N THE MATTER G BEFORE THE
CUBIST PHARMACEUTICALS INC. * BTATE BOARD OF
RESPONDENT PHARMAQY

) CASE KO, PI-14-070

FINAL CONSENT ORDER

Tre Siats Board of Pharmacy {"the Board"} charged Cubist Pharmacseuticals. inc.
{the "Respondent-Cerparation”) with viofating certain provisions of the Maryviand Pharmacy

~

Act {"the Act™, Md. Health Cce. Cade Ann. ("H. 0. § 12-101 &f seq. (Repi Vol 2008

The pertinent provision

H.0. § 12-6C-03.

20

{a) A «mmacaie disiributor shaif hold @ permit issusd by the Board before the
whclesale distributor engages in wholssale distribution in the Siate.

H.O. § 12-8C-11. Vioiations; penalties.

{8} Fine. — {1} If 2 person knowingly violates any provisions of this st Lta:ie or ah
reguiation adopted under this subtitle, the Board may impose a fine not 1o exc cosd
$505,0C0.

ALLECGATIONS OF FACT'
: At gli imes relavant herain, the Respondsnit-Corpearation wes not authorized

to engage in whelesale distribution in the Stale of Maryland.
2. The Respondent-Corporation is a corporation, with offices locaied in

sxington, Massachusetis,




3. in or around August 2013, the Board received notificstion from the Food andg

s
?,":-‘

Drug Administration {"FDA i the Respondent-Corperation had veluntarily rec

iots of Cubicin {dapiomycin for injection) 500 mgs in 10 mi single use viais due o the

l'

prasence of giass pariicuiais in a number of vials from these iois ¢

4. After recelving the FOA noftification about the Cubicin recali, the Board staff
determined that the Respondani-Corporation did not have & wheleszie Jdistributor permit io
distribute drugs in Manand. The Respondent-Corperation had never held a2 wihoissale

distributor permit issusd by the Board.

-+ Further investigation by Board staff ravezied the Respondent-Comaoration
distribuied Cubicin tc approximately 35 hospitals and other health care facilities
throughout Maryiand.

6. O Karch 24, 2014, the Board issued the Respondent-Corporation a
wholesale disinbutor permit

7 The Respondent-Corporation cooperated with the Board during the resolution

negoliations in complete good faith at alf times.
8. By distributing Cubicin in the State of Mandand. without 2 wholesale

<

distributor permit, the Respondent-Corporation vislated the Ast

Based on the foregoing Findings of Fact and Conclusions of Law, itis this é_‘_l{__ day of

AIDYI { 2014, by a majority of ihe Board hereby:

ORDERED that the Respondent-Corporation shal pay a fing in the amount of ane

hundred thousand dollars {$100,000). The fine is payadie to the Maryiand Board of

Cubisis is an antitictic usaed oy ihe arevantion andiireabmen: oF eariaus haoleria! infections




Pharmacy ne iater than 30 {(ninely) days from the date that this Order is signad by the

Board; and it is further

ORDERED that the Respondent-Corporation shail not distribute prescristion

the State of Marviand withoul a wheolesale distributor permis; and i is further

ORDERED that Respondeni shall be responsible for aif costs incumred unde

Crder, and i s further

ORDERED that the effeclive date of this Order ig the daie that it is signsd b

Beard: and it is further

ORDERED that this document constitules a formal disciplinary acticn of the

s
£l o~
vV ing

Board of Phammacy and is therefore a public document for purposes of public disciosure.

pursuani to Md. State Govt. Code Ann. §§ 10-611 &t seq. (Repi. Vol 2008).

: 7 : : : o
Date / ﬁ"\ Lennz israbian-damg a:i*r:ian =y
President

State Beard of Pharmacy

Consented o Cubist Pha ;*lacastu.a%% inc

Date g Name: Thomas J. DesRosier

Title: Exscutive Vice Prasident.
4

Chief

i Addministrative Officer




CONSENT OF CUBIST PHARMACEUTICALS, INC. BY
FHOMAS J. DFSROSIER, CHIEF LEGAL AND ABMINISTRATIVE OFFICER

{, Thomas | DesRosier, as Chief Legal and Administrative Officer of Cubist Pharmaceuticals,

inc.. by affixing my signature hereto, acknowledge that:
Cubist Phagnaceuticals. Inc. is represented by Steven £ Barley and Mare A, Marinaceio

of Hogan Lovells US 11,2,
2. tam aware that Cubist Pharmacenticals. ine. is entitled 10 a formal evidentiary hearing
before the Board. pursuant to Md. Health Oce. Code Ana. § 12-315 (Repl. Vol. 2009) and Md. State
Govt. Code Aan. §§ 10-201 et seq. (Repl. Vol. 2009},
3. I, as Chief Leeal and Adminisirative OtTicer of Cubist Pharmaceuticals, ine..
acknowledpe the validity and enforceability of this Consent Order as if entered afier 2 formal evidentiary
hearing in which Caobist Pharmacesticals. fnc. would have had the right fo counsel. 1o confrons wimnesses.
to give estimony. to call winesses on us own behalf, and to alf other substantive and procedaral

proteciions provided by law. As Chief Legal and Adminismative Officer of Cohist Pharmacenticals, Ing.,
{ am watving those procedural and substantive protections.

4. L as Cliref Legal and Admunistrative Officer of Cubist Pharmacew icals, lne.. voluatarily
enter intd and consent 1o the foregoing findings of fact. conclusions of law, and order and agree 10 abide
by the terms and conditions set forth in this Consent Order, as 3 resolation of the Board’s case, hased on
the findings set forth herein

A i us Chief Legal and Administrative Officer of Cobist Pharimaceutivals, ine., waive my
right to contest the fiadings of fact and conclusions of law. and 1 waive my dght to 1 full evidentiary
hearinz. and any night to appeai this Consent Order. as set torth in Md. Heaith Oce. Code Ann, § 4-319
{Rep. Vol. 2009) and Md. State Govt. Code Ann. §§ 10-201 ot seq. {Rep. Yol. 20093

6. I as Chiel' | egal and Administeative Ofticer of Cabist Pharmeaceuticals, Inc..
acknowledge that by failing 10 abide by the terms and conditions set forth n this Consent Order. and.

following proper procedures, (ubist Pharmaceuticals. ine. may be subject io disciplioany sction.




Consent Order, withour seservation, as my voluntary act and deed. | acknowledge that i fully endersiand

and comprehend the lanpeaze. meaning, and wrms of this Consent Crder.

Mhomas & DesRosier ;
Executive Vice President, Chief Legal and
Administrative Officer

Date

Cubist Pharmaceuticals. Ine,

as

. 2014, before me, the
undersigned, @ Notary Public of suid Siate. personally appeared Thomes 3. DesRosier. who

acknowledged himself to be the Executive Vice President. Chief Leual and Administrative Officer of

Cubist Pharmacenticals, Ine, a Delaware corporation, Known 1o me {or satisfactority proven) 1o be
the person whose name is subseribed to the within agreement, and acknowledged tha he executad the
sane for the purposes herein comained as the duly authorized Chief Legal and Administrative Ofticer

of said Corporatios.

Natary Public

My compussion expires:
o

D JANEVA L ZABATE

iE3 1e Notary Punfic '
é %? [§ COMONWEALTH OF MASSACHusETTS &
\,/ My Cammission Exples 1§

August 28, 2020 ¢
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