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Item 2.02 Results of Operations and Financial Condition.

On March 5, 2020, VBI Vaccines Inc. issued a press release announcing its financial results for the fourth fiscal 
quarter and twelve months ended December 31, 2019 and provided a corporate update and outlook for 2020. A copy of 
this press release is furnished as Exhibit 99.1 hereto and is incorporated herein by reference.

In accordance with General Instruction B.2 of Form 8-K, the information in this Current Report on Form 8-K, 
including Exhibit 99.1, that is furnished pursuant to this Item 2.02 shall not be deemed to be “filed” for the purposes of 
Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the 
liabilities of that section, and shall not be incorporated by reference into any registration statement or other document filed 
under the Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly set forth by specific 
reference in such filing.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

Exhibit No. Description

99.1 Press Release dated March 5, 2020*

* This exhibit is furnished pursuant to Item 2.02 and shall not be deemed to be “filed.”



SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to 
be signed on its behalf by the undersigned hereunto duly authorized.

VBI Vaccines Inc.

Date: March 5, 2020 By:/s/ Jeff Baxter
Jeff Baxter
President and Chief Executive Officer



Exhibit 99.1

VBI Vaccines Provides Corporate Update, Outlook for 2020, and Year-End 2019 Financial Results

● Q4 2020: Sci-B-Vac® regulatory approval submissions in the US, Europe, and Canada expected to begin
● Q2 2020 and Q4 2020: Data from Phase 2a of VBI’s cancer vaccine immunotherapeutic, VBI-1901, are expected
● H2 2020: Data from Phase 1b/2a study of hepatitis B immunotherapeutic, VBI-2601 (BRII-179) expected
● 2019 year-end cash position of $44.2 million

CAMBRIDGE, Mass. (March 5, 2020) – VBI Vaccines Inc. (Nasdaq: VBIV) (“VBI”), a commercial-stage 
biopharmaceutical company developing next-generation infectious disease and immuno-oncology vaccines, today 
provided a corporate update, its outlook for 2020, and announced financial results for the fourth quarter and twelve 
months ended December 31, 2019.

Annual Note from Jeff Baxter, President and CEO:

“Over the last 18 months, VBI has transformed into a company committed to changing the landscape of hepatitis B (HBV) 
by improving prevention and working to develop a functional cure. HBV is a significant global public health issue with an 
increasing disease burden – by example, the acute HBV infection rate in the US increased by 20.7% in 2015, rising for the 
first time since 2006, with the sharpest increases occurring largely in states that have been impacted most by the ongoing 
opioid epidemic1. More than that, HBV is often an asymptomatic virus – it is estimated that as many as 67% of people 
with chronic HBV in the US are unaware of their infection status2. All of this underlines the importance of vaccination 
against HBV.

“Our trivalent hepatitis B vaccine, Sci-B-Vac®, has successfully completed the pivotal Phase 3 program, demonstrating its 
ability to safely and rapidly elicit robust immune responses, conferring seroprotection in adults, including those who have 
been harder to protect, namely older adults, diabetics, and obese individuals. We are now working with the FDA and other 
regulatory agencies to prepare for submissions of regulatory approval applications in the US, Europe, and Canada, 
beginning in the fourth quarter of 2020. We believe Sci-B-Vac has the potential to be an efficacious, safe, and cost-
effective option for all adults seeking protection against HBV.

“While we believe prevention is always better, and more cost-effective, we also recognize the importance of a cure for 
HBV. Recent estimates of people chronically-infected with HBV worldwide range from 240 million to 350 million, with 
over 2 million in the US alone3; globally, more than 2 billion people have ever been infected with HBV, acutely or 
chronically4. The race to develop a functional cure for HBV is competitive, but we believe consensus amongst experts is 
building that an immunotherapeutic would be needed to achieve long-term immunologic control and restore the body’s 
defense against HBV. With our new trivalent formulation that enhances T-cell response, we believe VBI-2601 (BRII-179) 
is well-positioned to be the immunotherapeutic component of a functional cure. Initial data from the ongoing Phase 1b/2a 
clinical study for VBI-2601, conducted with our partner Brii Biosciences (Brii Bio), are expected in the second half of 
2020.

“In our other programs, we are integrating our cytomegalovirus (CMV) expertise with our proprietary enveloped virus-
like particle (eVLP) technology to develop therapeutic cancer vaccines and prophylactic vaccines. Our lead eVLP 
program, VBI-1901, targets the most aggressive form of adult brain cancer, glioblastoma (GBM), a CMV-associated solid 
tumor. GBM is a devastating disease leaving patients with few treatments options. Encouraging data from the ongoing 
Phase 1/2a study in recurrent GBM patients were presented throughout 2019, with demonstrated correlations between 
immunologic responses, tumor responses (assessed through MRI scans), and clinical responses (survival data). As a 
testament to the strength of the early data, we entered into a collaboration with GlaxoSmithKline (GSK) to clinically 
evaluate the combination of VBI-1901 with GSK’s proprietary AS01B adjuvant system, a highly-innovative adjuvant 
system that has contributed to positive results in GSK’s shingles vaccine, Shingrix. We expect additional data from Part B 
of the ongoing Phase 1/2a study throughout 2020. We hope to continue to see encouraging results from VBI-1901 as we 
work hard to provide meaningful benefit to these patients.



“There were numerous clinical milestones throughout 2019, but we believe 2020 will be an even more transformational 
year for the company. The VBI team in the US, Canada, and Israel are working hard to address significant unmet medical 
needs, and we believe this dedication and focus on successfully achieving fundamentals will drive shareholder value. We 
appreciate the continued shareholder support as well as that of our partners and volunteers who participate in our clinical 
trials, and we look forward to continued advancement and achievement in 2020 and beyond.”

Recent Key Program Achievements and Projected Upcoming Milestones:

Sci-B-Vac®: Trivalent Prophylactic HBV Vaccine

● June 2019 and January 2020 : Announcement of positive top-line results from both pivotal Phase 3 studies which, 
combined, showed:

o Non-inferiority of seroprotection rate (SPR) in all adults ≥ age 18 compared with Engerix-B®;
o Superiority of SPR in adults ≥ age 45 compared with Engerix-B®;
o Higher SPR in all key subgroup analyses of adults ≥ 18 years, including by age, gender, body mass 

index, diabetic status, and smoking status, compared with Engerix-B®;
o Higher SPR at all time points compared to Engerix-B® and, in CONSTANT, non-inferiority of SPR 

after 2 doses of Sci-B-Vac® compared with 3 doses of Engerix-B® in adults age 18-45 years;
o Lot-to-lot manufacturing consistency; and
o Safety and tolerability consistent with the known safety profile of Sci-B-Vac®, with no new safety risks 

identifies and no safety signals observed.

● Q2 2020 : Pre-BLA discussions expected with the FDA.
● Q4 2020 : Submission of applications for regulatory approvals in the US, Europe, and Canada expected to begin.

VBI-2601 (BRII-179): HBV Immunotherapeutic Candidate

● November 2019 : Initiation of enrollment in Phase 1b/2a study in patients with chronic HBV infection. The Phase 
1b/2a is a randomized, controlled study designed to assess the safety, tolerability, antiviral, and immunological 
activity of VBI-1901 (BRII-179). The study is expected to enroll up to 65 patients and is sponsored by our 
partner Brii Bio.

● H2 2020 : Initial human proof-of-concept data expected from Phase 1b/2a study.

VBI-1901: Cancer Vaccine Immunotherapeutic Candidate

● June 2019, November 2019, and March 2020: Encouraging data from the ongoing Phase 1/2a clinical study of 
VBI-1901 in recurrent GBM patients were announced, demonstrating that:

o VBI-1901 is well-tolerated at all doses tested, with no vaccine-related safety signals observed;
o Two patients in the high-dose cohort of Part A experienced a 60% reduction in the size of the primary 

tumor;
o In the high-dose cohort of Part A, vaccine response correlated with clinical response, with a 12-month 

overall survival (OS) rate of 83% (n=5/6) for vaccine responders vs. 33% (n=3/9) for non-responders – 
vaccine responders also saw a 6.25-month improvement in median OS (14.0 months) compared with 
vaccine non-responders (7.75 months); and

o Early tumor and immunologic responses in Part B aligned with responses and benefit observed in Part 
A.

● September 2019 : Announcement of collaboration with GSK to clinically evaluate VBI-1901 in combination with 
AS01B as a second arm in Part B of the ongoing Phase 1/2a study in first-recurrent GBM patients

● February 2020 : Enrollment initiated in VBI-1901 + GSK’s AS01B study arm
● Q2 2020 : Expanded immunologic, tumor, and clinical data expected from Phase 2a VBI-1901 + GM-CSF study 

arm
● Q4 2020 : Initial immunologic and tumor response data expected from Phase 2a VBI-1901 + AS01B study arm



Financial Results for the Three and Twelve Months Ended December 2019

● Cash Position: VBI ended the fourth quarter of 2019 with $44.2 million cash and cash equivalents compared 
with $59.3 million as of December 31, 2018.

● Net Cash Used in Operating Activities: Net cash used in operating activities for the full year 2019 was $48.7 
million, compared to $45.5 million for the same period in 2018.

● Cash Used for Purchase of Property and Equipment: The purchase of property and equipment in 2019 was 
$3.7 million, compared to $6.0 million in 2018, and was primarily in Rehovot, Israel, as part of the 
modernization and capacity increase of the manufacturing facility. As part of this process, manufacturing at the 
facility in Rehovot, Israel, was temporarily shut-down in 2018 and re-commenced in May 2019. Following 
completion of the modernization and capacity increase, VBI received the certificate of Good Manufacturing 
Practice (GMP) compliance from the Israeli Ministry of Health in January 2020.

● Revenue: Revenue for the three months ended December 31, 2019 and for the full year 2019 was $0.6 million 
and $2.2 million, respectively, compared to $2.7 million and $3.4 million for the same time periods in 2018, 
respectively. The decrease in revenue was due to decreased named-patient product sales in Europe in 2019. 
Additionally, there was a decrease as a result of the license revenue earned as part of the License Agreement with 
Brii Bio in 2018, but this was offset by an increase in R&D services revenue in 2019 as part of the same 
agreement with Brii Bio.

● Research and Development (R&D): R&D expenses for the fourth quarter and full year 2019 were $4.3 million 
and $26.3 million, respectively, compared to $10.1 million and $38.5 million for the same periods in 2018, 
respectively. The decrease in R&D spend in 2019 was primarily due to a decrease in costs as the Phase 3 program 
for Sci-B-Vac® neared completion.

● General and Administrative (G&A): G&A expenses for the fourth quarter and full year 2019 were $3.8 million 
and $14.1 million, respectively, compared to $9.9 million and $20.5 million for the same periods in 2018, 
respectively. The decrease in G&A expense in 2019 was primarily due to a $6 million payment made in 2018 to 
re-obtain Sci-B-Vac® distribution rights in Asia, with no similar payment made during 2019. Other variances 
include decreased administrative expenses and the re-allocation of expenses from G&A back to Cost of Goods in 
2019 related to the temporary Rehovot facility closure.

● Impairment Charge: There was an impairment charge of $6.3 million in 2019 related to goodwill, compared to 
$0.3 million in 2018.

● Net Loss: Net Loss and net loss per share for the year ended December 31, 2019 were $54.8 million and $0.46, 
respectively, compared to a net loss of $63.6 million and a net loss per share of $0.97 for the year ended 
December 31, 2018.

About VBI Vaccines Inc.

VBI Vaccines Inc. (Nasdaq: VBIV) is a commercial-stage biopharmaceutical company developing next generation 
vaccines to address unmet needs in infectious disease and immuno-oncology. VBI is advancing the prevention and 
treatment of hepatitis B, with the only commercially-approved trivalent hepatitis B vaccine, Sci-B-Vac®, which is 
approved for use in Israel, and recently completed its Phase 3 program in the U.S., Europe, and Canada. VBI is also 
developing an immunotherapeutic candidate as part of a functional cure for chronic hepatitis B. VBI’s enveloped virus-
like particle (eVLP) Platform technology enables development of eVLPs that closely mimic the target virus to elicit a 
potent immune response. VBI’s lead eVLP program candidates include a vaccine immunotherapeutic candidate targeting 
glioblastoma (GBM), a cytomegalovirus (CMV)-associated tumor, and a prophylactic CMV vaccine candidate. VBI is 
headquartered in Cambridge, MA with research operations in Ottawa, Canada and research and manufacturing facilities in 
Rehovot, Israel.

Website Home: http://www.vbivaccines.com/
News and Insights: http://www.vbivaccines.com/wire/
Investors: http://www.vbivaccines.com/investors/



Cautionary Statement on Forward-looking Information

Certain statements in this press release that are forward-looking and not statements of historical fact are forward-looking 
statements within the meaning of the safe harbor provisions of the Private Securities Litigation Reform Act of 1995 and 
are forward-looking information within the meaning of Canadian securities laws (collectively, “forward-looking 
statements”). The company cautions that such statements involve risks and uncertainties that may materially affect the 
company’s results of operations. Such forward-looking statements are based on the beliefs of management as well as 
assumptions made by and information currently available to management. Actual results could differ materially from 
those contemplated by the forward-looking statements as a result of certain factors, including but not limited to the ability 
to establish that potential products are efficacious or safe in preclinical or clinical trials; the ability to establish or maintain 
collaborations on the development of therapeutic candidates; the ability to obtain appropriate or necessary governmental 
approvals to market potential products; the ability to successfully commercialize our product candidates following 
regulatory approvals; the ability to obtain future funding for developmental products and working capital and to obtain 
such funding on commercially reasonable terms; the company’s ability to manufacture product candidates on a 
commercial scale or in collaborations with third parties; changes in the size and nature of competitors; the ability to retain 
key executives and scientists; and the ability to secure and enforce legal rights related to the company’s products. A 
discussion of these and other factors, including risks and uncertainties with respect to the company, is set forth in the 
Company’s filings with the Securities and Exchange Commission and the Canadian securities authorities, including its 
Annual Report on Form 10-K filed with the Securities and Exchange Commission and with the Canadian security 
authorities at sedar.com, as may be supplemented or amended by the Company’s Quarterly Reports on Form 10-Q. Given 
these risks, uncertainties and factors, you are cautioned not to place undue reliance on such forward-looking statements, 
which are qualified in their entirety by this cautionary statement. All such forward-looking statements made herein are 
based on our current expectations and we undertake no duty or obligation to update or revise any forward-looking 
statements for any reason, except as required by law.

VBI Vaccines Inc. and Subsidiaries
Selected Condensed Consolidated Balance Sheet
(In Thousands)

December 31, 2019 December 31, 2018

Assets
Cash and cash equivalents $ 44,213 $ 59,270
Accounts receivable, net 201 56
Inventory, net 1,075 911
Prepaid expenses and other current assets 1,474 1,494

Total current assets 46,963 61,731
Property and equipment, net 10,195 8,525
Intangible assets, net 60,756 58,249
Goodwill 2,208 8,265
Other non-current assets 2,079 835

Total Assets 122,201 137,605

Liabilities and stockholder’s equity
Accounts payable $ 1,127 $ 6,055
Other current liabilities 12,903 13,847
Deferred revenues 882 2,375
Current portion of long-term debt – related party 14,845 1,100

Total current liabilities 29,757 23,377
Total non-current liabilities 4,189 16,095

Total liabilities 33,946 39,472
Total stockholders’ equity 88,255 98,133
Total liabilities and stockholders’ equity 122,201 137,605



VBI Vaccines Inc. and Subsidiaries
Condensed Consolidated Statement of Operations and Comprehensive Loss
(In Thousands Except Share and Per Share Amounts)

For the Years Ended
December 31

2019 2018

Revenues $ 2,221 $ 3,355
Operating expenses

Cost of revenue 7,904 4,509
Research and development 26,332 38,467
General and administrative 14,092 20,509
Impairment charges 6,292 278

Total operating expenses 54,620 63,763
Loss from operations (52,399) (60,408)

Interest income (expense), net (2,196) (2,632)
Foreign exchange gain (loss) (218) (560)

Loss before income taxes (54,813) (63,600)
Income tax benefit - -

Net Loss $ (54,813) $ (63,600)
Basic and diluted net loss per share $ (0.46) $ (0.97)
Weighted-average number of shares used to compute basic and diluted net 
loss per share 119,446,377 65,647,781

Other comprehensive income (loss) -  currency translation adjustments 3,406 (5,223)
Comprehensive Loss $ (51,407) $ (68,823)

VBI Investor & Media Contact

Nicole Anderson
Director, Corporate Communications & IR
Phone: (617) 830-3031 x124
Email: IR@vbivaccines.com
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