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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 17, 2017 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 May 11, 2017 and should not be 
relied upon as representing our estimates as of any other date.
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Q1 2017 Financial Review
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• Q1 2017 net loss was $3.8 million, or $0.14 per diluted share, compared 
to $2.5 million, or $0.18 per diluted share, for Q1 2016

• Net cash used in Q1 2017 operating activities was $3.1 million

• Closed $8.0 million public offering in February 2017, net proceeds of $6.8 
million

• Cash on hand at March 31, 2017 was $6.6 million

• Current cash position funds Company’s operations through Q3 2017

TRANSITIONING TO 
A CLINICAL STAGE 
COMPANY IN 2017



Q1| Business Update

• Building on 2016’s sound operational and clinical foundation

• Improved operational and manufacturing development

• Enhanced scientific credibility and support through expansion 
of Scientific Advisory Board and data at key meetings 

• Presented positive data at key surgical and regenerative 
medicine meetings: SFB, AATS, APSA and ARM

• Implemented improvements in internal quality, regulatory and 
clinical infrastructure

• Actively transforming into a clinical stage company by 
building the necessary capabilities: cells, scaffold, transport

• Ongoing and additional pre-clinical activities
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• Operational Improvements
• Clinical Readiness
• Scientific Validation



Recent Activities | Scientific Validation
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STRATEGIC
IMPERATIVES

• Clinical 
Development (IND)

• Strategic 
Collaboration

• Operational 
Execution

• Financial Security

March April May June
Building clinical-
stage foundation

SFB poster scientific 
data

Thoracic surgery 
meeting Boston

Continue market
access plan

YE 2016 earnings,
10K & proxy

Collaboration with 
CCMC on EA

Pediatric surgeons’ 
meeting Florida

Stem cell: ISSCR 
Boston (2) posters

Saverio LaFrancesca 
promotion

Continued pre-
clinical studies

Further discussions 
with collaborators

Quality and 
regulatory reviews

Board meeting Dr. Badylak joins 
scientific board

Q1 earnings & 
conference call

Expand scientific 
advisory board

Reviewed phase 
quality systems

BSTG annual 
meeting

Cell & Gene 
Washington DC

Ex-US strategic 
discussions

CCMC visits 
Biostage

ARM meeting Boston 
connected network

CTTACC UT 
poster & data

Strategic 
financing options



2017 | Aligning All Required Operational Systems
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TRANSITIONING TO 
A CLINICAL STAGE 
COMPANY IN 2017 Q1

2017
Q2
2017

Q4
2017

Q3
2017

All operational 
and manufacturing 
systems in place 
for human use

File IND with FDA on 
our esophageal 

CellspanTM implant

Continue to build 
on the operational and 
pre-clinical studies to 

support our clinical activities

Built on the strong 
foundation established 

in 2016. Added scientific 
validation



Building Relationships and Scientific Evidence
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TRANSITIONING TO 
A CLINICAL STAGE 
COMPANY IN 2017

American Pediatric
Surgical Association

Christine Finck, MD

Stephen Badylak, DVM, PhD, MD
Co-Chair, Biostage Scientific Advisory BoardJoseph Vacanti, MD

Co-Chair, Biostage Scientific Advisory Board

Dennis Wigle, MD, PhD



2017 | Business Update
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• Building on 2016’s sound operational and clinical foundation

• Improved operational and manufacturing development

• Enhanced scientific credibility and support through expansion 
of scientific advisory board and data at key meetings 

• Presented positive data at key surgical and regenerative 
medicine meetings: SFB, AATS, APSA and ARM

• Implemented improvements in internal quality, regulatory and 
clinical infrastructure

• Actively transforming into a clinical stage company by building 
the necessary capabilities: cells, scaffold, transport

• Ongoing and additional pre-clinical activities

• Operational Improvements
• Clinical Readiness
• Scientific Validation



Thank You
QUESTIONS & ANSWERS

©2017, BIOSTAGE, INC. ALL RIGHTS RESERVED.
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