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KamaLa D, HARRIS

Atterney General of California.
GREGORY.J. - SALUTE

Supervising Deputy Attomuy General
DESHEE L KELLOGG '

| Deputy Attorney General -
| State Bar No, 126461

600 West Broadway, Smte 1806

 ‘San Diego, CA 92101

PO, Box 83266

© 8an Diego, CA 92186-5266 -
- Tele hona (619 645- 2?96
_ I‘aesmll& {619) 6453061

Artorneps for Compluinant
. BEFORE THE
BOARD OF PHARMACY

BFPARWENT OF CONSUMER AFFAIRS
- ST ATE I)F CALIFORNIA

I 'thé'Mét'tér of the Aﬁbusatiéh Against: -C%:ﬁ:?@ﬁ.-.-ﬁﬁsz .

UNI UE. I’HARNEACEUTICALS LETDy,
DBA UNIQUE PHARMACEUTIC&LS

| 5920 S General Bruce Drive ~ ACCUSATION
Temple, TX 76502 . R .
- Non-Resident i’harmaey Permit No.

| NRP 534 '
- Nob-Resident Sterlle Compbumﬁatg Permit

No.NSC 99112

- Respandent

Complataant alleges:

mzms R | |
I Vlrggma }Iem & (Ggmp 'unaﬁtj hrmg& this Acnusatwn sole}y in hﬁr t}fﬁwai eapamty

a8 thc; Rﬁatxtive: Officer of th@ Bourd of thnazty, Beparmmnt of Consumer Aff‘alfs

- -f__z," (Lin orabaut Ianuary “29 20{}4 the: Board of?harmacy 1$:sued Nén«R:mdént Pharmaey‘ '

Permit. Numbar NRP 5534 to Umque Fharmaeeu‘tmals, Ltd., damg busmess as Unique:

?harmaowﬂauia (Respander;t} “The Non»Resldent Phannacy Permit was in full force: and af‘fac’t

w)
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-t all times relevant to the charges bmugh’é herein and will expire on January 1, 2016, unless

'*rem:Wad

3. Onorabout Pebruary 2, 2004, the Boud of Phiarmiacy issued Non-Resident Sterile

Compounding .P;ez;hii_.-g_Numbel‘jNSG 99112 to Respondent, The Non-Residént Sterile

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

Otherwise, it was, in full foree and effect at all times relevant to the charges brought herein and

1 wifl e’xpﬁ'é oft January 1, 2016 unless xén&wcd

| mmsmc*rmm’
4. This Acousation is brought, hcfore the Bodrd of Phaimacy (Board), Department of

Cuﬂsmner Affairs, under the. authority of the following laws. Aii section: rei:crences ate to the

| Business and meessmns Code un]ess ﬁther\wse indeated,

5. - Section4011 of the Gode provides that the Board shal] admlmste:r and eﬁfaree bc&th

! the Pharmacy Law [Bus & Prof. Code, §4000 et seq] and the Uniform Ctmtraﬂed Substances
Act [Health & bafety Coda § 11000 et seq. I

6 Sccuen 43%{&} of the Code prowtles that wexy f:cf:n?sc issued iny the Board may be

suspendeé or rcvtjkf:ci

IR Sﬁ:{;ﬁﬁn 4317)@ 16f thﬂ Qé}dﬁ sf&te&

']?he; eXpJ.ratmn, eaﬁce] latwn fmﬂ‘ﬁamm, o1 s*uspanslon of & boagd-ssued ltc@nsa
by operation of lavw or by order or dﬁmsmn of the board ora court of law, the
~placerment of a licetise on a retived status, of the voluntary sutrender of a license by &
 licenses shall not depriva the hoard of j furisdietion to eotiimence or proceed with any
investigation of; o1 action or disciplinary proceeding. agaansi the Ticensee or to render
addeeision susgmmdmg or revoking the. heense _

8. Smtmn 4333(2;) mf‘ zhe Cede statea

. The bnard mvay deny, fevx)k% 6r suspend & nﬁnresxdent phannacy registranon,
" issue a citation or letler‘of admonistiment fo a nonvesident pharmigy, or take any :
other action against a nonresident pharmaey that the'board miay take againsta resident
. phatmaay license, on any of the same grounds upon which stc] ixzﬁnjmight be
taken pgainst a res‘idan& pharmaey, provided that the prounds fo tion are also
g Egroméis {or action inthe s%a‘ie ins wmch the mnresic}em phannaay is permanentiy _
o locat

T ACCUSATION |
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STATUTORY AND REGI}LATC}RY PROVISIONS
9. Sc:{:tlcn 4301 of the Ciode states in pértmsnt part:

The board shall take action: agamst any holder of & ilceﬁsa whe 14 guﬂty of
unprofessional conduct or whose license has been procured by fraud or
‘misrepresentation or-issued by mistake. Unprofessional ccmduct shall. mclude but
isnot limited to, any of the f‘allmwm;, :

. {j)The violation of any of the statues of thi state, or of ary other state, or of
the Untied States regulating controlled substances and dangerous drugs. :

LR Y

(o) leatmg or atwmptmg 03 vmiate, directly or 1nd1recﬁy, or assisting in or
abetting the violation of ot conspiring to violate any provision ot terin of thils
chapter or of the applicable federal and state fasws and regulations governing.
phiarmacy, iheludiig regulations establishied by the. board or by way tbther‘ state or
federal 1o gulat@ry agenéy

DK

10 21 Umtesd Staties C@d& seotion 3 51(&)(2}(13) pmv;des

Adrig or devme shall be decmad o be adulterdted ., . if itisd drug and the
methods wsed in, or the facilities or controls used for, its: manufacture, processing,
* packing, or heldmg do not conform to or are not. aperated or administered in - _
aanim:;mty with current good mazaufaeturmg practice to assure that such-drug meets
- ‘the requirements of this-chapter as tor safoty and has the identity and steength, and
o meets th@‘ guality- and purzty elmrabwmtma, which it p‘gzrports oF 1s reprasante& o
prJSSﬁss

: 11 Thf: Fm& and Ifirug Adm;mstmtwn S Gux&anrze for Industry, Fm* linhtws

Fc:dara Foad I;‘}rug -and C-nsmetm Act Febmaryzﬂlﬁ pmv:ndezs that heeause &mgs
compouné@d by auts.aurmng facilities are tot éxempt from seetion 501 (a)(zj{B) of the _

| Federal Food and f.‘img Cosmetic Act, outsourcing facilities are subject to current good

'manufacmnng gafactice reqmmmmts andswill be inspected by the Pederai Drog

Administration on a risk-based schedule, |
iz, - Cacfcf of Federai Kegulaﬁens} title 21, part 211.1(a) provides: '

The teguiatmmm this part contain the minimum current. g@ﬁd manufacturmg
practice for prepar. ation of drug products: (exciudmg pﬁmtmn eniission tomo graphy

3
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drugs) for administration to humans or animals,

13.  Texas Administrative Code, title 22, Part 15, Chapter 291, Subchapter B,
section 291.32(cJ(L)(E) provides that all pharmasists on duty 4t & pharmacy engaged in the
compounding of sterile preparations faust comply with all state and federal laws or rules

governing the practice of pharmacy:

14. Texas Adtinistrative Code, title 22, Part 15, Chapter 291, Subchapter B,
seetion 562.002(3) provides that the Texas Pharmiacy Board may discipling a phanttacy

Tioense if the Board finds that the an empioyee of a pharmady has violated any provision of
“Téxas Pharmacy Law, | |

‘C{}ST RECOVERY
15. Section }25 3 Qf thfe Lode providcs, in peﬂment part, that Eh@ Board ma)f request the.

a&mimmaﬁve iaw Judge to ditect & llcentiate found to bave cormmti»eé aviolation or vmlatwns crf

the: lansmg act to pay a sum nof to exc@ed the masonabfe cests afthe mvestiganﬁn and.

fanfgreemant of'the casa

FAC‘TUAL AI&EGATIGNS

16 0:3 orabout November 1’3‘ 2014 Respﬁnﬁ&n‘é was initially registereci asn human dmg

:cmmummg fac:xii_tyunéer-zﬁ United $tates Code 5038 of the Pederal Food and Drug chmeﬂ_c
_ At _ S 7 _ o o

; 1? me -apgfréximateify Jaﬁuafy 15, 2014 through "J'il y’iSﬁ 2614 Ties;pcm&ent

_'cﬂmpﬁundeci sterile m}actabie drug pmdtzcts at its mmgnmmdmg i‘acihty in Texas: and fﬁrmsheél

certain of tl’xose dmg pf{)céum o pa‘tients in California.

8 On or él%i!t‘:tﬁt March 17 thrcmgh April 2, 2(324 the Federai Drug Admimstratmn (FDA)

conducted @pi,l.ﬂﬂpﬁ‘&hqg .:gﬁ&ggpqndagt 4nd issued & Forin _EE&A«%&B,_ fi_hdu__lg _t_hat Re_syo_ﬁdeﬂt hiad

not complied with eurrent good manufacturing practice requirements: Namely, the FDA wade e

followirig observations: “( 1) procedures desigred to prevent microbiological contamination of -

“drg products putporting to be sterile arénot established and followed; () testing and release of |
" drg produst Tordistribution do ot include appropriate laboratory determiination of satisfctory

- chisformance 1o the final specifications and identity and strenigth of Sach dotive ingredient prior o |

ACCUSATION
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IS nm’é to'ship, f‘urmsh ﬁdmfer oF provzcie; either d1r¢cﬂy ot indireetly compeunded sterile' i jectable | . -

=
1)

release; (3) production eirors are not fully investigated; (4) clothing of personnel engaged in the
processing of drug products is niot appropriate for the duties they perforin; (5) aseptic processing

areas.are deficient regarding the system for tonitoring environmental conditions; (6) the separate

or defined areas necessary to prevent contamination or mix-ups are deficient; (7) confainer ¢logure| -

- systems do ot provide adequate protection against foreseeable external factors in storage and use-

that can eause detetloration of contamination of the drug product; {(8) aseptic processing areas are

delicient regarding systems for m aiﬁtainiihgf:ény.-equipfment nged tocontrol the.mpﬁé.éﬁn&iﬁmﬁ;

(9) vach bateh of drug pro d;uc%s;purgqrtiﬁg 10 be sterile and pyrogen-free is not Jaboratary .iéﬁte‘;i fﬁ

determine conformarice to such requirements; and (10§ the-labels of your firm’s drug products

obseived by FDA donet eontazn fnfarmatmn requlred by section 503(1))(&)(1{}) ofthe Act. -

: 19 On or abmlt J une 9 through 20,2014, the FDA conducted an investigation of
Résp@ﬁ?iﬁnt and issued another Fortn .ﬂ?Ar%& finding again :thaiRﬁspondm had fiot _f?ﬁmpiiﬂd

| 'wfthféme_rit;_gc}oEifmanufaéiuﬁgg;p‘racﬁce zgq&iremmfé; Namely, the FDA made the fmliquriﬁg' '
1l observations: “(1} there'is.a faiture to thqmugfhly review the failure of a batch or-any of its
- @q-rn‘poﬂems: 10 méét: aﬁy-(ﬁ” its .gp“eciﬁ catfons whether ot tiot the batch hias already been

distributed; (2) p@ﬁidﬁﬁﬁﬂﬂ'méf& are Iiot*ﬁilljffinvestigﬁfed* (3) procedutes dosigned to prevent

mmmbmiogmal amﬂtammatmn of dmg pmducts pufpc}mng to be sterile are niot eslabhshed aﬂd

foﬂoWed (4] the se;:araia or éiefincd areds neoesaary tor pre:ch contamination or mxx—nps are

a1E emflmﬁmenta] mudttmns

| ;26 Tn July 2‘014 t’m} FDA issued a M&dWamh adwsmg heaith prﬁ chsmna lsnotto use
d‘rug,s ‘iﬂaﬁ{eteﬁ as %temle pwducﬁd by' Resp@ndenﬁ ag they may b& contaminated: --{}n or #bout Jaly
1 1 2014, the FDA requa&‘tee‘i Raspondent to recall all aterlle drug products mthm expiry '
:2-1.% Onl uly 21, 2024 %he erd zssued i Cﬁage and Desist Order, dlmctmg Respondent

-émgs ;mto or thremgh Cahfcmm On m abcmt Angust 12 2014, Respondent entcred intoa

-faﬂt)_m_ng th&_ fi_hng-of an accusation-and a heanng-.

"AGCUSATION |
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22, Inor about March 2015, the FDA informed Respondent that it did not object to it

 tesurning the production and distribution of ccmpeunéied sterile drugs but noted that although
| [Respondent has] “atiributed 4 parhcuiar Tot of syringes and the process used to fill those syringes
it asthe ag:parent cause of the ?oaks most recently zéeﬁtzfied [the- FDA] remain[s] aoncemad thit

: [_Respandrzm 5] mvs-s.tggai;m: into leaking syringes did not evaluate the ability of the syringes fo

mainmiﬁrsaariliw through the expiry period. [Respondent has) a continuing trend of leaking

syringes in sterile drug produstion batches. Ledking syringes indicated a potential breach of

|| container-closure integrity and tnay-affect the ability of the container-closure to prevert the

' mgmss of mierobial confamination.”

FIRST CAUSE FGR IJHCI?LINE

(Failare o Campiy W:th Curreuf Giaod Manui’acturmg Pracﬁce Req uirements)
23, Rcspm}dent i sub,]ewt 1o dwmplmary aetmxx undar Code qectwns 4301 (1) anit {:0), fer
atmg .;’Zi United ‘St&xes Lade mcuon 35 1(1)(2)(1%) anid 2! Code of:- E‘ederai Regulatwﬂs Part

. Zi 1,1n that 11; faﬂﬁd o camply with gurrent good: manufacturing praetwe Fequireients, s s.et. f@}ﬁ:h ,

_rn paragraphs 16 through 22 whmh are mwrporated hergin by referenee

ﬁﬁ(ﬂi‘ﬁ[} CA’USE F(}R BISCIPLINE

24 Rcspandent is subjcct to d:ismpimary actmn uxxd’er C‘cxde sec‘mm 4301 for ' |
m;&mf‘esmnal mnducﬁ in that: it engaged in ﬂ:ﬂz aanwtws descnbsd in pa.ragraphs 16 ’thmugh 22
abave wh;el-x are in wrpﬁrated hercm by reference. | .

: o '_ PRAY&SR |
WI’{FRhFGRE Cumpimnmt requegts that @ hr:armg be hetd ﬁn th@ matters hf:rein ai}@ged

: _and ﬂxa‘r i‘bllawmg the; heamng, the Boaxd of Phatmaay fasue a deoision:

1 . Revohng (}i‘ suspemdl ng, Nomﬁesﬂant ?harmaay Permit’ Number NRP 534 issued to

;Um que Phaimaceutxcals, Lid. cf‘omg busmess ay Umque ?harmaceuﬁcais, |

2 Rsvokmg or susgmdmg vaResuient Sterzéc, Gompraundmg Pemt Number NSC

_ 991 12 1swad to Umqm'a Pharmacemicals, Ltd doing busmess a3 Umque Pharmaceuma]s

ACCUSATION
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3, Ordering Unique Pharmaceuticals, Ltd., doing business as Unique Pharmaceuticals to |

puisuant to Business and Professions Code section 125.3;

4, . ‘Taking such other and farther aéfiﬂri as deemed necessary and propet.

| pay the Board of Pharmacy thé reasonable costs of the investigation and enforcement of this case,

DATED: _S)jl;o,hS i}

SAZ0T5103468

| §1078925 doe

Board of Phisrinacy |
Depatitient of Condurmer Affairs
State.of California.

Complainant

ACCUBATION |
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