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Operational Update

 
First revenues from Tutivia™ following full commercial launch

 
Verici  Dx plc (AI M: VRC I ), a  developer of advanced cl inical  diagnos�cs  for organ transplant, provides  an update on i ts
operational  progress  made s ince the release of i ts  interim results  in September 2022.
 
Verici  Dx con�nues to execute the commercial  introduc�on of Tu�via™, the Company's  first product for kidney transplant
rejec�on, with first revenues in F Y 2023 and is  exploring strategic op�ons to increase sales  distribu�on and launch i ts
second lead product, C larava™ by the end of the year. The Company retains  sufficient funding to achieve further key
mi lestones  in 2023 and the first hal f of 2024, which wi l l  support commercial  adop�on including the publ ica�on of
additional  data and obtaining both Medicare and private payor pricing and coverage.
 
Data continues to support product differentiation and competitive advantages
Fol lowing a robust val ida�on tria l  us ing a  varied, 'a l l -comers ' pa�ent popula�on in a  cl inical  se4ng, Tu�via™, a  post-
transplant prognostic test for the assessment of risk of acute kidney rejection, was  pi lot-launched in December 2022 ahead
of i ts  ful l  commercial  launch in January 2023. The val ida�on tria l  data showed a pos i�ve predic�ve value (P PV) of 60%,
over three �mes that was  achieved by the closest compara�ve product in the market when used in the same context,
establ ishing a  new industry standard. Addi�onal ly, s tudy data analys is  of the cl inical  performance of Tu�via™
demonstrated a 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 Tu�via TM as  a  predic�ve test capable of informing a clear, ac�onable response from cl inicians. The Directors  bel ieve
that no other comparable products  have been val idated to this  degree.
 
Tu�via™ also has  compe��ve advantages, as  i t can be run as  early as  the first-week post-transplant, earl ier than any other
test. Tu�via™ enables  cl inicians  to act proac�vely, rather than reac�vely, to rejec�on events , as  wel l  as  not being
confounded by other kidney health compl ica�ons (such as  the BK  virus), which need an al terna�ve therapy protocol . This
is  because Tu�via™ iden�fies R NA s ignatures  that are specific to acute rejec�on, as  opposed to other tests  that detect
evidence of damage that may not necessari ly be caused by rejection alone.
 
I n addi�on, fol lowing the pos i�ve ini�al  data announced in September 2022 on C larava™, the Company's  pre-transplant
prognos�c test, the Company chose to expand i ts  val ida�on tria l  for this  lead product for a  further s ix months. This
decis ion was taken to strengthen the publ ica�on appeal  of the tria l  and demonstrate a  sta�s�cal ly robust and cl inical ly
compel l ing case in support of the commercial  rol lout and adoption of the test. The ful l  readout from this  tria l  i s  expected in
Q2 2023, with the ini tia l  launch expected before the end of the year.
 
Strong progress on rollout strategy
I n l ine with i ts  strategic plan, the Company is  working with three leading US transplant centres  in the Tu�via™ commercial
launch and is  suppor�ng them with the adop�on and integra�on of  the test into the current cl inical  pathway, to encourage
consistent and recurring u�l isa�on. This  i s  providing a  valuable founda�on for Verici  Dx to make Tu�via ™ as  s imple as
poss ible for cl inicians  to use and interpret.
 
Fol lowing the successful  progress ion of the Company's  laboratory registra�on status  to Compl iance Cer�fica�on by the
Centers  for Medicare & Medicaid ('C M S'), a l lowing i ts  commercial  opera�on for samples  received from pa�ents  in 45 US
states , Verici  Dx is  ready to bui ld on the ini�al  rol lout ac�vity over the course of 2023. Medicare and Medicaid account
na�onal ly for about 65% of a l l  transplant pa�ents  and the Company is  focused the ini�al  rol lout of the test where the
propor�on of Medicare pa�ents  is  higher than the na�onal  average. To further drive adop�on the Company has  addressed
the pricing and coverage determina�ons under Medicare. This  i s  administered by the Mol Dx region of PalmeAo given the
Company's  laboratory is  based in Tennesse. The Company submiAed i ts  pricing proposal  in Q 1 2023 and expects  to get the
Mol Dx pricing recommenda�on by the end of Q 2 2023. The Company is  currently preparing i ts  submiss ion for Medicare
insurance reimbursement coverage, under the Local  Coverage Determina�on (LC D) offered in PalmeAo and a coverage
determina�on is  expected later this  year. Registra�on for Medicaid has  been approved in three states  and submiAed in a
further 11 states  as  wel l  as  with BlueCross  Blue Shield of Tennessee, the largest health benefi t plan company in the state.
 
Prudent cash management and execution
As of 31 December 2022, the Company had a cash balance of $9.81m. The Company has  taken headcount reduc�on and
cl inical  tria l  cost containment steps  in recent months  and, as  a  result, has  extended the current cash runway to last un�l
mid-2024. The Company is  focused on early revenue genera�on during the first hal f of this  year and wi l l  seek to extend and
broaden i ts  revenue streams from additional  centres  in the second hal f of 2023.
 
The Company expects  to report i ts  prel iminary results  for the year ended 31 December 2022 by the end of Apri l  2023.
 
Sara Barrington, CEO of Verici Dx, said:
"We have continued to make significant progress in executing our strategy, resulting in the full commercial launch of Tutivia™ in
January, with Clarava's™ initial launch expected before the end of this year.
 
"We achieved our internal target of a#rac$ng three key, leading US transplant sites as early adopters for Tu$via™, a cri$cal step
that is enabling us to demonstrate the adoption and integration process for clinicians.
 
"Looking ahead to the rest of the year, we plan to accelerate the rollout of Tu$via™ to other major transplant sites throughout
the US, and to secure pricing and health insurance coverage for this lead product. For C larava™, we expect to report valida$on
shortly and to initiate its initial launch before the end of the year, which will support the collation of further evidence to enable a
posi$ve coverage determina$on. These pivotal milestones will help refine our market posi$oning and further accelerate
commercial uptake of both of our lead products. Verici Dx looks forward to reporting on its further progress."



commercial uptake of both of our lead products. Verici Dx looks forward to reporting on its further progress."
 

 

Enquiries:
 
Verici Dx www.vericidx.com
Sara Barrington, CEO Via Walbrook PR
Jul ian Baines, Chairman  

Singer Capital Markets (Nominated Adviser & Broker) Tel: +44 20 7496 3000
Aubrey Powel l  / Sam Butcher

Walbrook PR Limited Tel: +44 20 7933 8780 or vericidx@walbrookpr.com
Paul  McManus / Stephanie Cuthbert /
Sam Al len

Mob: +44 7980 541 893 / +44 7796 794 663 /
07502 558 258

 
 
About Verici Dx plc www.vericidx.com
Verici  Dx is  a  developer of a  complementary suite of leading-edge tests  forming a kidney transplant plaLorm 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 graM 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 C larava™, a  pre-transplant prognosis  test for the risk of early acute rejec�on, and
Tu�via™, a  post-transplant test focused upon acute cel lular rejec�on, including sub-cl inical  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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