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This documentation is a presentation (the “Presentation”)

of general background information about Shackelford

Pharma Inc. (“Shackelford”). It is information in a summary

form and does not purport to be complete. It is not

intended to be relied upon as advice to investors or

potential investors and does not take into account the

investment objectives, financial situation or needs of any

particular investor. These should be considered, with or

without professional advice, when deciding if an

investment is appropriate.

This Presentation does not constitute or form part of any

offer for sale or solicitation of any offer to buy or subscribe

for securities nor shall it or any part of it form the basis of

or be relied on in connection with, or act as any

inducement to enter into, any contract or commitment

whatsoever. Recipients of this Presentation who are

considering acquiring securities of Shackelford are

reminded that any such purchase or subscription must not

be made exclusively on the basis of the information

contained in this Presentation.

The information contained in this Presentation is derived

solely from management of Shackelford and does not

purport to be all-inclusive or to contain all the information

that an investor may desire to have in evaluating whether

or not to make an investment in Shackelford. The

information has not been independently verified and is

subject to material updating, revision and further

amendment.

Certain statements in this Presentation may constitute

forward-looking information, including future-oriented

financial information and financial outlooks, within the

meaning of applicable securities laws. Forward-looking

information may relate to Shackelford’s future outlook and

anticipated events or results and may include statements

regarding Shackelford’s financial results, future financial

position, expected growth of cash flows, business strategy,

budgets, projected costs, projected capital expenditures,

taxes, plans, objectives, potential synergies, industry trends

and growth opportunities. Often but not always, forward-

looking information can be identified by the use of words

such as “anticipate”, “believe”, “expect”, “project”,

“estimate”, “likely”, “intend”, “should”, “could”, “may”,

“might”, “target”, “plan” and other similar expressions or

variations (including negative variations) of such words and

phrases. Forward-looking information contained in this

Presentation is based on certain assumptions regarding

expected growth, results of operations, performance,

industry trends and growth opportunities.

While management considers these assumptions to be

reasonable, based on information available, they may

prove to be incorrect. Forward-looking statements involve

known and unknown risks, uncertainties and other factors

which may cause the actual results, performance or

achievements of Shackelford to be materially different from

any future results, performance or achievements expressed

or implied by the forward-looking statements. These risks,

uncertainties and other factors include, but are not limited

to risks associated with general economic conditions;

adverse industry events; marketing costs; loss of markets;

future legislative and regulatory developments, inability to

access sufficient capital from internal and external sources,

and/or inability to access sufficient capital on favourable

terms; the bio pharma and pharmaceutical industry

generally, income tax and regulatory matters; the ability of

Shackelford to implement its business strategies;

competition; currency and interest rate fluctuations, and

the other risks.

Forward-looking information and other information

contained herein concerning management’s general

expectations concerning the bio pharma and

pharmaceutical industry are based on estimates prepared

by management using data from publicly available industry

sources as well as from market research and industry

analysis and on assumptions based on data and knowledge

of this industry which management believes to be

reasonable. However, this data is inherently imprecise,

although generally indicative of relative market positions,

market shares and performance characteristics. While

management is not aware of any misstatements regarding

any industry data presented herein, industry data is subject

to change based on various factors.

The Company has an Offering Circular which is part of an

Offering Statement that was filed with the SEC. THE SEC

DOES NOT PASS UPON THE MERITS OF OR GIVE ITS

APPROVAL TO ANY SECURITIES OFFERED OR THE TERMS

OF THE OFFERING, NOR DOES IT PASS UPON THE

ACCURACY OR COMPLETENESS OF ANY OFFERING

CIRCULAR OR OTHER SOLICITATION MATERIALS.

SECURITIES ARE OFFERED PURSUANT TO AN EXEMPTION

FROM REGISTRATION WITH THE SEC; HOWEVER, THE SEC

HAS NOT MADE AN INDEPENDENT DETERMINATION THAT

THE SECURITIES OFFERED ARE EXEMPT FROM

REGISTRATION. Investing in such securities involves a high

degree of risk. These are speculative securities.

Unregistered securities are illiquid and inherently risky, and

investors should only purchase such securities if they could

afford a partial or complete loss of their investment.

This Presentation may not be reproduced, further

distributed or published in whole or in part by any other

person. Neither this Presentation nor any copy of it may be

taken or transmitted into or distributed in any other

jurisdiction which prohibits the same except in compliance

with applicable laws. Any failure to comply with this

restriction may constitute a violation of applicable

securities law. Recipients are required to inform themselves

of, and comply with, all such restrictions or prohibitions

and Shackelford does not accept liability to any person in

relation thereto.

Undue reliance on forward-looking statements, and, in

evaluating these forward-looking statements, readers

should specifically consider various factors, including the

risks outlined under the heading “Risk Factors” in

documents we file with the SEC.



A History in Epilepsy

Dr. Alan Shackelford gained national 

attention for his breakthrough 

treatment of a young Dravet Syndrome 

patient with cannabinoids.

Based upon Dr. Shackelford's real-world 

experience, Shackelford Pharma, Inc., 

was formed to develop medicines for 

neurological diseases with significant 

unmet patient needs.
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The Database That Makes Us Unique

Drug development based on human data from

Dr. Shackelford’s >25,000 patient interactions using 

cannabinoid-based therapies



Exceptional Team

• >320 years experience

• Individuals on our team were 

directly responsible for 

43 FDA Drug Approvals

✓ 7 drugs >$1B annual sales each

✓ 6 FDA approved epilepsy drugs

• Renown Scientific Advisory 

Board

• Accomplished Corporate Team
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Epilepsy: The Unmet Need

Despite ~28 anti-epileptic drugs (AEDs) on the market1, ~36% of 

patients with epilepsy still have uncontrolled seizure activity2. 

• For many epilepsy patients, the suffering they endure goes well beyond 

seizures. They struggle with depression, impaired cognition, impaired brain 

development or even reversal of development progress in children. 

• Frequent seizures that don’t respond to currently available medications can 

cause brain damage. Some patients with intractable epilepsy even have 

brain tissue surgically removed to treat their seizures.

• Estimated direct costs of epilepsy are approximately $28 billion per year, a 

significant portion of which can be attributed to increases in all-cause costs 

related to uncontrolled epilepsy.2

1. Epilepsy Currents. Summary of Antiepileptic Drugs Available in the United States. July-August 2018.

2. AJMC. Examining the Economic Impact and Implications of Epilepsy. February 2020.
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SP1707: Lead Drug Candidate

o Contains active ingredient used by Dr. Shackelford in this specific epilepsy population

o Real world evidence from large cohort of patients with seizures or seizure disorders 

representing hundreds of patient treatment years of real-world data.

o Probability of demonstrating efficacy in controlled clinical trials projected to be higher due 

to this real-world experience

o No safety or tolerability issues identified 

o Unique Mechanism of Action – positive for drug development & complimentary to existing 

anti-seizure medications

o Adjunct and Monotherapy use cases

o Large Unmet Medical Need: ~1.3M patients (USA, EU5, CAN, AUS)
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Dr. Shackelford’s Real-World Experience Compared 

With Published Data from Jazz Pharmaceuticals 
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RCT = randomized controlled trial

EAP = expanded access program

N/A = not available

SZ = seizures

DS = Dravet Syndrome

LGS = Lennox-Gastaut Syndrome

TSC = Tuberous Sclerosis Complex

TRE = Treatment-Resistant Epilepsy

Retrospective Data  

Efficacy in Primary Indication

(same seizure type vs EPIDIOLEX®)

=34 adults & 10 pediatric patients

Safety: SP1707 total patients on 

active ingredient 

=82 adults & 13 pediatric patients 

SP1707 SP1707 EPIDIOLEX® EPIDIOLEX®

Adult Pediatric Ped. RCTs EAP

Demographics

Number of Patients 82 13
61-76 per 

indication
892

Male/Female 47/35 8/5 N/A 464/428

SZ/Epilepsy Duration Prior to SP1707 

Treatment

Mean= 

15.55; Up to 

46 yrs

Mean=6.6; 

Up to 16 YRS
<18 YRS

N/A (age range 

0-75, median 12 

YRS)

Duration of Follow-Up (years) 307 49 ~14-20 1755

Disease Outcomes: Benefit 

Indication Undisclosed Undisclosed DS, LGS, TSC TRE

Responder Rate (>/=50% reduction in 

seizure frequency over 1 year period)
71% (24/34) 60% (6/10) ~45% @ 14 WKS 53% @48 WKS

1 YR Seizure Remission Rate (in patients 

with 1+ seizures in prior year with at 

least 1 year follow up post SP1707 

treatment initiation)

44% (15/34) 40% (4/10) 6-7% @14 WKS 11% @48 WKS

Expected 1 YR Seizure Remission Rate 4-5% 4-5% 4-5% 4-5%

Increase in 1 YR Seizure Remission Rate 

over expected
~9X ~9X ~1.5X ~2X

Disease Outcomes: Safety
Adverse Events 2% (2/82) 0% (0/13) Up to 12% 7%



SP1707: Lead Candidate & Beyond 

1.  WJM. “Seizure Disorders:  Part 1. Classification and Diagnosis”. (USA, EU5, CAN, & AUS). 2. Internal Forecast

+Neurology

+ Epilepsy

$3B21.3M

~1.3M Patients 

With Unmet 

Needs1

+ Database

Indications w 

Clinical Success
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Current Status

• Provisional Patent application filed related to the use of Shackelford’s 

drug candidate for the treatment of seizure disorders, either alone or as 

adjunctive therapy.  This application included both supportive preclinical 

data and real-world experience.

• Pre-IND Meeting and response from FDA: Complete

• IND Submission: planned H2 2023

• Start of Phase 2: planned H2 2023

• CMC/Formulation Development: underway to develop a proprietary 

sustained-release final formulation
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Summary 

Real World Experience
• Unique to Pharma Industry

• De-risks Drug Development 

• Directs Pipeline Development

Right People
• World-Class Team with Proven Track

Record

• Strong Scientific Advisory Board
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SP1707 Opportunity
• Freedom to Operate Opinion

• Significant Unmet Medical Need

• Commercial Opportunity

• Robust Real-World Data (>350 patient 

treatment years)

Strong Pipeline Potential
• Large Underserved Markets

• Near Term Additions Identified

• Opportunities Outside of Neurology 



www.shackelfordpharma.com

THANK YOU

investors@shackelfordpharma.com
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