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BioLineRx is a late clinical-stage biopharmaceutical company advancing 
lead candidate Motixafortide (BL-8040), a platform molecule targeting 
indications in stem cell mobilization for multiple myeloma (MM) and in the 
treatment of advanced pancreatic cancer. The second candidate in the 
portfolio, AGI-134, is being evaluated in a Ph1/2a study in solid tumors.  

Motixafortide, a CXCR4 chemokine antagonist, is able to mobilize hema-
topoietic stem cells (HSCs) for successful transplantation in fewer apher-
esis sessions vs primary therapy, G-CSF. Many transplant-eligible pa-
tients have trouble achieving collection targets using SoC G-CSF alone & 
require additional agents to facilitate success. Motixafortide and G-CSF 
together achieved targeted collection in 88.3% of patients after only one 
apheresis session compared to 9.5% using G-CSF alone. Top-line re-
sults from the related Ph3 study, GENESIS, were recently published. A 
pre-NDA meeting with the FDA was held, to be followed by a mid-2022 
NDA submission and commercialization in 2023, if approved.  

The second pipeline candidate, AGI-134, is a synthetic α-Gal glycolipid 
that is pursuing an indication in cancer immunotherapy for solid tumors 
and is currently in an open-label study in the UK and Israel with results 
expected in 2H:22. 

52-Week High 3.15 
52-Week Low 1.01 
One-Year Return (%) -41.2 
Beta 1.92 
Average Daily Volume (sh) 124,779 
  
Shares Outstanding (mil) 47.9 
Market Capitalization ($mil) 81.4 
Short Interest Ratio (days) 4.7 
Institutional Ownership (%) 7.0 
Insider Ownership (%) 0.0 

  

Annual Cash Dividend  $0.00 
Dividend Yield (%)  0.00 
  
5-Yr. Historical Growth Rates  
    Sales (%) N/A 
    Earnings Per Share (%) N/A 
    Dividend (%)   N/A 
  

P/E using TTM EPS N/A 

P/E using 2022 Estimate N/A 

P/E using 2023 Estimate N/A 
  
Zacks Rank N/A 
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ZACKS ESTIMATES 
 

Revenue  
(In millions of USD) 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2021 $0.0 A $0.0 A $0.0 A $0.0 A $0.0 A 

2022 $0.0 A $0.0 A $0.0 E $0.0 E $0.0 E 

2023     $3.8 E 

2024     $14.6 E 
 

Earnings per Share 
 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2021 -$0.02 A -$0.01 A -$0.01 A -$0.01 A -$0.04 A 

2022 -$0.01 A -$0.01 A -$0.01 E -$0.01 E -$0.03 E 

2023     -$0.03 E 

2024     -$0.01 E 

 
  

 
  

 
 
 

Based on our DCF model and a 15% discount rate, BioLineRx is 
valued at approximately $7.25 per share.  Regarding ultimate 
approval and commercialization success, our model applies an 
85% probability to motixafortide in HSC mobilization, an 18% 
probability to motixafortide in PDAC and a 12% probability to 
AGI-134 in solid tumors. The model includes contributions from 
the United States and Rest of World. 
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WHAT’S NEW 
 
Second Quarter 2022 Operational and Financial Results  
 
On August 16, 2022, BioLineRx Ltd. (NASDAQ: BLRX) reported 2Q:22 operational and financial results in a press 
release concurrent with the filing of Form 6-K.  A conference call and webcast were hosted later that morning.  Key 
highlights since the previous update in May guidance toward a September submission of the new drug application 
(NDA) for Motixafortide in stem cell mobilization (SCM), the addition of a Chief Commercial Officer who has already 
begun pre-launch activities and entry into a motixafortide collaboration agreement with GenFleet Therapeutics.   
 
Upcoming milestones include:  
 

➢ BL-8040 NDA submission for stem cell mobilization (SCM) – September 2022 

➢ AGI-134 Phase I/IIa initial results - 2H:22 

➢ Presentation of GENESIS data at medical meetings & conferences – 2022/2023 

➢ Phase II combination study of motixafortide with GenFleet - 2023 

➢ Potential FDA approval of motixafortide - 2023 

➢ US launch of motixafortide in SCM – 2023 

➢ Potential initiation of randomized Phase 2 study of AGI-134 – 2023  
 
Below we summarize financial results for the period ended June 30, 2022, compared to the same ending June 30, 
2021:  
 

➢ Research and development expenses totaled $5.4 million, increasing 5% from $5.1 million, resulting primar-
ily from a rise in expenses associated with the AGI-134 study, offset by lower costs associated with the 
completed GENESIS trial, as well a decrease in motixafortide-related NDA support activities;   

➢ Sales and marketing expenses were $1.2 million, up 250% from $0.3 million on account of initiation of pre-
commercialization activities related to motixafortide, as well as an increase in market research;  

➢ General and administrative expenses were $1.0 million, even with prior period levels;  

➢ Non-operating income was $0.5 million related to revaluation of warrant liabilities; 

➢ Net financial expenses amounted to ($0.3) million compared to ($0.1) million, on greater net financial ex-
penses; 

➢ Net loss was ($7.4) million compared with ($6.8) million, or ($0.01) and ($0.01) per share respectively.  
 
Cash, equivalents and short-term bank deposits as of June 30, 2022 totaled $43.1 million.  BioLineRx has only cur-
rent maturities of long-term loans amounting to $1.0 million.  Cash burn during 2Q:22 amounted to ($6.3) million.  
Financing cash flows of ($0.7) million relate to repayments of a loan from Kreos Capital and lease liabilities partially 
offset by issuance of share capital and warrants.  
 
Collaboration with GenFleet Therapeutics 
 
In June, BioLineRx signed an agreement with Shanghai, China-based GenFleet Therapeutics to design and man-
age a randomized Phase IIb triple combination trial of motixafortide in first line pancreatic ductal adenocarcinoma.  
While GenFleet will be running the trial, BioLineRx will maintain global rights to motixafortide in all indications.   
 
GenFleet’s interest in the triple combination trial was stimulated by the results from the Phase IIa COM-
BAT/KEYNOTE-202 study included in the following exhibit.  The 200-subject trial will evaluate motixafortide along 
with a checkpoint inhibitor and chemotherapy compared with standard of care.  BioLineRx’ contribution to the ven-
ture will the drug.  Oversight of the trial will be conducted by a joint development committee and if the triple combi-
nation is successful, and approved, GenFleet will receive low to mid-single digit tiered percentage royalties on fu-
ture motixafortide sales.   

 

https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-reports-second-quarter-2022-financial-results-and
https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-reports-second-quarter-2022-financial-results-and
https://ir.biolinerx.com/static-files/024abb23-cae6-42d5-90bd-c68a09ef0a28
https://veidan.activetrail.biz/biolineq2-2022?action=thankyou
https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-announces-collaboration-agreement-genfleet
http://www.genfleet.com/en/
https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-announces-final-results-phase-2a-combatkeynote-202
https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-announces-final-results-phase-2a-combatkeynote-202
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Exhibit I – COMBAT Trial Results1 

 
 
Positive results from pharmacoeconomic study 
As an adjunct to the Phase III trial, a pharmaco-economic study was initiated to evaluate the potential cost savings 
from using motixafortide.  The aim of the study, performed by IQVIA’s Global Health Economics and Outcomes Re-
search team, was to demonstrate the cost benefit derived from a reduction in doses of G-CSF and apheresis ses-
sions required, a reduction in rescue therapies required, higher rates of transplantation, and quality-of-life benefits in 
motixafortide-treated patients.  The pharmacoeconomic study measured health resource utilization (HRU) during 
BioLineRX’ GENESIS trial.  Included in the HRU data collected were the following: 
 

➢ Motixafortide and G-CSF doses; 

➢ Apheresis sessions performed, in primary mobilization; 

➢ Percentage of patients needing rescue mobilization due to poor primary mobilization, including apheresis 
sessions needed; and 

➢ G-CSF and plerixafor doses required and hospitalization costs related to conditioning and transplantation, 
including length of stay.   

 
Exhibit II – Motixafortide Cost Benefit vs. G-CSF & Plerixafor2 

 
 
Quality-adjusted-life-years (QALYs) gained were also added to the model.  Motixafortide plus G-CSF was associat-
ed with a statistically significant HRU decrease during the autologous stem cell transplantation process compared to 
standard-of-care G-CSF alone. 

Data from the study was shared in an October 2021 release that highlighted a significant benefit for the use of 
motixafortide.  The cost benefits for using motixafortide in combination with G-CSF in multiple myeloma patients 
were estimated at ~$17,000 (later updated to ~$19,000 in the FY:21 annual results to reflect inflation), excluding the 
cost of motixafortide, when compared to the cost of G-CSF alone.  The benefits arise from the ability of motixafor-
tide to increase the success of apheresis sessions, to HRU during the autologous stem cell transplantation process 

 
1 BioLineRx August 2022 Corporate Presentation 
2 BioLineRx August 2022 Corporate Presentation 

https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-announces-positive-results-pharmacoeconomic-study
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and produce QALY benefits.  There are also additional safety and time benefits as well due to the fewer number of 
administrations and apheresis sessions needed.  
 
On March 3, 2022, BioLineRx provided additional analysis from a follow-on pharmacoeconomic study based on da-
ta from BioLineRx’ Phase III GENESIS trial.  This study evaluated cost effectiveness of motixafortide in combination 
with G-CSF compared with plerixafor with G-CSF in multiple myeloma patients undergoing autologous stem cell 
transplant.  The supplemental analysis was performed by the same team at IQVIA which had generated the original 
findings reported in October 2021.  Plerixafor data was sourced from literature as if it were an arm of the GENESIS 
trial (Bucher method), and these results were implemented in the cost-effectiveness model.  Compared with 
plerixafor with G-CSF, motixafortide with G-CSF demonstrated a statistically significant decrease in HRU, improve-
ment in QALY benefits, and net cost savings of ~$30,000 not including the cost of motixafortide, further supporting 
motixafortide and G-CSF as new standard of care in mobilization for autologous transplant.   
 
An additional study was commissioned by BioLineRx and conducted by ZS Associates which identified the value of 
the U.S. stem cell mobilization market at $360 million and growing.  Management estimates that global markets for 
SCM exceed $500 million in annual revenues.   
 
Commercialization  
Management has shared initial thoughts regarding commercialization plans for motixafortide.  Pre-
commercialization activities have started and include preparations related to engaging key vendors, commercial 
packaging and design, pricing and market access activities and brand name selection.  The new hire with these re-
sponsibilities, Holly May, was hired in June as Chief Commercial Officer (CCO).  Some of her other responsibilities 
will include medical affairs, which includes institutional profiling, medical materials outreach to key stakeholders, 
and engaging commercial packaging, serialization and third-party logistics planners.  The company is open to either 
internal or external commercialization and has identified about 80 transplant centers3 in the US that represent over 
80% of stem cell transplant volume.  A sales force of about 15-20 sales personnel would likely be appropriate for 
this number of touch points if BioLineRx elects to pursue commercialization on its own. 
 
Pre-NDA meeting with FDA held for BL-8040 
On January 18, 2022, BioLineRx announced that it conducted a successful pre-NDA meeting with the FDA.  Last 
year, top-line results for GENESIS were reported in May, following last-patient last-follow-up.  GENESIS was 
launched in December 2017, and was a randomized, placebo-controlled, multi-center, Phase III registrational trial 
for the mobilization of hematopoietic stem cells for autologous transplantation in patients with multiple myeloma 
(MM).  The trial began with an open-label, lead-in period for dose confirmation targeting 10-30 patients to evaluate 
safety and efficacy of motixafortide with G-CSF.  Positive results from the initial lead-in period with 11 patients 
prompted the Data Monitoring Committee to give the go-ahead to advance the full study, which targeted inclusion of 
177 patients across more than 25 centers.   
 
In August 2020, an interim analysis for the full study, based on approximately 65% of the intended study sample 
size, was developed as patient dropout had been significantly lower than expected.  Interim results were positive 
and were announced in October 2020.  Equipped with statistically significant results, the DMC recommended a halt 
to patient enrollment.  Topline results were made available in May 2021.  On January 18, 2022, BioLineRx an-
nounced that it had a successful pre-NDA meeting with the FDA.  The purpose of the meeting was to reach an 
agreement with the FDA regarding the content of motixafortide’s NDA and to confirm that GENESIS provided suffi-
cient clinical data.  The FDA agreed that the proposed submission was sufficient.  BioLineRx anticipates the NDA 
submission will occur in September 2022.   
 
Enrollment completed, Phase I/IIa (Part 2) AGI-134 
On January 24, 2022, BioLineRx announced that enrollment for its Phase I/IIa was completed for AGI-134.  AGI-
134 is BioLineRx’ intratumoral cancer vaccine candidate.  This first-in-man study (NCT03593226) is designed to as-
sess the safety and biological activity of AGI-134 in unresectable metastatic solid tumors.  The Phase 1/2a study is 
a multicenter, open-label affair, which recruited 38 patients in the UK, Spain and Israel in two parts.  Part 1 was 
completed in five subjects, and determined the recommended dose for part 2.  Part 2 is a dose expansion study at 
the recommended dose in 33 patients, designed to evaluate the safety and tolerability of AGI-134, and to validate 
AGI-134's mechanism of action using a wide array of biomarkers.  Results from the trial are expected to be an-
nounced in 2H:22.  If results are favorable, BioLineRx will initiate a randomized Phase II study in 2023. 
 

 
3 BioLineRX management stated that there were about 212 stem cell transplant centers in the United States, of which 79% comprise more than 
80% of all procedures.   

https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-announces-additional-positive-results-pharmacoeconomic
https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-announces-appointment-commercial-strategy-and
https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-announces-successful-completion-pre-nda-meeting-fda
https://ir.biolinerx.com/news-releases/news-release-details/biolinerx-announces-completion-enrollment-phase-12a-study
https://clinicaltrials.gov/ct2/show/NCT03593226?term=agi-134&draw=2&rank=1
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Exhibit III – BioLineRx Pipeline4 

 
 
Summary 
  
On August 16, 2022, BioLineRx reported second quarter 2022 financial and operational results.  Highlights for the 
quarter and to date include guidance for a September 2022 submission of the motixafortide BLA, advancement of a 
variety of pre-launch activities including the hiring of a CCO, a collaboration agreement with GenFleet Therapeutics 
and reiteration of guidance for a 2H:22 topline report for AGI-134 and a 2023 launch of a trial for the asset if data 
are favorable.   
 
BioLineRx’ lead candidate, motixafortide, has completed its pivotal trial in stem cell mobilization for multiple myelo-
ma and we expect an NDA to be submitted in September.  Following an expected year-long review process, we see 
commercialization beginning mid-2023.  The market for motixafortide is sizable with approximately 23,000 stem cell 
transplants taking place per year in the United States.  About 59% of these are autologous and 90% are in MM and 
lymphomas with about 65% of the autologous MM and lymphoma patients appropriate for the therapy.  BioLineRx’ 
second indication for motixafortide is in pancreatic cancer which is being developed in Phase II trials.  Our timeline 
anticipates that a Phase II/III or Phase III trial will be launched in the next year producing top-line in 2026, followed 
by submission to regulatory agencies in the US, Europe and China.  We also model development and eventual 
commercialization of AGI-134 in the United States.  We maintain a valuation of $7.25 per share. 
 
 
 
 

 
4 BioLineRx August 2022 Corporate Presentation 
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      PROJECTED FINANCIALS 

  
BioLineRx Ltd. - Income Statement5  
 

BioLineRx 2021 A Q1 A Q2 A Q3 E Q4 E 2022 E 2023 E 2024 E

Total Revenues ($US '000) $0 $0 $0 $0 $0 $0 $3,820 $14,619 
Research & Development $19,466 $4,435 $5,395 $3,800 $3,200 $15,400 $18,250 $19,500 

Sales & Marketing Expense $1,003 $637 $1,158 $225 $225 $2,245 $880 $880 

General & Administrative Expense $4,308 $1,007 $1,049 $1,170 $1,203 $4,429 $5,000 $5,175 

Income from operations ($24,777) ($6,079) ($7,602) ($5,195) ($4,628) ($22,074) ($20,310) ($10,936)
Non-operating Income, Net ($1,830) $1,268 $458 $0 $0 $1,726 $420 $425 

Financial Expenses ($1,006) ($186) ($379) ($120) ($100) ($785) $0 $0 

Financial Income $559 $67 $80 $50 $50 $247 $100 $0 

Pre-Tax Income ($27,054) ($4,930) ($7,443) ($5,265) ($4,678) ($20,886) ($19,790) ($10,511)

Net Income ($27,054) ($4,930) ($7,443) ($5,265) ($4,678) ($20,886) ($19,790) ($10,511)
Net Marg in

Reported EPS ($0.04) ($0.01) ($0.01) ($0.01) ($0.01) ($0.03) ($0.03) ($0.01)
Basic Shares Outstanding 662,934 715,156 715,366 755,000 765,000 737,630 785,000 790,000 

Source: Company Filing  / /  Zacks  Inves tment R esearch, Inc. Es timates                                                                      
 

 
5 Financial statement information presents data as originally reported. 
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     HISTORICAL STOCK PRICE  
 

BioLineRx Ltd. – Share Price Chart6 
 

 
6 Source: Zacks Research System 

 



 
© Copyright 2022, Zacks Investment Research. All Rights Reserved. 

 
      DISCLOSURES 

 
The following disclosures relate to relationships between Zacks Small-Cap Research (“Zacks SCR”), a division of Zacks Investment Research 
(“ZIR”), and the issuers covered by the Zacks SCR Analysts in the Small-Cap Universe. 
 
ANALYST DISCLOSURES 

I, John Vandermosten, hereby certify that the views expressed in this research report accurately reflect my personal views about the subject se-
curities and issuers. I also certify that no part of my compensation was, is, or will be, directly or indirectly, related to the recommendations or 
views expressed in this research report. I believe the information used for the creation of this report has been obtained from sources I considered 
to be reliable, but I can neither guarantee nor represent the completeness or accuracy of the information herewith. Such information and the 
opinions expressed are subject to change without notice. 
 

INVESTMENT BANKING AND FEES FOR SERVICES  

Zacks SCR does not provide investment banking services nor has it received compensation for investment banking services from the issuers of 
the securities covered in this report or article. 
 
Zacks SCR has received compensation from the issuer directly, from an investment manager or from an investor relations consulting firm en-
gaged by the issuer for providing non-investment banking services to this issuer and expects to receive additional compensation for such non-
investment banking services provided to this issuer. The non-investment banking services provided to the issuer includes the preparation of this 
report, investor relations services, investment software, financial database analysis, organization of non-deal road shows, and attendance fees 
for conferences sponsored or co-sponsored by Zacks SCR. The fees for these services vary on a per-client basis and are subject to the number 
and types of services contracted.  Fees typically range between ten thousand and fifty thousand dollars per annum. This research report was 
prepared under the aforementioned engagement. 
 

POLICY DISCLOSURES   

This report provides an objective valuation of the issuer today and expected valuations of the issuer at various future dates based on applying 
standard investment valuation methodologies to the revenue and EPS forecasts made by the SCR Analyst of the issuer’s business.  
SCR Analysts are restricted from holding or trading securities in the issuers that they cover. ZIR and Zacks SCR do not make a market in any 
security followed by SCR nor do they act as dealers in these securities.  Each Zacks SCR Analyst has full discretion over the valuation of the is-
suer included in this report based on his or her own due diligence.  SCR Analysts are paid based on the number of companies they cover. 
SCR Analyst compensation is not, was not, nor will be, directly or indirectly, related to the specific valuations or views expressed in any report or 
article. 
  

ADDITIONAL INFORMATION 

Additional information is available upon request. Zacks SCR reports and articles are based on data obtained from sources that it believes to be 
reliable, but are not guaranteed to be accurate nor do they purport to be complete. Because of individual financial or investment objectives 
and/or financial circumstances, this report or article should not be construed as advice designed to meet the particular investment needs of any 
investor. Investing involves risk. Any opinions expressed by Zacks SCR Analysts are subject to change without notice. Reports or articles or 
tweets are not to be construed as an offer or solicitation of an offer to buy or sell the securities herein mentioned. 
 

 

 

 


