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Successful validation of Clarava™ from an international clinical study

 
Clarava™, a first-in-class pre-transplant prognostic test for risk of early kidney rejection,

On track for US commercial launch by end of 2023
 

Verici  Dx plc (AI M: VRC I ), a  developer of advanced cl inical  diagnos�cs  for organ transplant, announces  successful
val ida�on results  from i ts  prospec�ve,  bl inded, interna�onal  mul�-centre cl inical  val ida�on study for C larava™.
Clarava™, is  the first pre-transplant prognos�c test to enable measurement of a  pa�ent's  immune response to assess  the
risk of early kidney gra) rejec�on. The val ida�on study represents  a  s ignificant demonstra�on of C larava™ as  a  predic�ve
test capable of informing a clear, ac�onable response from cl inicians  for an es�mated 65,000 el igible pa�ents  on an
annual  bas is .
 
Verici  Dx is  on track to commence the ini�al  US commercial  launch of C larava™ before the end of 2023. The Company has
received a prel iminary Medicare gapfil l  median rate of $2,650 for C larava™ from the Centers  for Medicare & Medicaid
Services  ("CMS").1

 
"There is a desperate global need for an effec$ve, personalised pre-transplant test that can iden$fy the risk of kidney transplant
rejec$on to inform treatment decisions. The subop$mal dosing of immunosuppressants can have detrimental consequences for
pa$ents and create addi$onal, unnecessary healthcare costs. C larava™ has the poten$al to transform kidney transplant
treatment protocols and improve outcomes for pa$ents," said Dr. L orenzo Gallon, Medical Director of the Transla(onal
Medicine Programme, the Director of Interna(onal Rela(ons and the Director of the Renal Transplant Fellowship at
Northwestern University, Chair of the Verici Dx Science Advisory Board and Non-Executive Director of the Company.
 
The C larava™ study, which included a broad and diverse group of 122 pa�ents  preparing to receive a  kidney transplant
and a range of rejec�on outcomes across  13 centres , demonstrated a sta�s�cal ly s ignificant result with a  sens i�vity of
78% and specificity of 64%, iden�fying pa�ents  that are at increased risk for a  kidney rejec�on event in the cri�cal  first 60
to 90 days  post-transplant, a)er receiving a  kidney from a deceased donor ("D D"). Study data analys is  of the cl inical
performance of C larava™ demonstrated differen�a�on of high-risk and low-risk pa�ent groups, determining that pa�ents
of high risk were approximately s ix �mes more l ikely to have a rejec�on than those of low risk. This  represents  a
s ignificant demonstra�on of C larava™ as  a  predic�ve test capable of informing for a  clear, ac�onable response from
cl inicians. W hi lst D Ds provide the majori ty of kidney transplants , the Company wi l l  be a lso exploring further samples
drawn from Living Donor (LD) transplant recipients , in addi�on to assess ing the an�cipated combina�on of us ing our pre-
transplant test, Clarava™ in conjunction with our post-transplant test, Tutivia™.
 
C larava™ is  the only pre-transplant test of i ts  kind that can risk stra�fy pa�ents  based on their l ikely immune response to
a transplanted organ. This  a l lows cl inicians  to iden�fy pa�ents  most l ikely to require increased monitoring, including
adjustments  in the type, dose, and dura�on of immunosuppress ive agents . Exis�ng approaches  to assess  rejec�on risk are
standardized and typical ly based on the recipient's  race, age, previous  transplant history and whether they have
an�bodies  against common donor an�gens. As  reported, the C larava™ personal ized risk assessment is  especial ly
important for the expanding DD transplant population.
 
Sara Barrington, C EO  of Verici Dx, said: "This valida$on for C larava is the second successful product to emerge from the
Company's suite of prognos$c R NA  signature tests and further validates our underlying technology pla,orm. W ith Tu$via™
commercially launched as a measure for post-transplant rejec$on risk, the addi$on of C larava™ as a pre-transplant test is a
significant milestone in our strategy of building a complementary suite of ground-breaking products that offer end-to-end
testing for kidney transplant patients and their clinicians, to help personalise care and transform outcomes."

Verici  Dx is  on track to commence the ini�al  US commercial  launch of C larava™ before the end of the year to support the
u�l i ty case studies  and wi l l  be offered in conjunc�on with i ts  other lead product, Tu�via™, which is  a l ready avai lable in
the US. The Company intends to leverage i ts  exis�ng internal  resources  and growing network of early adopters  to develop
the cl inical  pos itioning and marketing col lateral  for both products .
 
Note s
1 The  propos e d CMS ra te  i s  curre ntl y ope n for publ i c comme nt be fore  i t i s  fina l i s e d l a te r thi s  ye a r. Fol l owi ng fina l i s a �on,
the  pri ce  i n the  Cl i ni ca l  La bora tory Fe e  Sche dul e  ("CLFS") i s  va l i d for a  pe ri od of thre e  ye a rs  from 1 Ja nua ry 2024, a )e r whi ch
i t i s  s ubje ct to furthe r re vi e w.
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About Verici Dx plc www.vericidx.com
Verici  Dx is  a  developer of a  complementary suite of leading-edge tests  forming a kidney transplant plaKorm for
personal ised pa�ent and organ response risk to ass ist cl inicians  in medical  management for improved pa�ent
outcomes. The underlying technology is  based upon ar�ficial  intel l igence ass isted transcriptomic analys is  to provide R NA
signatures  focused upon the immune response and other biological  pathway s ignals  cri�cal  for transplant prognosis  of
risk of injury, rejec�on and gra) fai lure from pre-transplant to late stage.  The Company also has  a  miss ion to accelerate
the pace of innova�on by research us ing the ful ly characterised data from the underlying technology and col labora�on
with medical  device, biopharmaceutical  and data science partners .
 
The founda�onal  research was driven by a  deep understanding of cel l -mediated immunity and is  enabled by access  to
expertly curated col laborative studies  in highly informative cohorts  in kidney transplant.
 
Verici  Dx's  two lead products  are Tu�via™, a  post-transplant test focused upon acute cel lular rejec�on, including sub-
cl inical  rejec�on and C larava™, a  pre-transplant prognosis  test for the risk of early acute rejec�on. These products  seek to
measure how a pa�ent is  l ikely to respond, and is  responding, to a  kidney transplant. These products  are underpinned by
extens ive patented and publ ished scien�fic research from the leading Mount S inai  Medical  Center, for which the Company
holds  an exclus ive worldwide l icence.
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