
grit /grit/
noun 

a blend of passion and determination 
to achieve a specific and worthwhile goal



passion
DRIVEN BY  
INNOVATION



ONCOLOGY 
Immuno-oncology represents one of the most significant advances 
in the history of cancer treatment. Yet, cures remain elusive and 
many patients with cancer experience only modest clinical benefit.  
Gritstone’s approach in oncology is focused on identifying a new class 
of critical tumor targets, and then leveraging its novel and innovative  
vaccine vectors and antigen payloads to elicit differentiated, 
durable and potent immune response. Within oncology, we have 
two clinical programs that are advancing into late stage trials: 
an individualized immunotherapy, GRANITE, and an “off-the-shelf” 
shared immunotherapy, SLATE. Our collective experience with cancer 
immunotherapy suggests that as these vaccine programs move  
into patients with earlier stage of disease, immune responses  
may be stronger and the potential benefits of our approach could be 
further accentuated. 

INFECTIOUS DISEASES 
In early 2021, we expanded our programs to include infectious 
diseases with the announcements of a second-generation COVID-19 
vaccine program (CORAL) and a partnership with Gilead Sciences to 
develop a curative, therapeutic vaccine for people living with human 
immunodeficiency virus (HIV). In CORAL, we have demonstrated the 
potential for our unique vaccine candidates to generate both robust 
neutralizing antibody and T cell responses. Along with potentially 
helping the world address current and future variants of concern, 
this marks a credible first step toward developing a pan-coronavirus 
vaccine. We see great potential for our vaccine platform in treating 
and preventing viral disease and expect to continue expanding the 
infectious disease franchise in the years ahead. 

Since our founding, we have been driven  
by a deep passion to develop novel 
vaccines. Today, we are advancing multiple 
innovative product candidates to prevent 
and treat infectious diseases and cancer.  



determination
OPTIMIZING OUR 
TECHNOLOGIES



Our technologies enable rapid 
discovery, development, optimization 
and manufacturing of novel vaccines 
for oncology and infectious diseases. 
Independently and with our partners, 
we are advancing a portfolio of product 
candidates with the aim of improving 
patient outcomes and eliminating disease.

OUR PLATFORM
Our technologies, capabilities and know-how drive the discovery and 
advancement of our programs. Our best-in-class antigen/epitope 
prediction model, EDGETM, has enabled rapid vaccine candidate 
discovery in oncology and infectious diseases, and our innovative 
vectors and antigen payloads have shown to be capable of inducing 
differentiated immune response. We are leading the development of 
vaccines that incorporate the novel self-amplifying mRNA (samRNA) 
vaccine vector and have the in-house manufacturing capabilities and 
expertise to quickly develop vaccines of the highest standard.

PARTNERSHIPS
We have multiple collaborators for our COVID-19 vaccine program, 
CORAL. The Bill and Melinda Gates Foundation provided funding to 
support our preclinical work, and today CEPI (Coalition for Epidemic 
Preparedness Innovations) and NIAID (part of the National Institutes of 
Health) are each involved in one of our four ongoing Phase 1 clinical 
studies. Additionally, we entered into a license agreement with the La 
Jolla Institute for Immunology to access validated SARS-CoV-2 epitopes. 

Under our oncology pipeline, we have a collaboration with 2seventy 
bio, an affiliate of bluebird bio, to identify tumor-specific targets and 
natural T cell receptors directed to those targets for use in 2seventy bio’s 
established cell therapy platforms.

The HIV program arose from a partnership with Gilead Sciences to 
research and develop a vaccine-based immunotherapy as part of Gilead’s 
efforts to develop curative treatments for patients living with HIV. The 
IND for this program was cleared in December 2021. Gilead is responsible 
for conducting the Phase 1 study for the HIV-specific therapeutic vaccine.



Gritstone is continuing to push new frontiers in vaccine 
science, with innovation in the lab driving the creation of 
novel clinical product candidates that are rapidly cycled 
into the clinic for testing in humans. The challenging 
diseases we face are proving stubborn. The initial success 
of first-generation mRNA vaccines against COVID-19 
has paled as new viral variants continue to propagate, 
driving cycles of disease around the world, and vaccine-
elicited immunity proves modest and transient. We are all 
nervous about the prospect of future pandemics. Cancer is 
not meaningfully yielding to combinations of checkpoint 
inhibitor therapies, and cell therapy, so successful in B 
cell malignancies, has not yet cracked the code to enable 
effective therapies for the many solid tumor patients who 
continue to die from their cancer.

Gritstone is running straight at these challenges. Our 
best-in-class prediction of T cell targets using our artificial 
intelligence-enabled model, EDGETM, is driving design 
of novel vaccine immunogens that engage the critical 
cellular side of adaptive immunity to augment antibody-
mediated immunity. T cell targets within viruses, such 
as SARS-CoV-2, are often more conserved than antibody 
targets and attacking them may drive variant-proof 
immunity. Placing these chimeric immunogens (both 
antibody and T cell targets) inside our potent vectors, 
particularly our first-in-human self-amplifying mRNA 
(samRNA), is an exciting strategy that builds upon what 
we’ve learned since the pandemic began, and represents 
a promising path to providing durable, variant-proof 
vaccines. The Gates Foundation, National Institute of 
Allergy and Infectious Diseases (NIAID) and the Coalition 
for Epidemic Preparedness Innovations (CEPI) recognized 
our unique approach and decided to support our CORAL 
program. With their assistance, we are now testing our 
innovative COVID-19 vaccine candidates in multiple 

clinical trials around the world and are seeing promising 
early clinical data. We find large-scale assessment of  
T cell responses to be a widely acknowledged gap in 
global vaccine development campaigns to date and are 
seeking to address this in our trials. Our unique approach 
may also support the development of a pan-coronavirus 
vaccine, a critical goal as future pandemic preparedness 
begins to assume greater importance across the globe.

Our neoantigen-directed immunotherapy candidates 
for cancer are also moving swiftly through the clinic. 
Our individualized vaccine program, GRANITE, has 
graduated from single arm, exploratory phase 1/2 trials 
into a randomized phase 2/3 trial in patients with newly 
diagnosed metastatic colorectal carcinoma. Phase 1/2 
data were very encouraging, even in patients with very 
advanced disease who are not ideal candidates for active 
vaccines that likely need both time and strong immune 
systems to exert their effects. For GRANITE, we believe 
that sophisticated assessment of trial endpoints is likely 
to be needed. Since our goal is to drive proliferation of T 
cells in tumor lesions, lesion shrinkage by radiology may 
be a suboptimal metric of clinical benefit. Fortunately, 
we believe the new biomarker of circulating tumor DNA 
(ctDNA) quantitation is proving to be a robust tool for 
assessing effects of novel immunotherapy, likely offering 
much more information than the current method of CT 
scans. Our off-the-shelf vaccine program, SLATE, is also 
flourishing as an iterative cycle of product optimization 
based on phase 1/2 data enabled a second, optimized 
version of our mutant KRAS candidate that is now in 
phase 2 testing, and early signals of superiority over 
version one have already been realized. We learn. We 
evolve. We re-examine. 

Great solutions to recalcitrant problems don’t arise easily, 
and the challenging financing environment is causing 
strong headwinds to our sector, but Gritstone is, as you 
would expect, exhibiting true grit. Our science is world 
class, our proposed solutions are innovative and our ability 
to test efficiently in humans has been demonstrated. Our 
in-house biomanufacturing capabilities are an enormous 
asset to us and our partners and enable the rapid cycling 
of product candidates from bench to bedside and back 
again. We are driving towards phase 2 proof of concept 
across our programs and look forward to an exciting 
future. Thank you for joining us and supporting us.

Sincerely,

Andrew Allen, M.D., Ph.D. 
Co-founder, President and Chief Executive Officer 
April 27, 2022

TO OUR STOCKHOLDERS, 
COLLABORATORS, COLLEAGUES 
AND PARTNERS
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EXPLANATORY NOTE

Gritstone bio, Inc. (the “Company”, “we”, “our” and “us”) is filing this Amendment No. 1 (the “Amendment No. 1”) solely to amend our Annual 
Report on Form 10-K for the fiscal year ended December 31, 2021 (the “Original Filing”), originally filed with the Securities and Exchange Commission 
(the “SEC”) on March 10, 2022 (the “Original Filing Date”). We are filing this Amendment No. 1 to amend clerical errors made in Part I of the Original 
Filing. The clerical errors were made in the third sentence and the title of Figure 8 included under the heading “Item 1. Business—New Developments—
GRANITE updates”.

Part IV of the Original Filing is being amended solely to add new certifications in accordance with Rule 13a-14(a) of the Securities Exchange Act 
of 1934, as amended (the “Exchange Act”). Because no financial statements have been included in this Amendment No. 1 and this Amendment No. 1 does 
not contain or amend any disclosure with respect to Items 307 and 308 of Regulation S-K, paragraphs 3, 4 and 5 of the certifications have been omitted. We 
are not including the certifications under Section 906 of the Sarbanes-Oxley Act of 2002 as no financial statements are being filed with this Amendment 
No. 1.

Except as set forth herein, this Amendment No. 1 does not change the previously reported financial statements or any of the other disclosures 
contained in Part I, Part II, Part III or Part IV of the Original Filing.  Unless expressly noted otherwise, the disclosures in this Amendment No. 1 continue to 
speak as of the Original Filing Date and do not reflect events occurring after the Original Filing Date. Accordingly, this Amendment No. 1 should be read 
in conjunction with the Original Filing, our subsequent filings with the SEC and any amendments thereto.
 



 

Item 1. Business. 

New Developments
 
GRANITE updates

On January 13, 2022, we announced the first patient was enrolled for inclusion in the GRANITE -CRC-1L study, a Phase 2/3 trial evaluating our 
individualized neoantigen vaccine (GRANITE) for first line (1L) maintenance treatment of metastatic, microsatellite-stable colorectal cancer (MSS-CRC).

On January 13, 2022, we also announced updated interim data from the Phase 1/2 GRANITE trial evaluating individualized immunotherapy in 
combination with nivolumab (OPDIVO®) and ipilimumab (YERVOY®) in patients with advanced solid tumors. As of the January 5, 2022 data cutoff 
date, 6 out of 12 MSS-CRC patients treated in such GRANITE trial, who were alive at the time of our ESMO 2021 data presentation on September 17, 
2021, remained alive, and the correlation between ctDNA and overall survival continued to be observed (Figure 8).

As of March 2022, the first patient was enrolled for inclusion in the GRANITE–CRC-ADJUVANT study, a randomized, controlled phase 2 trial of
adjuvant GRANITE immunotherapy in MSS-CRC patients with stage II/III disease who are ctDNA+ after definitive surgery.

 
Figure 8. ctDNA Reduction Associated with Prolonged Overall Survival in Phase 1/2 trial assessing GRANITE
 

 



 
PART IV 

 
Item 15. Exhibits and Financial Statement Schedules. 
 

(a)(3) Exhibits
 
The documents listed in the Exhibit Index are filed with this report, in each case as indicated therein (numbered in accordance with Item 601 of 
Regulation S-K).

 
Exhibit
Number

   Exhibit Description    Incorporated by Reference    Filed
Herewith     

            Form    Date    Number      
                                

                                

31.1  
 

Certification of Chief Executive Officer, as required by Rule 13a-14(a) or Rule 
15d-14(a) under the Securities Exchange Act of 1934, as amended.

 
 

    
 

    
 

      X

                                

31.2    Certification of Chief Financial Officer, as required by Rule 13a-14(a) or Rule 
15d-14(a) under the Securities Exchange Act of 1934, as amended.

                     X

                                
                                

101.INS    Inline XBRL Instance Document                      X
                                

101.SCH    Inline XBRL Taxonomy Extension Schema Document                      X
                                

101.CAL    Inline XBRL Taxonomy Extension Calculation Linkbase Document                      X
                                

101.DEF    Inline XBRL Taxonomy Extension Definition Linkbase Document                      X
                                

101.LAB    Inline XBRL Taxonomy Extension Labels Linkbase Document                      X
                                

101.PRE    Inline XBRL Taxonomy Extension Presentation Linkbase Document                      X
                                

104    The cover page from the Company’s Amendment No. 1 to the Annual Report on 
Form 10-K for the year ended December 31, 2021 has been formatted in Inline 
XBRL.

                     X

 



 
SIGNATURES

Pursuant to the requirements of Section 13 or 15(d) of the Securities Exchange Act of 1934, as amended, the Registrant has duly caused this 
Annual Report on Form 10-K/A to be signed on its behalf by the undersigned, thereunto duly authorized.
 
      GRITSTONE BIO, INC.
           

Date: May 3, 2022    By:   /s/ Andrew Allen
         Andrew Allen, M.D., Ph.D.

        
President and Chief Executive Officer
(Principal Executive Officer)

 
Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, this Annual Report on Form 10-K/A has been signed below by the 
following persons on behalf of the Registrant in the capacities and on the dates indicated.
  

Name    Title    Date
              

/s/ Andrew Allen     President, Chief Executive Officer and Director  
 

May 3, 2022

Andrew Allen, M.D., Ph.D.     (Principal Executive Officer)      
              

/s/ Vassiliki Economides     Chief Financial Officer  
 

May 3, 2022

Vassiliki Economides     (Principal Financial Officer)      
              

/s/ James Cho    Chief Accounting Officer  
 

May 3, 2022

James Cho    (Principal Accounting Officer)  
 

  

              

*     Chairperson of our Board of Directors  
 

May 3, 2022

Elaine Jones, Ph.D.            
              

*     Director  
 

May 3, 2022

Clare Fisher            
              

*     Director  
 

May 3, 2022

Steve Krognes            
              

*     Director  
 

May 3, 2022

Naiyer A. Rizvi, M.D.            
              

*     Director  
 

May 3, 2022

Richard Heyman, Ph.D.            
              

*     Director  
 

May 3, 2022

Shefali Agarwal, M.D., M.P.H.            

  
  

* By: /s/ Andrew Allen
   Andrew Allen, M.D., Ph.D.
   Attorney-in-Fact

  
 



 
Exhibit 31.1

CERTIFICATION OF PRESIDENT AND CHIEF EXECUTIVE OFFICER PURSUANT TO 

EXCHANGE ACT RULES 13A-14(A) AND 15D-14(A), 


AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

 

I, Andrew Allen, M.D., Ph.D., certify that:

1.I have reviewed this Amendment No. 1 to the Annual Report on Form 10-K of Gritstone bio, Inc.; and

2. Based on my knowledge, this Amendment No. 1 does not contain any untrue statement of a material fact or omit to state a material fact necessary to 
make the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered 
by this Amendment No. 1.

 
Date: May 3, 2022  

   
 
 

By:  
  /s/ Andrew Allen

   
   

 
   

 
  Andrew Allen, M.D., Ph.D.

   
   

 
   

 
 

President and Chief Executive Officer
(Principal Executive Officer)

 
 



 
Exhibit 31.2

CERTIFICATION OF CHIEF FINANCIAL OFFICER PURSUANT TO 

EXCHANGE ACT RULES 13A-14(A) AND 15D-14(A), 


AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, Vassiliki Economides, certify that:

1. I have reviewed this Amendment No. 1 to Annual Report on Form 10-K of Gritstone bio, Inc.; and

2. Based on my knowledge, this Amendment No. 1 does not contain any untrue statement of a material fact or omit to state a material fact necessary to 
make the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered 
by this Amendment No. 1.

 
Date: May 3, 2022

    
 
 

By:  
  /s/ Vassiliki Economides

 
    

 
   

 
  Vassiliki Economides

 
    

 
   

 
 

Chief Financial Officer
(Principal Financial Officer)
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Graham Lord, M.D., Ph.D.
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Andrew Allen, M.D., Ph.D.
Co-founder, President and  
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Celia Economides
Executive Vice President and  
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Matthew Hawryluk, Ph.D.
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About Gritstone: 
Gritstone bio, Inc. (Nasdaq: GRTS), a clinical-stage biotechnology company, is developing the next generation of immunotherapies against multiple cancer types and 
infectious diseases. Gritstone develops its products by leveraging two key pillars—first, a proprietary artificial intelligence-based platform, Gritstone EDGE™, which is 
designed to predict antigens that are presented on the surface of cells, such as tumor or virally-infected cells, that can be seen by the immune system; and, second, 
the ability to develop and manufacture potent immunotherapies utilizing these antigens to potentially drive the patient’s immune system to specifically attack and 
destroy disease-causing cells. The company’s lead oncology programs include an individualized neoantigen-based immunotherapy, GRANITE, and an “off-the-shelf” 
shared neoantigen-based immunotherapy, SLATE, which are being evaluated in clinical studies. Within its infectious disease pipeline, Gritstone is advancing CORAL, a 
program delivering T cell enhanced self-amplifying mRNA (samRNA) vaccines for COVID-19 that is supported by departments within the National Institutes of Health 
(NIH), the Bill & Melinda Gates Foundation, the Coalition for Epidemic Preparedness Innovations (CEPI) and through a license agreement with La Jolla Institute for 
Immunology. Additionally, the company has a global collaboration for the development of a therapeutic HIV vaccine with Gilead Sciences. For more information, 
please visit www.gritstonebio.com.

Forward-Looking Statements: 
This press release contains forward-looking statements, including, but not limited to, statements related to the potential of Gritstone’s therapeutic programs; the 
advancements in Gritstone’s ongoing clinical trials; the timing of data announcements related to ongoing clinical trials and the initiation of future clinical trials. Such 
forward-looking statements involve substantial risks and uncertainties that could cause Gritstone’s research and clinical development programs, future results, perfor-
mance or achievements to differ significantly from those expressed or implied by the forward-looking statements. Such risks and uncertainties include, among others, 
the uncertainties inherent in the drug development process, including Gritstone’s programs’ clinical stage of development, the process of designing and conducting 
preclinical and clinical trials, the regulatory approval processes, the timing of regulatory filings, the challenges associated with manufacturing drug products, Gritstone’s 
ability to successfully establish, protect and defend its intellectual property and other matters that could affect the sufficiency of existing cash to fund operations. Grit-
stone undertakes no obligation to update or revise any forward-looking statements. For a further description of the risks and uncertainties that could cause actual results 
to differ from those expressed in these forward-looking statements, as well as risks relating to the business of Gritstone in general, see Gritstone’s most recent Annual 
Report on Form 10-K filed on March 10, 2022 and Gritstone’s future reports to be filed with the Securities and Exchange Commission. The forward-looking statements 
in this press release are based on information available to Gritstone as of the date hereof. Gritstone disclaims any obligation to update any forward-looking statements, 
except as required by law..

DESIGN: HANE CHOW, INC.  PHOTOGRAPHY:  CURTIS MYERS, portrait on page 4, iStock images on pages Inside Front Cover  –   page 3, and STEPHEN ELLIOTT on the Front Cover

Obtaining Financial Statements
A copy of our Annual Report on Form 10-K is 
posted to our website. You may also obtain a 
copy by written or email request to: 

Gritstone bio, Inc. 
5959 Horton Street, Suite 300 
Emeryville, CA 94608 
Attn: Investor Relations 
Email: ir@gritstone.com

Annual Meeting
June 17, 2022 at 9:00am PT 
Our virtual shareholder meeting may be 
accessed at www.virtualshareholdermeeting.
com/GRTS2022 using the 16-digit control 
number which is included on the Notice of 
Internet Availability of Proxy Materials and 
your Proxy Card.

Trading Information
The common stock of Gritstone bio, Inc. is 
traded on the Nasdaq Global Select Market 
under the symbol “GRTS”.

Transfer Agent
Information regarding stock certificates, 
change of address, ownership transfer or 
other stock matters can be obtained from: 
American Stock Transfer & Trust LLC
6201 15th Avenue 
Brooklyn, NY 11219
www.astfinancial.com
Email: help@astfinancial.com
Phone: (800) 937-5449 or (718) 921-8124

Independent Registered Public 
Accounting Firm
Ernst & Young LLP
275 Shoreline Drive, Suite 600
Redwood City, CA 94065
Phone: (650) 802-4500



5959 Horton Street
Suite 300 Emeryville, CA 94608

(510) 871-6100

www.gritstonebio.com




