
  

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549
 

 

FORM 8-K
 

 

CURRENT REPORT
Pursuant to Section 13 or 15(d)

of the Securities Exchange Act of 1934

Date of Report (Date of earliest event reported): June 26, 2019
 

 

Verrica Pharmaceuticals Inc.
(Exact Name of Registrant as Specified in its Charter)

 
 

 
Delaware  001-38529  46-3137900

(State or Other Jurisdiction
of Incorporation)  

(Commission
File Number)  

(IRS Employer
Identification No.)

10 North High Street, Suite 200
West Chester, PA  19380

(Address of Principal Executive Offices)  (Zip Code)

Registrant’s telephone number, including area code: (484) 453-3300
 

 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions:
 

☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
 

☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
 

☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
 

☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Securities Exchange Act of 1934:
 

Title of each class  
Trading
symbol  

Name of each exchange
on which registered

Common Stock  VRCA  The Nasdaq Stock Market LLC

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging growth company  ☒

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any
new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act.  ☒
   



Item 7.01 Regulation FD Disclosure

On June 26, 2019, Verrica Pharmaceuticals Inc. (the “Company”) issued a press release reporting positive topline results from the Phase 2 clinical study
of VP-102 in patients with common warts, as well as information regarding a conference call to discuss these results and other clinical updates. A copy
of the press release is furnished as Exhibit 99.1 to this Current Report on Form 8-K. A copy of the presentation that will accompany the conference call
is furnished herewith as Exhibit 99.2 to this Current Report on Form 8-K.

The information included in this Item 7.01 of this Current Report on Form 8-K, including the attached Exhibit 99.1 and Exhibit 99.2, shall not be
deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or incorporated by reference in
any filing 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
Number  Exhibit Description

99.1   Press Release, dated June 26, 2019

99.2   Verrica Pharmaceuticals Inc. Presentation



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.
 

   Verrica Pharmaceuticals Inc.

Date: June 27, 2019    /s/ Chris Degnan
   Chris Degnan
   Chief Financial Officer



Exhibit 99.1
 

Verrica Pharmaceuticals Achieves Positive Topline Results in Phase 2
Clinical Study of VP-102 in Patients with Common Warts

51% of subjects in Cohort 2 achieved complete clearance of all treatable warts

VP-102 was well-tolerated with no serious adverse events reported

Common warts affect approximately 22 million people in the United States

Based on positive outcome, Verrica to request an ‘End of Phase 2’ meeting with the FDA

Management to host webcast and conference call tomorrow at 8 a.m. ET

WEST CHESTER, PA – June 26, 2019 (GLOBE NEWSWIRE) – Verrica Pharmaceuticals Inc. (Verrica) (Nasdaq: VRCA), a medical dermatology
company committed to the development and commercialization of novel treatments that provide meaningful benefit for people living with skin
diseases, today announced positive topline results from its COVE-1 Phase 2 open label clinical study of VP-102 for the treatment of verruca vulgaris, or
common warts. COVE-1 included two cohorts that evaluated the safety and efficacy of VP-102, a novel topical therapy containing a solution of 0.7%
cantharidin in a proprietary single-use applicator, in subjects with up to six warts. In both cohorts, VP-102 achieved positive results on both the
primary endpoint of complete clearance of all treatable warts at Day 84 and the secondary endpoint of the percentage reduction of warts. VP-102 was
well-tolerated with no serious adverse events reported.

“This is exciting news for Verrica and our proprietary cantharidin product. Positive Phase 2 data of VP-102 for the treatment of common warts, after the
successful Phase 3 results achieved with VP-102 for molluscum contagiosum, further increases our confidence in the broad clinical utility and large
market potential of our lead product,” said Ted White, President and Chief Executive Officer of Verrica. “We are progressing the development of
VP-102 for a broad range of skin diseases. We intend to request an ‘End of Phase 2’ meeting with the FDA for the treatment of common warts, and
remain on track to submit an NDA for the treatment of molluscum contagiosum later this year.”

Study Results:

The COVE-1 Phase 2 open label clinical study included two cohorts that evaluated the safety and efficacy of VP-102 in subjects with up to six warts.
Cohort 1 was conducted at a single site with 21 subjects age 2 years and older receiving up to 4 treatments with VP-102 at least 14 days between
treatments with longer treatment intervals allowed at the discretion of the investigator depending on a specific subject’s clinical response. While the
study was ongoing, Verrica amended the protocol to allow varying treatment intervals in Cohort 1 at the discretion of the investigator in order to
identify the optimal treatment dosing regimen and added a second cohort to the study.

Cohort 2 was conducted at four sites with 35 subjects age 12 years and older receiving up to 4 treatments with VP-102 every 21 days. Paring of warts, a
technique commonly used by dermatologists to prepare the wart for treatment, was allowed in Cohort 2 to remove any adherent thick scale from a wart
prior to application of study drug. The primary analysis was conducted at Day 84 with an additional period of follow-up through Day 147. Topline
analysis included data from the assessment of warts at study visits over 12 weeks. Results showed 51% of subjects (18 of 35) treated with VP-102 in
Cohort 2 achieved complete clearance of all treatable warts at Day 84. Secondary endpoints included the percent change from baseline in the number
of treatable warts and VP-102 achieved a 51% reduction in the number of warts (28 of 55 warts) compared to baseline by Day 84.



Consistent with the results from the Phase 3 clinical trials in molluscum, VP-102 was also well-tolerated with side effects that were primarily
mild-to-moderate. The most frequently reported adverse events were application site reactions that are well-known, reversible side effects related to the
mechanism of action of cantharidin, a blistering agent, which is the active ingredient in VP-102. There were no serious adverse events reported.

“Behind acne, warts are the most common dermatological complaint and our treatment options are limited as there are no FDA-approved treatments,”
said Scott T. Guenthner, MD, FAAD, founder of the Dermatology Center of Indiana and lead investigator for the COVE-1 study. “Further, common
warts are very persistent and difficult to treat, which is frustrating to patients. The data results on the complete clearance of treatable warts and the
percentage of wart reduction in this Phase 2 study is very meaningful and highlight the potential of VP-102 as an important new option for people with
common warts.”

In addition to requesting an End of Phase 2 meeting with the FDA on next steps for the development of VP-102 for the treatment of common warts,
Verrica plans to submit this data for presentation at future medical meetings and for publication in a peer-reviewed medical journal.

Verrica Conference Call

Management will conduct a conference call at 8 a.m. ET tomorrow, June 27, 2019, to discuss the results. The conference call will be webcast and can be
accessed by logging on to the “Investors” section of the Verrica website, www.verrica.com, prior to the event.

The webcast will also be available via the following link: https://edge.media-server.com/m6/p/ju8namrg. A replay of the webcast will be archived on
the Company’s website for 30 days following the call.

To participate on the live call, please dial 866-688-9534 (domestic) or 409-216-0837 (international), and reference conference ID 7183118 prior to the
start of the call.

About Common Warts

Common warts (verruca vulgaris) are skin growths caused by a contagious viral skin infection, most commonly on the fingers or hands. The human
papilloma virus (HPV), the causative agent in common warts, is transmitted by touch. The virus enters the skin and causes skin growths by inducing the
skin cells to multiply rapidly. Common warts are benign, but treatment is recommended to prevent the spread of infection and relieve the patient’s
physical and psychological discomfort.

About Verrica Pharmaceuticals Inc.

Verrica Pharmaceuticals Inc. is a medical dermatology company committed to the development and commercialization of novel treatments that
provide meaningful benefit for people living with skin diseases. The company’s late-stage product candidate, VP-102, is a potential first-in-class
topical therapy for the treatment of molluscum contagiosum and common warts. Molluscum is a highly contagious viral skin infection affecting
approximately six million people, primarily children, in the United States, and common warts are contagious skin growths affecting 22 million people.
There are currently no FDA-approved treatments for molluscum or common warts. Following positive topline results from two pivotal Phase 3 trials, a
New Drug Application for VP-102 for the treatment of molluscum is planned for the second half of 2019. Verrica is planning to meet with the FDA to
determine next steps on the development of VP-102 for common warts following positive Phase 2 results. An additional Phase 2 trial is planned in
external genital warts. A second product candidate, VP-103, is in pre-clinical development for plantar warts. For more information, visit
www.verrica.com.



Cautionary Note Regarding Forward-Looking Statements

Any statements contained in this press release that do not describe historical facts may constitute forward-looking statements as that term is defined in
the Private Securities Litigation Reform Act of 1995. These statements may be identified by words such as “believe”, “expect”, “may”, “plan”,
“potential”, “will”, and similar expressions, and are based on Verrica’s current beliefs and expectations. These forward-looking statements include
expectations regarding the potential further advancement of VP-102 for the treatment of common warts, submission of a NDA in the second half of
2019 for VP-102 for the treatment of molluscum and the large market potential of VP-102. These statements involve risks and uncertainties that could
cause actual results to differ materially from those reflected in such statements. Risks and uncertainties that may cause actual results to differ materially
include uncertainties inherent in the drug development process and the regulatory approval process, Verrica’s reliance on third parties over which it
may not always have full control, and other risks and uncertainties that are described in Verrica’s Annual Report on Form 10-K for the year ended
December 31, 2018, filed with the U.S. Securities and Exchange Commission on March 7, 2019, and other filings Verrica makes with the U.S. Securities
and Exchange Commission. Any forward-looking statements speak only as of the date of this press release and are based on information available to
Verrica as of the date of this release, and Verrica assumes no obligation to, and does not intend to, update any forward-looking statements, whether as a
result of new information, future events or otherwise.

Contacts

Chris Degnan
Chief Financial Officer
484.453.3300 ext. 103
info@verrica.com

Patti Bank
Managing Director
Westwicke Partners, an ICR Company
415.513.1284
patti.bank@westwicke.com

For Media:
Mike Beyer
Sam Brown Inc. Healthcare Communications
312.961.2502
mikebeyer@sambrown.com
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C ertain  in fo rm atio n  co n tain ed  in  th is p resen tatio n  an d  statem en ts m ad e o rally  d u rin g  th is p resen tatio n  relates to  o r is b ased  o n  stu d ies, p u b licatio n s, su rv ey s an d  o th er d ata o b tain ed  fro m  th ird -p arty  so u rces an d  V errica’s o w n  in tern al estim ates an d  research . Wh ile V errica b eliev es th ese th ird -p arty  so u rces to  b e reliab le as o f th e d ate o f th is p resen tatio n , it h as n o t in d ep en d en tly  v erified , an d  m ak es n o  rep resen tatio n  as to  th e ad eq u acy , fairn ess, accu racy  o r co m p leten ess o f, an y  in fo rm atio n  o b tain ed  fro m  th ird -p arty  so u rces. Wh ile V errica b eliev es its in tern al research  is reliab le, su ch  research  h as n o t b een  v erified  b y  an y  in d ep en d en t so u rce. T h is p resen tatio n  co n tain s fo rw ard -lo o k in g  statem en ts. F o rw ard -lo o k in g  statem en ts are n eith er h isto rical facts n o r assu ran ces o f fu tu re p erfo rm an ce. In stead , th ey  are b ased  o n  o u r cu rren t b eliefs, ex p ectatio n s an d  assu m p tio n s reg ard in g  th e fu tu re o f o u r b u sin ess, fu tu re p lan s an d  strateg ies, o u r clin ical resu lts an d  o th er fu tu re co n d itio n s.  A ll statem en ts o th er th an  statem en ts o f h isto rical facts co n tain ed  in  th is p resen tatio n , in clu d in g  statem en ts reg ard in g  fu tu re resu lts o f o p eratio n s an d  fin an cial p o sitio n , b u sin ess strateg y , cu rren t an d  p ro sp ectiv e p ro d u ct can d id ates, p lan n ed  clin ical trials an d  p reclin ical activ ities, p ro d u ct ap p ro v als, d eg ree o f m ark et accep tan ce o f ap p ro v ed  p ro d u cts, research  an d  d ev elo p m en t co sts, cu rren t an d  p ro sp ectiv e co llab o ratio n s, tim in g  an d  lik elih o o d  o f su ccess, p lan s an d  o b jectiv es o f m an ag em en t fo r fu tu re o p eratio n s, an d  fu tu re resu lts o f an ticip ated  p ro d u ct can d id ates, are fo rw ard -lo o k in g  statem en ts. T h e w o rd s ”m ay ,” “w ill,” “sh o u ld ,” “ex p ect,” “p lan ,” “an ticip ate,” “co u ld ,” “in ten d ,” “targ et,” “p ro ject,” “estim ate,” “b eliev e,” “p red ict,” “p o ten tial” o r “co n tin u e” o r th e n eg ativ e o f th ese term s o r o th er sim ilar ex p ressio n s are in ten d ed  to  id en tify  fo rw ard -lo o k in g  statem en ts, alth o u g h  n o t all fo rw ard -lo o k in g  statem en ts co n tain  th ese id en tify in g  w o rd s.    T h e in fo rm atio n  in  th is p resen tatio n , in clu d in g  w ith o u t lim itatio n  th e fo rw ard -lo o k in g  statem en ts co n tain ed  h erein , rep resen t o u r v iew s as o f th e d ate o f th is p resen tatio n . A lth o u g h  w e b eliev e th e ex p ectatio n s reflected  in  su ch  fo rw ard -lo o k in g  statem en ts are reaso n ab le, w e can  g iv e n o  assu ran ce th at su ch  ex p ectatio n s w ill p ro v e to  b e co rrect. A cco rd in g ly , read ers are cau tio n ed  n o t to  p lace u n d u e relian ce o n  th ese fo rw ard -lo o k in g  statem en ts. E x cep t as req u ired  b y  ap p licab le law , w e d o  n o t p lan  to  p u b licly  u p d ate o r rev ise an y  fo rw ard -lo o k in g  statem en ts co n tain ed  h erein , w h eth er as a resu lt o f an y  n ew  in fo rm atio n , fu tu re ev en ts, ch an g ed  circu m stan ces o r o th erw ise. N o  rep resen tatio n s o r w arran ties (ex p ressed  o r im p lied ) are m ad e ab o u t th e accu racy  o f an y  su ch  fo rw ard -lo o k in g  statem en ts.  T h e fo rw ard -lo o k in gstatem en ts in  th is p resen tatio n  in v o lv e risk s an d  u n certain ties th at co u ld  cau se actu al resu lts to  d iffer m aterially  fro m  th o se reflected  in  su ch  statem en ts. R isk s an d  u n certain ties th at m ay  cau se actu al resu lts to  d iffer m aterially  in clu d e u n certain ties in h eren t in  th e d ru g  d ev elo p m en t p ro cess an d  th e reg u lato ry  ap p ro v al p ro cess, o u r relian ce o n  th ird  p arties o v er w h ich  w e m ay  n o t alw ay s h av e fu ll co n tro l, an d  o th er risk s an d  u n certain ties th at are d escrib ed  in  o u r A n n u al R ep o rt o n  F o rm  1 0 -K  fo r th e y ear en d ed  D ecem b er 3 1 , 2 0 1 8 , filed  w ith  th e U .S . S ecu rities an d  E x ch an g e C o m m issio n  (S E C ) o n  March  7 , 2 0 1 9 , an d  o u r o th er filin g s m ad e w ith  th e S E C . N ew  risk  facto rs an d  u n certain ties m ay  em erg e fro m  tim e to  tim e, an d  it is n o t p o ssib le to  p red ict all risk  facto rs an d  u n certain ties.  T h ere can  b e n o  assu ran ce th at th e o p p o rtu n ity  w ill m eet y o u r in v estm en t o b jectiv es, th at y o u  w ill receiv e a retu rn  o f all o r p art o f su ch  in v estm en t. In v estm en t resu lts m ay  v ary  sig n ifican tly  o v er an y  g iv en  tim e p erio d . T h e ap p ro p riaten ess o f a p articu lar in v estm en t o r strateg y  w ill d ep en d  o n  an  in v esto r's in d iv id u al circu m stan ces an d  o b jectiv es. We reco m m en d  th at in v esto rs in d ep en d en tly  ev alu ate sp ecific in v estm en ts an d  strateg ies.  D IS C L A IME R



V E R R U C A  V U L G A R IS  (C O MMO N  WA R T S ) E T IO L O G Y  A N D  C L IN IC A L  P R E S E N T A T IO N  O V E R V IE W C au sed  b y  h u m an  p ap illo m a v iru s (H P V ) In fects p atien ts o f all ag es P ersisten t in fectio n , h ig h ly  refracto ry  T y p ically  2 -5  lesio n s N o  F D A  ap p ro v ed  d ru g  fo r th e treatm en t o f co m m o n  w arts T ran sm issio n  S k in  to  sk in  co n tact T o u ch in g  o f co n tam in ated  o b jects D iag n o sis &  S y m p to m s D o m e sh ap ed  flesh -co lo red  lesio n s co m m o n ly  o n  th e h an d s, fin g ers, k n ees o r elb o w s L esio n s m ay  o ccu r in  g ro u p s o r in  a lin ear p attern  L esio n s can  cau se co n sid erab le p ain  an d  d isco m fo rt, m ay  sp read  w ith  sk in  trau m a, an d  can  b e itch y  C o m p licatio n s S carrin g  m ay  o ccu r D y sp ig m en tatio n  o f affected  areas B acterial su p erin fectio n  o f lesio n s Irritatio n , p ain , an d  red n ess o f su rro u n d in g  sk in  C o p y rig h t ©  2 0 1 9  V errica P h arm aceu ticals. A ll rig h ts reserv ed .



C A N T H A R ID IN  H A S  A  P R O V E N  D U A L  ME C H A N IS M O F  A C T IO N  T arg eted  D estru ctio n  o f In fected  S k in  L ead s to  L esio n  C learan ce O n ce ap p lied , can th arid in  activ ates n eu tral serin e p ro teases th at cau se d eg en eratio n  o f th e d esm o so m al p laq u e, lead in g  to  d etach m en t o f to n o filam en ts fro m  d esm o so m es.(1 ) T h is lead s to  in traep id erm al b listerin g  an d  n o n sp ecific ly sis o f th e sk in , cau sin g  th e tissu es co n tain in g  th e v iru s to  sep arate fro m  th e su rro u n d in g  sk in . S in ce acan th o ly sis is in traep id erm al, h ealin g  o ccu rs w ith o u t scarrin g . 1  E licits In flam m atio n  &  Im m u n e R esp o n se w ith  P o ten tial to  B o o st V iral Im m u n e R esp o n se L eu k o cy te in filtratio n  in clu d es n eu tro p h ils, m acro p h ag es, B  an d  T  cells an d  eo sin o p h ils R elease o f ch em o k in es an d  cy to k in es in clu d in g  T N F -a, IL -8  an d  C X C L -5  C an th arid in  is u sed  in  th e lab o rato ry  as a m o d el fo r stu d y in g  leu k o cy te traffick in g  an d  cy to k in e p ro d u ctio n .(2 ) 2  J In v est D erm ato l. 1 9 6 2  Ju l;3 9 :3 9 -4 5 . J Im m u n o l Meth o d s. 2 0 0 1  N o v  1 ;2 5 7 (1 -2 ):2 1 3 -2 0 .2  D esm o so m e C leav ag e an d  B lister F o rm atio n  L y m p h o cy te N eu tro p h il E o sin o p h il Macro p h ag e



WE  H A V E  su ccessfu lly  C O MP L E T E D  A  P H A S E  2  S T U D Y  (C O V E -1 ) IN  co m m o n  WA R T S  S tu d y  D esig n  C o h o rt 1 : o n e cen ter C o h o rt 2 : fo u r cen ters E fficacy , safety  &  to lerab ility  E n d p o in ts P rim ary  P ercen t o f su b jects w ith  co m p lete clearan ce o f all treatab le w arts (b aselin e an d  n ew ) at D ay  8 4  S eco n d ary  P ercen t o f su b jects ach iev in g  co m p lete clearan ce o f all treatab le w arts at V isits 2 , 3 , an d  4  C h an g e fro m  b aselin e in  n u m b er (% ) o f treatab le w arts at D ay  8 4  P atien ts C o h o rt 1 : 2 1  su b jects 2 +  y ears o f ag e w ith  co m m o n  w arts, w h o  h av e n o t receiv ed  an y  ty p e o f treatm en t w ith in  th e p ast 1 4  d ay s A p p licatio n  S tu d y  d ru g  (V P -1 0 2 ) is ad m in istered  to p ically  to  each  treatab le w art to  a m ax im u m  o f 4  ap p licatio n s C o h o rt 1  is treated  u n til clear, C o h o rt 2  receiv es o n e ad d itio n al treatm en t at th e first v isit clearan ce w as o b serv ed  u p  to  a m ax im u m  o f 4  to tal ap p licatio n s F req u en cy  o f ad m in istratio n  is at least 1 4  d ay s (C o h o rt 1 ) o r 2 1  d ay s (C o h o rt 2 ) P arin g  w as allo w ed  in  C o h o rt 2  V P -1 0 2  w ill b e left o n  fo r 2 4  h o u rs b efo re rem o v al w ith  so ap  an d  w arm  w ater O p en  lab el stu d y  w ith  tw o  co h o rts C o h o rt 2 : 3 5  su b jects 1 2 +  y ears o f ag e w ith  co m m o n  w arts, w h o  h av e n o t receiv ed  an y  ty p e o f treatm en t w ith in  th e p ast 1 4  d ay s



V P -1 0 2  (N = 2 1 ) V P -1 0 2  (N = 3 5 ) R an d o m ized  2 1  3 5  A g e (y ears) Mean  3 8  3 8  Med ian  3 7  4 2  Min , Max  7 , 8 3  1 2 , 6 7  G en d er F em ale 1 1  (5 2 .4 % ) 2 2  (6 2 .9 % ) Male 1 0  (4 7 .6 % ) 1 3  (3 7 .1 % ) D isco n tin u ed  4  (1 9 .0 % ) 2  (5 .7 % ) L o st to  fo llo w -u p  2  (9 .5 % ) 1  (2 .9 % ) With d raw al b y  su b ject 2  (9 .5 % ) 0  P ro to co l v io latio n  0  1  (2 .9 % ) D em o g rap h ics in  co v e-1  S T U D Y  C O H O R T  1  C O H O R T  2



V P -1 0 2  (N = 3 5 ) T im e S in ce C lin ical D iag n o sis (m o n th s) Mean  1 5 .9  A g e at D iag n o sis Mean  3 6 .4  A n y  P rev io u s T reatm en t fo r C o m m o n  Warts? Y es 2 4  (6 8 .6 % ) Wart n u m b er at B aselin e Mean  1 .6 5  V P -1 0 2  (N = 2 1 ) T im e S in ce C lin ical D iag n o sis (m o n th s) Mean  7 0 .3  A g e at D iag n o sis Mean  3 2 .1  A n y  P rev io u s T reatm en t fo r C o m m o n  Warts? Y es 3  (1 4 .3 % ) Wart n u m b er at B aselin e Mean  2 .1 9  Wart h isto ry  fo r su b jects in  co v e-1  S T U D Y  C o h o rt 2  C o h o rt 1



V P -1 0 2  d em o n strated  C lin ically  m ean in g fu l efficacy  o n  P rim ary  en d p o in t o f co m p lete C L E A R A N C E  in  C O V E -1  S T U D Y  P ercen tag e o f S u b jects w ith  C o m p lete C learan ce C O H O R T  1  Week s1  4 4 %  3 5 %  2 0 %  2 %  Wart co u n t: %  C h an g e fro m  B aselin e P ercen tag e o f S u b jects w ith  C o m p lete C learan ce C O H O R T  2  Week s 5 1 %  3 1 %  2 9 %  2 4 %  Wart co u n t: %  C h an g e fro m  B aselin e C o h o rt 1  w as am en d ed  to  allo w  v ary in g  treatm en t in terv als b ey o n d  ev ery  1 4  d ay s d ep en d in g  o n  a sp ecific su b ject’s clin ical resp o n se



S u b jects w ith  at least o n e… V P -1 0 2  (N = 2 1 ) n  (% ) T E A E  (T reatm en t E m erg en t A E ) 2 0  (9 5 .2 ) Mild  T E A E  2 0  (9 5 .2 ) Mo d erate T E A E  9  (4 2 .9 ) S ev ere T E A E  2  (9 .5 ) T E A E  related  to  d ru g  2 0  (9 5 .2 ) S erio u s T E A E  0  (0 ) T E A E  lead in g  to  d isco n tin u atio n  0  (0 ) L o cal S k in  R eactio n  T E A E  2 0  (9 5 .2 ) T E A E  o f P ap illo m a V iral In fectio n  0  (0 ) C O H O R T  2  S afety  su m m ary  fo r C O V E -1  S T U D Y  S u b jects w ith  at least o n e… V P -1 0 2  (N = 3 4 ) n  (% ) T E A E  (T reatm en t E m erg en t A E ) 3 2  (9 4 .1 ) Mild  T E A E  3 2  (9 4 .1 ) Mo d erate T E A E  1 9  (5 5 .9 ) S ev ere T E A E  4  (1 1 .8 ) T E A E  related  to  d ru g  3 2  (9 4 .1 ) S erio u s T E A E  0  (0 ) T E A E  lead in g  to  d isco n tin u atio n  0  (0 ) L o cal S k in  R eactio n  T E A E  3 2  (9 4 .1 ) T E A E  o f P ap illo m a V iral In fectio n  3  (8 .8 ) C O H O R T  1  A E =  A d v erse E v en t



ad v erse ev en ts in  co v e-1  stu d y  C o h o rt 1  (N =  2 1 ) n  (% ) C o h o rt 2  (N = 3 4 ) n  (% ) P R E F E R R E D  T E R M N A ME  A p p licatio n  site v esicles 2 0  (9 5 .2 ) 2 7  (7 9 .4 ) A p p licatio n  site p ain  2 0  (9 5 .2 ) 2 6  (7 6 .5 ) A p p licatio n  site ery th em a 1 3  (6 1 .9 ) 1 9  (5 5 .9 ) A p p licatio n  site p ru ritu s 9  (4 2 .9 ) 1 6  (4 7 .1 ) A p p licatio n  site scab  8  (3 8 .1 ) 1 9  (5 5 .9 ) A p p licatio n  site d isco lo ratio n  1  (4 .8 ) 8  (2 3 .5 ) A p p licatio n  site d ry n ess 6  (2 8 .6 ) 1 4  (4 1 .2 ) A E s o ccu rrin g  in  > 2 0 %  o f su b jects in  an y  arm



R ealizin g  th e co m m o n  w arts O p p o rtu n ity  N g u y en  et al, L aser T reatm en t o f N o n g en ital V erru cae A  S y stem ic R ev iew . JA MA  D erm ato lo g y . 2 0 1 6 ; 1 5 2 (9 ): 1 0 2 5 -1 0 3 3  IQ V IA  A n o n y m o u s L o n g itu d in al P atien t L ev el D ata (A P L D ) fo r 1 2  m o n th s en d in g  S ep tem b er 2 0 1 8  P rev alen ce in  U .S . U S  P rev alen ce o f ~ 2 2  m illio n  in  co m m o n  w arts(1 ) w ith  ~ 1 .5  m illio n  d iag n o sed  an n u ally (2 ) 2 2 M 1 .5 M P atien ts D iag n o sed  A n n u ally



D A T E  E V E N T  1 Q  2 0 1 8  R eceiv ed  g o  ah ead  fro m  F D A  to  in itiate tw o  P h ase 3  trials in  m o llu scu m , in clu d in g  S P A  o n  p iv o tal trial 1 Q  2 0 1 8  In itiated  P h ase 3  trials fo r m o llu scu m  an d  P h ase 2  trial fo r co m m o n  w arts 3 Q  2 0 1 8  C o m p leted  en ro llm en t in  tw o  p iv o tal P h ase 3  trials in  m o llu scu m  1 Q  2 0 1 9  P o sitiv e to p lin e resu lts fro m  tw o  p iv o tal P h ase 3  trials in  m o llu scu m  2 Q  2 0 1 9  P o sitiv e to p lin e resu lts fro m  P h ase 2  trial in  co m m o n  w arts 2 Q  2 0 1 9  In itiate P h ase 2  trial in  ex tern al g en ital w arts 2 H  2 0 1 9  V P -1 0 2  N D A  su b m issio n  in  m o llu scu m  2 H  2 0 1 9  V P -1 0 3  IN D  su b m issio n  in  p lan tar w arts 1 Q  2 0 2 0  In itiate p iv o tal trials in  co m m o n  w arts S IG N IF IC A N T  recen t an d  E X P E C T E D  clin ical MIL E S T O N E S



V P -1 0 2  ex h ib ited  a clin ically  m ean in g fu l p ro p o rtio n  o f su b jects d em o n stratin g  co m p lete clearan ce o f all treatab le w arts w ith  a treatm en t reg im en  o f u p  to  4  ap p licatio n s ad m in istered  ev ery  2 1  d ay s V P -1 0 2  w as w ell-to lerated , w ith  n o  serio u s ad v erse ev en ts rep o rted  N o  F D A  ap p ro v ed  treatm en ts are cu rren tly  av ailab le fo r co m m o n  w arts, a co n tag io u s v iral in fectio n  o f th e sk in  affectin g  an  estim ated  2 2  m illio n  p eo p le in  th e U n ited  S tates B ased  o n  p o sitiv e o u tco m e, V errica to  req u est an  ‘E n d  o f P h ase 2 ’ m eetin g  w ith  th e F D A  su m m ary  &  p ath  fo rw ard
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