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Since our last update, we have continued 
our focus on finalising the KappaMab 
Phase IIb Investigator Initiated Trial (IIT) 
clinical trial data to secure the publication 
of the trial results. More on this is 
included in the Operational Update. 

We had initially expected to publish 
the data much sooner than our 
current timeline and I’d like to take this 
opportunity to explain the delay. As we 
have learned more about the conduct 
of the study and contrary to what we 
have reported previously, we consider it 
possible that the COVID-19 pandemic 
may have had a disruptive impact on 
some patients in the KappaMab Phase 
IIb IIT trial. We know that clinical trials 
generally were disrupted through the 
pandemic, preventing patients from 
attending their appointments. 

In light of the potential impacts of the 
pandemic on the trial, the HaemaLogiX 
Scientific Advisory Board advised 
that additional data be collected and 
presented alongside Progression Free 
Survival (PFS). This is to ensure that data 
is collated methodically and presents 
a complete picture of KappaMab’s 
efficacy and safety. The collation of 
this additional data requires a detailed 
patient-by-patient assessment, which is 
taking additional time. We’re committed 
to undertaking this assessment because 
these important additional data endpoints 
will further substantiate the efficacy and 
safety of KappaMab, particularly with 
standard of care comparisons, Revlimid 
and dexamethasone. More information 
about these additional endpoints is 
provided in the Operational Update. 

I am pleased to share that the preclinical 
development of the KMA.CAR T cell 
product has been completed, and the 
final lentivirus construct has been 
selected to progress into the clinic. This 
work is led by the HaemaLogiX clinical 
team in collaboration with the research 
team at Peter MacCallum Cancer Center. 
More about this milestone is included in 
this newsletter’s Operational Update.

We are also making greater progress than 
expected in the manufacturing of the 
next batch of KappaMab, with the drug 
substance produced one month ahead 
of schedule and soon to be filled into 
glass vials before labelling. We expect 
our manufacturer, Lonza, to ship the 
product to Australia by December. In this 
newsletter, our Chief Manufacturing & 
Development Officer, Tertia Dex, gives 
a detailed update on the KappaMab 
manufacturing progress.

A recent pivot in our funding and 
partnering strategies 

The US biotech index (XBI) like all sectors 
has taken a beating, having fallen from 
a peak of 153 in January 2021 to a low 
of 63 in May 2022. There has been a 
modest improvement through June and 
July to reach 93 at the time of writing this 
note. Many would assert the peak was 
driven by over-exuberance. Irrespective 
of the drivers of this run-up, the 
consequences of changes in inflationary 
expectations and other commercial 
disruptions, along with stock market 
pricing “corrections”, have dramatically 
impacted the industry and the fundraising 
environment. This link provides the 
graphs and detail supporting the XBI. 

It was against this backdrop that our 
advisors at Jefferies recommended 
we delay proceeding with an IPO. The 
Goodwin Procter IPO tracker reports 
six IPOs in the US through early May 
2022 versus 74 and 89 respectively 
for the entire years of 2021 and 2020. 
Some industry analysts forecast that 
this environment will remain through to 
mid-year 2023. When we considered this 
forecast together with XBI market trends, 
we supported a delay to an IPO, with a 
pivot to seeking private funding in the 
order of $20-25M. Efforts to secure this 
funding began in May and are ongoing. 
We will update you further in the weeks 
and months ahead as those discussions 
evolve. Meanwhile we have adopted a 
cash preservation mode.

Our partnering focus

Our overall focus has been to secure 
a global pharma partner as either a 
licensor or purchaser of our drug therapy 
assets. However, we could achieve in the 
shorter-term a licensing opportunity for 
the China market, alone. We do not see 
this as having any negative impact on 
our overall commercial plans. In fact, it 
could help progress clinical development 
with trials in China and bring forward a 
financial transaction. We will engage an 
experienced external advisor to explore 
this opportunity. We project up to 12 
months of effort to succeed in securing 
a Chinese partner, which is considerably 
less time than that to secure a global 
partner, and with far less demand on 
management time and support.

Finally, I am delighted to announce 
the appointment of Geoff Nichol 
to the Board of HaemaLogiX.

Geoff is a seasoned physician and biotech 
executive with deep expertise in drug 
development, and knowledge of the 
HaemaLogiX technology from his prior 
work with Medarex. I look forward to 
his guidance, and his contribution to 
our strategy and advancement of the 
company’s objectives. Geoff is profiled 
next up in this newsletter.

Thanks to all our shareholders for their 
ongoing interest in HaemaLogiX. We are 
grateful for your patience and support 
as we navigate through the current 
times. We look forward to keeping you 
updated as we progress towards our key 
milestones.

Kind regards,
Bryce Carmine
Executive Chairman and CEO
 

CEO Update
It’s been a busy period for 
HaemaLogiX, and we are delighted 
to share details on our recent 
progress, wins and activities in this 
shareholder newsletter.

We’ve continued to progress our clinical 
pipeline
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Dr Nichol’s first drug development 
success was at SmithKline Beecham 
with the approval of Augmentin® 
BID in 1996 for adults and children 
for all indications.

As a VP at Novartis (1996-2002), 
he successfully managed a clinical 
development therapeutic area, US 
Medical Affairs, and Global Project 
and Portfolio Management, with 
significant involvement in the 
Foradil® and Xolair® programs.

Dr. Nichol was SVP of Development 
at Medarex Inc, where he was 
responsible for the foundational 
clinical development of the 
breakthrough cancer immunotherapy 
checkpoint inhibitors Yervoy® (Phase 
1 through Phase 3) and Opdivo® 
(Phase 1). Importantly, during 
his time at Medarex, he oversaw 
the early preclinical and clinical 
development of KappaMab, our 
multiple myeloma drug candidate.

Medarex was acquired by Bristol 
Myers Squibb (BMS) in 2009 
and gained regulatory approval 
and commercial release of both 
these drugs. In recognition of the 
significance of these breakthrough 
therapies in 2018 the medical 
scientists who discovered these 
checkpoint drugs – Prof James 
Allison and Prof Tasuku Honjo - 
were awarded the Nobel Prize for 
Physiology or Medicine. 

From 2011-2016 Dr. Nichol was 
EVP R&D at Sangamo BioSciences, 
a genome editing and gene therapy 
company. He managed the pre-
clinical development of several IND 
candidates both in vivo and ex vivo 
in T cells and stem cells, and a gene 
therapy for haemophilia, all now in 
late-stage clinical trials.

In 2016, Dr. Nichol became 
Chief Medical Officer at BioMarin 
Pharmaceutical Inc, managing 
an active portfolio of clinical 
development programs, including 
the development and approval 
of Brineura® for Batten disease, 
Palynziq® for phenylketonuria, 
VOXZOGO® for achondroplasia, and 
phase 3 development of BMN 270, a 
leading investigational gene therapy 
for haemophilia. In 2021, Dr. Nichol 
transitioned from CMO into a Senior 
Advisor role with BioMarin and 
remained active with the company 
until mid-2022.

Dr. Nichol graduated in medicine 
from the Otago University Medical 
School in New Zealand and 
completed clinical advanced training 
in Thoracic Medicine in Christchurch 
New Zealand, Adelaide SA and 
London UK. He has an MBA from 
Warwick University, UK. He is a 
Fellow of the Royal Australasian 
College of Physicians. He resides in 
the Bay area of San Francisco.

New Board Appointment: 
Dr Geoff Nichol
We’re pleased to welcome to our Board Dr. Geoff Nichol, M.B., Ch.B., M.B.A. 
as Non-Executive Director. Dr. Nichol brings more than 30 years’ experience 
and a globally recognised background in drug development. 

“I am delighted to be 
joining the Board to 

guide strategy around 
the further development 

of KappaMab as well 
as HaemaLogiX’s other 

pipeline assets. I look 
forward to working 

with the team to bring 
forward much needed 

new therapies for 
patients with multiple 

myeloma and other 
diseases.”

– Dr. Geoff Nichol
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Phase IIb IIT clinical data 
publication

Analysis of the KappaMab Phase IIb 
trial data is ongoing. This analysis has 
been expanded to include  duration 
of response (DoR) and the time 
to next treatment (TNTT) for each 
patient. 

The HaemaLogiX clinical team, 
together with Professor Andrew 
Spencer, is working through a 
detailed assessment of data from 
each patient to determine these 
additional endpoints along with 
progression free survival (PFS) and 
overall survival (OS). The inclusion 
of the DoR and TNTT endpoints, will 
add to the robustness of the final 
data analysis and further buttress the 
overall response rate (ORR) of 83% 
for KappaMab in combination with 
Revlimid. 

As there remain two patients 
continuing to respond to treatment 
after four years, the median OS has 
not been reached, which is very 
encouraging. 

Importantly the OS is considered the 
most persuasive evidence of efficacy 
among the medical community 
especially for patients who have 
relapsed refractory multiple myeloma 
and whose disease was progressing 
when they entered the trial. Once 
these new data and information from 
the clinical trial have been collated 
the final clinical trial report will be 
submitted for publication in an 
appropriate medical journal. 

Dose optimisation study

As previously advised the decision 
to increase the dose of KappaMab 
was decided based on the excellent 
safety profile of our antibody and the 
fact that no dose limiting toxicities 
have been described in the phase I, 
IIa and IIb clinical trials. In addition, 
other therapeutic antibody studies 

in myeloma have shown that higher 
doses often corelate with improved 
survival and increased durability  of 
the responses. The statistical design 
for the monotherapy KappaMab dose 
optimisation study is now complete, 
and the Scientific Advisory Board 
is in the final stages of the protocol 
review.

This dose optimisation monotherapy 
study will investigate the potential 
of higher doses of KappaMab 
between 30 mg/kg and 60 mg/kg. It 
is anticipated at these higher doses 
the specific binding of KappaMab 
to the cancer cells will not result in 
additional safety concerns and may 
increase the depth and duration of 
responses of the antibody alone. 
Once the recommended dose 
is established, two KappaMab 
combination studies, one with 
Revlimid in maintenance therapy and 
the other with pomalidomide plus 
dexamethasone in patients who have 
failed Revlimid, will be initiated. 

The development of KMA.CAR T 
cell

The Peter MacCallum Cancer 
Centre has completed the preclinical 
development of the KMA.CAR-T 
cell product. A lentivirus construct 
has been identified, worked up and 
selected to be further developed for 
the Centre’s planned clinical trial in 
myeloma patients.

The next step is the non-clinical 
testing of the KMA.CAR T cell 
candidate in an in vivo mouse model 
to show that the CAR T cells can 
multiply (expand) and bind to KMA 
expressing human myeloma cells, to 
kill the cancer cells. On completion of 
this study, the manufacturing process 
for the clinical grade KMA.CAR T cell 
will be initiated, in preparation for 
the clinical trial.

LambdaMab preclinical research 
findings

The LambdaMab preclinical research 
project evaluating myeloma patient 
bone marrow samples (N=31) has 
confirmed that Lambda Myeloma 
Antigen (LMA) is expressed at all 
stages of disease progression, from 
the pre-malignant stage to “relapsed 
refractory multiple myeloma” 
(RRMM). The data confirms that 
LambdaMab has therapeutic 
potential in the treatment of 
myeloma patients, especially as LMA 
is only found on the cancer cells 
and not normal cells, which means 
the patient’s own normal immune 
cells will not be destroyed by 
LambdaMab. The majority of other 
immunotherapies in the treatment 
of myeloma destroy normal immune 
cells as well as myeloma cells, which 
leads to chronic infections. An 
abstract reviewing these LambdaMab 
and LMA findings has been 
submitted to the American Society of 
Haematology 2022 for publication. 

A second preclinical research project 
is focused on amyloidosis patient 
bone marrow samples (N=13) and 
has shown that either LMA or KMA 
is present on the patient malignant 
plasma cells tested so far. These 
data show that both LambdaMab 
and KappaMab may have potential 
therapeutic use as amyloidosis 
treatments. Amyloidosis is more 
commonly lambda-type (~70%) 
versus kappa-type (~30%). Both 
LambdaMab and KappaMab induce 
specific killing of the malignant cells 
in patient bone marrow samples and 
do not kill normal cells. 

Both of these LambdaMab preclinical 
research projects in myeloma and 
amyloidosis are ongoing. 

Clinical Progress
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We’re already seeing the benefits 
of transferring KappaMab 
manufacturing to a new, state-of-
the-art facility in Guangzhou, China 
operated by our drug substance 
partner, Lonza. The Lonza team 
transferred the technology, scaled 
it up to 1000L and delivered 
drug substance that met all of 
the product specifications with 
only minor issues during the 
batch manufacture. The ease of 
transferability and scalability is a 
demonstration of the robustness of 
the manufacturing process that has 
been established for KappaMab. 
The product yield achieved a 
record level of recovery across 
the purification process for this 
batch. These outcomes provide us 
with confidence on the economic 
viability of producing commercial 
scale quantities of the drug in the 
future. 

What’s more, the Lonza team 
delivered the bulk drug substance a 
month ahead of plan. This outcome 
puts us on track to have vialled 
drug product ready for the clinic 
by the end of the year. Contracts 
are in place for the sterile filling of 
vials along with the final packaging 
and labelling activities. The product 
has been produced to comply 
with all required global regulatory 
standards, to facilitate future 
regulatory filing in international 
jurisdictions. The final product 
will be used in the Australian 
dose optimisation clinical trial 
study (referred to earlier in this 
newsletter).

The improved manufacturing 
processes and more advanced 
purification technologies together 
with some ongoing process 
development work at Lonza will 
reduce the overall cost of goods 
during future manufacturing, and 
enhance KappaMab’s commercial 
readiness. We look forward to 
reporting progress in the coming 
months.

“Lonza is globally renowned 
as a leader in the monoclonal 
antibody development and 
manufacturing space, both 
due to their technologies 
developed over the last 
40 years, as well as their 
reputation for excellence 
in meeting quality and 
regulatory standards around 
the world. What Lonza 
has been able to achieve 
for us in recent months is 
great testament to their 
experience,”
- Tertia Dex 

 A Successful Period for 
KappaMab Manufacturing

An update from our Chief Manufacturing &
Development Officer, Tertia Dex.

Watch: How we manufacture KappaMab

The monoclonal antibody 
manufacturing process is complex, 
involving many stages and 
processes. We’ve published an 
interview with Tertia about why 
manufacturing is an important 
factor in commercialisation, and 
how we manage associated risks. 
You can watch it here >
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