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Engineered to target the cancer, 
not the patient 



INTRODUCING BIVICTRIX

– UK-based drug development company aimed at addressing one of the longest standing issues limiting our ability to 
successfully combat cancer - the lack of true cancer selectivity of anti-cancer drugs 

– Derived from frontline clinical experience, BiVictriX has developed the Bi-Cygni® platform to enable the development of a broad 
pipeline of first-in-class therapeutics which exhibit superior cancer selectivity, facilitating higher dosing - and therefore greater 
efficacy - even in the most vulnerable patient cohorts

– Bi-Cygni® approach applied to one of the fastest growing markets in the sector to develop the next-generation of highly 
cancer-selective Antibody Drug Conjugates 

– AIM listed public company since August 2021 with HQ in Alderley Park, Cheshire

– Growing therapeutic pipeline of ‘twin antigen fingerprint’ projects all in oncology – data of a PoC in AML being presented today.
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FDA APPROVES 100TH MONOCLONAL ANTIBODY

– Significant expertise & momentum gained in 
developing therapeutic Abs

– ca.½ of approved Abs entered marked in last 6 
years

– mAbs still dominate, but other formats are 
following suit (potentially with expedited approval 
curve)

– Approval rate/year continues to pace despite 
more stringent FDA CBER approval hurdles

https://www.nature.com/articles/d41573-021-00079-7 3



Antibody-based 
approaches have 
the potential to save 
millions of lives, but 
currently can only 
be utilised to their 
full potential in 
specific cancer types

UNMET NEED
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Limitations of existing antibody-based, anti-cancer 
therapeutic approaches:

– Commonly target single tumour-associated antigens 

– Absence of truly cancer-specific targets, meaning targets are often 
also expressed on vital healthy cells

– Causes significant toxicities, including patient deaths

– Limiting the safe dose that can be given and the effectiveness of the treatment



ANTIBODY-DRUG CONJUGATES

5Baah et al., Molecules 2021

– ADCs as a sub-group of 
biologic therapeutics 
gaining momentum

– Complex modality with 
increased understanding 
of challenges & 
opportunities

– Starting to realise on      
P Ehrlich’s ‘magic bullet’ 
concept?! 

– However, all approved 
ADCs to date are 

monospecific.



DELIVERING A DIFFERENTIATED APPROACH WITHIN THE 
RAPIDLY EXPANDING ADC MARKET
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12 A D C s  
a p p r o v e d

ADC MoA considered the 
most validated 
antibody-based 
therapeutic concept, 
with 12 approved drugs on 
the market

We apply the Bi-Cygni®
approach to the 
established ADC MoA to 
build a differentiated 
pipeline of next-
generation ADCs with 
superior efficacy and 
cancer selectivity

Antibody Drug 
Conjugates “ADCs” 
enable targeted drug 
delivery 

Cancer cell

Endosome

Lysosome

Cytotoxic 
payload
release

Cell death



SOLUTION: TARGET CANCER -SPECIF IC “T WIN ANTIGENS”
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Cance r - s pe c i f i c  “ tw i n  an t i gen”  f i nge r p r i n t s  c l ea r l y  
d i f f e r en t i a t e  can ce rou s  v s  h ea l t hy  ce l l s  

‘A  Ho l y  G ra i l ’  i n  Onco logy

Healthy cell Healthy cellCancerous cell



THE NEXT PHASE OF TARGETED CANCER THERAPY
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Naked mAb

B i - C y g n i ®  

T h e r a p e u t i c s
ADC 

(Toxin-conjugated mAb)

Bispecifics, CAR-T

• Tumour selective
• Wider therapeutic window
• Increased potency
• More accessible targets
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TIME (DECADES)



BROAD P IPEL INE ESTABL ISHED
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D i s c ove r y         P r e c l i n i c a l        I N D  E n a b l i n g       P h a s e  I / I I

BVX001
Bi-Cygni® ADC
Targets: CD7 x CD33
Indications: AML, other 
haem cancers

BVX002
Bi-Cygni® ADC
Targets: undisclosed
Indications: various haem 
cancers

BVX003
Bi-Cygni® ADC
Targets: undisclosed
Indications: various haem 
cancers & solid tumours



THE PROPOSIT ION – BVX001 IN ACUTE MYELOID LEUKAEMIA
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– Acute Myeloid Leukaemia (AML) is a haematological malignancy representing >90% of adult acute leukaemia 
cases 

– Age is a major risk factor with many older patients not eligible to receive highly toxic chemotherapeutic 
combinations. Mortality rate amongst AML patients remains high: 5-year survival at 15%, dropping to 12% in 
patients >65year old.

– All currently available AML therapies offer only limited improvements in efficacy whilst carrying significant 
treatment-related toxicities, some life-threatening. 

– CD33 is expressed on the majority of AML cells but CD7, a lymphocytic cell marker, is aberrantly expressed on a 
chemotherapy-resistant, poor prognosis subtype of AML. Approximately 25-30% of AML cases show this target co-
expression.

– The lead program, BVX001 has the potential to address a key unmet need in AML with a truly novel 
immunotherapeutic approach suitable for both younger and older patients.

– Clearly, a disease with unmet clinical need for a better treatment option to serve many patients.



AML – ONE OF THE FASTEST  GROWING ONCOLOGY 
INDICATIONS

I n i t i a l  Rou t e  t o  Mar ke t

– Frontline therapy in CD7+CD33+ underserved elderly patient population

– Monotherapy in CD7+CD33+ relapsed/refractory AML

Addre s sab l e  Mar ke t*

– Forecasted as >$1bn/yr (2027)1

– Representing av.30% of total AML patient pool

Com pe t i t o r s  Va l i da t e  Fo re ca s t

– Agios recently parted with oncology arm to Servier for $2bn + royalties, led 
by Agios’ two AML drugs Tibsovo and Idhifa (IDH1/2 inhibitors, targeting just 
20-25% of AML together)
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M A R K E T  S I Z E
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C A G R13%

$3.56 b n

$1.46 b n

111. Reports and Data, Globe Newswire 2020



L e a d  M o l e c u l e  
i n  O r p h a n  
I n d i c a t i o n  

– CD7+CD33+ represents poor-
prognosis AML subpopulation

– Currently no therapeutics 
targeting CD7+ CD33+ AML 
subgroup

T a r g e t i n g  a  w e l l -
d e f i n e d  p a t i e n t  

s u b g r o u p  

– CD7+CD33+AML represents ca.20-
30% of total AML patient pool (ca. 
16,000 pts/yr)

– Pfizer’s newly approved ADC 
Besponsa targets ca.15,000 pts/yr

BVX001 – F IRST  IN CL ASS CD7 +CD33 + BI -CYGNI® ADC
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B i - C y g n i ® A D C H e a l t h y  C e l l C a n c e r  C e l l

Modulated 
Anti-CD7

Modulated 
Anti-CD33 CD33 CD33

Limited 
Cell Death

CD33CD7

Maximum 
Cell Death

O b l i g a t e  T a r g e t  
B i n d i n g  r e s u l t i n g  i n  
m a x i m u m  C e l l  D e a t h

– Optimally tuned target affinities 
ensure ADC/target complex 
formation & internalization 
predominantly on malignant cells

Bi-Cygni® therapeutics require dual binding for activity, ensuring they are rapidly released from healthy cells while exhibiting maximum 
selectivity and enhanced potency for the targeted cancer cells.
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PoC format is a chemically linked bi-Fab
conjugated to MMAF – DAR4

Fluorophore labelled bi-Fab internalizes specifically 
& rapidly in dual-target expressing cell lines

BVX001 SHOWS EFF ICIENT B INDING, INTERNALISATION & 
LYSOSOMAL CO-LOCALISAT ION IN TARGET CELLS



SIGNIF ICANT TARGET CELL  SELECT IVIT Y FOR BVX001 B I - FAB 

– Cell Lines from different 
haematological malignancies used for 
cytotoxicity & selectively in vitro 
assays.

– Bi-Fabs show significant cell kill 
selectivity of dual-target expressing 
cells 

– Avidity and individual Fab target 
affinity believed to drive selectivity.

– In vitro selectivity could be indicative 
of desirable toxicity profile in vivo for 
Bi-Fab.

Significant & selective cell cytotoxicity of BVX001 
Bi-Fab on dual-antigen expression AML cell lines
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SUPERIOR CELL  CY TOTOXICIT Y IN HARD-TO-TREAT LEUKEMIA 
CELL  L INES

– Affinity-tuned Bi-Fab Lead shows 
superior cytotoxicity of AML cell 
lines w/c to bivalent CD33-
monospecific Gemtuzumab-
mcMMAF.

– Similar cytotoxicity profile for Bi-
Fab Lead on cells with 10-fold 
difference in CD33+ SABC* 

– Broad target cell selectivity 

HNT-34Kasumi-3

Gemtuzumab-mcMMAF

BVX001 lead Bi-Fab-mcMMAF

* Specific Antibody Binding Capacity 15



BVX001 HAS MINIMAL EFFECT ON HEALTHY CELLS

Healthy blood stem 
cells taken from 
human donors 

– Life-threatening bone marrow suppression is a major clinical concern reported with competitor therapies due to the expression of the 
targeted antigens being present on both healthy blood progenitor cells and cancer cells

– Cellular data from human donors demonstrate that a competitor ADC kills >85% of CD33+ healthy cells 

– In contrast, increasing concentrations of BVX001 have little effect on the CD33+ healthy blood cells
16
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BVX001 INDUCES SUBSTANTIAL  TUMOUR REGRESSIONS

– Xenograft model using CD7+CD33+ HNT-34 cells

– Model selected due to inherent resistance to CD33-based 
competitor ADCs, resulting from low CD33 expression

– Cytarabine (currently used in standard of care for AML) dosed 
at the MTD in a prior tolerability study

– BVX001 dosed based on PK/PD data as MTD not reached

– Well tolerated with comparable body weight change across test 
articles

– Mice dosed for 28 days, with 10 mice per group

3/10 animals tumour free

4/10 animals tumours too small to measure

Bethell, R. et al, 2020. Bispecific Antibody Drug Conjugates Targeting CD7 and CD33 for the Treatment of Acute 
Myeloid Leukaemia, AACR poster #2887. 
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Vehicle IP 5d on/2d off

BVX001 10mg/kg x2wk

Cytarabine 20mg/kg IP 5d on/2d off
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SIGNIF ICANT BENEFITS  OFFERED BY B I -CYGNI  ® 
THERAPEUTICS
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SUMMARY /  V IS ION

– New Drug development company pioneering the 
development of the next wave of precision 
medicines, unlocking the full potential of next 
generation biologics.

– Clinically-led concept offers clear differentiation 
& USP of approach.

– Developing Diverse proprietary pipeline in 
heam and solid tumor.

19* Gemtuzumab-conjugate

– Bi-Cygni® therapeutics are uniquely designed to 
exhibit superior cancer cell selectivity, enabling higher 
dosing resulting in greater efficacy - even in the most 
vulnerable patient cohorts.

– BVX001 Lead Bi-Fab has shown significant target cell 
selectivity in in vitro & in vivo using otherwise treatment-
resistant* AML cell lines. 

– Currently moving BVX001 PoC molecule into therapeutic 
format & pre-clinical development.



THANK YOU!
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Q&A



For ward - Look ing S ta tement

This presentation, the information and data herein (together the “Presentation") is for general information only and has been prepared by and is the sole responsibility and property of BiVictriX Therapeutics 
plc (the "Company"). Making this Presentation available in no circumstances whatsoever implies the existence of a commitment or contract by or with the Company, or any of its affiliated entities, or any of its 
or their respective subsidiaries, directors, officers, representatives, employees, advisers or agents ("Affiliates") for any purpose. 
This Presentation does not constitute or form part of an offer or invitation to issue or sell, or the solicitation of an offer to subscribe for or purchase, any securities to any person in any jurisdiction to whom or in 
which such offer or solicitation is unlawful. This Presentation and the information contained herein is restricted and is not for release, publication or distribution, in whole or in part, directly or indirectly, and 
may not be taken or transmitted, in, into or from the United States of America (including its territories and possessions, any state of the United States and the District of Columbia (the "United States"), Australia, 
Japan, New Zealand or the Republic of South Africa and may not be copied, forwarded, distributed or transmitted in or into the United States, Australia, Japan, New Zealand, the Republic of South Africa, or 
any other jurisdiction in which such release, publication or distribution would be unlawful. The distribution of this Presentation in other jurisdictions may be restricted by law, and persons into whose possession 
this Presentation comes should inform themselves about, and observe, any such restrictions. Any failure to comply with these restrictions may constitute a violation of the laws of the relevant jurisdiction. 
The information and any opinions contained in this Presentation are being provided as at the date of this Presentation and are subject to updating, completion, revision, amendment. This Presentation as well as 
any other related documents or information do not purport to be all inclusive or to contain all the information that you may need. There is no obligation of any kind on the Company or any of its Affiliates to 
update or revise this Presentation. No undertaking, representation or warranty or other assurance, express or implied, is or will be made or given in relation to, and no responsibility or liability is or will be 
accepted by the Company or their respective Affiliates as to, or in relation to, the accuracy, reliability, or completeness of any information or opinions contained in this Presentation and the Company (for itself 
and on behalf of its affiliates) hereby expressly disclaims any and all responsibility or liability, whether arising in tort, contract or otherwise (other than in respect of a fraudulent misrepresentation), for the 
accuracy, reliability and completeness of such information. Information contained in this Presentation may relate to an arrangement, commitment or transaction that is not suitable for you personally. 
This Presentation may contain statements that are, or may be deemed to be, "forward-looking statements". These forward-looking statements may involve substantial risks and uncertainties and actual results 
and developments may differ materially from those expressed or implied by these statements by a variety of factors. Forward-looking statements are sometimes identified by the use of forward-looking 
terminology such as "believe", "expects", "may", "will", "could", "should", "shall", "risk", "intends", "estimates", "aims", "plans", "predicts", "continues", "assumes", "positioned" or "anticipates" or the negative 
thereof, other variations thereon or comparable terminology. These forward-looking statements speak only as at the date of this Presentation. In addition, all projections, valuations and statistical analyses 
provided in this Presentation may be based on subjective assessments and assumptions and may use among alternative methodologies that produce different results and should not be relied upon as an 
accurate prediction of future performance. No statement in this Presentation is intended to be nor may be construed as a profit forecast or estimate, and no statement in this Presentation should be interpreted 
to mean that earnings per share of the Company for the current or future financial years would necessarily match or exceed the historical published earnings per share of the Company.  No representations or 
warranties, express or implied, are given by the Company, nor any of their respective Affiliates as to the achievement or reasonableness of, or any projection of the future, budgets, forecasts, management 
targets or estimates, prospects or returns and no reliance should be placed on, statements pertaining to financial performance, including (but not limited to) any estimates, forecasts or targets contained in the 
Presentation. You are cautioned not to rely on such statements. The achievability of the Company’s proposed strategy set out in this Presentation cannot be guaranteed.
Certain industry, market and competitive position data contained in this Presentation may have come from the Company's own internal research and estimates based on the knowledge and experience of the 
Company's management in the market in which the Company operates. While the Company believes that such research and estimates are reasonable, they, and their underlying methodology and assumptions, 
have not been verified by any independent source for accuracy or completeness and are subject to change without notice. Accordingly, undue reliance should not be placed on any of the industry, market and 
competitive position data contained in this Presentation. Certain percentages and amounts in this Presentation may not sum due to rounding.
The Company expressly reserves the right, without giving reasons therefore, at any time and in any respect, to amend or terminate discussions with you without prior notice and hereby expressly disclaims any 
liability for any losses, costs or expenses incurred.


