
EDITORIAL: Future of Neuromodulation Therapies 

The field of neuromodu-
lation is currently un-
dergoing a renaissance 
of new technological 
development. Profound 
improvements in the 
care of chronic pain 
patients may appear in 
the very near future. 

New and emerging nerve-target loca-
tions, as well as high-frequency and pat-
terned stimulation methodologies, both 
driven by the need for customized thera-
py, are paving the way to better clinical 
outcomes. As we await the future, artifi-
cial intelligence, neural sensing, novel 
target-specific stimulation patterns, and 
revolutionary approaches combining mul-
tiple neuromodulation therapies are like-
ly to alter both the prescribing and usage 
patterns of physicians and patients, re-
spectively. Moreover, the increasing de-
mand for alternatives to opioid-based 
pain therapies will continue to drive the 
need for advanced clinical research. 

As these new technological approaches 
continue to advance, the rigor of clinical 
research must keep pace. The demon-

stration of long-term efficacy to pa-
tients, physicians, and payers is essen-
tial. The majority of clinical trials con-
ducted in neuromodulation lack true 
sham control arms or more specifically 
active sham control arms. The lack of 
clinical rigor can lead to the approval of 
devices that fail to deliver durable pain 
relief over time and sustained improve-
ment in quality-of-life. Well-validated 
outcomes would potentially help avoid 
therapeutic fatigue, which is the primary 
reason most neuromodulation device are 
explanted. These explants add economic 
costs to the healthcare system, to be 
sure, but they also exact a heavy toll on 
patients, who must undergo multiple 
surgeries over a short period of time. In 
order to eliminate therapeutic fatigue, 
while advancing the rigor of clinical re-
search, the creation of new software-
driven systems must become a priority. 
Having hardware platforms capable of 
delivering multiple evidence-based ther-
apeutic modalities through advanced 
software design will be a signal benefit 
to patients. In concert with this change, 
various biomarkers may become increas-
ingly important components of the treat-

ment algorithm; identifying these sub-
stances may lead to a better understand-
ing of how to individualize neuromodula-
tion therapy, reduce – or potentially 
eliminate – opioid use, and, not inci-
dentally, better grasp why therapies fail 
over time.  

Lastly, we need to conduct the basic 
research that will yield a better under-
standing of the physiological mechanisms 
of action of these therapies. Doing so 
will enable drug and device developers 
to improve upon existing technologies 
and drive discovery in areas not yet ex-
plored. If these promising research ap-
proaches are adopted, we are optimistic 
that novel neuromodulation therapies 
may deliver long-term durable impact 
and move physicians from a palliative 
treatment paradigm to one offering a 
curative alternative to opioid drugs.  
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RECENT NEWS  

Oct’21 Amolyt Pharma an-
nounced positive results from 
its Phase 1 clinical trial of AZP-
3601, a potential treatment for 
hypoparathyroidism, at the 
American Society for Bone and 
Mineral Research 2021 annual 
meeting. The findings demon-
strated that repeat administra-
tion of AZP-3601 to healthy 
volunteers induced a rapid, 
dose-dependent increase in 
serum calcium levels that was 
sustained and stable over the 
treatment period. AZP-3601 
was generally well tolerated 
and raised no safety concerns.  

      www.amolytpharma.com                   www.magnolia-medical.com                     www.prilenia.com                         www.turnstonebio.com 
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Nov’21 Turnstone Biologics en-
tered a multi-year research 
collaboration with Moffitt Can-
cer Center for the pre-clinical 
development of investigational 
tumor-infiltrating lymphocyte 
(TIL) therapies. The partnership 
will evaluate new clinical candi-
dates using Turnstone’s next-
generation selected TIL ap-
proach in multiple solid tumor 
types. Moffitt also will in addi-
tion to IND submission of Turn-
stone’s lead TIL program, TIDAL
-01. In return, Turnstone will 
provide financial support for 
research and development at 
Moffitt over the multi-year col-
laboration. 

Feb’22 Magnolia Medical, in-
ventors of Steripath®, the only 
FDA 510(k)-cleared device 
platform for reducing blood-
culture contamination for sep-
sis testing, announced a 
USD46m growth-equity financ-
ing. RTW and Sectoral Asset 
Management were co-leaders 
of the funding, with significant 
participation by new investor 
Janus Henderson Investors. All 
existing major investors, in-
cluding HealthQuest Capital, 
Evidity Health Capital, and 
SightLine Partners also partici-
pated. Concurrent with the 
financing, Marc-Andre Mar-
cotte, CFA, a partner at Sec-
toral and Ovid Amadi, PhD, a 
senior analyst at RTW, have 
joined the Board of Directors. 

Nov’21 Prilenia raised USD43m 
in an oversubscribed Series B 
financing. The funding was led 
by new investor Sands Capital, 
along with Forbion and Morn-
ingside. Amplitude Ventures 
also joined the round as a new 
investor, while current inves-
tors Sectoral Asset Manage-
ment, Talisman, and the ALS 
Investment Fund also partici-
pated. In parallel, the compa-
ny announced the completion 
of patient enrollment ahead of 
schedule in its Huntington’s 
disease Phase 3 clinical trial. 
Prilenia is on track to obtain 
top-line results in Q1 2023.  

https://amolytpharma.com/
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What is the mission of Garuda Therapeutics? 

Garuda Therapeutics seeks to create a medical world that 
eliminates the dependency on donor or patient cells for blood 
stem-cell transplants. Our proprietary technology for generat-
ing off-the-shelf, self-renewing blood stem cells is poised to 
provide patients with rapid and broad access to consistent, 
durable, human leukocyte antigen (HLA)-compatible and 
transgene-free blood stem-cell therapies. Like bone-marrow 
transplants, our technology could provide potentially curative 
therapies for more than 70 diseases. 

 

Manufacturing a cell-based product could be chal-
lenging. What is your plan for success? 

Garuda is developing a pipeline, which includes therapeutic 
indications in hematologic malignancies, sickle-cell disease, β
-thalassemia and bone-marrow-failure diseases, among oth-
ers. We have recruited industry leaders to our manufacturing 
advisory board, and we are developing robust manufacturing 
technologies. Because the potential of our breakthrough plat-
form technology is immense, we are also working to ensure 
our manufacturing infrastructure is robust, and we have the 
capacity to avoid delays in delivering these potentially life-
changing cellular therapeutics to patients.  

 

Launching new companies can be daunting. Tell us 
about your experience in Cambridge, MA? 

In 2015, talented team members in my Harvard laboratory not 
only discovered how hematopoietic stem cells (HSCs) are born 
in Mother Nature, but we also were able to recreate these 
findings to make brand new human HSCs from an unlimited 
source of induced pluripotent stem cells. Given the signifi-
cance of the discovery and the transformative potential of its 
application for human health, I began working to make our 
discovery available publically in the most responsible and 
meaningful way for all current and future stakeholders. After 
going through the MassConnect program and meeting with 
various venture capital groups, I joined with co-founders 
Kiran Reddy, David Scadden, and Sean Morrison to build Garu-
da from the ground up. In this journey, we have been fortu-
nate to have the support of experts in blood stem-cell and 
bone-marrow transplants, as well as that of people with ex-
pertise in bringing transformative medicines to patients. Last 
year, we were delighted to announce our USD72m Series A 
financing, supported by marquee investors, including Sec-
toral, and move one step closer to bringing this potentially 
lifesaving treatment to patients. 
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