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UNITED STATES
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): September 9, 2017






Achillion Pharmaceuticals, Inc.
(Exact name of Registrant as Specified in Charter)








Delaware 
 001-33095 
 52-2113479

(State or other jurisdiction
of incorporation) 


(Commission
File Number) 


(IRS Employer
Identification No.)



300 George Street
New Haven, CT 
 06511

(Address of principal executive offices) 
 (Zip Code)

Registrant’s telephone number, including area code: (203) 624-7000

N/A
(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))

Indicate
by
check
mark
whether
the
registrant
is
an
emerging
growth
company
as
defined
in
Rule
405
of
the
Securities
Act
of
1933
(§230.405
of
this
chapter)
or
Rule
12b-2
of
the
Securities
Exchange
Act
of
1934
(§240.12b-2
of
this
chapter).

Emerging
growth
company

☐

If
an
emerging
growth
company,
indicate
by
check
mark
if
the
registrant
has
elected
not
to
use
the
extended
transition
period
for
complying
with
any
new
or
revised
financial
accounting
standards
provided
pursuant
to
Section
13(a)
of
the
Exchange
Act.

☐








Item 1.02. Termination of a Material Definitive Agreement

On
September
9,
2017,
Achillion
Pharmaceuticals,
Inc.
(the
“
Company ”)
received
notice
from
Janssen
Pharmaceuticals,
Inc.
(“
Janssen ”)
of
Janssen’s
termination,
effective
as
of
November
8,
2017,
of
the
Collaboration
and
License
Agreement
between
the
Company
and
Janssen
dated
May
19,
2015,
as
amended
(the
“
Collaboration Agreement ”).

Under
the
terms
of
the
Collaboration
Agreement,
the
Company
granted
Janssen
exclusive
worldwide
rights
to
develop
and
commercialize
products
that
contained
one
or
more
of
the
Company’s
drug
candidates
for
the
treatment
of
chronic
hepatitis
C
virus,
(“
HCV ”),
namely
odalasvir,
a
second-generation
NS5A
inhibitor,
ACH-3422,
a
NS5B
HCV
polymerase
inhibitor,
and
sovaprevir,
a
NS3/4A
HCV
protease
inhibitor.
In
May
2015,
the
Company
also
entered
into
a
parallel
transaction
with
Janssen’s
affiliate,
JJDC,
Inc.
(“
JJDC ”)
pursuant
to
which
JJDC
purchased
18,367,346
shares
(the
“
Shares ”)
of
the
Company’s
common
stock
at
a
price
of
$12.25
per
share,
for
an
aggregate
purchase
price
of
$225.0
million.
In
connection
with
the
purchase
of
the
Shares,
the
Company
and
JJDC
also
entered
into
an
investor
agreement
(the
“
Investor Agreement” )
on
July
1,
2015
governing
specified
rights
and
obligations
of
JJDC
with
respect
to
its
ownership
of
the
Shares.

Under
the
terms
of
the
Collaboration
Agreement,
the
Company
earned
a
$15.0
million
clinical
milestone
payment
in
December
2016
and
would
have
been
eligible
to
receive
(1)
up
to
an
additional
$100.0
million
of
clinical
milestone
payments
based
upon
the
achievement
of
clinical
enrollment
and
dosing
in
a
phase
III
study,
(2)
up
to
an
additional
$290.0
million
of
milestone
payments
based
upon
regulatory
approvals
and
first
commercial
sale
in
specified
territories,
the
majority
of
which
related
to
regulatory
approval
and
the
first
commercial
sale
in
the
United
States,
and
(3)
up
to
an
additional
$500.0
million
of
milestone
payments
based
upon
achieving
worldwide
sales
targets.
The
Company
would
also
have
been
eligible
to
receive
royalties
on
worldwide
annual
net
sales
of
licensed
products,
if
any,
at
tiered
royalty
rate
percentages
beginning
in
the
mid-teens
and
rising
to
the
low-twenties,
subject
to
customary
reductions.
The
royalty
term
was
determined
on
a
licensed-product-by-licensed-product
and
country-by-country
basis
and
was
to
begin
on
the
first
commercial
sale
of
a
licensed
product
in
a
country
and
end
on
the
expiration
of
the
last
to
expire
of
specified
patents
or
regulatory
exclusivity
covering
such
licensed
product
in
such
country
or,
with
a
customary
royalty
reduction,
ten
years
after
such
first
commercial
sale
if
there
was
no
such
exclusivity.
Janssen
was
to
bear
the
future
costs
of
worldwide
development
and
commercialization
of
licensed
products.

Pursuant
to
the
terms
of
the
Investor
Agreement,
which
remains
in
effect
following
the
termination
of
the
Collaboration
Agreement,
the
Shares
were
subject
to
a
lock-up
restriction,
voting
covenants
and
a
standstill
agreement,
each
of
which
expired
on
July
1,
2016.
In
February
2017,
the
Company
entered
into
an
agreement
with
JJDC
(the
“
Lock-Up Agreement ”)
pursuant
to
which
the
Shares
became
subject
to
a
new
lock-up
restriction,
which
expires
on
the
earlier
of
January
31,
2018,
or
the
date
that
is
sixty
days
after
the
first
public
announcement
of
top-line
clinical
results
from
Janssen’s
phase
IIb
OMEGA-1
clinical
trial
of
JNJ-4178,
a
three
drug
combination
for
the
treatment
of
HCV
which
contained
odalasvir,
one
of
the
HCV
drug
candidates
the
Company
had
licensed
to
Janssen
under
the
Collaboration
Agreement.
In
addition,
until
July
1,
2023,
JJDC
has
the
right
to
require,
under
specified
conditions,
that
the
Company
file
a
registration
statement
in
order
to
register
all
or
a
portion
of
the
Shares.
The
Company
will
not
be
required
to
effect
more
than
two
such
demand
registrations
for
JJDC
in
the
aggregate
and
is
not
required
to
effect
more
than
one
such
demand
registration
in
any
12-month
period.
The
Company
has
also
agreed
to
provide
JJDC
with
certain
“piggyback”
registration
rights
such
that
at
any
time
prior
to
July
1,
2023,
subject
to
specified
conditions,
whenever
the
Company
proposes
to
register
shares
of
its
common
stock
for
its
account,
JJDC
will
have
the
right
to
include
some
or
all
of
its
Shares
in
such
registration.
The
Investor
Agreement
also
contains
other
customary
terms
and
conditions
of
the
parties
with
respect
to
the
registration
of
the
Shares.

Janssen
terminated
the
Collaboration
Agreement
under
section
14.6
of
the
Collaboration
Agreement,
which
allows
for
unilateral
termination
at
Janssen’s
discretion
upon
60
days’
written
notice
to
the
Company
at
any
time
prior
to
the
submission
of
the
first
application
for
marketing
approval
for
a
licensed
product
in
any
of
the
major
market
countries
specified
in
the
Collaboration
Agreement.
Pursuant
to
its
notice
of
termination,
Janssen
informed
the
Company
that
with
an
increasing
number
of
effective
therapies
addressing
medical
need
in
hepatitis
C,
Janssen
had
made
a
strategic
decision
to
discontinue
the
development
of
JNJ-4178..
Following
the
termination,
all
licenses



granted
by
either
party
to
the
other
under
the
Collaboration
Agreement
terminate,
except
to
the
extent
necessary
to
allow
either
party
to
perform
any
obligations
or
exercise
rights
that
survive
the
termination.
In
addition,
the
Collaboration
Agreement
provides
that
the
Company
and
Janssen
will
coordinate
in
good
faith
to
wind
down
development
and
manufacturing
activities
under
the
Collaboration
Agreement.

The
foregoing
description
of
the
material
terms
of
the
Collaboration
Agreement
is
qualified
in
its
entirety
by
the
terms
of
the
Collaboration
Agreement,
which
the
Company
filed
as
an
exhibit
to
its
Quarterly
Report
on
Form
10-Q
for
the
fiscal
period
ended
June
30,
2015,
filed
with
the
Securities
and
Exchange
Commission
on
August
10,
2015.
The
foregoing
description
of
the
material
terms
of
the
Investor
Agreement
is
qualified
in
its
entirety
by
the
terms
of
the
Investor
Agreement,
which
the
Company
filed
as
an
exhibit
to
its
Quarterly
Report
on
Form
10-Q
for
the
fiscal
period
ended
June
30,
2015,
filed
with
the
Securities
and
Exchange
Commission
on
August
10,
2015.
The
foregoing
description
of
the
material
terms
of
the
Lock-Up
Agreement
is
qualified
in
its
entirety
by
the
terms
of
the
Lock-Up
Agreement,
which
the
Company
filed
as
an
exhibit
to
its
Quarterly
Report
on
Form
10-Q
for
the
fiscal
period
ended
March
31,
2017,
filed
with
the
Securities
and
Exchange
Commission
on
May
4,
2017.

Item 8.01. Other Events.

On
September
11,
2017,
the
Company
issued
a
press
release
announcing
Janssen’s
termination
of
the
Collaboration
Agreement
described
in
Item
1.02
of
this
Form
8-K.
A
copy
of
the
press
release
is
attached
as
Exhibit
99.1
hereto
and
is
incorporated
herein
by
reference.

Item 9.01. Financial Statements and Exhibits.



(d) Exhibits

99.1




Press
Release
issued
by
Achillion
Pharmaceuticals,
Inc.
dated
September
11,
2017.



SIGNATURE

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




 ACHILLION
PHARMACEUTICALS,
INC.

Date:
September
11,
2017 
 By: 
 /s/
Mary
Kay
Fenton

 
 Mary
Kay
Fenton

 
 Chief
Financial
Officer
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 Press
Release
issued
by
Achillion
Pharmaceuticals,
Inc.
dated
September
11,
2017.



Exhibit 99.1



ACHILLION ANNOUNCES TERMINATION OF WORLDWIDE
COLLABORATION FOR HEPATITIS C WITH JANSSEN

- Conference
call
to
be
held
today
at
9:00
a.m.
ET-

NEW HAVEN, Conn. (September 11, 2017) – Achillion Pharmaceuticals, Inc. (Nasdaq: ACHN) announced
today
that
on
Saturday,
September
9,
2017,
it
received
notice
of
termination
of
the
worldwide
license
and
collaboration
arrangement
on
hepatitis
C
with
Janssen
Pharmaceuticals,
Inc.
(Janssen),
one
of
the
Janssen
Pharmaceutical
Companies
of
Johnson
&
Johnson.
The
notice
follows
the
decision
by
Janssen
announced
today
to
discontinue
the
development
of
the
investigational
hepatitis
C
treatment
regimen
JNJ-4178,
a
combination
of
three
direct
acting
antivirals:
AL-335,
odalasvir
and
simeprevir.

“We
are
disappointed
by
Janssen’s
decision
to
discontinue
HCV
development
given
the
positive
data
presented
in
phase
2a
with
JNJ-4178
1
,
demonstrating
a
100%
cure
rate
after
only
six
weeks
of
therapy,”
stated
Milind
Deshpande,
Ph.D.,
President
and
Chief
Executive
Officer
of
Achillion.
“While
we
believe
that
patients
worldwide
would
benefit
from
convenient,
short-duration
therapies
like
JNJ-4178,
we
remain
fully
focused
on
advancing
our
factor
D
portfolio
of
complement
alternative
pathway
inhibitors
in
areas
where
patient
needs
are
greatest,
and
using
our
strong
balance
sheet
of
almost
$370
million
in
cash
and
cash
equivalents
at
June
30,
2017
to
do
so.”

Since
entering
into
the
Janssen
license
arrangement
in
2015,
Achillion
has
focused
on
and
advanced
multiple
small
molecule
factor
D
inhibitors
of
the
complement
alternative
pathway.
The
first
oral
factor
D
inhibitor
to
demonstrate
complete
suppression
of
the
alternative
pathway,
ACH-4471,
is
now
in
development
for
PNH,
as
well
as
C3G
and
IC-MPGN.
In
August
2017,
Achillion
announced
positive
interim
data
from
a
phase
2
three-month,
dose-ranging
trial
with
ACH-4471
for
patients
with
untreated
PNH.
In
addition
to
its
plans
to
continue
this
study
of
untreated
PNH
patients,
Achillion
anticipates
initiating
a
second
phase
2
study
in
PNH
patients
who
sub-optimally
respond
to
treatment
with
eculizamab,
the
current
standard
of
care.

Also
during
the
second
half
of
2017,
Achillion
anticipates
initiating
patient
dosing
in
two
phase
2
trials
of
ACH-4471
for
patients
with
low
C3
levels
due
to
C3G
or
IC-MPGN.
The
first
is
an
open-label,
14-day
trial
expected
to
enroll
up
to
10
patients,
while
the
second
is
a
placebo-controlled,
double-blinded
six-month
trial
expected
to
enroll
20
patients.
“We
believe
the
data
we
have
generated
to
date
in
our
factor
D
platform
are
compelling
and
point
to
the
potential
long-term
value
of
our
portfolio.
We
look
forward
to
advancing
our
goal
of
bringing
factor
D
inhibitors
to
patients
in
need
of
such
therapies,”
commented
Dr.
Deshpande.


1

 Gane,
E.
et
al
.
Short
duration
treatment
with
AL-335
and
odalasvir,
with
or
without
simeprevir,
in
treatment
naïve
patients
with
hepatitis
C
infection
with
or

without
cirrhosis.
Journal
of
Hepatology.
2017:
66(1):S82.



Webcast and Dial-in Information

Achillion
will
host
a
conference
call
and
simultaneous
webcast
on
Monday,
September
11,
2017
at
9:00
a.m.
ET.
To
participate
in
the
conference
call,
please
dial
(866)
205-4820
in
the
U.S.
or
(419)
386-0004
for
international
callers.
A
live
audio
webcast
of
the
call
will
be
accessible
at
http://www.achillion.com
or
http://ir.achillion.com.
Please
connect
to
Achillion’s
website
several
minutes
prior
to
the
start
of
the
broadcast
to
ensure
adequate
time
for
any
software
download
that
may
be
necessary.

A
replay
of
the
webcast
will
be
available
for
30
days
on
http://www.achillion.com.
Alternatively,
a
telephonic
replay
of
the
conference
call
will
be
available
starting
at
11:30
a.m.
ET
on
September
11,
2017,
through
12:05
p.m.
ET
on
September
15,
2017
by
dialing
(855)
859-2056
or
(404)
537-3406.
The
replay
passcode
is
84176694.

About Achillion’s Complement Alternative Pathway (AP) Factor D Inhibitor Platform

Achillion
has
leveraged
its
internal
discovery
capabilities
and
a
novel
complement-related
platform
to
develop
small
molecule
factor
D
inhibitor
compounds
that
target
the
complement
AP.
Factor
D
is
an
essential
serine
protease
involved
in
the
AP,
a
part
of
the
innate
immune
system.
Achillion’s
complement
platform
is
focused
on
seeking
to
advance
small
molecule
compounds
that
inhibit
factor
D
and
can
potentially
be
used
in
the
treatment
of
immune-related
diseases
in
which
the
AP
plays
a
critical
role.
Potential
indications
currently
being
evaluated
for
these
compounds
include
paroxysmal
nocturnal
hemoglobinuria
(PNH),
C3
glomerulopathy
(C3G),
immune-complex
membranoproliferative
glomerulonephritis
(IC-MPGN),
and
geographic
atrophy
(GA),
an
advanced
form
of
dry
age-related
macular
degeneration.

About Paroxysmal Nocturnal Hemoglobinuria (PNH)

PNH
is
thought
to
be
caused
by
a
mutation
resulting
in
the
absence
of
receptors
normally
present
on
red
blood
cells
(RBCs)
that
interact
with
the
AP.
The
AP
of
the
complement
system
typically
functions
normally
in
these
patients
but
due
to
the
lack
of
key
receptors,
known
as
CD55
and
CD59,
on
the
surface
of
PNH
RBCs,
the
AP
treats
these
cells
as
foreign
and
destroys
them
via
hemolysis
in
the
circulatory
system
(intravascular)
and
in
the
liver
or
spleen
(extravascular).
Factor
D
is
a
critical
protein
within
the
amplification
loop
of
the
AP
and
it
is
believed
that
inhibiting
it
could
control
the
AP
response.
Furthermore,
this
mechanism
of
action
represents
a
potentially
distinct
and
unique
therapeutic
approach
for
controlling
intravascular
and
extravascular
hemolysis
associated
with
PNH.

About C3 Glomerulopathy (C3G)

C3G
is
a
rare
renal
disease
which
is
believed
to
be
the
result
of
over-activity
of
the
AP.
There
is
currently
no
cure
available
for
C3G,
no
approved
treatment
to
prevent
disease
progression
and
a
poor
prognosis
for
patients,
of
whom
approximately
30-50%
require
dialysis
or
kidney
transplant
10
years
after
diagnosis.
ACH-4471
has
been
shown
in
vitro
to
inhibit
alternative
pathway
activity,
potentially
decreasing
the
formation
of
C3
protein
fragments.
This
mechanism
of
action
is
believed
to
be
a
distinct
approach
to
potentially
controlling
the
underlying
cause
of
this
disease.



About Achillion Pharmaceuticals

Achillion
Pharmaceuticals,
Inc.
(NASDAQ:ACHN)
is
a
science-driven,
patient-focused
company
seeking
to
leverage
its
strengths
across
the
continuum
from
discovery
to
commercialization
in
its
goal
of
providing
better
treatments
for
people
with
serious
diseases.
The
company
employs
a
highly-disciplined
discovery
and
development
approach
that
has
allowed
it
to
build
a
platform
of
potent
and
specific
complement
factor
D
inhibitors
for
AP-mediated
diseases.
Achillion
is
rapidly
advancing
its
efforts
to
become
a
fully-integrated
pharmaceutical
company
with
a
goal
of
bringing
life-saving
medicines
to
patients
with
rare
diseases.
More
information
is
available
at
http://www.achillion.com.

Cautionary Note Regarding Forward-Looking Statements

This
press
release
includes
forward-looking
statements
within
the
meaning
of
the
Private
Securities
Litigation
Reform
Act
of
1995
that
are
subject
to
risks,
uncertainties
and
other
important
factors
that
could
cause
actual
results
to
differ
materially
from
those
indicated
by
such
forward-looking
statements.
Achillion
may
use
words
such
as
“expect,”
“anticipate,”
“project,”
“target,”
“intend,”
“plan,”
“aim,”
“believe,”
“seek,”
“estimate,”
“can,”
“could,”
“focus,”
“will,”
“look
forward,”
“goal,”
“may,”
“potential,”
and
similar
expressions
to
identify
such
forward-looking
statements.
These
forward-looking
statements
include
statements
about:
the
potential
benefits
of,
and
potential
indications
for,
Achillion’s
compounds
that
inhibit
factor
D,
including
the
potential
for
its
compounds
to
treat
PNH,
C3G,
IC-MPGN,
geographic
atrophy
and
other
diseases;
plans
to
continue
the
phase
2
trial
of
ACH-4471
in
untreated
PNH
patients;
the
timing
for
initiation
of
clinical
trials
in
PNH,
C3G
and
IC-MPGN
with
ACH-4471;
the
timing
for
interim
or
final
results
from
Achillion’s
clinical
trials;
statements
concerning
Achillion’s
ability
to
achieve
its
strategic
goals,
and
statements
concerning
its
plans,
and
prospects,
including
those
relating
to
ACH-4771,
ACH-5228
and
its
complement
factor
D
inhibitor
program;
and
the
Company’s
beliefs
regarding
the
potential
benefits
of
JNJ-4178.
Among
the
important
factors
that
could
cause
actual
results
to
differ
materially
from
those
indicated
by
such
forward-looking
statements
are
risks
relating
to,
among
other
things,
Janssen’s
termination
of
the
collaboration
agreement,
and
Achillion’s
ability
to:
advance
the
preclinical
and
clinical
development
of
its
complement
factor
D
inhibitors
under
the
timelines
it
projects
in
current
and
future
preclinical
studies
and
clinical
trials;
obtain
and
maintain
patent
protection
for
its
technologies
and
drug
candidates
and
the
freedom
to
operate
under
third
party
intellectual
property;
demonstrate
in
any
current
and
future
clinical
trials
the
requisite
safety,
efficacy
and
combinability
of
its
drug
candidates;
obtain
and
maintain
necessary
regulatory
approvals;
establish
commercial
manufacturing
arrangements;
identify,
enter
into
and
maintain
collaboration
agreements
with
third-parties;
compete
successfully
in
the
markets
in
which
it
seeks
to
develop
and
commercialize
its
product
candidates
and
future
products;
manage
expenses;
manage
litigation;
raise
the
substantial
additional
capital
needed
to
achieve
its
business
objectives;
and
successfully
execute
on
its
business
strategies.
These
and
other
risks
are
described
in
the
reports
filed
by
Achillion
with
the
U.S.
Securities
and
Exchange
Commission,
including
its
Quarterly
Report
on
Form
10-Q
for
the
fiscal
quarter
ended
June
30,
2017,
and
any
subsequent
SEC
filings.

In
addition,
any
forward-looking
statement
in
this
press
release
represents
Achillion’s
views
only
as
of
the
date
of
this
press
release
and
should
not
be
relied
upon
as
representing
its
views
as
of
any
subsequent
date.
Achillion
disclaims
any
duty
to
update
any
forward-looking
statement,
except
as
required
by
applicable
law.

Company Contact:
Glenn
Schulman
Achillion
Pharmaceuticals,
Inc.
Tel.
(203)
624-7000
gschulman@achillion.com

# # #


