
 

 
 קסניה ונצ'ר קפיטל בע"מ

 )"החברה"( 
 2020 ביולי 2                                                                                                                   

 
                  לכבוד                  לכבוד

 הבורסה לניירות ערך בת"א   רשות ניירות ערך
www.isa.gov.il   www.tase.co.il 

 
 

 פאזה שלישיתבגיוס חולה ראשון בניסוי  – "(פוליפיד בע"מ )להלן: "פוליפידמהות האירוע: 
 
 

שמבצעת   Shild 11גיוס החולה הראשון בניסוי הודיעה על  פוליפידכי  ,לדווחהחברה מתכבדת 
"(. הניסוי הינו אחד משני ניסויים שפוליפיד מתכננת לבצע במסגרת הפאזה הניסויפוליפיד )להלן: "

, למניעה של זיהומים לאחר 100PLEX-Dהשלישית של המחקר הקליני של מוצר הדגל של פוליפיד, 
 ניתוחי בטן. 

 900 –ל  616כזים רפואיים בארה"ב, אירופה וישראל ויכלול בין מר 50 –כ הניסוי אמור להתבצע ב
  חולים. 

 .חודשים 6 ךלהערכת פוליפיד, הניסוי השני צפוי להתחיל בתו
 

 .PYPDתחת הסימול  NASDAQ -ה בבורסתשל פוליפיד נסחרות  מניותיה
אשר מאפשרת  PLEXפוליפיד מפתחת טכנולוגית הובלת תרופות בשם ידיעת החברה,  למיטב

 מוצר .שבועותמושהה ומבוקר של מינוני תרופה יעילים על פני תקופות של מספר  ,מקומישחרור 
, בכדי אשר מאפשר שחרור מבוקר ולאורך זמן של אנטיביוטיקה, 100PLEX-Dהדגל של פוליפיד הוא 

פאזה בשלב הנמצאות  100PLEX-Dלמנוע זיהומים שלאחר ניתוחי חזה ובטן. שתי האפליקציות של 
  השלישית של המחקר הקליני.

של החברה שפורסם ביום  דוח התקופתילא'  פרקל 9.3סעיף  ולפרטים נוספים אודות פוליפיד, רא
     .)מידע זה מהווה הכללה על דרך ההפניה( 2020-01-012867, מס' אסמכתא 2020בפברואר  3
 

 -הינן בגדר מידע צופה פני עתיד, כהגדרת  מונח זה בחוק ניירות ערך, התשכ"ח ההערכות שלעיל
. אין כל וודאות להתממשות הערכות אלו וזאת, פוליפידשל  ותחזיות, המבוסס על הערכות 1968

   .פוליפידבין היתר, בשל גורמים שאינם בשליטת 
 
 

  .NASDAQ -הדיווח שפרסמה פוליפיד באתר  ה ,מצ"ב לדיווח זה
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PolyPid Initiates First Phase 3 Clinical Trial of D-PLEX100 for the 

Prevention of Post-Abdominal Surgery Incisional Infections 

Petah Tikva, Israel –  July 1st , 2020 – PolyPid Ltd. (Nasdaq: PYPD), a Phase 3 

clinical-stage biopharmaceutical company focused on developing targeted, locally 

administered and prolonged-release therapeutics using its proprietary PLEX 

technology, today announced that  the first patient has been enrolled and 

randomized in the SHIELD I (Surgical site Hospital acquired Infection prEvention 

with Local D-plex) trial, the Company’s first of two Phase 3 clinical trials of its lead 

product candidate D-PLEX100, for the prevention of post-abdominal surgery incisional 

infection (soft tissue). 

“We are very pleased with the initiation of our SHIELD I trial, one month after the 

submission of an amendment to our Investigational New Drug application to the U.S. 

Food and Drug Administration (FDA) on May 29, 2020” said Amir Weisberg, 

PolyPid’s CEO.  “Enrollment of the first patient in this trial represents a significant 

milestone for our D-PLEX100 development program. Abdominal surgery is the second 

surgical model to enter Phase 3 development for D-PLEX100.  We believe that this 

trial, combined with the second Phase 3 clinical trial in this indication that is planned 

to start approximately 6 months from now, represents a key advancement toward our 

U.S. regulatory approval strategy and our ability to provide a novel solution for 

surgeons and their patients as expeditiously as possible." 

“D-PLEX100 has shown promise in a previous Phase 2 clinical trial by 

significantly decreasing surgical site infections (SSI) in abdominal surgery with 

colorectal resection, one of the most complex surgical setting for SSIs" said 

Dr. Anthony Senagore, colorectal surgeon and a medical advisor to PolyPid. 

"The need for additional preventive solutions is acute, especially with the 

emergence of antibiotic resistant bacteria, and so we look forward to 

evaluating D-PLEX100 in the SHIELD-I trial as a potential solution for our 

surgical patients.” 

SHIELD I is a prospective, multinational, multicenter, randomized, double 

blind Phase 3 trial designed to assess the efficacy and safety of D-PLEX100 

administered concomitantly with the Standard of Care (SoC), compared to a 



SoC-treated control arm, for the prevention of post-abdominal surgery 

incisional infection. The primary endpoint of the trial is the infection rate, as 

measured by the proportion of subjects with at least one abdominal target 

incisional infection event within 30 days post abdominal surgery, determined 

by a blinded independent adjudication committee.  The trial will enroll a 

minimum of 616 patients, with a maximum of about 900 patients, as defined 

by the adaptive study design, in approximately 50 centers in the United 

States, Europe and Israel. 

About D-PLEX100 

PolyPid’s lead product candidate, D-PLEX100, is a novel product candidate 

designed to provide local prolonged anti-bacterial activity directly at the 

surgical site to prevent SSIs. Following the administration of D-PLEX100  into 

the surgical site, the PLEX technology enables a prolonged and constant 

release of the broad-spectrum antibiotic doxycycline, resulting in high local 

concentration of the drug for a period of up to four weeks for the prevention of 

SSIs, with additional potential to treat antibiotic-resistant bacteria at the 

surgical site. D-PLEX100 has received two Qualified Infectious Disease 

Product (QIDP) designations from the FDA for the prevention of sternal 

wound infection post-cardiac surgery and for the prevention of post-abdominal 

surgery incisional infection.  

About PolyPid 

PolyPid is a Phase 3 clinical-stage biopharmaceutical company focused on 

developing targeted, locally administered and prolonged-release therapeutics 

using its proprietary PLEX (Polymer-Lipid Encapsulation matriX) technology. 

PolyPid’s product candidates are designed to address diseases with high 

unmet medical needs by pairing PLEX with drugs to deliver them directly to 

precise sites in the body at predetermined release rates and over durations 

ranging from several days to several months. PolyPid’s lead product 

candidate, D-PLEX100, is in Phase 3 clinical trials for the prevention of sternal 

SSIs and abdominal SSIs. PolyPid’s technology and products are based on 

the inventions of Dr. Noam Emanuel, the Founder and the Chief Scientific 

Officer of the company.  



For additional company information, visit www.polypid.com. 

Forward-looking Statements 

This press release contains projections and other forward-looking statements 

regarding future events or our future financial performance. All statements 

other than present and historical facts and conditions contained in this 

release, including any statements regarding our future results of operations 

and financial positions, business strategy, plans and our objectives for future 

operations, the conduct and timing of our clinical trials, our research, 

development and regulatory plans for our product candidates and preclinical 

pipeline, the potential for these product candidates to receive regulatory 

approval from the FDA or equivalent foreign regulatory agencies and whether, 

if approved, our product candidates will be successfully commercialized and 

marketed, are forward-looking statements (within the meaning of the Private 

Securities Litigation Reform Act of 1995, Section 27A of the Securities Act of 

1933, as amended, and Section 21E of the Securities Exchange Act of 1934, 

as amended). These statements are only predictions and reflect our current 

beliefs and expectations with respect to future events and are based on 

assumptions and subject to risk and uncertainties and subject to change at 

any time. Actual events or results may differ materially from those contained 

in the projections or forward-looking statements. Forward-looking statements 

in this release are made pursuant to the safe harbor provisions contained in 

the Private Securities Litigation Reform Act of 1995. 

This press release shall not constitute an offer to sell or the solicitation of an 

offer to buy, nor shall there be any sale of these securities in any state or 

jurisdiction in which such offer, solicitation or sale would be unlawful prior to 

registration or qualification under the securities laws of such state or 

jurisdiction. 

Company contact: 

PolyPid, Ltd.  

Dikla Czaczkes Akselbrad 

EVP & CFO 

Tel: +972-747195700` 
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