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Thls matter was opened to the New Jersey State Board of
'Pharmacy (the “Board”) in or about May 2015, upon the-recelpt of
ihformatlon that Liberty Drug and'Surgical (“leerty"), located,~
at 195 Maln Street, Chatham, New Jersey, was engaging in sterlle

compoundlng ‘with alleged v1olatlons of the Board's regulationsA'

.[ regardlng sterlle compoundlng as well as the requ1rements set

?forth in Chapter <797> of the United States _Pharmacopeial g
.“Convention (“USP"), _and,;had _allegedly__yie;ated a prior ‘Board

‘;Order._'



Liberty had entered into two prior interim consent Vorders
with the Board related to its sterile ooxnpounding" practices.
The first Interim Consent Order, filed December 19, 2013,
required Liberty to immediately . cease and' ‘desist - ster:ile
compounding until further order of the Board. __Liberty was
'<required_ to obtain a third-party monitor to review compounding
‘operations, and ensure that issues identified in the sterlle
compoundlng practlces were addressed By Interlm Consent Qrder
- filed on January 31, 2014, Liberty was permitted to recommence
sterile- componnding operations. The order requ'ired “Liberty to
oon’trra'.c't'-wit,h a- monitor to review compounding -operations on -at
least .two occasions before February 1, 2015 to ensure continued
-compliance.. 'The. Monitor was ‘required to evaluate Libert_yv at
unannounced ‘visits ‘and provide_ reports to ‘the  Board at
approximately six-month intervals. , |

'.’xThe 'Board’s records do not- reflect the re_ceipt of any
’_reloort,s' from the Monitor ‘at- the - intervals required in 4t.h.e
January - 2014 _interim ~order. -Moreover, 'il’lSpectO_rS went - in»to

Liberty on 'sev'eral 'occasions-, 1nclud1ng on’ May 6, 2015, ) and

found numerous alleged violations and concerns w1th the sterlle. o

'Acomp_oundl-ng -practlces. ‘ These potentlal v:.olatlons J.nclude an
-.:-ante area that is not of suff:.c::.ent size “and - that appears -to
have been constructed w1thout notice to and lnspectlon by the
,-“Board, unsupported beyond use datlng ‘on products, as _‘w‘e_ll_ as‘

,}2 :



lack - of proper ‘environmentel monitoring and- documentation,
cleaning and disinfeCting, training and garbing, and failure to
follow the'written-policies and procedures .for compounding. . It.
also appears that Liberty is shipping compounding prodncts.into
states where Liberty does not hold a non-reSident permit,

The Board recognizes that the volume of sterile compounding
performed by Liberty is' relatively small ' Nevertheless, the
Board finds that Liberty has demonstrated an inability to comply
- with the Board’s regulations and USP <797> practices, even‘when
it.is*subjeCt'to oversight by a'thirdeparty monitor. Thus, the
-Board ‘has determined once -again that cessation of all sterile
compounding by ‘Liberty is necessary to protect the public-
: health;isafety'and welfare. The regular retall operations of
‘the pharmacy w1ll be permittéd to continue normal operatlons. |

- The partles,-having agreed to entry of this Interim Order
Vmithout further formai broceedings, snd Liberty;~'althongh
~disputing the-Boards findings without admitting toiany‘of the
iconduct Uslleged herein,A having aoreed -and given yoluntdry‘
consent to the w1thin Order and waiving any right to ; hearlngr
féndﬂ:the Board finding the -within disposition adeqnetely
-ﬁrotectiye-of-the*public health,*safety éndﬁwelfare,‘andfother

: gOOdZCause'haVingtbeen-Shown;

I Is, therefore; on. this. __ \4TY day of _Auuy e

2015



ORDERED AND AGREED THAT:

1, Liberty shall immediately cease and de31st from all
sterile compounding operatlons, including "~ both human “and
Veterinary products.

2. Upon any application to resume sterlle compoundlng
operatlons, Liberty shall submlt to the Board:

. Its response to the alleged violations noted bytthe
‘Board’s inspector on May 6, 2015 as indicated on documentation
furnished to Liberty at the time of the inspectione;: : |

-b.  Proof that Liberty will test all sterile compounded
products, including'doxycycline'injecteble, consistent'with USP
standards for sterility and stabiiity; ' | _. _

c. - Evidence that Liberty has made modifications to the
ante-ﬁrea'so that it addresses the Board’s concerns. - - Liberty
shall;submit a4remodeling.appiication,to the Board for approval
4prior"to any constrdction, which will be _reviewed within  two
weeks of ‘receipt of the application by the Board offlce,

| 3- PO Results of :all surface and env1ronmental testing -in
the cieahroom and ante:area followxng completion‘of~construct10n}'
and-other corrective measures, and - 4

ﬁ*fé. : Proof ‘that it ‘has submltted appllcatlons to - all ‘states
. where the pharmacy intends to Shlp medlcations to: obtaln the:“

.necessary permlts for dlspensxng in those states.‘*



3. The Board will schedule an lnspection' of the pharmacy
h which will occur within-seven business days of receipt of the
pharmacy s request to resume sterile compoundlng, along with the
'1nformatlon required by paragraph 2 above,: In the event of an
-‘emergency leadlng to the unavailability of an 1nspector, the
V. Board will notlfy counsel for Liberty. .The purpose. of the
-inspection is to ensure that Liberty is in compliance with the
‘Board regulatlons and USP standards for sterile compoundlng and
that all alleged v1olatlons noted in prior 1nspectlon reports
havebeen addressed. The -report of “the inspection: shall -be
 presented to' the Board for review. | | '
4. On or about September 2, 2015, the RPIC and’ the
compoundlng pharmacist shall appear before a comm1ttee of the
_Boar_d, and testlfy regardlng the pharmacy S adherence to - all
- applicable State ~and Federal laws, regulations -Aandfv_USP_'
_standards, the fallure to comply with the prlor Board Order, and
the practlce of pharmacy in general The recommendatlon of the
'commlttee shall be rev1ewed by the full Board at the September
-_30, 2015 Board meet:l.ng In the event that leerty has not
completed all of the requlrements of paragraph 2 of thJ.s order
:ior the 1nspectlon of the pharmacy requ1red by paragraph 3 has
.hoocprred lesa'_than three weeks prlor-. 'September 2,_"the-

inquiries will be rescheduled to a date convenlent to. all,



parties. and the ensuing committee recommendation will Dbe
: reviewed by the full Board at next scheduled Board meeting
‘follOWing the inquiries. |
5. Following full Board review of 'the InvestigatiVe
‘_Inquiry and all other informationy ithe 1Board wilit determine
whether to allow sterile compounding to resume”and under what ..
_ conditions. At that time the Board may also seek to .impose
-'final discipline relating to the events. underlying the variousi
: interim orders and the pharmacy inspection reports. |
B ;3‘; This Consent Order shall not be construed to be .a
,.disc1plinary action -or sanction of any kind, nor as an admiSSion
of liability ‘of the pharmacy
. The - entry of within Order is without prejudice to the
‘further- investigation and/or prosecution by- the 'Board, the
Attorney' General, or ‘any other regulatory‘:or law enforcement

g'agenCy of any viclations by' Liberty of any statutes '6;

-_regulations governing the practice of pharmacy in the State of,o.w

Z'New Jersey or any violations of law, including but not’ limited
- to this or any other pending matters under investigation. -
: NEW JERSEY STATE BOARD OF PHARMACY :

; Thomas F.X. Bender, R. Ph.,
y PreSident '




I have read the within Order
and understand it. I agree to
be bound by its terms and hereby
consent to it being entered by
the New Jerse Board of Pharmacy

Owner and RPIC, Liberty Drug and Surgxcal

Consent as to form and entry
of this Order:

Angelo Cifalgi

Counsel -foy Lberty Drug and Surgical

.._.., . Dated: Z“S j jf '
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