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SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 8-K

CURRENT REPORT

Pursuant to Section 13 OR 15(d) of The Securities Exchange Act of 1934

Date of Report (Date of earliest event reported): October 29, 2018

IMPRIMIS PHARMACEUTICALS, INC.

(Exact name of registrant as specified in its charter)


Delaware

(State or other jurisdiction

of incorporation)



001-35814

(Commission

File Number)



45-0567010

(IRS Employer

Identification No.)



12264 El Camino Real, Suite 350

San Diego, CA

(Address of principal executive offices)



92130

(Zip Code)



Registrant’s telephone number, including area code: (858) 704-4040

N/A
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(Former name or former address if changed since last report.)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions:

· ]  Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· ]  Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· ]  Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· ]  Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
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Item 7.01. Regulation FD Disclosure

Attached as Exhibit 99.1 to this Item 7.01 is a presentation of Melt Pharmaceuticals, Inc. (“Melt”), a subsidiary of Imprimis Pharmaceuticals, Inc. (the “Company”), that is being used by the management of the Company at investor conferences and at meetings describing Melt and the Company.

The information contained in Item 7.01 of this report and in Exhibit 99.1 shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly set forth by specific reference in such a filing.

Item 9.01. Financial Statements and Exhibits

(d) Exhibits

99.1	Melt Pharmaceuticals, Inc. Corporate Presentation dated October 2018
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

Imprimis Pharmaceuticals, Inc.

Date: October 29, 2018	By:	/s/ Andrew R. Boll

Name: Andrew R. Boll
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Title:	Chief Financial Officer
[image: ]



[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

image3.png




image4.png




image5.png




image6.png




image7.png




image8.png




image9.png




image10.png
E L] e

CORPORATE PRESENTATION
OCTOBER 2018





image11.png




image12.png




image13.png
OPPORTUNITY

Our core IP is a patented series of combination non-
opioid sedation drug formulations

Weintend to seek regulatory approval through the
FDA's 505(b)(2) regulatory pathway for our proprietary
drug candidates

We believe there are in excess of 100M procedures in
the US where our formulations may be used to replace
IV sedation, and an equal number in developed
countries OUS, creating a multi-billion dollar market
opportunity for Melt

Our lead drug candidate is MELT-100, a dissolving
tablet containing midazolam + ketamine, administered
sublingually for conscious sedation for surgical (HOPD
and in-office) procedures

A cGMP compounded version of our lead drug
candidate has been dispensed over 100,000 times

When used for cataract surgery, in a 611 patient study,
the compounded drug demonstrated that itis a superior
(P=0.01) alternative to diazepam in reduction of anxiety
and need for additional IV medications
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LEAD DRUG
CANDIDATE

MELT-100: FOR CONSCIOUS SEDATION
sublingual midazolam + ketamine drug candidate

Key competitive advantages:

© Non-opioid

® Institutional use only; drug will never be
prescribed to patients (lowering abuse deterrence
need)

® patient preference for sublingual delivery over
standard of care which typically includes IV
sedation medications such propofol, ketamine,
midazolam, diazepam

® Clinical data from 611 patient randomized study
and nearly 100,000 other units sold as a
compounded drug validate advantages

Itis widely believed that the sublingual route of
administration delivers drugs directly to the central
circulation, bypassing first-pass metabolism, providing
high bioavailability and rapid sedation while also
avoiding complications associated with IV drug delivery
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BIASRSIKE' T OPPORTUNITY

Near Term: Cataract Surgery Sedation

® Compounded drug experience is primarily during
cataract surgery and “conscious sedation during
cataract surgery” label may provide lowest
development risk with immediate commercial upside

# Attain Medicare Part 8 temporary pass-through code
and fund label expansion studies

® 4.4million cataract surgeries equates to a
$18 opportunity

 Melt intends to leverage Imprimis's existing
‘commercial footprint in cataract surgery to
commercially launch with minimal capital outlay

Long Term: Conscious Sedation Portfolio

® inthe U alone, there are an estimated 100M
procedures with durations from 10 minutes to 2 hours
where MELT-100 may be appropriate asa pre-
sedation or procedural-sedation drug

® We intend to pursue broader labels and new
applications for our IP for procedures such as
colonoscopies, and application in dentistry, podiatry,
dermatology, ER settings and others (see next slide)

® US patent issued March 20, 2018 (expiration i
2036); in addition to 4 pending-patent applications
(formulation and methods of use)
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MEL US MARKET OPPdRTUNITY

LONG TERM

Ocular Su rgeriesl 4,500,000
VasectomiesZ 500,000
Endoscopic’ 18,500,000,
Dental® 20,000,000

Women'’s Health® 1,100,000}

Biopsies® 3,200,000
Emergency Room’ 19,000,000
Cosme‘([(:/DermatoIogyE 500,000
Minor surgeries (e.g. skin, bone breaks)q 1,000,000
MRI* 34,000,000
Foot Surgeries” 150,000
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MELT™"

WREAST P P E L IN E

Y

MELT =

sublingust combination of ketamine + midazolam
 Expanded label of MELT-100 for dental and other
short duration surgeries (biopsies, vasectomies, etc.)

MELT =

sublingual combination of ketamine + midazolam
. Extended release formulation, for colonoscopies
and other longer duration procedures

MELT -~

sublingusl combination of ketamine + midazolam

 Expanded label of MELT-100 for acute
claustrophobia and emergency room applications

MELT =

sublngusl combination of ketamine + midazolam
' Lower concertation and more prevalent flavor
masking for pediatric use
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COMPETITION
BACKGROUND

Most widely used products in procedural sedation
are IV propofol, fentanyl and midazolam. Common
oral medications used for sedation in minor
procedures include diazepam and lorazepam

We believe IV midazolam alone and in many instances
in combination with other medications, such as
fentanyl, ketamine and propofol are the most
commonly used medications for sedation during
cataract surgeries and colonoscopies

‘The propofol label mandates the presence of an
anesthesia or other certified medical professionals
throughout the procedure due to propofol’s risk of
respiratory and cardio depressive side effects, which
results in additional cost

For midazolam, these respiratory and other side
effects are less pronounced and have a different
relevance, because an undesirably deep sedation can
be reversed with flumazenil

There are known costs associated with administering
1V sedation, which in addition to supply and personnel
costs, include patient anxiety leading to procedure
cancellations
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REAL WORLD EXPERIENCE

MELT ==
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REAL WORLD

EXPERIENCE WITH MELT TECHNOLOGIES

® Nearly 100,000 units of MELT-100 (with ondansetron) have been produced and dispensed by
Imprimis as a compounded drug (the “MKO Melt”), primarily used during cataract surgery

@® MKO Melt is currently dispensed from Imprimis’ FDA-registered outsourcing facility

MKO Melt is made to cGMP specifications (21 CFR Parts 210 and 211)

@ 400+ US ophthalmologists, anesthesiologists and other medical doctors use the MKO Melt in
dental, urology, dermatology/cosmetic and pediatric procedures
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HUMAN CLINICAL
X PERTEN CE

The Jeffries Study - Cataract Surgery

Aboard certified anesthesiologist conducted a 611
patient IRB approved prospective, controlled,
randomized, 3 arm comparator study for conscious
sedation during cataract surgery.

® PRECIS: When used for cataract surgery, the MKO
Melt offered an opioid-sparing alternative to
conscious sedation that is safe, effective and
superior to diazepam in reduction of anxiety and
need for IV medications

® Data showed statistical significance and/or
equivalent results of safety, efficacy and patient
anxiety favoring the MKO Melt vs. (i) diazepam
and (ii) diazepam/tramadol/ondansetron combo

® No significant difference in surgical or discharge
times, surgeon or patient satisfaction, or side
effect profile
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MEL’]“ JEFFRIES STUD:Y'OUTC OMES

WITH MELT TECHNOLOGIES

P-value =0.01
'vs. Diazepam Group |

MKO MELT DIAZEPAM DIAZ/TRAM/OND AVERAGE

RESCUE IV NEEDED PATIENT ANXIETY
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CLINICAL PROGRAM
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CLINICAL PROGRAM*
Expected Development Program Requirements:
® One pharmacological toxicity study before IND filing
® PK Study to establish bioavailability vs. reference drugs

@ Single factorial designed study (Phase Il1), with
multiple study arms:

@ Comparator against midazolam alone
® Comparator against ketamine alone

® Comparator against placebo alone

® Open label safety study to fully establish safety profile

@ FDA may require a Phase II/Dose ranging study;
however there may be enough data provided (Jefferies
study and compounding experience) to establish
dosing requirements

® PIND meeting with FDA in Q1 2019

*plans and studies are dependent upon FDA review, recommendations, and determinations.
The scenario described here is what we believe s probable, however other scenarios — for
better or worse — are likely and may require additional capital and time to complete.
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GEINICAL PROGRAM *

Key Points:

Establish endpoints via proceduralist and patient
satisfaction, which we believe includes the need for
additional/rescue medication (similar to Jeffries endpoints)

Exclude ondansetron in MELT-100 drug candidate to
lower trial risk, cost and complexity

Utilize KOLs and ex-FDA leaders to maximize chances
of success with program

Continue to invest in investigator-led studies to help
further inform our clinical trial designs and program

Pre-IND meeting scheduled in Q1 2019, if accurate
with assumptions, we believe we could complete our
Phase Il study (if needed) near the end of 2020

Preliminary estimate of program costs (PIND through
PDUFA): $15M - $18M

*plans and studies are dependent upon FDA review, recommendations, and determinations.
The description above is what we believe is probable, however other scenarios — for better
or worse —are likely and may require additional capital and time to complete
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FORMULATION CHARACTERISTICS
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Ketamine is an FDA éhprovéd anesthetic, and was
first introduced in the U.S. market in 1970

Described as: “rapidly acting, nonbarbiturate
general anesthetic” and a suggestion that
ketamine, a unique intravenous anesthetic,
would be useful for short procedures

Ketamine is known to produce a wide spectrum of
pharmacological effects including sedation,
catalepsy, som ic analgesia, bronchodilation,

amnesia and
stimulation wi
recovery period

pathetic nervous system
ashort

It also preserves the airway reflexes and has
minimal effect on the respiratory drive

In sedation using ketamine is associated with
postoperative emergence phenomena and
delirium in a proportion of subjects, these side
effects can be minimized by administration of
benzodiazepines such as midazolam

MIDAZOLAMm@EC
ok

® Midazolam is commonly utilized for conscious
sedation, anxiolysis, amnesia as an IV,
intramuscular, or as an orally administered agent

Midazolam is typically also used as a
premedicant for oral administration to pediatric
patients (Versed® oral syrup)

When used for anesthesia, midazolam can
attenuate the hyperdynamic circulatory effects
and unpleasant emergenic reactions caused by
ketamine

Studies have demonstrated that midazolam
and ketamine demonstrate additive effects on
conscious sedation
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BIOAVAILABILITY
ENCA TEYES IS

A 2016 pharmacokinetics and pharmacodynamics
analysis of midazolam, ketamine and ondansetron in a
conscious sedation troche reported:

® Significantly lower peak plasma concentrations of
midazolam and ketamine for sublingual delivery as
compared to IV

® Peak plasma concentrations of midazolam and
ketamine are achieved with only a modest delay as
compared to IV administration; however, the
elimination half times are similar via the two routes

@ The onset of sedation following sublingual delivery of
midazolam and ketamine is rapid, occurring within
approximately 20 minutes of drug administration, and
recovery from sedation is similar when drugs are given
sublingually and IV

@ There is an additive effect of midazolam and ketamine
given 1V, as such if the concentration of one drug is
increased, the concentration of the other should be
incrementally reduced
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SUMMARY

@ Our vision is to be the leading provider of non-opioid,
non-1V conscious sedation and analgesia
pharmaceuticals used in hospital, outpatient, and in-
office settings

® Our IP is based on a patented series of sedation
drug formulations that have been dispensed -asa
compounded drug — nearly 100,000 times

® We believe the key competitive advantages of
our drug candidates include: (i) non-opioid;
(ii) institutional-use only of the drug candidates;
and (iii) preference for sublingual delivery over
standard-of-care IV sedation medications

® Based on a 600+ patient study, our technology
indicated that it provides a safe and effective
conscious sedation profile, and provided the lowest
incidence/need for additional IV medications
compared to the control groups

® |f approved, we believe there are multi-billion dollar
market opportunities for our drug candidates
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