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Extract from Bioshares –

Patrys Achieves Major Development Milestone
Patrys (PAB: $0.027) has completed a major milestone in the commercialisation of its
unique anticancer drug assets. A stable cell line has been developed from which a consistent antibody product can now be manufactured.
The next step for the company is to scale up production of its antibody, PAT-DX1, with
that material to be used in final preclinical toxicology and the forthcoming Phase I study.
Development of a stable cell line is a significant step in the development of a new antibody drug. It's a process that has taken Patrys around 18 months to complete. Antibody
drug candidates require considerably more time and money to establish the manufacturing process due to the complexity of using a biological process to make the product,
compared to the chemical processes used to make small molecule drugs.
The trade-off is that antibody drugs have a much higher chance of success in the clinic,
due to their specific nature of action, and can command substantially higher pricing due
to the cost of development and manufacture of final product.
Development of a cell line for antibody production was even more difficult for PAT-DX1
than for traditional monoclonal antibodies due to the peculiarity of action of this compound. One of appealing features of PAT-DX1 is that it is attracted to DNA which is
released from dying tumour cells. However it can also bind to discarded DNA in the
biologic manufacturing process which can interfere with production of material. (According to the company, Patrys has overcome this challenge by maintaining high viability
cells during fermentation to limit cell death and DNA release *.)
Patrys has been able to achieve high yields in line with other antibodies in production,
with the cell line selected from six short-listed candidates. The cell line was tested to
ensure the cell penetrating and cell killing ability of the antibody was maintained.
Scale up of manufacture will be the next technical hurdle, which is expected to be less
challenging than creating and selecting the optimal cell line. That is expected to be
finished this half, with the last stage, and most risky traditionally, being preclinical toxicology testing.
The new version of PAT-DX1 is based on the mouse antibody Deoxymab 3E10, which has
previously been in a Phase I clinical study. PAT-DX1 is a humanised version, with two
copies of the 3E10 binding domain. As such, the risk of an adverse safety profile emerging in preclinical studies should be lower than for an antibody drug that includes a novel
binding approach.
Phase I Study in 1H 2022
The first clinical study with PAT-DX1 is expected to start in the first half of next year in
Australia (Q2). It will be a dose escalation safety study (four doses, three patients per
dose) in patients* with a range of cancers, which will likely include those with metastatic
triple negative breast cancer.
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Patrys has completed animal model testing (in vivo) with PATDX1 in at least five trials and in in vitro cell models in between 15
-20 studies with what CEO James Campbell said has been consistently impressive.
Late last year the company had a poster presentation at the San
Antonio Breast Cancer Symposium from an animal model in breast
cancer brain metastases. That study showed that PAT-DX1 crosses
the blood-brain-barrier, suppresses growth of metastatic tumours
(93% less than the control) and improved survival (45% better)
with no toxicity. Most of Patrys’ animal model studies have involved orthotopic grafts, whereby a human tumour is implanted
into the corresponding tissue in the animal model, which should
provide a stronger link to potential activity in human disease.
PAT-DX1 is derived from a lupus autoantibody that is attracted to
DNA such as that discarded from damaged tumour cells, has an
ability to enter the cell and cell nucleus, and interrupt DNA repair
mechanisms. As such it has the potential to be effective as a broad
acting anticancer treatment used both as a monotherapy where
there are genetic mutations or deficiencies in DNA repair mechanisms, or in conjunction with other treatments.
In planning its clinical program, Patrys is using the expertise of
one of its board members in particular, Dr Pamela Klein, who ran
the clinical development program for Herceptin whilst at
Genentech. With Klein, Patrys has been canvassing feedback from
key opinion leaders. One of the learnings has been that in the
treatment of glioblastoma. This form of cancer presents as classic
glioblastoma multiforme, but there are also at least four genomic
variants. The appeal of a therapy such as PAT-DX1 is that potentially it could provide an effective treatment across all types of
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this disease given that it can cross the blood-brain-barrier, be
attracted to tumours discarding DNA, and interrupt DNA repair
mechanisms across all forms of the tumours.
Summary
Patrys is capitalised at $51 million. The company held cash assets
of $13.2 million at the end of last year, which should be sufficient
to fund operations at least to the end of next year. By this point,
some major milestones should be achieved. These include:
– Scale up of manufacture of PAT-DX1
– Completion of toxicology assessment
– Commencement of Phase I studies in patients with a range of
cancers
Patrys' technology is a platform which has the potential to be of
use in multiple oncology therapies. This includes as a standalone
or combination therapy, but also as a way to deliver other oncology drugs into tumours. With around 60% of oncology drug deals
being secured at a preclinical stage, there is the possibility that a
significant transaction could be achieved by the company before
Phase I trials start next year.
Patrys’ platform also offers a unique approach to achieve what is
termed 'synthetic lethality' which has become an area of high interest in oncology drug development in just recent years which
includes PARP inhibitors. This will help attract the interest of larger
partners through a licensing deal if preclinical development can
be successfully completed this year.
Bioshares recommendation: Speculative Buy Class A
*

This extract includes some minor changes/clarifications from
the original article.

PAT-DX1 Development Timeline
Ma rch 2016

As s ets acqui red from Ya l e Uni vers i ty

Apri l 2017

Lead ca ndi da te PAT-DX1 s el ected (huma ni s ed vers i on of 3E10 anti body fra gments )

September 2017

PAT-DX1 out-performed 3E10 i n cel l penetra ti on and ca ncer cel l death (col on ca ncer cel l s )
PAT-DX1 a cti ve aga i ns t 5 from 7 gl i obl as toma tumours removed from pa ti ents . Drug confi rmed
ta ken up i n cel l nucl ei of gl i obl a s toma ca ncer cel l s .
Fi rs t evi dence of effi ca cy of PAT-DX1 i n mous e model of tri pl e nega ti ve brea s t ca ncer (TNBC)

December 2017
Ma y 2018
December 2018
Ma y 2019

Jul y 2019

PAT-DX1 works i n s ynergy wi th PARP i nhi bi tor i n col on a nd bra i n ca ncer cel l s , where defecti ve
DNA pa thwa y exi s ts , l ea vi ng hea l thy cel l s i nta ct.
Si gni fi ca ntl y reduced growth and vi a bi l i ty of gl i obl a s toma tumour s pheres deri ved from ca ncer
s tem cel l s .
In mous e model of TNBC, 93% l es s bra i n meta s ta s es wi th PAT-DX1 (s ys temi c del i very), wi th 86%
of mi ce a l i ve compa red to zero i n control group. No toxi ci ty from PAT-DX1.
In a ni ma l model of TNBC, PAT-DX1 cros s es BBB, a chi eves s i mi l a r tumour growth s uppres s i on to
l ow dos e ra di a ti on thera py, a nd s i gni fi cantl y more tumour growth s uppres s i on when gi ven
wi th radi a ti on thera py.
In mous e s tudy wi th hi ghl y a ggres s i ve gl i obl a s toma expl a nt to genera te bra i n tumours , 87%
reducti on i n tumours when PAT-DX1 gi ven (52% reducti on from ra di a ti on thera py), a nd 71%
s urvi val benefi t when gi ven wi th ra di a ti on therapy compa red to control (24% benefi t from
ra di a ti on thera py a l one).

Februa ry 2021

Sta bl e cel l l i ne s ecured

1H 2021

Ma nufacture s ca l e up (to be compl eted)

2H 2021

Precl i ni ca l toxi col ogy (to be compl eted)

1H 2021

Pha s e I (to commence)
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How Bioshares Rates Stocks
For the purpose of valuation, Bioshares divides biotech stocks into
two categories. The first group are stocks with existing positive cash
flows or close to producing positive cash flows. The second group are
stocks without near term positive cash flows, history of losses, or at
early stages of commercialisation. In this second group, which are
essentially speculative propositions, Bioshares grades them according
to relative risk within that group, to better reflect the very large
spread of risk within those stocks. For both groups, the rating “Take
Some Profits” means that investors may re-weight their holding by
selling between 25%-75% of a stock.
Group A
Stocks with existing positive cash flows or close to producing positive cash
flows.
Buy
CMP is 20% < Fair Value
Accumulate CMP is 10% < Fair Value
Hold
Value = CMP
Lighten
CMP is 10% > Fair Value
Sell
CMP is 20% > Fair Value
(CMP–Current Market Price)

Group B
Stocks without near term positive cash flows, history of losses, or at
early stages of commercialisation.
Speculative Buy – Class A
These stocks will have more than one technology, product or
investment in development, with perhaps those same technologies
offering multiple opportunities. These features, coupled to the
presence of alliances, partnerships and scientific advisory boards,
indicate the stock is relative less risky than other biotech stocks.
Speculative Buy – Class B
These stocks may have more than one product or opportunity, and
may even be close to market. However, they are likely to be lacking in
several key areas. For example, their cash position is weak, or
management or board may need strengthening.
Speculative Buy – Class C
These stocks generally have one product in development and lack
many external validation features.
Speculative Hold – Class A or B or C
Sell

Corporate Subscribers: Cogstate, LBT Innovations, Opthea, ResApp Health, Pharmaxis, Dimerix, Adalta, Actinogen
Medical, Patrys, Cyclopharm, Antisense Therapeutics, Imugene, Exopharm, Immutep, Neuroscientific Biopharmaceuticals, Invex
Therapeutics, Anteris Technologies, Chimeric Therapeutics
Disclaimer:
Information contained in this newsletter is not a complete analysis of every material fact respecting any company, industry or security. The opinions and estimates herein expressed represent
the current judgement of the publisher and are subject to change. Blake Industry and Market Analysis Pty Ltd (BIMA) and any of their associates, officers or staff may have interests in
securities referred to herein (Corporations Law s.849). Details contained herein have been prepared for general circulation and do not have regard to any person’s or company’s investment
objectives, financial situation and particular needs. Accordingly, no recipients should rely on any recommendation (whether express or implied) contained in this document without
consulting their investment adviser (Corporations Law s.851). The persons involved in or responsible for the preparation and publication of this report believe the information herein
is accurate but no warranty of accuracy is given and persons seeking to rely on information provided herein should make their own independent enquiries. Details contained herein have
been issued on the basis they are only for the particular person or company to whom they have been provided by Blake Industry and Market Analysis Pty Ltd. The Directors and/or
associates declare interests in the following ASX Healthcare and Biotechnology sector securities: Analyst DB: ACR,ADR,COH,CSL,CYC,HXL, MX1,OPT,SOM,TLX. Analyst MP:
ACR,CGS, CYC, IMM, OPT,CUV,MX1,PAB, PXS,RNO,SOM. These interests can change at any time and are not additional recommendations. Holdings in stocks valued at less than $100
are not disclosed.
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