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KAMALA D. HARRIS 

Attorney General of Callfornia 

GRJlOORY J. SALUTE 

SuperVising Deputy Attorney General 

DESI!Hlfl I. KELLOGG 

Deputy Attorney General 

State Bill' No, 126461 


600 West Broadway, Suite 1800 

San Diego, CA92101 

P.O. Box 85266 

San Diego, CA92l8'6-5266 

Telephone: (619) 645-2996 

Facsimile: (619)645-2061


Attorneysfor ('ornplatnant 

BEFORE THE 

BOARD OF PHARMACY 


DEPARTMENT OF CONSUMER Ali'FAIRS 

STATE OF CAl.,IFORNIA 


Irt the Matter oftll:e Accusation. Aj!!lirtst: 

UNI.Q.·.t ... ·.. ACE.U.·TICALS,. LTD.,U·.E.· P.HA.RM ..DBA lJNIQUE PHARMACEUTICALS . 

5920 S Generalllruce DriVe 

T~:mple, tx 76502 


Non-Resident Pharmacy Permit No. 

NRP534 · 

Non-Resident Sterile Compuunding Permit 

No. NSC 99112 


Respontlertt. 

Case No. 5282 


ACCUSATION 


Complairumt alleges: 

I. VirJ$inla Herold (CNrtplaihartl) btirtgs this Accusation solely in ber official capaelty 

as· the Executive Officer of the Board of Phmn®y, Depatnti\ilntufConsumeJ: Affaits, 

Z. On Qr about lanuiuy 29, 20(}4, the Board ofPhmmacy i.ssuedNoti"Resident Pharmacy 

Permlt.Nwnber NRP 534to Uniqu(ll>harmaceuticals, Ltd., doing business as Unlque 

Pharma¢11utica!s (Respondent), The Non-Resident Pharmacy.P~tmit was in fu)Jforc~ ijnd ¢ffect 
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at all times relevant to the chatgcs brought herein and will expire on January 1, 2016, unless 

renewed. 

3. On of about February 2, 2004, the Boatd ofPhannacy issued Non-Resident Sterile 

Compounding Permit NumberNSC 99112 to Respond¢nt. The Non-Resident Sterile 

Compounding Permit was suspended on July 21, 2014 and renewed on January 1, 2015. 

Otherwise, it was, tn full force and effect at all ti:mes relevant to the charges brought herem and 

will expire on January 1, 2016, unless renewed. 

JURISDICTION 

4. This Accusation is brought before the Board ofPhannacy(Bo!ird), Department of 

ConsumerAffairs, under the authority o;f the- following laws. All section references :;re to th!l 

Business and Professions Code unless otherwise Jndlcatcd. 

5. St~ction 4011 Ofthe Code prpvides that the Boatd shall administet am!enforce both 

the::i>harffiacy Law [.Bus. .& Prof. Code, § 4000 et seq.] and the Uniform Controlled Suhstffi!~es 

Act{Health & Safety Code, § 11000 et seq,J. 

6. Section 4300{a) ·ofthe Code provides that every license issued by the Board may be 

SU$pended onevoked. 

7. Sectlon4300.1 ofthe Code states: 

The expiration, cancellation, f¢u:felture, or suspension ofaboard-lssued license 
by operation oflaw or by order or decision oftheiJoard ora .court oflaw, the 
placement ofa license on a retlred st!irus, or the volnii.tro.ysnrrender ofa license by a 
licensee shall not deptivll the hoard ofjurlsdieti(ln to commence or proceed with any 
investi~ation of, or action or disCiplinary procecdfug against, the licensee or to render 
ade.cisionsnspendingpr revoking·the.license. 

8. Se¢tion4303(l:J) oflhe Code states: 

The board may deny,revokll, or suspend a nonresident pha:tm!icy registtatiD:n, 
iSSJ.Ie a citation or letter offidrnonishment to a nonresident pharmacy, or take any 
pther action <tgalnst a no11resident pharmacy that the:: board mt~y 4\ke againsta, resident 
phannaoy Hcens~, <m any qf th\'SaJ'Jltl grol.il1ds. nppil. which such action might be 
taken ag~nst uesident phann(!Cy, provided )hat th:e groU(lds for the action ate also 
groundsfor actiPn jn th¢ st!lt<:lin which the nonres!de.nt pharmacy is permanently 
loc'l!ted, 
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STATUTORY AND REGULATORY PROVISIONS 

9. Section 4301 of the Code states in pertinent part: 

The board shall take action against anyholder of a license who is guilty of 
unprofessional·conduct or whose license has been procured by fraud or 
misxepresentation or issJ:~ed by mistake. Unprofessional conduct shall include, but 
is not Umited to, any of the folloWing: 

!J) The violatian ofany of the statues ofthis state, or of any <Jther state, or of 
the Untied States regulating controlled substances and dangeroJ:~S drugs. 

..' ~ 

(o) Violating or attempting to violate, directly or indirectly, or assisting In or 
abetting the violation of ot cdnspirin!l; 10 violate any provision ot ttrm ofthis 
chapter or ofthe applicable federal and state taws and regUlations governing 
pharmacy, inclttdiligregulations established by the board or by !ltly other state or 
federal regulatory agency. 

• i •• 

10. 21 United States Code section :3 51 (a)(2)(13).provides: 

Adl:'l.l!l or device shall bedeemcd!ft be adn:lterated ...ifit is a drug and the 
methods used in, ot the facilities or controls used far., itsmanufucture, pro,;essing, 
packing, or holding do not conform to or are notoperated or administered in 
conform!ty with cu.r;-ent good manu:facturing practice to.assure that such.drug meets 
the requirements ofthis chapter as to safety and has the identity and strength, and 
meets the qua.lity and purity c1taracteclstics, which it purports or krepresented to 
possess... 

l L The Food and Drug Administration's Guidance for Industry, For Entities 

Consider1ng Whether to Register As OutsotJteingFacilities lJnderSectlon 503B ofthe 

F~;d(W<IJ Food, Drug, and Cosmetic Act, February 1015, provides that.because drugs 

compounded bY<mtsourclng f~cl!itiesare not exempt ftorl1 s<Wt!on 5ol(a)(2)(B) ofthe 

Federal F'trod and Drug C()smetlc Act, outsourcing f~cilitflls are subjel:t to current good 

manufacturin.gptactice requltemehtsandWi!l be inspected by the Federal Drug 

Administration on a riskcl.,ased schedq(e, 

12. Code ofFederal Regulations, title 21, part 211.1{a) provides: 

The regulations. in this part contain the mi1iimum current.good.manufactu:ting
practice for preparation ofdrug products (ex~luding positron emission tomography 
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drug$) for administration to humans or Animals. 

13. Texas Administrative Code, title 22, Part 15, Chapter 29!, Subchapter B, 

section 291.~2(c)( l)(E) provides that all pharmacists on duty at a pharmacy engaged in the 

compout!ding ofstefile preparations 111\Jst comply with all state and federal laws ot ruics 

governing the practice ofpharmacy. 

14. Texas: Administrative Code,title 22, Part 15, Chapter 291, Subchapter B, 

section 562'.002(3) provides that the Texas Pharmacy Board may discipline apharmacy 

license ifthe.Bcard finds that the an employee ofapharmacyhas:violatedany provision of 

Texas PharmacyLmv. 

COST RECOVERY 

15. Section 125.3 of the Code provides, ln pertinent part, ih~o~t the Board may request the 

administrative law judge tcdltcct a lice:ntlate.found to have committed a violation or violatioilS of 

the llcensing act to pay a sum not to eJ>ceed the reasonable costs ofthe investlgation and 

enfor(iement ofthe case, 

FACTUAL ALLEGATIONS 

16. On or abcmt November 17, 2()14, Respondl.l:nt was initial!yregistcred as a human drug 

outooUtl:ing firoUity under 21 :Urtited States Code 50:JB of the Fedetai Fwd and Drug Cosmetic 

Act. 

17. Prom approximately Januaty H, 20H throvghJuly 1~. 2014,Respondent 

QQmpoun(led sterile injectable drug pr(1ducts at its compotmding .facility ln Tc,x:a.s ~tnd .fi);:nished 

C<'rtain ofthoseodrug ptodttcts to patients in .California. 

18, On or libot!t March 11 through April2, 20.14, the Federal Drug Administration (FDA) 

conducted aninllj:).e~iion of·ReS!)on(:ie!lt and. issued a Form FDA·483, til!dlng that Respondent had 

not compHed with current gooli manufacturing practice requirements, Namely, the FDA made the 

following obsetv.ations;"(1)proccdures designed to prevent rnicrobiologiear contamination of 

dtt1g products j:nttpotting to be steril<J are hOt established and followed; (2} testing and release of 

dfUg produCt tot distJ:ibution do n<>t lnelude apptopriate laboratory determinatioll o:fsatisfactory 

tX>i!fotrmil1ce to the tinalllpeciticatiMs and identity and strength ofeach acti.vtJ ingredient priorto 
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releaS11; (3) production etrors are not futly investigated; (4) clothing ofpersonnel engaged in the 

processing ofdrug products is not appropriate for the. duties they perfortn; (5) asep'tic processing 

areas are d¢ficient regarding the system for monitoring environmental conditions; (6) the separate 

or defined areas necessary to prevent contamination or mix-ups are deficient;. (7) container closure 

systems do not providiil adequate protection against foreseeable external factors in storage and use 

that can cause deterioration or contamination of tl\e drug product; (ll) aseptic processing areas are 

deficient regarding systems for maintaining any equipment used to cbntrolthe asep1ic conditions; 

{9) each batch. ofdrug products purporting to be sterile andp)'l'(lgtll-free is not laboratory ~ested to 

detertnine confortnartce to such requirements; and (10) the label~ of your firtn' s drug prod\Jcts 

obsel'Ved by FDA do not contain Information tequired by section 503(b)(l!.)( I0) ofthe Act." 

19. Or!orabQUH\Ine Sl tllrouglt20, 2014, the FDA conducted an investigariOI:I bf 

Respottdent l)ndissued another Fonfi FI)A-483, fmding again that Respondent !\ad not complied 

with currentgoodmanuf'acturingpra41ke requirements. ,Namely, the Fl)A made the following 

observations: "(I) there isa failure to thoroughly review the failure nfl\ batch or any of its 

co!!lpone.nts to meet an}' of its specifications whether.ornbtthe batch !\as already been 

distributed; (2) productinn errors !(t~ riot fully investigated; (3) proccdwes designed tb prevent 

microbiological contamination of drug products purporting to be sterile are not established and 

fbilowed; (4) the separate Qr defined areas neceasary wprevent contamination or mix-ups are 

deficiellt; and {5) aseptic processing areas aro d~i>flcient regarding the systemformonitoring 

etwironrfiental conditions.'' 

20. Jn Jnly2014, tJ;te FDA issued a MedWatcb.advising bealthprofessionals not to use 

.drugs marketed as sterile produced by Respondent as they maybe contamtn<\t~d. On orl!bout July 

11,2014, the FDA requested Respondent to recall all steril<; drug prq(jucts within expiry. 

21, On July 21, 2014, the Board issued a Cease and Desist Order, directing Respondellt 

Qot to ~hip, furnish, tr'l11Stet, or provide, 'either diteetl:y or indirectly compounded sterile injectable 

drugs into or througl\ Ca!ifQmia. On m· aboutAqgus!l2, 2014, Respondent entered il1to a 

Stipulated Extension of that cease and Desist Order, until a decision onhc Board ofPhartnacy 

following the filing of an accusation and a hearing. 
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22. In or about March 2015, th~ FDA informed Respondent that it did not object to it 

teSUrtling the production and distribution of compoundtrd sterile dntgs but noted that although 

[Respondent has] "attributed aparticular lot ofsyringes and the process Used to fill those syringes 

as the apparent cause ofthe teaks mostreeently identified, [the FDAJ remaill[s] concernedthat 

(Respondent's ]Investigation into leaking sytingcsdid not evaluate the ability of the syringes to 

mailitain sterility through the expiry period. [Respondenthas) a continuing trend ofleaklng 

~ytinges in sterile drug ptodootkm batches. Leaking syringes indicated a potential breach of 

container-closure integrity and may affect the ability of!he container-closure to prevent the 

ingress of microbial qontlJ,mlnation!' 

JllRS1 CAUSEFOR DISCIPLINE 

(Failure to Comply with .Current Good Manufacturin!JcPraeficeReqnlrements) 

23.. Rqspoudentissuhjeut to di$Ciplihary actlo.u Iinder Code sections 4301(t) and (o), for 

violating 21. United States. Code section 3Sl(a){2)(S) iiU,1d21 Code of'Fiidcral Regulatiorts Part 

2J I, in that It failed to comply with current good manufacturb1g practice req11ircmeri1s, as set forth 

irt p&rl!graphs !6 through 22, wltlch are ineorpora1ed herein by reference, 

SECONDCAUSEFORDISClPLlNE 

{Unprllfessional Conduct) 

24, Respondentis. subject todisciplina.ry action under Code sectt0!14301 for 

unprofessional conduct in that it eng11ged .in the uctivitills described in. paragraphs 16 thrpugh 22 

above; which ar(ll incorporated herdn by reference'. 

PRAYER 

WHEREFORE, Complainant request~ that ll hearing be held on the matters herein alle~ed, 

and that fb\Jqwlng the heating, the :SoardofPhattnaey iS$tl() actecislon; 

1. Rev:oldng o:r suspend1ng Non•Resldent Pharmacy :f>crmitNumb~r NRP 534, issued to 

Unique PharmaceutiCals, ttd., <:toing business as Unique .Pharmaceuticals; 

2, ReV<)k:lngorsuspertding Noll·Resldert! Sterile Compoundmg Permit NumberNSC 

99112, ls~1.ted to Unique Pilatmace(ttlca.ls, Ltd., doing business as Unique Pharmaceuticals; 

ACCtisA:ttON 
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3, Ordering Unique Pharmaceuticals, Ltd., doing business as Unique Pharmaceuticals to 

pay the Board afPbarmacy the reasonable. costs ofthe investigation and enforcement ofthis case, 

pUi'suant to Business and Professions Code section 125.3; 

4. Takingsuch other and further action as deemed necessary and proper. 

DATED; _ ____,8',_.f-)1::..::0'-1/-'-'15=··__ 
IA EROLD 

ExecutF fficer 
Board Of Pharmacy 
Department uf Con~umer Affairs 
State ofCaJifom~a 
Cqmplaioont 

SA;~om0:!46& 
81 07S'J25,doc 
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