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Valuation $11.00 
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SUMMARY DATA 
 

Risk Level Above Average 

Type of Stock Small-Growth 

Industry Med-Biomed/Gene 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Protalix is a clinical and commercial pharmaceutical company using its 
proprietary ProCellEx plant-based expression system to produce thera-
peutic proteins for global markets.  The company has one commer-
cialized product, Elelyso that is marketed by Fiocruz in Brazil & Pfizer in 
the rest of the world for Gaucher Disease. Candidates include PRX-102 
for Fabry Disease which received a CRL due to the FDA’s inability to 
perform an on-site inspection. If eventually approved, Chiesi Rare Dis-
ease will commercialize the product globally.   

Protalix has additional candidates in earlier stages of development in-
cluding OPRX-106 for IBD & PRX-110 for Cystic Fibrosis. The company 
also has a partnership with SarcoMed for development of PRX-110 in 
Pulmonary Sarcoidosis which was recently granted orphan drug status. 

After a delay, we expect PRX-102 to be approved and sales related 
payments to be received in 2023. PRX-102 can fill an unmet need with 
several improvements over the market leader and is expected to com-
mand a premium vs. existing products. Elelyso should show moderate 
growth over the next quarters as partners continue their commercializa-
tion efforts. Profits from revenue generating products are expected to be 
invested in new candidates in coming years. 

52-Week High $7.02 
52-Week Low $1.14 
One-Year Return (%) -66.9 
Beta 2.68 
Average Daily Volume (sh) 1,113,010 
  
Shares Outstanding (mil) 45.6 
Market Capitalization ($mil) 50.1 
Short Interest Ratio (days) 6.25 
Institutional Ownership (%) 10.8 
Insider Ownership (%) 24.1 

  

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 2020 Estimate N/A 

P/E using 2021 Estimate N/A 
  
Zacks Rank N/A 

Type A Meeting Provides Clarity 
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ZACKS ESTIMATES 
 

Revenue  
(In millions of USD) 

 Q1 Q2 Q3 Q4 Year 

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

2020 $21.6 A $11.0 A $10.8 A $19.5 A $62.9 A 

2021 $11.3 A $6.4 A $6.9 E $8.4 E $33.0 E 

2022     $21.2 E 

2023     $69.0 E 
 

Earnings per Share 
 

 Q1 Q2 Q3 Q4 Year 

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

2020  $0.10 A -$0.13 A -$0.14 A $0.01 A -$0.22 A 

2021 -$0.14 A -$0.25 A -$0.12 E -$0.09 E -$0.59 E 

2022     -$0.35 E 

2023     $0.88 E 

 
  

 
  

 
 
 

Based on our DCF model and a 15% discount rate, Protalix is 
valued at approximately $11.00 per share.  Our model applies an 
80% probability of ultimate approval and commercialization for 
PRX-102 in Fabry Disease.  The model includes contributions 
from a global commercialization effort. 
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WHAT’S NEW 
 
Type A Meeting Update 
  
Protalix Biotherapeutics, Inc. (NYSE: PLX) updated stakeholders on the regulatory pathway forward for PRX-102.  
The company is advancing the candidate indicated for Fabry Disease in both the US and the EU.  In the United 
States, PRX-102 was submitted to the FDA in May 2020 using the accelerated approval pathway.  The FDA re-
turned a complete response letter (CRL) in April 2021.  Following an internal review of the FDA’s response, Protalix 
requested a Type A meeting with the agency to obtain additional information on the deficiencies listed in the CRL 
and to identify items required for a resubmission to the agency.  In an October press release, details regarding the 
process were provided.  The Type A meeting was held on September 9th and provided written notes regarding re-
submission requirements.  The FDA noted that the regulatory environment had changed since the original submis-
sion of PRX-102 with the March 2021 grant of traditional approval to Fabrazyme.  Under these new circumstances, 
additional data was requested and the resubmission will include the final two year analyses of the Phase III BAL-
ANCE clinical trial.   
 
The October press release also provided an update on progress with the European Medicines Agency (EMA).  On 
October 8, Protalix, Chiesi and the EMA rapporteur and co-rapporteur held a meeting to discuss the planned mar-
keting authorization application (MAA) submission.  The EMA representatives were generally supportive of the 
submission which is planned for 1Q:22.   
 
The detail from the FDA’s Type A meeting provides more clarity on the pathway forward for resubmission and we 
update our model accordingly.  Below is our estimate of the timeline for the FDA resubmission and related events: 
 

 Type A Meeting – September 2021 

 Type A Meeting Notes – October 2021 

 Last patient completion of BALANCE trial – October 2021 

 Availability of full data package for BALANCE – 1H:22 

 Resubmission of BLA for PRX-102 – prior to end of 1H:22 

 On-site inspection of drug substance and/or fill and finish facilities – 2H:22 

 Completion of 6-month resubmission review – prior to year-end 2022 

 PRX-102 commercialization - 2023 
 
PRX-102 Background 
 
Following the anticipated April 27th target action date for its investigational candidate, Protalix announced that the 
FDA had issued a Complete Response Letter (CRL) related to the submission of PRX-102.1  Protalix and Chiesi 
Global Rare Disease had submitted the associated Biologics License Application (BLA) for the PEGylated enzyme 
and received acceptance of receipt in August 2020.  Priority review was granted which normally provides for a six 
month appraisal of the BLA.  Initially, the FDA issued a target action date of January 27, 2021, but in late November 
extended the date to April 27.   
 
An ongoing outstanding item related to PRX-102 approval has been the required inspection for Protalix’ manufactur-
ing facility and that of a third party that performs fill and finish processes.  Due to pandemic-related travel re-
strictions, inspections have been delayed, especially those performed overseas.  Prior to the issuance of the CRL, it 
had been unclear if the agency would temporarily waive the inspection due to the unmet need for Fabry patients 
and the agency’s backlog on account of the pandemic.   
 
In a follow up press release on April 28th, Protalix provided additional details on the contents of the CRL.  The FDA 
did not raise any issues related to the safety or efficacy of the drug, but rather attributed the unfortunate letter to the 
FDA’s own inability to conduct an on-site inspection for the manufacturing facility in Israel and ongoing review of the 
third-party facility in Europe. 
 
Protalix’ April 28th communication indicated that primary competitor Fabrazyme was recently converted to full ap-
proval, which, for nearly 20 years, was approved based on surrogate endpoints.  The change is important as it led 

                                                 
1 Also referred to by its generic name, pegunigalsidase alfa. 

 

https://protalixbiotherapeutics.gcs-web.com/news-releases/news-release-details/protalix-biotherapeutics-and-chiesi-global-rare-diseases-4
https://www.accessdata.fda.gov/cder/sb-navigate/topic3/topic3/da_01_03_0090.htm
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2021/103979Orig1s5309ltr.pdf
https://protalixbiotherapeutics.gcs-web.com/news-releases/news-release-details/protalix-biotherapeutics-and-chiesi-global-rare-diseases-receive
https://protalixbiotherapeutics.gcs-web.com/news-releases/news-release-details/protalix-biotherapeutics-and-chiesi-global-rare-diseases-0
https://www.fda.gov/patients/fast-track-breakthrough-therapy-accelerated-approval-priority-review/priority-review
https://protalixbiotherapeutics.gcs-web.com/news-releases/news-release-details/protalix-biotherapeutics-and-chiesi-global-rare-diseases-1
https://protalixbiotherapeutics.gcs-web.com/news-releases/news-release-details/protalix-biotherapeutics-provides-update-complete-response


 

 
 

Zacks Investment Research                                          Page 3                                                            scr.zacks.com 

the FDA to withdraw PRX-102’s priority review designation – a status granted to drugs that offer major advances in 
treatment or provide a treatment where no adequate therapy exists.  Priority review is provided to drug candidates 
that show evidence of significant improvements in safety or effectiveness when compared to standard of care.   
 
Post-CRL Milestones 
 
Following the issuance of a CRL, there are several steps that are common to all candidates.  The sponsor has 90 
days following the issuance of a CRL to schedule a Type A meeting with the FDA to cover any questions related to 
the letter.  When the sponsor makes the request, the FDA has 30 days to hold the meeting, after which notes from 
the gathering will be provided.  Explained in the CRL and clarified in the meeting, the FDA outlines the steps need-
ed to address the discrepancies presented.  In general, these could include additional trials, further questions and 
bridging studies among other needs.  When the requested deliverables are ready, the sponsor may then resubmit 
the application which will then be considered a Class 1 or Class 2 resubmission.  A Class 1 resubmission offers a 
two month turnaround time and generally deals with simpler issues such as labeling, stability and safety updates, 
discussion of post-marketing requirements, assay validation data, minor reanalysis, final release testing or other 
minor issues.  A Class 2 resubmission is any item that does not fall under Class 1 and/or requires presentation to 
an advisory committee and requires a six month turnaround time.   
 
Milestones 
 

 BRIDGE Final results – 4Q:20 

 Partnership with Sarcomed for PRX-110 in respiratory disease – February 2021 

 BRIGHT Top line results – February 2021 

 PRX-102 Target Action Date – April 27, 2021 

 PRX-102 CRL Announced – April 28, 2021 

 Receipt of notes from FDA regarding CRL – May 2021 

 Oral presentation on PRX-102 in females by Dr. Camilla Tøndel at ERA-EDTA Congress – June 2021 

 BALANCE Interim results – June 2021 

 ATM Agreement with HCW – July 2021 

 Request Type A meeting regarding PRX-102 – August 2021 

 Attend Type A meeting regarding PRX-102 – September 2021 

 EMA submission of PRX-102 – 1H:22 

 BALANCE final results – 1H:22 

 Resubmission of BLA for PRX-102 – prior to end of 1H:22 

 On-site inspection of drug substance and/or fill and finish facilities – 2H:22 

 Completion of 6-month resubmission review – prior to year-end 2022 

 EMA approval and EU commercialization of PRX-102 – 1H:23 

 PRX-102 commercialization - 2023 
 
Valuation 
 
We adjust our valuation to reflect a delay in first sales of PRX-102 from 2022 to 2023 based on the timeline we out-
line in this report.  The change reduces our price target from $12.50 to $11.00.     
 
Summary 
 
In a press release earlier this week, Protalix provided an update on its meetings with regulatory agencies in the US 
and EU.  We now have better resolution on the regulatory pathway forward.  In Europe, submission plans are fur-
ther established after meetings with EMA representatives.  The first half of 2022 is expected to see a package sub-
mitted to both agencies and a potential approval around year end.   We expect to see additional preparation efforts 
over the next few months and into next year.  Based on our new estimates for first sales, we update our model and 
change our target price to $11.00 per share. 
   

https://www.accessdata.fda.gov/cder/sb-navigate/topic3/topic3/da_01_03_0090.htm
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      PROJECTED FINANCIALS 

  
Protalix BioTherapeutics, Inc. - Income Statement2  
 

Protalix Biotherapeutics 2020 A Q1 A Q2 A Q3 E Q4 E 2021 E 2022 E 2023 E

Total Revenues ($US '000) $62,898 $11,320 $6,427 $6,900 $8,396 $33,043 $21,232 $68,994 
YOY Growth 15% -48% -41% -36% -57% -47% -36% 225%

Cost of Revenues $10,873 $4,765 $4,733 $2,613 $3,716 $15,827 $11,449 $13,771 

Research & Development $38,167 $7,122 $7,689 $4,900 $4,500 $24,211 $15,000 $10,000 

Selling, General & Admin $11,148 $3,138 $3,171 $2,815 $2,787 $11,911 $10,510 $11,350 

Income from operations $2,710 ($3,705) ($9,166) ($3,428) ($2,607) ($18,906) ($15,727) $33,873 
Operating  Marg in 4% -33% -143% -50% -31% -57% -74% 49%

Financial Expenses $9,671 $2,156 $2,203 $1,950 $1,500 $7,809 $0 $0 

Financial Income ($438) ($335) ($128) ($100) ($100) ($663) ($200) ($200)

Pre-Tax Income ($6,523) ($5,475) ($11,241) ($5,278) ($4,007) ($26,001) ($15,527) $34,073 

Net Income ($6,523) ($5,475) ($11,241) ($5,278) ($4,007) ($26,001) ($15,527) $34,073 
Net Marg in -10% -48% -175% -76% -48% -79% -73% 49%

Reported EPS ($0.22) ($0.14) ($0.25) ($0.12) ($0.09) ($0.59) ($0.35) $0.88 
Basic Shares Outstanding 29,148 39,934 45,437 45,600 45,800 44,193 45,000 38,582 

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

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

Protalix BioTherapeutics, Inc. – Share Price Chart3 

 

                                                 
3 Source: Zacks Research System 
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      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. 
 

 

 

 


