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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 24, 2017

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
[image: ]

(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 Surface Pharmaceuticals, Inc. (“Surface”), 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 Surface 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	Surface Pharmaceuticals, Inc. Corporate Presentation dated October 2017
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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 24, 2017	By:	/s/ Andrew R. Boll

Name: Andrew R. Boll
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Title:	Chief Financial Officer
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Surface, a subsidiary of Imprimis Pharmaceuticals, Inc. (NASDAQ: IMMY), will be
financed and managed as a separate entity

Led by an experienced and proven management and board of directors team

Focus is development of branded 505(b)(2) patent-pending drug candidates
for the ocular surface disease market

PHARMACEUTICALS
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A high percentage of patients
suffering from DED do not
respond to current therapies?

d to address targeted
multi-billion dollar DRY EYE
ED) market and $500M+ blepharitis
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DRYEYE
DISEASE MARKET

DED is categorized and treated based on a

D Y N A M | C S Achangt‘a in physiology and pathology:

=

Surface’s drug candidates have been formulated to target patients who do not respondto current therapies

Non-responders are the largest group of DED patients for each category
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FORMULATION REAL WORLD USE AS 505(B)(2) DEVELOPMENT
DEVELOPMENT CCOMPOUNDED DRUG CANDIDATE

APPROACH TO + Surface drug candidates are born from the
experience of patients and their clinicians
DRUG DEVELOPMENT:

* They have demonstrated real world human value as

UTILIZING compounded drugs
THE 505(B)(2) « Rely on already completed clinical trials and existing
d
PATHWAY =

« Lower potential risk due to reference product FDA
approval

» Lowers costs, may accelerate development, and require
fewer studies

« Candidates may qualify for 3-5 years of market
exclusivity in parallel and in addition to USPTO
protections
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VEHICLE

Klarity is formulated to reduce corneal edema in post-op patients better than
leading artificial tears.

+ Developed by Richard L. Lindstrom, MD, inventor of Optisol 65 (an
advanced corneal preservation solution)

- Patented Klarity delivery vehicle is designed to protect and
rehabilitate the ocular surface pathology for patients with moderate
to severe dry eye disease

+ Precedent clinical experience with Optisol-GS, Viscoat and DisCoVisc
confirms the safety and efficacy of the key ingredient, chondroitin

St tom Sot sulfate
mﬂ_w..mm 5 + Other ingredients: dextran, glycerol and hydroxypropyl
o methylcellulose well accepted in ophthalmology

Gurrace « Klarity may be formulated as non-preserved, transiently preserved

S or with a more permanent preservative
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APPROVED Restasis (0.05% cyclosporine ophthalmic emulsion)
THERAPIES FOR + 2016 drug sales $1.5 billion®
CHRONIC DED « Owned by Allergan

= Approved in 2002; no generic equivalents

« Current price $480 - $560 (30 days)”

= Cyclosporine is an immunosuppressive drug; oral
form can be used to prevent organ rejection

faSISs
Wmmmn‘m@gm after transplant

» Cyclosporine mechanism of action increases

natural tear production

+ Restasis wetting data showed only 10% of patients
received benefit vs. placebo

* May require 2-3 months of use before benefit
is experienced:

= ~17% of patients experience ocular burning®

surfac
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Xiidra (5% lifitegrast ophthalmic solution)

2020 sales estimate $1 billion*®

Acquired by Shire for up to $525M as Phase 11l asset
(SARcode Bioscience)

Approved in July 2016; covered under patent until
2033; no generic equivalents

« Current price $440-5510 (30 days)’

Used for treatment of both the signs and
symptoms of dry eye

Lifitegrast mechanism of action unknown, but is
believed to interrupt/block the perpetual cycle of
inflammation associated with DED

Although expected to increase significantly,
utilization of Xiidra to date is highly limited given
lack of physician experience

13
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SURF-100

MYCOPHENOLIC ACID +KLARITY
CHRONIC DRY EYE DISEASE

SURF-100 chronic, light to moderate dry eye disease (9M patients)

Patent-pending formulation utilizes Klarity base as its
delivery vehicle and mycophenolic acid as its active
pharmaceutical ingredient

Immunosuppressive drug, oral form used with organ
transplants - similar to Restasis’s cyclosporine - see
previous slide

Mechanism of action is through different path than
Restasis offering potential for both responders and
non-responders — see next slide

Experience with compounded version —field test
underway; initial data expected Q4 2017

SURF-100 (compounded version) limited applications
have presented without stinging

Clinical Program through Phase 1/11*

* IND filing in approximately 12 months; present
accelerated strategy of existing data

« Complete Phase Il program 2H 2019

* Number of patients expected for enrollment: less
than 200

o Estimated capital outlay: $3.4M - $5.5M

* Available stability data: 18 months**

“plans and studies are dependent upon F0A review, recommendations and

cetermmstions. <anarios e 7S what e BALRVR a1 probabe, ewever ather

canario - for beter or worss - re osale 21 may eque sadtonal ot and

time to complate

eseabifty expariencad with 3 different vehicle snd w blieve reproducibe within
wariy
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- _MECHANISM OF
ACTION (MOA)

Restasis and Xiidra MOAs lower T- cell activations
associated with the inflammation in DED

Mycophenolic acid uses a different pathway than
Restasis and Xiidra to lower T and B cell activations to
address the inflammation in DED
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surface

THERAPIES
USED FOR
EPISODIC DED

Corticosteroids and steroids
Including: prednisolone, dexamethasone,
fluorometholone, betamethasone

* Clinical evidence indicates that anti-inflammatory therapies
that inhibit inflammatory mediators reduce the signs and
symptoms of DED*

* Topical corticosteroids are approved by the FDA for
the indication of corticosteroid-responsive
inflammatory conditions of the conjunctiva, cornea
and anterior segment

* Potential for safety issues with long-term use of steroids
including an increase of intraocular pressure and cataracts

B+L Lotemax® (lotepradnol ophthalmic suspension)

+ Approved in 1998, patent expired in 2017, no generic
equivalents

* Current price $250 - $289 (30 days)’;
estimate $300 million:

016 sales

* Approved for inflammatory conditions of the eye (use
for DED considered off-label)

+ Studies have shown that patients with at least
moderate clinical inflammation were likely to show
benefits with loteprednol*

* Loteprednol (0.5%) and prednisolone (1%) have
shown to be equally effective for patients
undergoing cataract surgery®

18
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SURF-200

BETAMETHASONE + KLARITY
EPISODIC DR Y EYE DISEASE (13M PATIENTS in US)

Patent-pending formulation, utilizing Klarity delivery
vehicle and low concentration of betamethasone

Practitioners often begin dry eye treatment by
prescribing both topical steroids and cyclosporine®; no
steroid has a label with indication for dry eye

Betamethasone listed as one of the most effective
and safest medicines in the world™, there is no
betamethasone based ophthalmic solution in US

Betamethasone has greater than six times the
glucocorticoid potency than prednisone, and longer
duration of action*2— which may allow for a lower
concentration solution and may minimize side effects
associated with other steroid eye drops

We believe SURF-200 may be a more potent, safe and

therapeutically elegant option for patients compared to
loteprednol, prednisolone and other steroids

Clinical Program through Phase I/il*

* IND filing in approximately 12 months, present
accelerated strategy of existing data

* Complete Phase Il program Q2 2019

+ Number of patients expected for enrollment: less
than 200

* Estimated capital outlay: $2.7M - $3.9M

*plans and studiesare dependent upon FOA review, recommendations and
determinstions. Scansrios sted are whatwe beeve are fikely, however other
Scenarios —for better or worse - are posibl and may require 3ddtonsl capital and
time to complete
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SURF-201

SURF-201: Label expansion —Pain and inflammation post
ocular surgery

7.7 million ocular surgeries including nearly 4 million
cataract surgeries annual in US®

Unique offering; first betamethasone based offering
for ophthalmic use in the US market

Target dosing is BID (generally, corticosteroids are
approved for 4 times a day or higher)

Development efficiency: Recycle SURF-200 IND, CMC &
preclinical programs

Potential for Phase Ill starting point, pending
outcomes of SURF-200 Phase Il studies

BETAMETHASONE + KLARITY
PAIN AND INFLAMMATION

al Program through Phase 11*:

* May only require one Phase Ii study, if any

* Complete full Phase Il program end of 2019 (if
required)

* SURF-200 requirements will be cross referenced
(CMC, PK, IND, etc.)

* Number of patients expected for enrollment: 100

* Estimated capital outlay: $0.3M -$2.3M (if Phase Ii
required)

*Plans and studies are dependent upon FDA review, recommendations and
determinations. Scenarios listed are what we helieve are fikely, however
other scenarios ~ for better or worse ~are possible and may require addicional
capital snd time to complste.
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THERAPIES FOR
DED (ORAL)

Oral Antibiotics
+ Can decrease the number of bacteria that break

down the lipid layer of the tear film'*

» Certain antibiotics (particularly tetracycline and

doxycycline) have been found to stimulate oil
production in the glands around the eyes™

«+ Certain antibiotics have been found effective

in patients with lid margin diseases such as
blepharitis and meibomianitis or meibomina gland
dysfunction’*

Omega- 3

Oral consumption of omega-3 fatty acids
is associated with'”

+ Decreasein the rate of tear evaporation
+ Improvementin dry eye symptoms
+ lIncreasein tear secretion

One study showed tear break-up time improved
71% comparedto 3.3% with placebo’®
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SURF-300

DOXYCYCLINE +OMEGA-3 CAPSULE
DRY EYE DISEASE

SURF-300: Recalcitrant DED patients

* Contains 10mg Doxycycline + powderized,
triglyceride Omega-3:

* Low dose doxycycline may minimize Gl distress and
dysbiosis

* No current indication for dry eye or ocular surface
disorder

* Patent-pending formulation includes acid resistant
capsule technology:

* May allow for better absorption and
decreased Gl effects

= Target non-responders to other DED treatment
options; estimated 8M patients

* Patient study of compounded drug shows strong
potential (see slide 26)

Clinical Program through Phase 1/11*

* IND filing in approximately 12 — 18 months,
present accelerated strategy of existing
data

* Complete Phase Il program end of 2019/1H 2020

* Number of patients expected for enroliment: less
than 200

* Estimated capital outlay: $2.7M - $4.4M

*pians and studiesare dependent upon FOA review,recommendations and
determinstions. Scansrios ited are what e beleve are. fkely, however other
Scenarios for better e ossble and ma require additonal capital and
time to complee.
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SURF-301: Label expansi

SURF-301

— Blepharitis

Effects up 25 million patients in US?, believed to be an
underdiagnosed condition

Current market size opportunity $500M+

No FDA approved pharmaceutical therapies

available for blepharitis

Development efficiency: Recycle SURF-300 IND, CMC &
preclinical programs

Potential for Phase Ill starting point, pending
outcomes of SURF-300 Phase Ii studies

DOXYCYCLINE + OMEGA-3 CAPSULE
BLEPHARITIS

al Program through Phase 11*

* May only require one Phase Il study, if any

* Complete Phase Il program 1H 2020 (if required)

* SURF-200 requirements will be cross referenced
(cMC, PK, IND, etc.)

* Number of patients expected for enrollment: 100

* Estimated capital outlay: $0.3M - $2.2M (if Phase II
required)

*plans and studiesare dependnt upon FOA review, recommendations and
determnstions. Scanarios ted are what we beieve ae kely, however other
Scenarios —for btter orworse —ara possible and may require ddtonsl capital and
time to complete.
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Two sites administering compounded Doxy + Omega - 3 Additional Observations Included:

catshles 1o Madorate 1o severe DDpeUeHls « Patients established a significantimprovement

based on validated questionnaire (SPEED and OSDI)
outcomes after 30 to 60 days

Patients used existing therapeutically modalities with
little positive experience

* Adverse reports were limited in a few patients to

The following observations had been made: light G complaints
* 31 patients enrolled in investigator initiated study;
majority of these patients also suffer from a variety

Blepharitis related observations:
of systemic diseases besides DED 2

+ Investigators reported a marked improvement in
« Only 2 patients reported no benefit from this A 2 P
trastments vaskTajarity (R=29) seported:a meibomian gland function; strong implication for a
significant improvement in_their signs and label expansion onto blepharitis
symptoms
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KEY
TEAM
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CEO & President*: Kamran Hosseini, MD, PhD

20 years experience in ophthalmology drug and device
development. Site Lead & CMO at Insite Vision (a

Sun Pharma company), oversaw clinical, pre-clinical,
CMC, manufacturing, regulatory affairs, and drug
development programs. He led the approval of AzaSite™ in
Canada and BromSite™in US. Other experience

includes: J&J and director of the ocular drug delivery
program at Alza Corporation (a J& company).

Chairman*: Richard Lindstrom, MD.

highly revered physician and surgeon in the

ophthalmology field. Held leadership positions for a
number of ophthalmology related trade organizations
including as a past president of ASCRS. Holds over 30
patents in ophthalmology.

Director*: Adrienne Graves, PhD

past CEO Santen Inc. and VP of Worldwide Clinical

Affairs; 9 years with Alcon Laboratories. Been a director of
6 public companies and a number of trade and non- profit
organizations, co-founded Ophthalmic Women

Leaders and (co-)authored 30+ research papers.

Director*: Lou Drapeau

has held senior related positions with Insite Vision (CFO
and interim CEO), Nektar Therapeutics (CFO) and
BioMarin Pharmaceutical, Inc. (CFO and Acting CEO),
and was an audit partner at Arthur Andersen LLP. Has
served on boards of 8 public companies.

Director: Mark L. Baum, JD

a founder, member of the board of directors and CEO of
Imprimis Pharmaceuticals, Inc. Director experience also
includes Eton Pharmaceuticals and Ideal Power.

*pending comp
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CURRENT THERAPY OPTIONS SUMMARY

O O E RIS ophibailc smm‘m]n‘ Mild Steroids Oral Antibiotics

2015 U.S. PRICE §
(WAC)

Antibiotics can reduce
bacterial-associated
inflammation with
DED caused byMGD.

familiarty and comfort

ADVANTAGES - Given strang compliance,
Restasis effectively
improves symptoms in a
large majorty of patients

Antibiotics may only be
effective within the

subset of patients for
whom MGD is a primary:
diver of DED

Restasis may require
3 months before benefit is
DISADVANTAGE S o experienced ~17% of
patients. experience
significant ocular buming

UTILIZATION

“Steroids suppress ¥

{ “lve tried Xiidra in & ‘ “Restasis has ifs fiarTiation it Restasis ! dont typically treat

PHYSICIAN | couple of patients but Im
waiting to see real world

PERSPECTIVE | ot befors | incorporate

itmore into. treatment.”

drawbacks but it isone of patients with anfibiotics
St ol only acn initially unless I notice
Bateifs o Ao Tl severs inflammation of the
wesks given the IOPisk el
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