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Forward Looking Statements

This presentation contains forward-looking statements within the meaning of the federal securities laws. You can identify these statements by our use of such words as “before,” “track,”
“will,” “should,” “could,” “anticipates,” “intends,” “guidance,” “objectives,” “optimistic, “ “future,” “expects,” “plans,” “estimates,” “continue,” “drive,” “strategy,” “potential,” “potentially,” “growth,”
“long-term,” “projects,” “projected,” “intends,” “believes,” “goals,” “sees,” “seek,” “develop,” “possible,” “new,” “emerging,” “opportunity,” “pursue” and similar expressions that do not relate to
historical matters. Forward-looking statements in this presentation may include, but are not limited to, statements or inferences about the Company’s or management’s beliefs or
expectations, including with respect to the effectiveness and design of its product candidates, success of its collaborations, clinical trials and pre-clinical development efforts and programs,
and its ability to obtain and maintain regulatory approval for its implant products, bioreactors, scaffolds and other devices we pursue, including for the esophagus or airway; the outlook for
the life sciences industry and the field of regenerative medicine; the Company’s current products or products in development; the Company’s business strategy; the Company’s anticipated
regulatory approvals; future revenues and earnings; the strength of the Company’s market position, business model and intellectual property rights; opportunities or potential opportunities
in the field of regenerative medicine and related markets; the success of treatments utilizing the Company’s products or product candidates; the market demand and opportunity for the
Company’s products, or the product candidates it is developing or intends to develop and the Company’s plans, objectives and intentions that are not historical facts.

These statements involve known and unknown risks, uncertainties and other factors that may cause the Company’s actual results, performance or achievements to be materially different
from any future results, performance or achievements expressed or implied by the forward-looking statements. Factors that may cause the Company’s actual results to differ materially from
those in the forward-looking statements include the success of the Company’s collaborations, clinical trials and pre-clinical development efforts and programs, which success may not be
achieved on a timely basis or at all; the Company’s ability to obtain and maintain regulatory approval for its implant products, bioreactors, scaffolds and other devices it pursues, including
for the esophagus or airway, which approvals may not be obtained on a timely basis or at all; the Company’s ability to access debt and equity markets and raise additional funds when
needed; the number of patients who can be treated with the Company’s products; the amount and timing of costs associated with the Company’s development of implant products,
bioreactors, scaffolds and other devices; the Company’s failure to comply with regulations and any changes in regulations; unpredictable difficulties or delays in the development of new
technology; the Company’s collaborators or other third parties we contract with, including with respect to conducting any clinical trial or pre-clinical development efforts, not devoting
sufficient time and resources to successfully carry out their duties or meet expected deadlines; the Company’s ability to attract and retain qualified personnel and key employees and retain
senior management; potential liability exposure with respect to the Company’s products; the Company’s inability to operate effectively as a stand-alone, publicly traded company; the actual
costs of separation may be higher than expected; the availability and price of acceptable raw materials and components from third-party suppliers; difficulties in obtaining or retaining the
management and other human resource competencies that the Company needs to achieve its business objectives; increased competition in the field of regenerative medicine and the
financial resources of its competitors; the Company’s ability to obtain and maintain intellectual property protection for its product candidates; the Company’s inability to implement its growth
strategy; plus factors, plus factors described under the heading “Item 1A. Risk Factors”, in the Company’s Annual Report on Form 10-K filed with the SEC on March 30, 2016 or described
in the Company’s other public filings. The Company’s results may also be affected by factors of which the Company is not currently aware. The Company may not update these forward-
looking statements, even though its situation may change in the future, unless it has obligations under the federal securities laws to update and disclose material developments related to
previously disclosed information. Except as otherwise noted herein, any forward looking statements represent the Company’s estimates as of November 10, 2016 and should not be relied
upon as representing our estimates as of any other date.
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Q3 2016 Financial Review

• Q3 2016 net loss was $3.1 million, or $0.18 per basic share, compared 
to $2.3 million, or $0.19 per basic share, for Q3 2015

• R&D expense increased $0.9 million to $2.2 million in Q3 2016 compared 
with $1.3 million in Q3 2015

• SG&A expense decreased $0.1 million to $0.9 million in Q2 2016 compared 
with $1.0 million in Q3 2015

• Cash used in operating activities was $2.1 million in Q3 2016 compared 
with $1.8 million in Q3 2015

• Cash on hand September 30, 2016 was $6.0 million
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Pivoting Toward a Clinical Stage Company

• Positive, confirmatory POC pre-clinical study results with 
Mayo Clinic demonstrate successful esophagus regeneration

• Growing body of preclinical data from ongoing studies continue 
to be replicated to show clear pattern of regeneration

• Pre-IND meeting with FDA provided clarity for requirements 
for successful esophageal implant IND filing; Submission now 
expected in Q3 2017

• Company remains on track to commence first-in-human study 
for esophageal implant in Q4 2017
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Clinical Study Protocol: Segmental Esophageal Replacement

DAY 
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DAY 
210

DAY 
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Rapid regeneration 
over the scaffold. 
Scaffold removed. 

Biological response.

DAY 
0

DAY 
180

Surgery
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Stent deployed to 

keep implant open.

Remodeling 
continues as the 

epithelial layer and 
mucosal layer forms.

Stent is removed 
following additional 

remodeling. 

Evaluation 
period post 

stent removal.
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Mayo Study #494.
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Substantive Pre-IND Meeting with FDA on Esophageal Implant Program

 Very productive discussion with the FDA on the potential therapeutic value of our 
technology and our ongoing pre-clinical results

 FDA, in principle, agreed to our Phase I clinical study approach, number of patients 
and patient population

 FDA requested that ongoing GLP pre-clinical large-animal safety study be extended 
to mirror the duration of the proposed Phase 1 study protocol

 Greater line of sight on key issues based on FDA feedback potentially de-risks 
overall program supporting transformational pivot from a preclinical company into 
a clinical development-stage company in 2017

KEY TAKEAWAYS
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Advancing Toward Phase I Clinical Study

File IND with FDA for esophageal implant 

Commence Phase 1 Human Clinical Study 
in esophageal implant

Continue building company’s quality, regulatory
and clinical capabilities 

Continue ongoing GLP Studies with esophageal 
implant in support of IND filing

Submit  manuscript and 
publication with Mayo 
Clinic on esophageal 

regeneration

Q4 
2016

H1 
2017

H2 
2017
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Financing Discussion 

Current Cash Funds Operations to Q2 2017

• The substantial progress we have made this year 
builds on the solid foundation we have created to 
execute on our business plan

• We are in the process of evaluating multiple 
financing options

• Our goal is to propel Biostage forward with a plan 
that is in the best interest of the future of Biostage 
and our shareholders in the near and long term
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Complete Phase II 
Esophageal Implant study 

and submit BLA

Receive ODD

Update on significant scientific 
data readouts

File IND for esophageal implant
Emerge as clinical-stage company 

with first human clinical study Q4 2017

Extend Cellframe technology for 
broader indications with Mayo

Complete Phase I study 
protocol for esophageal implant 

File IND for pediatric 
esophageal atresia

Request expedited review, 
fast track and breakthrough 

technology

Phase 2 registration study
for Esophageal Implant

Transformational Milestones

2020201920182017
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Q&A
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Paradigm-Shifting Treatment Approach

Proprietary Technology Platform

Life-Threatening Conditions 
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