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Item 8.01.  Other Events
 

On March 5, 2014, Esperion Therapeutics, Inc. (“Esperion”) issued a press release announcing its financial results for the three months and year
ended December 31, 2013 (the “Press Release”). A copy of the Press Release is furnished herewith as Exhibit 99.1.  Also on March 5, 2014, Esperion hosted
a conference call to discuss, among other matters, its development program updates, financial results for the fourth quarter and full year ended December 31,
2013, anticipated future financial results and other matters related to its future performance. A transcript of this conference call is furnished herewith as
Exhibit 99.2.

 
The information set forth under Item 2.02 and in Exhibit 99.1 and Exhibit 99.2 shall not be deemed “filed” for purposes of Section 18 of the

Securities Exchange Act of 1934, nor shall any of them be deemed incorporated by reference in any filing under the Securities Act of 1933, except as shall be
expressly set forth by specific reference in such filing.

 
Item 9.01. Financial Statements and Exhibits
 
(d) Exhibits
 
Exhibit No.

 
Description

   
99.1

 

Press Release dated March 5, 2014.
   

99.2
 

Transcript of conference call hosted by Esperion Therapeutics, Inc. on March 5, 2014.
 

*      *       *
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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.
 

 
Date: March 7, 2014 Esperion Therapeutics, Inc.
   
 

By: /s/ Tim M. Mayleben
  

Tim M. Mayleben
  

President and Chief Executive Officer
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Press Release dated March 5, 2014.
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Transcript of conference call hosted by Esperion Therapeutics, Inc. on March 5, 2014.
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Exhibit 99.1
 

 
Media Contact:

Elliot Fox
W2O Group

212.257.6724
efox@w2ogroup.com

 
Esperion Therapeutics Provides ETC-1002 Program Update; Reports Fourth Quarter and Full Year 2013 Financial Results

 
Conference Call and Webcast Today, Wednesday, March 5, 2014, at 4:30 p.m. Eastern Time
 
Plymouth, Mich., —(BUSINESS WIRE)— Esperion Therapeutics, Inc. (NASDAQ: ESPR), a clinical-stage biopharmaceutical company focused on
developing and commercializing first-in-class, oral, low-density lipoprotein cholesterol (LDL-C) lowering therapies for the treatment of
hypercholesterolemia, today provided ETC-1002 development program updates and reported its financial results for the fourth quarter and full year ended
Dec. 31, 2013.
 
“2013 was a successful year for Esperion both clinically and financially,” said Tim M. Mayleben, president and chief executive officer of Esperion.  “We
continued to advance ETC-1002 for statin intolerant patients with promising clinical results suggesting that, in keeping with its growing safety and efficacy
profile, ETC-1002 could potentially be used to treat patients with elevated levels of LDL-cholesterol who are intolerant to statins.  After successfully
completing and reporting the final two (out of four) Phase 2a clinical studies in 2013, we’re already making excellent progress in our Phase 2b program. 
We’re looking forward to an exciting 2014 with both nonclinical results and Phase 2b clinical results reporting out by year end.”
 
Fourth Quarter Development Program Highlights
 

·                  Initiated ETC-1002-008, the Company’s first Phase 2b clinical study, in patients with hypercholesterolemia and a history either with or without statin
intolerance, which was defined as intolerance to two or more statins due to muscle-related adverse events.  The study is evaluating parallel doses of
ETC-1002 in approximately 322 patients for 12 weeks as monotherapy, or in combination with ezetimibe.  The goals of this study are to compare the
LDL-cholesterol lowering efficacy of ETC-1002 with ezetimibe and to demonstrate comparable tolerability to ezetimibe.  Top-line results are
expected in the fourth quarter of 2014.

·                  Presented full results from the Phase 2a ETC-1002-006 clinical study at the scientific sessions of the American Heart Association 2013 in Dallas.
·                  Published full safety and efficacy results of the clinical study ETC-1002-005 for the treatment of patients with hypercholesterolemia and type 2

diabetes in the journal Arteriosclerosis, Thrombosis and Vascular Biology.  Dr. Ronald Goldberg, University of Miami Miller School of Medicine,
published an editorial in the March issue of the journal Arteriosclerosis, Thrombosis and Vascular Biology in response to the publication.  His
editorial discussed ETC-1002 as a novel approach to the management of patients with hypercholesterolemia and Type 2 diabetes, due to the effects
of ETC-1002 observed on LDL-cholesterol levels and subclinical inflammation without worsening glycemic control.

 

 
Upcoming Milestones Expected
 

·                  In March 2014, the Company expects to initiate the ETC-1002-009 Phase 2b clinical study of parallel doses of ETC-1002 over 12 weeks added on to
statin therapy in patients with elevated levels of LDL-cholesterol.  This study is designed to demonstrate the ability of ETC-1002 to achieve
incremental LDL-cholesterol lowering in approximately 132 patients with elevated levels of LDL-cholesterol.

·                  During the second quarter of 2014, we expect to provide the final results of our long-term chronic toxicology studies.
·                  During the fourth quarter of 2014, the Company expects to announce top-line results of ETC-1002-008, a Phase 2b clinical study in approximately

322 hypercholesterolemic patients with and without statin intolerance.
·                  During the fourth quarter of 2014, the Company expects to announce top-line results of ETC-1002-009, a Phase 2b clinical study.
·                  During the fourth quarter of 2014, the Company expects to provide the final results of our two year carcinogenicity studies.

 
2013 Fourth Quarter and Full-Year Financial Results
 
As of Dec. 31, 2013, cash and cash equivalents and investment securities available for sale totaled $77.6 million compared with $6.5 million at Dec. 31, 2012.
 
Research and development expense was $7.3 million for the fourth quarter of 2013 and $16.0 million for the year ended Dec. 31, 2013, compared to $1.7
million and $8.0 million for the comparable periods in 2012.  The increase in research and development expenses was largely driven by the advancement of
the ETC-1002 program through Phase 2 development.
 
General and administrative expense was $2.4 million for the fourth quarter of 2013 and $6.7 million for the year ending Dec. 31, 2013, compared to $0.5
million and $2.2 million for the comparable periods in 2012.  The increase in general and administrative expenses was largely driven by incremental expenses
to support public company operations, changes in headcount, which includes increased stock-based compensation expense, and other costs to support
Esperion’s growth.
 
Net loss was $9.7 million for the fourth quarter of 2013 and $26.1 million for the year ended Dec. 31, 2013, compared to a net loss of $2.8 million for the
fourth quarter of 2012 and $11.7 million for the year ended Dec. 31, 2012.
 
Esperion had approximately 15.4 million shares of common stock outstanding as of Dec. 31, 2013.
 
2014 Financial Outlook
 



Esperion expects full-year 2014 net cash used in operating activities to be approximately $35 to $40 million and its cash and cash equivalents and investment
securities to be approximately $40 to 45 million at Dec. 31, 2014.  The Company believes that existing cash resources will fund the Company through at least
the end of 2015.
 
Conference Call and Webcast Information
 
Esperion’s management will conduct a conference call to discuss ETC-1002 development program updates, Esperion’s financial results for the fourth quarter
and full year ended Dec. 31, 2013, anticipated future financial results and other matters related to its future performance.  The call can be accessed by dialing
(877) 312-7508 (domestic) or (253) 237-1184 (international) five minutes prior to the start of the call and providing access code 56291756.  A live, listen-
only webcast of the conference call can be accessed on the investor relations section of the Esperion website at investor.esperion.com/events.  A webcast
replay of the call will be available approximately two hours after completion of the call and will be archived on the Company’s website for two weeks.
 

 
About Esperion Therapeutics
 
Esperion Therapeutics, Inc. is a clinical stage biopharmaceutical company focused on developing and commercializing first-in-class, oral, low-density
lipoprotein cholesterol (LDL-C) lowering therapies for the treatment of patients with hypercholesterolemia and other cardiometabolic risk markers.  ETC-
1002, Esperion’s lead product candidate, is a unique, first-in-class, orally available, once-daily small molecule designed to lower LDL-cholesterol levels and
avoid the side effects associated with the currently-available LDL-cholesterol lowering therapies.  ETC-1002 is being developed primarily for patients
intolerant of statins with elevated levels of LDL-cholesterol.  Phase 2b clinical trials for ETC-1002 are currently underway and build upon a successful and
comprehensive Phase 1 and Phase 2 program.  For more information, please visit www.esperion.com.
 
Forward Looking Statements
 
This press release contains forward-looking statements that are made pursuant to the safe harbor provisions of the federal securities laws, including statements
regarding the therapeutic potential of ETC-1002, the anticipated timing for reporting top-line results from Esperion’s Phase 2b ETC-1002-008 clinical study,
the planned initiation and study design of Esperion’s Phase 2b ETC-1002-009 clinical study and the anticipated timing for reporting top-line results from
ETC-1002-009, the anticipated timing for providing the final results of Esperion’s long-term chronic toxicology studies and its two year carcinogenicity
studies and Esperion’s financial position, including its expected net cash used in operating activities in 2014 and its expected cash and cash equivalents and
investment securities as of Dec. 31, 2014.  Any statements contained in this press release that are not statements of historical fact may be deemed to be
forward-looking statements.  Forward-looking statements involve risks and uncertainties that could cause Esperion’s actual results to differ significantly from
those projected, including, without limitation, the risk that unanticipated developments could interfere with the development (and commercialization) of ETC-
1002, as well as other risks detailed in Esperion’s filings with the Securities and Exchange Commission, including our Quarterly Report on Form 10-Q filed
with Securities and Exchange Commission on November 6, 2013.  You are cautioned not to place undue reliance on the forward-looking statements, which
speak only as of the date of this release.  Esperion disclaims any obligation or undertaking to update or revise any forward-looking statements contained in
this press release, other than to the extent required by law.
 

 
Esperion Therapeutics, Inc.

 
(A Development Stage Company)

 
Balance Sheet Data

(In thousands)
 
  

December 31,
 

December 31,
 

  
2013

 
2012

 

  
(Unaudited)

 
(Unaudited)

 

      
Cash and cash equivalents

 

$ 56,537
 

$ 6,512
 

Working capital (deficit)
 

56,417
 

(10,035)
Investments

 

21,063
 

—
 

Total assets
 

78,294
 

7,312
 

Total convertible short-term debt
 

—
 

15,241
 

Total convertible long-term debt
 

—
 

7,529
 

Convertible preferred stock
 

—
 

23,975
 

Common stock
 

15
 

—
 

Deficit accumulated during the development stage
 

(68,063) (41,975)
Total stockholders’ equity (deficit)

 

74,091
 

(41,365)
 

Esperion Therapeutics, Inc.
 

(A Development Stage Company)
 

Statement of Operations
 (In thousands, except share and per share data)

 

  

Three Months Ended
December 31,

 

Year Ended
December 31,

 

  
2013

 
2012

 
2013

 
2012

 

  
(Unaudited)

 
(Unaudited)

 
(Unaudited)

   

          
Grant income

 

$ —
 

$ —
 

$ —
 

$ —
 

          



Operating expenses:
         

Research and development
 

7,339
 

1,654
 

16,014
 

7,998
 

General and administrative
 

2,397
 

506
 

6,745
 

2,206
 

Total operating expenses
 

9,736
 

2,160
 

22,759
 

10,204
 

Loss from operations
 

(9,736) (2,160) (22,759) (10,204)
          
Interest expense

 

—
 

(561) (936) (1,486)
Change in fair value of warrant liability

 

—
 

32
 

(2,587) 32
 

Other income (expense), net
 

47
 

(86) 194
 

(84)
Net loss

 

$ (9,689) $ (2,775) $ (26,088) $ (11,742)
Net loss per common share (basic and diluted)

 

$ (0.63) $ (8.12) $ (3.31) $ (36.31)
Weighted average shares outstanding (basic and diluted)

 

15,340,713
 

341,935
 

7,885,921
 

323,382
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corrected transcript Esperion
Therapeutics, Inc. ESPR Q4 2013
Earnings Call Mar. 5, 2014 Company.
Ticker. Event Type. Date.
www.CallStreet.com • 1-877-
FACTSET • Copyright © 2001-2014
CallStreet 1 PARTICIPANTS
Corporate Participants Mindy Lowe –
Communications & Investor
Relations, Esperion Therapeutics, Inc.
Tim M. Mayleben – President, Chief
Executive Officer & Director,
Esperion Therapeutics, Inc. Richard
Bartram – Controller, Esperion
Therapeutics, Inc. Marianne Andreach
– Vice President, Strategic Marketing
& Product Planning, Esperion
Therapeutics, Inc. Other Participants
Jonathan M. Eckard – Analyst,
Citigroup Global Markets Inc.
(Broker) Jason N. Butler – Analyst,
JMP Securities LLC Brian J. Klein –
Analyst, Stifel, Nicolaus & Co., Inc.
Jeremiah B. Shepard – Analyst, Credit
Suisse Securities (USA) LLC (Broker)
MANAGEMENT DISCUSSION
SECTION Operator: Good day, ladies
and gentlemen, and welcome to the
Esperion Therapeutics’ Fourth Quarter
and 2013 Conference Call. At this
time all participants are in a listen-
only mode. Later we will conduct a
question-and-answer session and
instructions will follow at that time.
[Operator Instruction] As a reminder
this conference call is being recorded.
I would now like to introduce your
host for today’s conference, Mindy
Lowe, Esperion Therapeutics
Communications and Investor
Relation. Please go ahead. Mindy
Lowe, Communications & Investor
Relations, Esperion Therapeutics, Inc.
Thanks, Kate. Good day, everyone and
welcome to the Esperion
Therapeutics’ fourth quarter and 2013
yearend earnings call. This is our first
quarterly call since our IPO last June
and we look forward to speaking with
you each quarter. I’m Mindy Lowe
from Esperion and with me today are
Tim Mayleben, our President and
CEO; Marianne Andreach, our Vice
President of Strategic Marketing &
Product Planning and Rick Bartram,
our Controller. As a reminder, this
conference call is being recorded. To
access a playback of this webcast,
please go to the Investors section of
the Esperion website at
www.esperion.com. Before I review
the structure of this afternoon’s
webcast, I would like to remind callers
that the information discussed on the
call today is covered under the Safe
Harbor provisions of the Private
Securities Litigation Reform Act. I
caution listeners that the company’s
management will be making forward-
looking statements. Actual results
could differ materially from those
stated or implied by our forward-
looking statements due to risks and
uncertainties associated with the
company’s business. These forward-
looking statements are qualified in
their entirety by the cautionary
statements contained in today’s press
release and the company’s SEC filing.
The content of this conference call
contains time-sensitive information
that is accurate only as of the date of
this live broadcast, March 5, 2014.
Esperion undertakes no obligation to
revise or update any forward-looking
statements to reflect events or
circumstances after the day of this
call.
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www.CallStreet.com • 1-877-
FACTSET • Copyright © 2001-2014
CallStreet 2 We issued a press release
earlier today detailing the content of
today’s call. A copy can be found at
www.esperion.com in the Investors
section. We’ll begin with prepared
comments from our team and then
we’ll open the call for your questions.
Now I’d like to turn the call over to
Esperion’s President and CEO, Tim
Mayleben. Tim? Tim M. Mayleben,
President, Chief Executive Officer &
Director Thank you, Mindy. I’d also
like to welcome all of you to
Esperion’s first quarterly conference
call. On today’s call, I’ll provide an
overall update on the ETC-1002
development program and also insight
into upcoming results and milestones.
Rick will then review highlights from
the fourth quarter and the full year
2013 financial results. And then, as
Mindy indicated, we’ll open the call to
your questions. Let me begin by
noting that 2013 was a highly
productive and important year for
Esperion with more successes both
clinically and financially than in any
other years, since we were founded it
in April 2008. Among our 2013
business highlights, we of course
completed a $33 million private
financing last April and an $80 million
initial public offering in June, both
leaving us very well funded to rapidly
advance ETC-1002 through clinical
development. Also in the second half
of 2013, Esperion was added to a
number of indices including the
NASDAQ Biotechnology Index, the
Russell Global, Russell 3000, Russell
2000 and Micro Cap indices as well as
the MSCI Micro Cap indices. Our
clinical and scientific colleagues were
especially productive in 2013 and I
want to highlight some of the things
that they accomplished. Publishing
and presenting multiple Phase 2a
clinical study results that in the
aggregate, included data from 242
patients that were treated with ETC-
1002. Results demonstrated for
example consistent and significant
reductions in LDL cholesterol as high
as 43% and statin-like reductions in
levels of hsCRP, a key marker of
inflammation associated with
cardiovascular disease. We also
published a study in the Journal of
Lipid Research that demonstrated for
the first time the effectiveness of
ETC-1002 in reducing chronic
inflammation in preclinical models of
inflammation. We published full
results from the ETC-1002-003 study
in patients with hypercholesterolemia,
this was in the Journal of The
American College of Cardiology. We
published full safety and efficacy
results of the ETC-1002-005 clinical
study for the treatment of patients with
hypercholesterolemia and type 2
diabetes, this was in the Journal of
ATVB. And as some of you know, Dr.
Ronald Goldberg of the University of
Miami Miller School of Medicine
published an editorial in that same
issue of ATVB and this is the March
issue. This was in response to the
publication of the ETC-1002-005
study noting that ETC-1002 was a
novel approach to the management of
patients with hypercholesterolemia
and type 2 diabetes due to the effects
of ETC-1002 not only on LDL
cholesterol levels, but also sub-clinical
inflammation without worsening
glycemic control and that’s something
that you’ve heard us emphasize
before. We presented full results from
the ETC-1002-006 study in patients
with hypercholesterolemia and a
history of statin intolerance. Of
course, this was an oral presentation at
the 2013 American Heart Association
Scientific Sessions. And we released
positive top-line results from the ETC-
1002-007 study of ETC-1002 which
was an add-on to statin therapy in
patients with hypercholesterolemia.
And we initiated the first clinical
study in our Phase 2b program, what
you heard us refer to as the ETC-
1002-008 study. This was in patients –
is in patients rather with
hypercholesterolemia and a history
with or without statin intolerance and
statin intolerance is defined as
intolerance to two or more statins due
to muscle related adverse events.
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CallStreet 3 The goals of this study
are to compare to the LDL lowering –
LDL cholesterol lowering efficacy of
ETC-1002 with ezetimibe. That’s the
active control and a common therapy
for statin intolerance and of course to
characterize the tolerability of ETC-
1002 as well. So looking to the near
future and specifically 2014, we plan
to deliver on a number of important
clinical and non-clinical milestones.
So as eventful as 2013 was for us,
we’re looking at 2014 being more
eventful with more meaningful data.
So let me just highlight those. First of
all, we’re going to complete the ETC-
1002-008 Phase 2b study and report
top-line results in the fourth quarter of
this year, the fourth quarter of 2014.
This month, we’re initiating the ETC-
1002- 009 study, this is the Phase 2b
clinical study and that is our second
Phase 2b clinical study and we expect
to report top line results by year-end.
This study of parallel doses of ETC-
1002, both 120 milligrams and 180
milligrams per day, is going to be over
12 weeks like the ETC-1002-008
study. In this case, we’re adding ETC-
1002 on to low and moderate doses of
statin therapy in patients with
hypercholesterolemia. And it’s
designed to demonstrate the ability of
ETC-1002 to achieve incremental
LDL cholesterol lowering in patients
with elevated levels of LDL
cholesterol, or the bad cholesterol.
Finally, starting next quarter, so
starting in the second quarter and
continuing in the fourth quarter of this
year, we expect to report results from
some of our more high profile non-
clinical studies. So let me repeat that
again, I just spoke earlier about our
clinical studies that we’re going to be
reporting out. We’re also going to be
reporting results from some of the
more high profile nonclinical studies.
So that’s going to include a long-term
12 month monkey toxicology study
and of course by the end of the year,
our two-year carcinogenicity studies.
So, again, in summary, 2014 is going
to be a pivotal year for ETC-1002
with both clinical and non-clinical
results starting to report out next
quarter and through the end of the
year. So with that, I’ll turn the call
over to Rick for a brief review of the
financial highlights from the fourth
quarter and 2013. Rick? Richard
Bartram, Controller, Esperion
Therapeutics, Inc. Thanks, Tim. Our
net loss for the year ended December
31, 2013 was $26.1 million, compared
to $11.7 million in the prior year. This
is primarily related to increases in
R&D costs for the advancement of
ETC-1002 and the completion of the
ETC-1002-006 and ETC-1002-007
studies, the initiation of the ETC-
1002-008 study in October as well as
increases in public company operating
costs. As of December 31, 2013,
Esperion had approximately $78
million in cash and investment
securities and no debt. We expect that
our current cash, cash equivalents, and
investment securities will be sufficient
to fund our operations through the end
of 2015. We currently have 15.4
million shares of common stock
outstanding with another 1.7 million
to be issued upon the exercise of
options and warrants. With that I’ll
turn the call back over to Tim. Tim M.
Mayleben, President, Chief Executive
Officer & Director Okay. Thanks,
Rick. We’ll open the call, Kate, to
questions now. So, if you would
please poll for any questions that folks
may have.
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ANSWER SECTION Operator:
[Operator Instructions] And our first
question comes from the line of
Jonathan Eckard with Citi. Your line is
open. <Q – Jonathan Eckard –
Citigroup Global Markets Inc.
(Broker)>: Thanks for taking the
question. So, the first one I was going
to ask was regarding the chronic tox
studies. Could you remind us what’s
the dose margin of safety is for the -
dosing margin is in the chronic tox
studies over the 120 milligrams and
180 milligrams doses used in the
Phase 2b’s? And then maybe just
mechanistically regarding – with
regard to ETC-1002, if there were
going to be histological changes for
example in a biological system. Based
on how the drug works, what could
you expect like again if you’re going
to see something what would you
guys be expecting to see if did
happen? That would be helpful. And
then I have another question regarding
the Goldberg editorial? <A – Tim
Mayleben – Esperion Therapeutics,
Inc.>: Okay. So, let me just – this is
Tim. Jon thanks for your questions.
Let me just take a stab at the first
couple of questions. So, just to remind
you the – not just you, but to remind
everybody, the high dose that we have
in our toxicology studies is 60
milligrams/kilogram per day, which
just sort of rough numbers calculates
out to about 4.5 grams per day for
human dosing. So at 120, that’s quite a
bit – I’m trying to do the math in my
head, but I think it’s 20 to 30 times
and at the 180, it’s closer to the 20
than the 30, but some very nice
margins there. In terms of what we
would expect to see if we were to see
anything in our long-term toxicology
studies I think the thing that we
always come back to is there is a long
history 40, 50, well 50 years of history
in this therapeutic area with LDL
lowering drugs and what you typically
see, what’s been seen in the literature.
In fact we were just reviewing some
of these articles recently what you
typically see in some of these studies
is – in most of these studies is because
liver is the target organ. You see
increases in liver weights and then you
see some either hypertrophy or
hyperplasia in some of the liver cells.
But again there is variability among
different lipid regulating drugs. But I
think that’s probably the headline that
most likely those are the things that
you see because again the liver is the
target organ. <Q – Jonathan Eckard –
Citigroup Global Markets Inc.
(Broker)>: Okay. Just to be clear, I
mean all the chronic tox studies were
most of the liver, statin lowering LDL
lowering drugs in the past have had
similar type of things <A – Tim
Mayleben – Esperion Therapeutics,
Inc.>: Right. Yes. So – no. That’s a
great. That is a great point, Jon. I think
we’re always talking in the context of
drugs that regulate LDL, that lower
LDL. And so when we’re talking
about ETC-1002, we’re always trying
to put it in the context of other
successful lipid regulating drugs and
other successful lipid regulating drugs
have shown these kinds of
characteristics. And so – and again,
we have the great benefit of Roger
who has worked in this space, this
therapeutic area for 30 plus years, and
a team of consultants and advisors that
have similar experience with not only
Lipitor, but other lipid regulating
drugs. And so we’re more than
capable of putting these results and the
things that we’re seeing in context.
And again if we’re seeing things that
surprise us, we’re obviously going to
let folks know. <Q – Jonathan Eckard
– Citigroup Global Markets Inc.
(Broker)>: I was just asking just so
that whatever the results maybe,
hopefully clear. But just the
interpretation of them can be clear
once they are out. So that’s very
helpful. Thanks. And then the other
one was regarding the Goldberg
editorial, which was very interesting,
talked – highlighted several interesting
things about the drug’s mechanism.
One thing that Dr. Goldberg is
recognizing, he is not a PI, I think, in
the trials. He mentioned something
about – something to the
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the same pathway statins of the utility
in combination with statins maybe
unclear. I forgot the exact wording,
but maybe you can talk a little bit
about that and why is that may or may
not be the case in [indiscernible]
(16:06)? <A – Tim Mayleben –
Esperion Therapeutics, Inc.>: Yes. I’m
going to let Marianne take that one,
Jon. <A – Marianne Andreach –
Esperion Therapeutics, Inc.>: Hi, Jon.
When we were reviewing the editorial,
the first time we thought some of the
things that Dr. Goldberg referred to
relative to the mechanism of action we
paid a lot of attention to. He wrote this
editorial based upon his review of the
available literature for him and
information. And some of the things
that I think that were included in the
editorial relative to mechanism may
not be precisely correct. So, when you
look at something that’s written like
this, this is someone entirely
independent of the company and as
you pointed out quite correctly, he’s
not a PI, he’s not a consultant to
Esperion, he’s not someone we’ve
even reached out to as a key opinion
leader. So, he’s taking this from the
information he sees and how he
interprets it. So, obviously this
provides an opportunity to perhaps
begin a dialog with him about what’s
going on with the mechanism of the
product so that he can better
understand how ETC-1002 works
especially the potential as an add-on to
statin therapy. <Q – Jonathan Eckard –
Citigroup Global Markets Inc.
(Broker)>: All right. Thank you very
much. I wasn’t articulate on the
editorial, but there’s a couple of
comments along those lines that
caught my high and I was just
wondering what your stands are. So,
thank you very much for those. I’ll get
back in queue. <A – Tim Mayleben –
Esperion Therapeutics, Inc.>: Hey.
Thanks for your question, Jon.
Operator: Our next question comes
from the line of Jason Butler with
JMP Securities. Your line is open. <Q
– Jason Butler – JMP Securities
LLC>: Hi, guys. Thanks for taking the
question. I guess just a follow-up on
the editorial comments on mechanism,
one thing that maybe could be taken
as positive were his comments on the
similarities between the mechanism
and the MK activity of metformin and
from a safety perspective that could be
seen to give comfort. Do you have any
views on his comments there? <A –
Marianne Andreach – Esperion
Therapeutics, Inc.>: Well, as you can
see from – if you know anything about
Dr. Goldberg, he is highly
experienced, not just in the lipid area,
but also in the diabetes area and has
always been a proponent of
metformin, so understanding that
context and comparing ETC-1002 to
metformin within the editorial, we see
as positive. <A – Tim Mayleben –
Esperion Therapeutics, Inc.>: And
Jason, I think two that you’ve heard
Roger say many times that the AMP
kinase is a very interesting target for
cancer metabolism now as well. And
so we’ve taken comfort not only from
the developments in that space, but
obviously also folks like Dr. Goldberg
that are very experienced with a
known AMP kinase activator,
metformin. <Q – Jason Butler – JMP
Securities LLC>: Great. And now
you’re essentially weeks away from
starting the statin add-on Phase 2b,
can you just walk us through again,
how the changes in treatment
guidelines have impacted your
thinking around study protocol there
and if at all? <A – Tim Mayleben –
Esperion Therapeutics, Inc.>: Jason,
you are – I’m smiling as you were
asking that question because I think if
we go back to November, when the
guidelines first came out, there was I
think I would characterize it as
tremendous confusion about what the
guidelines would
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controversy about those guidelines.
And that seems to have dissipated
over the last four or five months since
those were initially published. And we
have heard repeatedly not only from
other sponsors or developers of drugs
in this space, but also from a number
of KOLs and other physicians that we
talk to pretty regularly. And there is –
the jury is still out on when and how
those new guidelines are going to be
implemented. And so, as it relates to
the add-on to statin opportunity, I
think our event is probably similar to
the actions or lack of actions of the
PCSK9 sponsors, which is – there still
are a lot of people who are taking
statins that are not able to get to their
goal using a pre-ACCA guidelines
phrase that we used to use and that is a
medical need. And regardless of the
new guidelines that came out they are
guidelines, they’re not rules and how
physicians and whether physicians
ultimately end up adopting them or
whether the next version of these
guidelines change again to go back to
goals, I think we don’t know, but we
think that the medical need is still
there regardless of what the guidelines
have promulgated. And I think
perhaps the biggest thing – and I’ll
stop my comments and have you ask
further questions if you like on this –
but I think our perspective is we’re
really trying to operate at a pragmatic
drug development level here and, like
I said, the need is still there and that’s
the need that we’re pursuing with this
study. <Q – Jason Butler – JMP
Securities LLC>: Great. Thank you.
Appreciate the comments, Tim.
Thanks for taking the questions. <A –
Tim Mayleben – Esperion
Therapeutics, Inc.>: Thank you,
Jason. Operator: [Operator
Instructions] Our next question comes
from the line of Brian Klein with
Stifel. Your line is open. <Q – Brian
Klein – Stifel, Nicolaus & Co., Inc.>:
Great. Thanks for taking my question,
guys. <A – Tim Mayleben – Esperion
Therapeutics, Inc.>: Hi, Brian. <Q –
Brian Klein – Stifel, Nicolaus & Co.,
Inc.>: Hi. First off, on the non-clinical
data, how rapidly do you think you
can get that to the FDA, and when
should we expect a removal of the
partial clinical hold to occur? <A –
Tim Mayleben – Esperion
Therapeutics, Inc.>: Yeah. No, those –
very, very appropriate question. So
we’ve been saying that we will get the
long-term or the chronic tox study
reports in the second quarter. We will
turn those around pretty quickly, so
review them and finalize them and
then get them filed with the FDA in
the same quarter. So we expect those
to be filed with FDA next quarter. I
think from a practical standpoint
though in terms of when the FDA may
choose to take a decision to remove
the clinical hold, I think that’s not
something we have control over. So I
don’t want to set anybody’s
expectations that it could happen this
year. I think our conservative position
is that it’s most likely to happen in
2015 with the timing of the end of
Phase 2 meeting. If it happens before
then, great but we know they have to
address it and talk through it at the end
of Phase 2 meeting. <Q – Brian Klein
– Stifel, Nicolaus & Co., Inc.>: Great.
Thank you. That’s helpful. <A – Tim
Mayleben – Esperion Therapeutics,
Inc.>: Yes. <Q – Brian Klein – Stifel,
Nicolaus & Co., Inc.>: And then just
quickly on the Goldberg editorial as
well, just wondering if you have ever
tested ETC-1002 with metformin or
any of the other currently used
diabetic agents, and if you can give us
some color there?
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Esperion Therapeutics, Inc.>: Well,
that is a very prescient question
actually because we are – we have had
that discussion internally. We are in
the midst of putting together the
protocol design for exactly that study.
So I think just to remind everybody,
we had done the drug-drug interaction
studies with statin, with atorvastatin
last year, had continued that work in
the early part of this year with other
statins. And our next – literally our
next step from a drug-drug interaction
standpoint is to evaluate ETC-1002
with metformin. So it will be – again
it will be the classic sort of DDI Phase
1 study, but it is, to your point, it is a
question that we want to answer
simply because the ETC-1002-005
study results with ETC-1002 as
monotherapy were so positive. And
just to remind everybody, that was the
study in hypercholesterolemic
diabetics that showed an LDL
reduction of 43% after four weeks of
treatment. And so, very interesting
and compelling results that certainly
as we’ve talked about before
encourages us to do further
development in that patient population
that diabetic hypercholesterolemic
patient population. But, we think an
important next step, Brian, is
definitely to do that metformin DDI
study with ETC-1002. <Q – Brian
Klein – Stifel, Nicolaus & Co., Inc.>:
Terrific. Thank you for taking the
questions. <A – Tim Mayleben –
Esperion Therapeutics, Inc.>: You bet.
Thanks. That was a good one.
Operator: Our next question is a
follow-up question from the line of
Jonathan Eckard with Citi. Your line is
open. <Q – Jonathan Eckard –
Citigroup Global Markets Inc.
(Broker)>: Thanks for taking my
followup. So, this is mainly about the
two Phase 2b trials, so the first trial in
statin intolerance, Tim, you said that
the patient got to be intolerant at least
to statins. There’s one criteria that one
of those statins is at the lowest dose or
was that not a criteria for that trial?
<A – Tim Mayleben – Esperion
Therapeutics, Inc.>: No. You’re
exactly right, Jon. So, sorry for not
making that more clear. It is
intolerance to two or more statins.
One at the lowest approved dose and
that is I know we’ve talked off one-
on-one but for everybody else’s
benefit this is a definition that we’ve
received directly from FDA, so direct
communication from FDA with that
promulgated definition for statin
intolerance. <Q – Jonathan Eckard –
Citigroup Global Markets Inc.
(Broker)>: Great. And then, the
protocol for the add-on the statin trial
appears like it’s already on
ClinicalTrials.gov and <A – Tim
Mayleben – Esperion Therapeutics,
Inc.>: Yes. So let me just clarify for
everybody. So our definition of
initiating a trial when we will send out
a press release indicating that the trial
was started is when we randomized
our first patient. But there is again for
– I apologize if you know this and
everybody else knows it as well, but
just to clarify we have an
investigators’ meeting. We qualify all
the sites obviously prior to that and
then sites are initiated and can start
screening patients. So all of those
things have happened. And so we will
be randomizing patients this month.
And if you recall, like I said, we’re
just very conservative about our
definition of initiating a trial. It’s not
when we hold the investigator
meeting, it’s not when we get the
protocol approved, it’s not even when
sites start screening, it’s actually when
the first patient is randomized. We feel
like that’s the most conservative
description of study initiation. So that
– you’re right. It is already on
ClinicalTrials.gov because we had the
investigator meeting and we are
screening patients. <Q – Jonathan
Eckard – Citigroup Global Markets
Inc. (Broker)>: I wasn’t trying to call
you out. And so what you’re doing is
fairly normal, a lot of companies do it.
But I was going to ask one thing was
one of the inclusion criterias, and
again this is the add-on trial, it’s for
LDL-C greater or equal to 130
milligrams/deciliter or less than 220
milligrams – 228 milligrams/deciliter.
So maybe in the context of – maybe
there isn’t a context with the new
AHA guidelines, but with that range
of LDLs on a statin, how – can you
may be talk about like strategically
how that is important versus the say
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year grader, so on and so forth. Maybe
if you could just explain why you
picked that range and how it could be
strategic going forward? <A – Tim
Mayleben – Esperion Therapeutics,
Inc.>: Yes. It’s a very good question,
and one that we probably wouldn’t –
we wouldn’t have gotten to, if we
didn’t have the level of experience of
drug developers in this space around
the table. But you’re right. I think the
– one of the keys that we think to drug
development in this space is to make
sure that the baseline LDL levels for
patients coming into our clinical trials
are actually relevant, that is patients
that have real disease, if you will,
which real disease indicating that they
have relatively uncontrolled LDL
levels. That’s important for a number
of reasons. One, it turns out if you
look at some of the failed studies in
this space, and baseline LDL levels
are relevant to some of the failures or
some of the criticisms of trials that
have failed. And so, we think it’s
really important to make sure that
we’re not enrolling just any patient,
but we’re enrolling patients with as we
say real disease, that is uncontrolled
LDL cholesterol levels so that, one,
ETC-1002 can show LDL lowering of
significance both from a percentage
standpoint, but also from a
milligrams/deciliter standpoint.
Because if you look at the literature
again, the accumulation of data over
the last three plus decades is that the
higher the baseline LDL levels that
you start out at, the more significant
cardiovascular disease benefit you can
provide, because you can get a higher
magnitude of LDL lowering, absolute
lowering as well as percentage
lowering. <Q – Jonathan Eckard –
Citigroup Global Markets Inc.
(Broker)>: That’s very helpful. Thank
you very much. <A – Tim Mayleben –
Esperion Therapeutics, Inc.>: Yes.
Thanks for the question, Jon.
Operator: Our next question comes
from the Jason Kantor with Credit
Suisse. Your line is open. <Q –
Jeremiah Shepard – Credit Suisse
Securities (USA) LLC (Broker)>:
Good afternoon, this is Jeremiah
filling in for Jason. <A – Tim
Mayleben – Esperion Therapeutics,
Inc.>: Yes, hey, Jeremiah. <Q –
Jeremiah Shepard – Credit Suisse
Securities (USA) LLC (Broker)>:
Thanks for taking my questions. In
terms of the preclinical studies that
you mentioned, what level of detail
should we expect from those studies?
And would you press release those
results and then present it later on, or
just try to hold out for a specific
meeting later on? <A – Tim Mayleben
– Esperion Therapeutics, Inc.>: No,
that’s a very good question, Jeremiah,
because it’s – this is a little bit
unusual. I think we may have talked
about this offline that it’s not typical
for companies, any company in the
biotechnology industry to typically be
talking about nonclinical results. And
for example, to your last question
about presenting these data, non-
clinical data typically don’t – in fact, I
don’t think we can think of a situation
where non-clinical data have been
presented at a scientific meeting,
perhaps at a – or even at a clinical
meeting. So I think the right way for
us to think about, and for you all to be
thinking about this data is probably
more from a standpoint of not
releasing a whole bunch of data that
folks won’t understand or be able to
put in context, but recognizing that
that will be providing more negative
reassurance if you will about the
results that if there is anything of
significance in those results, then
we’re going to be out talking about
them. But absent that, we wouldn’t
expect to provide gross detail if you
will, gross detail in terms of all of the
study results because as you may
know, these reports end up as
hundreds of pages, and of course there
is lots of animals in the study. And I
think it’s important for us to both
summarize and put those results in
context, which is exactly what we
intend to do. Does that make sense?
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Credit Suisse Securities (USA) LLC
(Broker)>: Yes. No, that’s very
helpful. And one last question in terms
of expenses. The R&D spending level
that we saw in Q4, is that indicative of
a quarterly run rate we could see in
2014 and would that be roughly level
or could that increase throughout the
year? <A – Tim Mayleben – Esperion
Therapeutics, Inc.>: Yeah. Rick, can
you take that question? <A – Rick
Bartram – Esperion Therapeutics,
Inc.>: Sure. Thanks, Jeremiah. We can
expect that an R&D run rate for the
upcoming year for 2014 will be about
75% of operating expenses. So a little
bit more of an uptick than what we’re
currently seeing. <Q – Jeremiah
Shepard – Credit Suisse Securities
(USA) LLC (Broker)>: Okay. Thank
you for taking the questions. <A –
Tim Mayleben – Esperion
Therapeutics, Inc.>: Thanks. Thanks,
Jeremiah. Operator. We will now
conclude the Q&A portion of the call.
I’d like to turn the call back over to
Tim Mayleben for closing remarks.
Tim M. Mayleben, President, Chief
Executive Officer & Director Thank
you, Kate. Hey, I want to thank
everybody for joining the call today,
and for your continued interest in not
only ETC-1002, but also our
company, Esperion. As I mentioned in
our prepared comments, 2014
promises to be a data rich year, very
eventful and we look forward to
updating you on our progress as we
move through the year. So thanks so
much. And wish you a good day.
Operator: This concludes today’s
conference for Esperion Therapeutics.
You may now disconnect. Disclaimer
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