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Innovative Technologies 
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About Us
Qualigen is a biotechnology company focused on developing novel

therapeutics for the treatment of cancer using similar core

nanoparticle coating technology from its FDA-approved FastPack®

System, which has been used successfully in diagnostics for over

15 years. Our cancer therapeutics pipeline includes ALAN

(AS1411-GNP) RAS-F3 and STARS™. ALAN is a DNA coated gold

nanoparticle cancer drug candidate that can target virtually any

cancer type with minimal side effects. RAS-F3 is a small molecule

RAS oncogene protein-protein inhibitor that blocks RAS mutations

that lead to tumor formation, especially in pancreatic, colorectal

and lung cancers. STARS™ is a DNA/RNA-based treatment device

for removal from circulating blood of precisely targeted tumor-

produced compounds and cancer cells. Our facility in Carlsbad,

California, is FDA and ISO Certified and our FastPack® product line

is sold worldwide by our commercial partner, Sekisui Diagnostics.
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A brief history
Qualigen was founded in Lindstrom, Minnesota in 1996 and began

operations in our current facility in 1999. Our first FastPack®

cancer diagnostic product, Total PSA, was introduced in 2002.

Since then, our FastPack® test menu has expanded to include

additional tests for cancer, men’s health, hormones and metabolic

biomarkers. Our transition into cancer therapeutics began in 2007

with the issuance of our first STARS™ patent. In 2016, we entered

into a commercial partnership with Sekisui Diagnostics, who

markets and sells our FastPack® product line worldwide. We

accelerated our transition into cancer therapeutics with our

development and licensing partnerships with the University of

Louisville and Advanced Cancer Therapeutics in 2018. Qualigen

now has a pipeline of promising cancer therapeutics to complement

our commercialized diagnostic products.

In January, Qualigen and Ritter Pharmaceuticals (Nasdaq:RTTR)

entered into an Agreement and Plan of Merger, where Ritter will

merge into Qualigen, with Qualigen surviving as a wholly-owned

subsidiary of Ritter. The new company will be called Qualigen

Therapeutics and will be headquartered in Carlsbad. Upon the

closing in mid-May, Ritter will cease to exist, and Qualigen

Therapeutics will begin trading on Nasdaq as QLGN. Qualigen will

continue to focus on the development of our nanotechnology

therapies for the treatment of cancer and infectious diseases, while

also continuing to operate our diagnostic business.
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Detect Destroy Remove

Our Mission
Since its introduction in 2002, Qualigen’s FastPack® System has been detecting cancer and saving lives.  Our 

powerful anticancer drug candidates, ALAN (AS1411-GNP) and RAS-F3, are designed to destroy tumors with 

minimal side effects.  STARSTM is designed to remove circulating tumor cells, inflammation factors and immune 

checkpoints.  These tools can work together, alone or in combination with other therapies, multiplying their 

effectiveness.
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FastPack®

The FastPack® System is a proprietary diagnostics platform launched by Qualigen in 2002. This novel,

rapid and highly accurate immunoassay testing system consists of the FastPack® Analyzer and the

FastPack® test pouch; a single-use, disposable, foil packet which includes the FastPack® reagent

chemistry. Since the initial conception of the system, the Company has developed two versions of its

analyzer and test pouch (1.0 and IP) and has expanded its assay menu to 10, including tests for

prostate cancer, thyroid function, metabolic disorders and research applications. In collaboration with

Prediction Sciences, Qualigen is developing a novel stroke test, to be used in combination with a new

stroke drug currently being developed by Prediction.
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ALAN (AS1411-GNP)
ALAN (Aptamer-Linked Anti-Nucleolin or AS1411-GNP) is an

aptamer-based anticancer drug that can be used to treat virtually

any type of cancer. This novel technology has several additional

applications, including enhancement of radiation therapy,

enhancement of tumor imaging, and delivery of other anti-cancer

compounds directly to tumor cells. A key component of this drug,

DNA aptamer AS1411, has been tested in over 100 cancer patients

and is well tolerated with no evidence of severe side effects; with at

least 7 patients having long-lasting clinical responses where their

cancers disappeared or shrank substantially. ALAN is an enhanced

version with dramatically increased potency. This is achieved by

coating the DNA aptamer onto a gold nanoparticle. Initial

preclinical studies in breast cancer with ALAN showed significantly

enhanced activity compared to AS1411 alone. In addition to its use

as a stand-alone anticancer drug, this technology can be used as a

component of the STARS™ device or used as a combination

treatment with it.
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RAS-F3
RAS is the most common oncogene in human cancer. Activating

mutations in one of the 3 human RAS gene isoforms (KRAS,

HRAS or NRAS) are present in about one-fourth of all cancers.

For example, mutant KRAS is found in 98% of pancreatic ductal

adenocarcinomas, 52% of colon cancers, and 32% of lung

adenocarcinomas. Just for these three cancer types alone, that

means that cancers with mutant KRAS are diagnosed in more

than 170,000 people each year in the US and cause more than

120,000 deaths. There are no FDA-approved direct RAS protein

inhibitors currently available. Drugs that target signaling

downstream of RAS are available, but have shown disappointing

clinical activity, most likely because RAS is a “hub” that activates

multiple effectors and blocking any single pathway (or even two)

will be ineffective. Qualigen’s RAS-F3 is a small molecule RAS

oncogene protein-protein inhibitor that blocks RAS mutations

directly, thereby inhibiting tumor formation, especially in

pancreatic, colorectal and lung cancers.
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STARSTM

Since its inception, the Company’s initial R&D focus has been on

its FastPack® diagnostic system and related core technologies.

These same technologies are now the basis for the Company’s

expansion into therapeutic applications for the treatment of

cancer. Qualigen’s Selective Target Antigen Removal System

(STARS™), will utilize core expertise in advanced reagents and

coatings to remove disease associated agents directly from a

patient’s blood. The key components of STARS™, membranes

coated with target capture reagents, will utilize several

proprietary processes developed and used in the FastPack®

product lines. In addition, the aptamer AS1411 can also be

used on these membranes to capture circulating tumor cells.

Proprietary STARS™ cartridges will be designed for use with

conventional dialysis or hemofiltration machines to treat patients

with various cancers; to remove immune checkpoints, metastatic

cells and inflammation factors.
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Imaging

Radiation

Drug

ALAN’s Unique Versatility
ALAN (AS1411-GNP) is a therapeutic platform technology with several different applications. The AS1411

Aptamer component targets and destroys cancer cells of all types. The gold nanoparticle component enhances

the effects of radiation therapy in the targeted cancer cells. Imaging agents can be attached to the parent

molecular structure to enhance the resolution and accuracy of cancer cell scans.
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H2 10 2023 20242021 20222020

2020
• Pre-Clinical IND Studies for ALAN

• Complete cFN Stroke Assay

• Begin STARS Development

• Continue RAS-F3 Development

2021
• Begin Phase 1 Clinicals for ALAN

• Pre-Clinical IND Studies for RAS-F3

2022
• Begin Phase 2 Clinicals for ALAN

• Begin Phase 1 Clinicals for RAS-F3

2023 - 2024
• Phase 2 Clinicals for RAS-F3

• FDA Submission for ALAN

• Begin Phase 1 Clinicals for STARS

Timeline & Milestones
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Our Regulatory Strategy

• Conduct Phase 1 human 
trials (safety/dosing) in 20 to 
30 patients.

• Conduct Phase 3 human 
trials in 30 to 70 patients for 
efficacy in the target 
indication.

• Obtain Orphan designation 
status for the target 
indication(s), i.e. Acute 
Myeloid Leukemia (AML) in 
children and Neuroblastoma 
in children.

• Apply for approval upon 
successful completion of 
Phase 3 human trials.  FDA 
will expedite review of 
applications for cancer 
therapeutics with high unmet 
needs.

FDA 
Approval

Orphan 
Designation

Phase 1 
Human 
Trials

Phase 3 
Human 
Trials
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The Market Opportunity
There will be over 14 million new cases of cancer diagnosed this year and cancer rates as the second

leading cause of death by disease in the world.

Cancer Therapy Market: Revenue in USD billion, by Therapy Type, 

Global, 2015 - 2023

121
130

172.6

The global cancer therapeutics market should reach $172.6 billion by 2022 

according to a November 2017 report.  Currently the market is worth $121 

billion, representing a CAGR of 7.4%
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Strategic Partners
Leveraging Worldwide Expertise
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Intellectual Property
Strong Patent Portfolio

Qualigen

Issued Patents 25

Pending Patents 9

In-licensed Patents 10

Registered Trademarks 2

Jointly with Hologic (Gen-Probe)

Issued Patents 19

Pending Patents 4
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Michael S. Poirier | Chairman, President & CEO

▪ Founded Qualigen in 1996
▪ Previously, Vice President of Marketing for

Ashirus Technologies, Inc., manufacturer of
innovative high-precision dispensing pumps

▪ Director of US Area Operations for EnSys, Inc.,
field-portable immunoassay test kits for the
environmental remediation industry.

▪ Marketing Manager of Sanofi Pasteur, responsible
for launching the ACCESS Immunoassay System,
later acquired by Beckman-Coulter and is now one
of the leading immunoassay test systems
worldwide.

▪ Worldwide Immunoassay Product Manager for
Abbott Diagnostics

▪ Officer in the United States Navy, assigned to the
US Atlantic Fleet. B.A. from Providence College

Christopher Lotz | VP of Finance, CFO & Director

▪ Joined Qualigen as Director of Finance in 2002
and was appointed Vice President and Chief
Financial Officer in 2003.

▪ Previously, Director of Finance for the United
States subsidiaries of Bexcom, a procurement
management software company based in
Singapore.

▪ B.S. in Business Administration from Colorado
State University.

Shishir K. Sinha | VP of Operations & Secretary

▪ Joined Qualigen in 2006
▪ Previously, held leadership roles in the molecular

diagnostics industry including Director of
Manufacturing for Nanogen, and Senior Manager
of Oligonucleotide Manufacturing for Celera
Diagnostics.

▪ Director of Manufacturing for Sequenom, a
developer of industry leading methods and
equipment to analyze DNA.

▪ Packaging Manager for Sandoz Pharmaceutics
(Novartis)

▪ MBEE in Biotechnology Enterprise from John
Hopkins University and B.A. in Genetics from the
University of California, Berkeley

Kurt H. Kruger | Independent Director

Led Life Sciences banking effort for WR Hambrecht &
Co., Formerly a leading medical device analyst with
Bank of America and Montgomery Securities.

Richard A. David, MD FACS | Independent Director

Chief Medical Officer at Skyline Urology and their
Advanced Prostate Cancer Research Center of
Excellence, the largest urology group in Los Angeles.
Chief of Surgery at Motion Picture and Television
Hospital (MPTVH) in Woodland Hills, CA.

OPEN| Ritter Pharma Independent Director

Ritter Pharma will have one Board seat per the terms
of the Merger Agreement.

Management & Directors 

Wajdi Abdul-Ahad PhD| VP R&D/CSO

▪ Since 2006, successfully developed and
commercialized numerous complex immuno-
assays on both the Qualigen FastPack and
FastPack IP Systems.

▪ Responsible for all surface coating,
nanotechnology and reagent manufacturing, as
well as integration of new drug manufacturing
systems and processes.

▪ Led multifunctional design teams at Beckman
Coulter that developed and commercialized over
15 assays on their industry leading Access and
Synchron automated systems.

▪ PhD in Biochemistry from National University of
Ireland, Galway; an MS in Clinical Chemistry from
the University of Surrey, England; an MBA from
the University of La Verne, California and a BS in
Pharmacy from the University of Baghdad, Iraq.
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Scientific Resources
Qualigen’s internal scientific team, headed by Dr. Abdul-Ahad, is focused on reagent development and production, under full
FDA QSR and ISO compliance. In addition, they work closely with the following pharmaceutical development teams at the
University of Louisville:

ALAN (AS1411-GNP)
• Jason Chesney, MD, PhD, Director of the James Graham Brown Cancer Center; Principal Investigator for human trials. In

2014, Dr. Chesney’s clinical research team and a second team from Memorial Sloan Kettering Cancer Center were the top
two clinical groups worldwide to find that the combination of ipilimumab with another immune checkpoint inhibitor,
nivolumab, was the most effective immunotherapy regimen ever developed for cancer patients.

• Paula Bates, PhD, Professor of Medicine; Dr. Bates co-discovered AS1411 and ALAN (AS1411-GNP).  She was also a co-
founder of Aptamera, the company that brought AS1411 through Phase 1 clinical trials before being sold to Antisoma.  Dr. 
Bates is responsible for overall project direction and coordination at the University of Louisville.

• Levi Beverly, PhD, Associate Professor of Medicine;  Dr. Beverly is the director of the genome-wide CRISPR-Cas9 screening 
facility. He is also an expert in tumor biology and mouse models of cancer and directs the genome-wide screen and provides 
advice regarding mouse models.

• Kavitha Yaddanapudi, PhD, Assistant Professor of Medicine;  Dr. Yaddanapudi is an expert in cancer immunotherapy and 
routinely characterizes immune responses in mouse models and human patients and directs the studies to assess 
interactions between ALAN (AS1411-GNP) and the immune system.

• Tariq Malik, PhD, MSPH, Assistant Professor of Medicine;  Dr. Malik co-discovered ALAN (AS1411-GNP) and has extensive 
experience administering ALAN via various routes in multiple animal models.

• Martin O’Toole, PhD, Assistant Professor of Bioengineering; Dr. O’Toole and his group have optimized methods for ALAN 
(AS1411-GNP) synthesis and physical/chemical characterization. He oversees gold nanoparticle production for ALAN.

• Rajat Chauhan, PhD, MBA; Dr. Chauhan is an inorganic synthetic chemist with expertise in metal-based nanomaterials and 
was instrumental in developing scale-up protocols. He synthesizes all nanoparticles for this project and characterizes their 
physical/chemical properties.

• Sarah Andres, PhD; Dr. Andres is an experienced cancer researcher who currently divides her time between cancer drug 
development research and acting as project manager for several technologies in the UofL ExCITE program. She manages the 
biology aspects of the project and performs cell-based studies and animal experiments.

• Betty Nunn, Research Manager for the O’Toole Laboratory; Betty is an experienced bioengineering researcher with 
extensive animal handling experience. She has been working with the ALAN (AS1411-GNP) team for over 2 years and 
manages the engineering aspects of the project.  She also works with Dr. Andres to carry out all cell-based studies and 
animal experiments.
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Scientific Resources

RAS-F3
• Geoff Clark, PhD, Associate Professor of Pharmacology & Toxicology;  Considered one of the world’s leading experts on RAS 

biology, Dr. Clark co-discovered the RAS inhibitors being developed. He is the co-director (with Dr. Trent) for this project and
oversees all aspects related to RAS biology.

• John Trent, PhD, Professor of Medicine; Dr. Trent is an expert in small molecule drug discovery/development and 
biophysics. He has co-discovered and developed several molecules that have reached clinical trials. Dr. Trent co-discovered 
the RAS inhibitors being developed and is the co-director (with Dr. Clark) for this project. He oversees the drug development 
and biophysics aspects of this project.

• Howard Donninger, PhD, Assistant Professor of Medicine; Dr. Donninger did his postdoctoral training at the National 
Cancer Institute and is an expert on the biology of RAS and RAS-related proteins.  He performs the cell-based RAS binding 
and RAS signaling assays.

• Joseph Burlison, PhD, Head of Medicinal Chemistry; Dr. Burlison is a medicinal chemist with extensive experience in small 
molecule drug development gained from his work in both academia and industry.  He co-discovered the RAS inhibitors being 
developed and works with Dr. Trent to design the drug analogs being developed and tested.

• Nagaraju Miriyala, PhD, Postdoctoral Associate; Dr. Miriyala is a synthetic organic chemist who has worked within the 
medicinal chemistry team for the past 3 years. He synthesizes and characterizes (purity, solubility, etc.) all drug analogs for 
this project.

• Michael Sabo, PhD, Assistant Professor of Medicine; Dr. Sabo is a structural biologist with expertise in NMR. He has 
successfully expressed recombinant RAS protein fragments and has developed assays to determine compound binding. Dr. 
Sabo oversees production of recombinant RAS proteins for biophysical studies and performs the NMR-based RAS binding 
assays.

• Lynn deLeeuw, Research Manager;  Lynn has worked as a laboratory manager at the cancer center for many years and 
oversees the shared biophysics equipment that will be used for the RAS binding assays. Lynn performs the thermal shift RAS 
binding assays.
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Certain information set forth in this presentation contains “forward-looking information”, including “future oriented financial

information” and “financial outlook”, under applicable securities laws (collectively referred to herein as forward-looking

statements). Except for statements of historical fact, information contained herein constitutes forward-looking statements

and includes, but is not limited to, the (i) projected financial performance of the Company; (ii) completion of, and the use of

proceeds from, the sale of the shares being offered hereunder; (iii) the expected development of the Company’s business,

projects and joint ventures; (iv) execution of the Company’s vision and growth strategy, including with respect to future

M&A activity and global growth; (v) sources and availability of third-party financing for the e performance and undue

reliance should not be placed on them. Such forward-looking statements necessarily involve known and unknown risks

and uncertainties, which may cause actual performance and financial results in future periods to differ materially from any

projections of future performance or result expressed or implied by such forward-looking statements. Although forward-

looking statements contained in this presentation are based upon what management of the Company believes are

reasonable assumptions, there can be no assurance that forward-looking statements will prove to be accurate, as actual

results and future events could differ materially from those anticipated in such statements. The Company undertakes no

obligation to update forward-looking statements if circumstances or management’s estimates or opinions should change

except as required by applicable securities laws. The reader is cautioned not to place undue reliance on forward-looking

statements.

Forward Looking Statements

Qualigen, Incorporated
2042 Corte Del Nogal
Carlsbad, CA 92011

USA

Toll Free: 877-709-2169
Tel: 760-918-9165
Fax: 760-918-9127

http://www.qualigeninc.com/


