readout
Cost 

Estimate

Project 

Year

OS Orthotopic PDX

w/ hPBMC infusion

GBM6 (+/+)

GBM39 (+/-)

Saline

BiTE – Fc

TriTE– Fc

IP x 4d/wk for 

three weeks 

40 days Living animals over time $70K  Year 1

Δ Tumor size & 

pop. via IHC

10, 20, & 40 days Δ in tumor histology & distribution of 
EGFRvIII, IL13R� 2, hPBMCs 

 Head-to-head efficacy study against TMZ + XRT in a genetically engineered model: BiTE-Fc or TriTE-Fc

Experiment Mouse model
Cancer model

(EGFRvIII/IL13R�2) Treatment Arms
Treatment 

Schedule

Experiment 

Duration Readout
Cost 

Estimate

Project 

Year

OS GEM RCAS-PTEN-p53-PDGF-

B-IL13R� 2 (-/+)
Saline

TMZ + XRT

BiTE-Fc or TriTE– Fc 

IP x 4d/wk for 

three weeks 

120 days Living animals, $40K Year 2

IHC Δ in tumor histology & cell pop.

Supplies: $30K Personnel: $50K

Total: $250K

A

B

C

Applications passing triage undergo detailed diligence to develop an investment thesis 
which is then presented jointly by the CBC & PI to the Accelerator Venture Board

LOI diligence examples

36

Disease background
CBC

1-Louet al. Glioblastoma In: WHO Classifcation of Tumours Editorial Board. 2021, 2-Radiopedia 3-Rong y, et al. 2006,, 4-Sareen et al. 2022,, 5-Zhang et al. 2020, 6-Szopa et al 2017, 
NCCN 2023 Guidelines  ; 
*IO- immunoncology **Tx- Therapy

A rapid and aggressive cancer, Glioblastoma multiforme (GBM) is difficult to treat because it 
is intracranial, “cold”, and heterogenous 

Disease attributes

4

Glioblastoma

IDH-wt

Diffuse Glioma Histology in Adult Patient following resection

IDH1 IHC

IDH1&2 sequencing

Presence of one of the following 

GBM is clearly defined and identified amongst 

gliomas…

• Limited innate tumor recognition 

& clearance

• Limited efficacy of nontargeted 
IO* Tx**

• Immunosuppressive cytokines 

(e.g. PGE2, TGFβ)

• T-reg accumulation

…but three prominent characteristics pose significant 

challenges in treating GBM 

Difficult to deliver drugs: Vascularization & Tx penetration

YesNo

Insensitive to immunotherapy: Immunosuppressive / ”cold”  

microenvironment

IDH-mut IDH-wt

Adult glioma not 

elsewhere classified (rare) 
Yes

• Necrosis

• EGFR amplification
• Microvascular proliferation

Features Challenges

• Low permeability of many Tx 
across BBB

• Inconsistent penetration of Tx 
across tumor

• Aggressive growth

• Presence of blood brain barrier 
(BBB)

• Necrosis-induced angiogenesis

Features Challenges

1

2

3

Refractory to precision medicine: High cellular plasticity & tumor 

heterogeneity

• Limited Tx efficacy across tumor

• Antigenic shifts from primary to 

recurrent

• Variable antigen distribution

• Highly plastic tumor 

Features Challenges

• Chr [+7/-10]

• TERT promoter mutation

CBC

Aided by a specialized network that identifies at-risk patients, TZIELD (teplizumab) has recently been 
approved in patients > 8 years old to delay Stage 2 progression to symptomatic T1D (Stage 3)

Sources: https://www.jdrf.org/t1d-resources/t1detect, HCPs interviewed: 4 (KOLs interviewed: 3); Katsarou, A., Nat Rev Dis Primers . 2017 Mar 30;3:17016., 
Ilonen, J., Nat Rev Endocrinol . 2019 Nov;15(11):635-650., Dayan, C.M., Lancet . 2019 Oct 5;394(10205):1286-1296., UptoDate. CBC PMR (n=4 KOLs & HCPs)

Diagnosis

PCP screening can 

ID hyperglycemia

Availability of identified patients

Pts screened positive for >2 

autoantibodies

Patients present to PCP 

(~70%) or ER with Diabetic 

Ketoacidosis (DKA) (~30%)

Stage 1 
(Ab+, normoglycemic)

Monitor disease 
progression

Stage 2
(Ab+, 

hyperglycemic)

TZIELD for delay

Stage 3
(Ab+, hyperglycemic)

Glucose monitoring with basal + bolus insulin

Only 15% of  at risk T1D 

patients can be identified by 
symptomatic relatives

Innovation
CBC
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Pipeline outlook

Targeting GBM-specific biology is intriguing but no success has been achieved by drug 
development efforts to date

Name MoA Results to date Outlook

ABT414 EGFR/EGFRvIII 
ADC with tubulin 

inhibitor

Did not meet P3 
primary OS endpoint

Development of this 
asset was terminated

Rintega EGFRvIII peptide 
vaccine

Did not meet P3 
primary OS endpoint

Development of this 
asset was terminated

ICT-107 Autologous DCs 
pulsed w/ tumor 

antigens (including 
IL13R� 2)

Unable to secure 
funding to complete 

P3 trial

Development of this 
asset was terminated

Nimotuzumab EGFR mAb Did not meet P3 

primary OS endpoint

Two investigator initiated 

P2 focused on EGFR+ 
patients reported ↑ OS 

and PFS

Cintredekin 
besudotox

hIL13 fused to P. 
aeruginosa 

exotoxin

Did not meet P3 
primary OS endpoint

Development of this 
asset was terminated

GlobalData, Biomedtracker, ClinicalTrials.gov: NCT00045968, NCT03345095, NCT00402116, NCT03400917

ClinicalTrials.gov:  NCT02573324, NCT01480479, NCT02546102, NCT00753246, NCT00076986

GBM targeted therapies have also struggled to progress beyond P3 trialsMost current clinical-stage GBM assets are general anti-cancer or 

immune stimulant; few assets leverage GBM-specific targets

Includes: TKIs, PARPi, CDKi, ROS 

targeted, microtubule destabilizers

0 20 40 60

General Chemotx

Immune directed &

Oncolytic virus

Antigen vaccines

Other

GBM targeted therapy

# of clinical stage assets

P1 P1/2 P2 P2/3 P3

TME modulators, anti-angiogenics, and 

radiotherapeutics

Personalized tumor vaccines, anti-CMV antigen 

immunization

Anti-PD1/PDL1, interleukin stimulants, engineered 

viruses

EGFRvIII targeted T-cell engagers, EGFRvIII and 
IL13R� 2 CAR-T therapies
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Sources: Waldron-Lynch, F., Nat Rev Drug Discov . 2011 Jun;10(6):439-52., Herold, K.C., N Engl J Med . 2019 Aug 15;381(7):603-613., Haller, M.J., Diabetes. 2019 Jun; 68(6): 1267–
1276., Jacobsen, L.M., Diabetes Technol Ther. December 2020; 22(12): 948–953., GlobalData, Biomedtracker, BCIQ

Beyond anti-CD3 (TZIELD), there are diverse pipeline approaches to delaying /slowing T1D but within 
immunomodulatory strategies, there have been notable failures and no clear frontrunner MOA

Pipeline
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0 4 8 12 16

Restore/Replace

Immunomodulatory

# of candidates

Phase I
Phase II
Phase III

T1D disease-modifying pipeline includes two approaches: 
immunomodulatory & ꞵ-cell restore/replace therapies*

Immunomodulatory therapies are taking diverse 

approaches to delay onset or slow progression of T1D

1

1

1

1

2

3

4 2

0 4

Treg increase

T-cell tolerance/anergy

T-cell depletion

Antigen-specific tolerization

Diverse anti-inflammatory MoAs

# of candidates

Phase I
Phase II
Phase III

Therapy (Company) MOA Phase Notes

Abatacept (Phaim Pharma) CTLA-4 analog, blocks T cell activation via CD80/86 Phase II Failed Phase 2 prevention study in Stage 1 at risk population (Mar 2023)

Diamyd (Diamyd Medical) GAD65 antigen specific tolerance in at-risk patients Phase III Failed Phase 3 w/ subQ ROA (2011), current P2 studying lymph node injection

Insulin (NIH, TrialNet) Insulin antigen specific tolerance in at-risk patients Phase III Multiple Phase 3 trials failed to show benefit from oral or injected insulin

P3 trials (IL-8, IL-12/23 

inhibitors) in Stage 3,  
studying delayed 

progression only

*IM and R/R are not mutually exclusive and could be complimentary due to their use in distinct disease stages

Multiple groups unsuccessfully attempted to prevent ꞵ cell loss by broadly dampening T-cell response (abatacept) or tolerizing with 

single antigens (GAD65 or insulin)

CBC

Created with BioRender.com, GlobalData, Blincyto (blinatumomab),  Product Insert. 2014; Kimmtrak (tebentafusp-tebn), Product insert. 2022; LUNSUMIO™ (mosunetuzumab-axgb). 
Product Insert. 2022; TECVAYLI™ (teclistamab-cqyv) Product Insert. 2022; EPKINLY™ (epcoritamab-bysp) Product Insert. 2023; Tian Z, et al. J Hematol Oncol. 2021 ; Jin S, et al. Signal 
Transguct Target Ther. 2022 ;  

T-cell engaging peptides stand-out amongst the field of multi-specific constructs as an 
attractive modality to address the three GBM challenges

Overview of Relevant Technology

10
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Leverage size & cell transport 

routes : Their small size and 
interaction with migrating T-cells 

allows localization into challenging 

solid tumor locations

Direct or stimulate immune 

cells: Through the CD3 scFV, they 
can form an immune synapse to 

stimulate T-cell mediated killing

Cover multiple targets: Bi- or tri- 

specific T-cell engagers (BiTE, 
TriTEs) are compact (<150kDa) 

and can engage multiple epitopes

BiTE

TriTE

Single chain variable 

fragments (scFV)
Two (Bi-) or three (Tri-) 
scFvs joined by linker

• CD3 scFv: Recruits T-cells

• Other scFvs: Bind tumor antigen(s)

Antibody pieces can be modified and strung 

together to achieve desired configurations

2

3

1

Immune synapse-driven killing

Hitchhiking into tumor 
via T-cell interaction

Brain penetration d/t 
small size & leaky 

vasculature

• BiTE coverage is limited; multiple required

• TriTE offers broader antigen coverage
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Competition & pipeline
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Allen S, et al. J Control Release. 2017; Burke JA, et al. Nat Nanotechnol. 2022; Van Gool SW, et al. Immunol Rev. 1996; Kopf H, et al. Int Immunopharmacol. 2007

Innovation overview

rPS enables temporal and spatial control of 

rapamycin’s effects 

• Together with islet antigens, rapamycin-loaded 

polymersomes (rPS) are taken up by antigen presenting 

cells (APCs) in the lymphoid compartment (click here for 
data) but not T-cells 

• rPS induces APC co-stimulation blockade: 

• ↑ MHC II receptor and ↓ co-receptors (CD40, CD80, 

and CD86)

• result is tolerance & anergic CD4+ T-cells, 

preserving islet cell mass

Islet cells

rPS

Islet Cell 
Antigens

APC

T-cell

APC
T-cell

2

1
1

2

As opposed to other T cell approaches, a true tolerizing agent could more durably delay onset or prevent progression  

• Unlike previous approaches (GAD65, insulin), tolerizes to multiple /diverse antigens inherent in T1D

• Unlike TZIELD, ATG, and other T-cell depleting approaches, avoids broad immunosuppression and non-lymphodepleting MOA

• Chemistry allows redosing and dose optimization to achieve durable effect (no ADA antibodies)

• Subcutaneous administration avoids infusion logistics

In this context, the Scott lab is developing nanotechnology that routes rapamycin (rPS) to lymphatic 
APCs, a strategy that is potentially truly tolerizing to the full repertoire of an individual’s antigens

Supporting data

Experimental plan Commercial opportunityDevelopment considerations Financing landscape

CBC

Unpublished 

*PBS is vehicle control, BiTEoff
  engages CD3 but not Il13R� 2 **SMA: Spontaneous Mouse Astrocytoma Model (SMA-560)

BiTE Preclinical Efficacy

Dr. Balyasnikova has generated an IL13R� 2 BiTE with compelling efficacy in GBM models of 
increasing complexity

BiTE successfully colocalizes in tumor 

alone and via PBMC interaction

• Infusion of PBMCs prior to treatment prolonged 
retention of BiTEs in GBM6 (IL13R� 2) PDX tumor

• ~5% ID/g of IV BiTE accumulates in orthotopic PDX 
GBM tumor w/ PET

• Inclusion of Fc fragment on BiTE will prolong t1/2 

BiTE overcomes immune suppression &  

triggers memory phenotype in target

On-target immune alteration w/o systemic activity in 

syngeneic GL261 (IL13R� 2+) tumor bearing mice

CD8 cytotoxic T-cellsCD8/CD4 Ratio

Strong memory phenotype in SMA** model (IL13R� 2+) 

long-term surviving (LTS) mice treated w/ BiTE 

“Distribution is key”
- KoL with 20+ years of clinical and scientific expertise in 

GBM therapeutic dev. considerations

BiTE increases survival of PDX mice 
(IL13R� 2+)…

…but may not address the intra-tumoral 

heterogeneity of human GBM 

Significantly improved OS in PDX mice w/ IP BiTE

CD3 only (Med. OS: 25.5d) 

BiTE (Med. OS: N/A)

PBS (Med. OS: 24.5d) 

Drug is delivered to the brain The tumor is not immunosuppressedMultiple precision targets ↑ survival 2 31 ?

13

Memory & cytotoxic T-cells in brain  (Distribution visible in Appendix)

Memory Cytotoxic

CBC
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Sources: Chatenoud L, et al. J Immunol. 1997; Burke JA, et al. Nat Nanotechnol. 2022; Cantarelli E, et al. Islets. 2013;Center for Drug Evaluation and Research: Teplizumab, Non-clinical 
review (761183Orig1s000)

Pre-clinical efficacy

Transplant Location: Kidney Capsule

Transplant Location: Intraportal Liver

rPS prevented loss of MHC-mismatched allogenic islet 

transplant as evidenced by normoglycemia

Days

C57BL/6 mice

MHC-mismatch, 
allogenic islet txp 

(Balb/c donor) 

rPS preserved islet function & survival in two different models, one characterized by a strong allo immune 
response and the NOD model – considered the gold standard for T1D

Days

Preliminary  rPS data suggest potential to achieve longer 

delay in T1D onset vs. historical TZIELD (separate studies)

TZIELD Mouse Surrogate Ab

rPS

NOD mice

Spontaneous diabetes

Initial, short-term dosing 

improved T1D delay: Single 

rPS regimen (QD subQ x 3d) 

suggests longer delay of T1D 
onset vs. TZIELD surrogate: 

anti-CD3 (QD IV x 5d)

rPS administered one day prior to transplant and every three days until day fourteen 

following transplant

CBC
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The proposed AA work is milestone driven to optimize dosing/duration and compare rPS 
efficacy in T1D delay/prevention vs. teplizumab (mouse surrogate)

Experimental plan

2023 2024 2025

Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4

Yr 2 alternative - Combination testing

$55K  

8 week old NOD mice

Compare rPS, PS, rapamycin, and teplizumab

Measure normoglycemia, β-cells mass, & 
immune cell infiltration into pancreas

$50K

Measure normoglycemia, β-cells mass, &

Test rPS in combination with other T1D

$50K  

$30K

16 week old NOD mice

22 week old NOD mice

$48K

immune cell infiltration into pancreas

Test five dose & duration regimen conditions

$50K

CostDescription

Evaluate T1D impact 

8 week old NOD mice

Assess safety & toxicity

Head-to-head benchmarking

Measuring impact on body & blood

Dose & timing optimization

Record body weight, tissue histopath, & blood cells

$15KSafety of repeat dosing Observe presence/absence of anaphylaxis

Define immunomodulation biomarkers

Analysis of biomarkers predicting islet survival Regression analysis relating islet survival  
with rPS dose, CBC, & immunomodulation

$10K

Activity

Yr 1: $100k
Yr 2: $150k

Is rPS more effective than 

TZIELD surrogate: anti-CD3  

in delay of T1D?

How late in onset is rPS 

intervention useful? 

Can rPS combo be boosted 

with other T1D therapies?
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Clinical Development

Early-stage clinical trials can provide key data points for the Balyasnikova team to use in 
design of Phase 2 and 3 trials  

Goal • Safety
• Dose finding

• Distribution: Measure TriTE 
distribution, immune infiltration 

into tumor
• Biomarker: Evaluate potential 

serum biomarkers for use in trials

• Population: Activity of TriTE in 
primary vs recurrent GBM 

• Paradigm position: SoC combo 
vs. follow-on w/ TriTE

• Safety: Adverse events

• Efficacy: TriTE use vs. SoC alone 
in selected population

Populations • Surgically confirmed primary or 
recurrent GBM 

• Biochemically confirmed IL13R� 2+ 

and/or EGFRvIII+ 

Suspected patients with GBM • Surgically confirmed primary GBM 
• Biochemically confirmed IL13R� 2+ 

and/or EGFRvIII+

• Surgically confirmed primary GBM 
or recurrent GBM

• Biochemically confirmed IL13R� 2+ 

and/or EGFRvIII+ 

Pt Enroll (N) 10-50 patients 10-15 patients 50-200 patients 200-400 patients

Arms Dose-escalation every cycle to MTD MTD administered daily from 
diagnosis to surgery (3-4 days)

• Double-blind, RCT
• SoC followed by TriTE 

• SoC+TriTE, followed by TriTE

• Double-blind, RCT
• Arms influenced by outcome of P2 

• SoC with TriTE 
• SoC with placebo

Readout • PK
• Safety & tolerability 

• T-cell distribution within brain
• Biomarkers (Blood CBC, Δ in Treg)

• Longitudinal pt observation based 
on MGMT methylation

• 1º : OS
• 2º : ORR, PFS (RANO criteria), 

safety & biomarker readout

• 1º : Overall survival
• 2º : ORR, PFS (RANO criteria)

Duration Up to 8 weeks following enrollment Before surgery (typically 1-3 days) Up to 1 year following enrollment From trial enrollment up to 36 months

P1 P2

*These patients can get rolled into P2

P3P2P1 Window of Opportunity*

Validated by leading GBM clinical trialists at NU, we recommend that the Balyasnikova group position the therapeutic for 1L 

in primary GBM, repositioning as needed from Phase 1 and 2 signals

CBC
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A material market opportunity exists for a therapy that delays onset and/or slows progression of 
T1D if it overcome TZIELD’s logistical hurdles and/or has best in class efficacy

GlobalData, CBC PMR (n=4 KOLs & HCPs), Rogers, MAM. BMC Med. 2017; Sims EK. Diabetes. 2022

T1D opportunity 

400

0

200

800

600

2026(F)2024(F)2022 2023(F) 2025(F) 2028(F)2027(F)

CAGR
142%

TZIELD is expected to reach favorable 

commercial success despite its limitation

rPS’ subQ convenience overcomes TZIELDs limitations, supporting multiple 

commercial scenarios

Annual Patients Reach

Annual T1D
US diagnoses

64K

Pts w/ T1D 

genetic risk

13K

10% penetration
1.3K Pts

20% penetration
2.6K Pts

50% penetration

6.4K Pts

Pts w/ in-clinic 
T1D diagnosis 

36K

10% penetration

3.6K Pts

20% penetration
7.2K Pts

50% penetration
18K Pts

New Onset 

Stage 3

Stage 2

$130M $260M

Pricing relative to TZIELD 

Discounted

$100K

WAC

$200K

$260M

$640M

$520M

$1.3B

$360M $720M

$720M

$1.8B

$1.4B

$3.6B

‘TZIELD administration requirements are a big barrier 

for patients, caregivers, & hospital systems.  […]. A more 

convenient to administer therapy would be attractive’ – 

KOL HCPs

S
a
le

s
 (
M

$
)

Analyst Consensus Forecast for TZIELD

Assumes best in 

class efficacy

CBC
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Facilitated by creation of JDRF’s T1D Fund in 2016, buoyed by TZIELD’s approval, as well as 
valuable exits, there are set of committed investors to the prevention/slow progression space

Financing

2016

  T1D Fund launched
            

2022

FDA approves 
TZIELD

2019

Semma Tx acquired 

($936M)

T1D therapeutic company formation and VC investment increased in past decade

Sources: Pitchbook, JDRF T1D Fund. (n.d.). Our approach to investing. JDRF T1D Fund. Retrieved April 19, 2023, from https://t1dfund.org/investment-strategy/ 

2012

TZIELD clinical trials

Late 80’s – Mid 90’s

Academic R&D of Tx 
to target CD3+ 

(TZIELD)

2021

Pandion Tx acquired

 ($1.6B)

T1D Fund invests in the development of products 
for type 1 diabetes and is open to a range of 

modalities and development stages.

From their materials “All investment opportunities 
are reviewed swiftly on a rolling basis in partnership 
with JDRF to assure appropriate alignment in 
strategy”

• >$2.1B invested in 41 companies since 2016

• 9 exits to date from portfolio companies including: 

Ø Semma Therapeutics ( ~$1B M&A by Vertex)

Ø TetraGenetics (~$50M M&A by AbCellera)

Ø Pandion Therapeutics ($1.6B M&A by Merck)

Ø Provention Bio ($2.9B M&A by Sanofi US)

2023

Provention Bio. 
acquired 

                     ($2.9B)

JDRF’s T1D Fund is a key early investor



The Accelerator Award review process is stage-gated and leverages external review boards 
to gain perspective and advice on projects to inform funding decisions

Accelerator Award review process
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Screening & 

prioritization

Call for 

proposals
LOI triage Diligence

Pitch to investment 

committee

Award 

granted

Project 

management

• Attend information 

session (TODAY)

• Submit letter of intent 

(LOI), aligning 

content with 

evaluation criteria

• Due July 1st

• ~One-two months

• Program manager 

reviews IP status 

(provisional often 

required)

• Assigned to team (two 

Entrepreneurial Fellows + 

one CBC staff) for review 

according to the 

screening template

• Only material in 

application is considered, 

no Q&A with PI

• Limited outside research 

(e.g., pipeline, deals)

• CBC internal review 

board ranks proposals 

and prioritizes top LOIs 

for further review

• ~Three months from 

triage start

• Assigned to team of EFs 

+ manager for triage

• EF team will submit 

question list to PI and 

have meeting to better 

understand the scientific 

evidence and proposed 

experiments

• EF team will conduct 

deeper outside research 

to populate triage 

evaluation framework

• Four slide triage analysis 

is presented to an 

external Scientific 

Review Board of 

industry, academic, & VC 

representatives

• ~Four months from diligence start

• Assigned to team of EFs + manager for diligence

• PIs required to set-up data room for material 

sharing (EFs can help)

• EF team will conduct primary research with 

external experts to explore open questions 

• Full experimental plan including timeline and 

budget will be built

• Investment thesis developed by EFs (w/ PI input) 

and presented to an external Accelerator 

Venture Board of industry & VC representatives

• ~Two to six months for release of funds

• If Accelerator Venture Board endorses 

projects, CBC will work with PI team to 

finalize experiment work scope 

documents and process them through the 

Office of Sponsored Research

• CBC will assign an EF project manager 

to closely follow the project and support 

next steps to commercialization 

• Project management activities can 

include:

➢ CRO management

➢ Data review & organization

➢ Identification of next funding sources

➢ Support of funding activities (e.g., 

SBIR applications, pitch decks, 

investor reach out)



CBC project management provides comprehensive discovery and development plans 
to guide funded programs to (and through) follow-on investment

Funded project management

38

Milestones defined by 

industry standard 
stage gate criteria 

Assay flow scheme or 

compound 
progression plan

Gantt chart / project 

timeline, budget, and 
funding sources

Target product profile 

refinement



The CBC has 18 active projects in our funded portfolio

Funded portfolio programs
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Therapy Area Modality Target/MOA Indication Target Val Hit ID Lead ID Lead Op Investigator Company

Oncology

Small Mol Mut-KRAS pathway KRAS-mutant tumors Kelley Stealth Co

Biologic IL13RA2, EGFRvIII GBM Balyasnikova

Small Mol MYC Solid tumors Abdulkadir Vortex

PROTAC Dot1L ALL Abdulkadir

Small Mol PLEK2 MDS Ji Aplexis

Small Mol UBE3A HPV+ HNSCC Kiyokawa

Cell Tx CAR-T Platform Liquid tumors Shukla Varchas

Small molecule TDO2 Uterine fibroids Bulun Medusa

Inflammation 

and immunology

Nanoparticle mTOR T1D and autoimmune Scott SNC

Peptide KLC1c Cardiac IRI Muller Laborecom

Small Mol Synthetic melanin Radiation dermatitis Gianneschi Melanyze 

Biologic LTBP4 Fibrotic conditions Demonbreun Ikaika

Platform NFkB/IRF Vaccine reactogenicity Esser-Kahn Signl

Small Mol CLDN2 IBD Weber Claudyn

Rare disease
Gene Tx COL7A1 RDEB Wu

Small Mol TNNI3 Hypertrophic CM Goldspink

Neuroscience
Small molecule KALRN Fragile X Syndrome Penzes Synaptomed

Platform Target ID Rett Syndrome Kozorovitsky Neuroplastica

Bold – full awards, $250K+; Plain text – key de-risking awards, ~$60K



Projects receiving CBC funding address a clear unmet need, have compelling scientific 
evidence, and have potential to generate sufficient sales to attract VC or pharma interest

40

Fully funded

Full diligence

Submitted  

Triaged  

3

50

40

7

15Seed grants

CBC review funnel

Kelley - NU

2022
Cancer – KRAS gof

Term Sheet 
Pending Option Negotiation

Based on: Novel action & 
target; compelling data

Developing novel chemistry
Proving concept in animals

Balyasnikova - NU

2023
Glioblastoma

Based on: Novel protein 
engineering, data, team

Optimizing antibody combos
Proving concept in animals

On path to IND
NIH grant in submission

Scott & Burke - NU

2022
Prevention of T1D

Based on: Immune platform, 
superiority to market leader

Refining nanoparticle dosing  
Developing novel formulation  

In progress
2nd Year Funding

Characteristics of projects screened and triaged out:

• Insufficient scientific evidence – limited data supporting target, 
mechanism, and/or efficacy

• Limited differentiation vs. current standard or clinical pipeline

• Limited commercial potential 

• No IP filed – can be “on hold” until provisional filed

Projects that received an Accelerator Award (new process)



Potential timeline for Accelerator Award reviews

Timeline

41

Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

Diligences

LOI triage batch #1

Screening

LOIs accepted

Info session
5/1/25

LOI triage batch #2

LOI triage batch #3

Activity



Questions to ask yourself before applying:

✓ IP: Have you met with your tech transfer representative? Has a provisional (or later) patent been filed?

• CBC presentations are non-confidential and therefore the innovation must have sufficient IP files to allow this

✓Differentiation: Does your innovation have potential offer superior efficacy over the current standard?  

✓Target & mechanism: Have you demonstrated how your innovation works?

✓Proof of efficacy: Have you shown that your innovation can make a difference in the problem its addressing?

Next steps:

• Apply at https://chicagobiomedicalconsortium.org/awards/accelerator-award

• Review the RFA

• Body of application can be up to 10 pages (including references). 

• Application can be shorter; we wanted to allow sufficient space for data sharing as the screening step will be done only on materials submitted

• Please share figures including unpublished data 

• CBC is under CDA with your institutions

• Key questions to address in your application are listed in RFA & align with the topics covered in this presentation

42

Application checklist

Next steps

https://chicagobiomedicalconsortium.org/awards/accelerator-award
https://s36369.pcdn.co/wp-content/uploads/2025/03/AA-RFA-2025-_03192025.pdf
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