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This document lists observations made by tnc: FDA rem:eseJntat~ve(: s) during the inspection ofyour laci1ity. They are inspcwonal 
observations, and do not represent a fmal your compliance. If you have a.tJ Qbjcction Rgardll)J! ;w 
observation, or have implemented, or plan to in response to an obscxvation, yov may diS(:uss the objection or 
action "1\oith the FDA ~resentative(s) during the this i.nfom:\ation to FDA at the address above. If you have any 
qu~tions, please contact FDA at. the phone number and above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBS~RYATION 1 

Testing and release of<b-ug product{or distribution do include appropriate laboratory deteoninat ion of satjsfactory 
confonnance to the final specifications pri_o{ to release. 

Specifically, your finn does not perform and endotoxin testing of every batch of human drug 
products intended to be sterile. 

On August 4 and S, 2014, we observed firm process and release the foUowjng drug products 
without sterility and endotoxin testing: 

1. Midazolam; Lot#17-040222; 
2. Glycopyrrolate~ Lot #17-4 
3. Vecuronium; Lot #17-40300 

OBSERVATION 2 

Procedures designed to prevent microbiological cor~ta11ni~;atic>n ofd~ products pwporting to be sterile are not estabHshed 
and followed. 

Specifically, your firm has n ot adequately validated Per 

Scott T Ballard, 
S:i.t'lh T . Nguyen,SEE REVERSE OS/06/20l4Andrew J. Brown,OF THIS PAGE 

aseplic production prooedures through adeq11ate media fills.
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wi.th a gGa.l. ofsimulating up t- aseptic connections. However, 
' '.Process" MMual Addition Process Media J<j[l a;,CLal~>n Summary Report: Low Risk Compounding, tJ\e finn used TSB 
media to simulate v•al to bag, vial to vial , and bag to 
actual batch aseptic connections may exceed that For example, 

A. 	 On 07/04/ 14, HydrompDjpone injectable ........., t nM lot #17-39444 has- filled by (b) (4l( b ) (4) 
This is approximately · aseptic connections tecbnician during actual manufacturing. 

B. 	 On 07/ 16114, Morphine injectable product # 17-39685 h~ filled by .~ which is 
approximate!~ aseptic connections-

C. 	 On 08/04/14, liydromophone injectable nTni11TM lot# 17•40294 has - filled by~ Whict) iS 
approx:imatelylllaseptic connections. 

OBSERVATION 3 

Aseptic processing areas are deficient tegatding the for monitoring environmental cooditions. 

Specifically, your firm does not adequately the bio-burden of Laminar Air Flow hoods. 
cleanrooms, and personnel who perfonn operations. Your fmn is not monitoring every batch or 
evecy shift of production for surface, air, and personnel samples. This monitoring is performed only 
- per SOP# CAPS-4000172, 12, effective date May 5, 201 4 t itled "CAPS-SOP-Sys 

(b) (4)Environ Control-Infection Control-Enviro Monitoring.'' With the current 
monitoring, the firm has reco vered the samples with microbial growth from ISO 5 surfaces 
and personnel samples between Jan uary and Ju of2014. 

08/08/2014 

In add ition, the following 1 cfu!ml hits were 

Scott T Ballard, Invest~~·~v~'4 

SEE REVERSE Binh T . Ng-u.yeXl, Il'\v~5tig 
OF TKIS PAGE Mdre•.-~ J. B!'own, lnvesti._..,..,_u L 

FORMFI>A43 



I c 

~UG-08-2014 11:47 From:8585787568 

OBSERVATION 4 

Clothing ofperSonnel engaged in t.he processing ofdrug roducts is not appropriate for 11')e duties they perform. 

Specifically, your pharmacy techn icians perfor ing aseptic processing of human drug products do not 
adequately cover their face around the eyes d their shoes per SOP-CAPS·400017 l , Version 7.0, 
Effective 2014-04-14 titled ..CAPS - SOP- ys Environ Control - Infection Control - Gown ing 
Requirements.'' The technicians have e:x_pose skin including eye lashes and eye brows on their faces 
during ~'lepti'" prnrtfil'~ine ofhtlmtln drug produ .ts intended to be sterile. The exposed .skin is due to not 
wearing a guard such as sterile goggles. All te icians in t he lSO 7 clean room were observed wearing 
up{'er sterile gowns and blue-non sterile foot overs with exposed facil ity shoes on August 4 and 5, 
2014. 

Examples ofdrug products processed by these t chnicians are: 

1. Midazolam; Lot #17-040222; - ; l g/mL; JOOmL Bag 

SEE REVERSE 
OF THIS PAGE 
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2. Glycopyrrolate; Lot #17-402&7· 
3. Vecuronium; Lot #17-40300; 

OBSERVATION 5 

Eacb batch of dntg product porporting to be sterile and OY.t()stelt-th;e is not laboratory tested to determine confounance to 
such requirements . 

Specificalty, your firm's Beyond Use Dates st 

A Central Admixture Pharmacy Servjces (C 
Substances (CAPS Document # V0211) 
endotoxin testing and does not specify 
protocol only states the different sizes (e.g. 
container/closure systems. The firm has 
products compounded since this 
documented packagjng types in the report 

Beyond Use Datin g Extensjon Study For Controlled 
10/09/08 does not require the firm to perform 

types ofcontainer and closure systems were used . This 
0 roJ and 60ml syringes, tOOml and 250ml bags) ofthe 

performed any periodic BUD studies for any of the drug 
written in 2008 . Examples of products without 

1. Midazolam; Lot #17 -040222; 
2. Glycopyrrolate; Lot #17-402 
3. Vecuronium ; Lot#17-40300; 

elude: 

B. Central Admixtul.'e Phannacy SeNices The Report of 90-~d Use Dating 
~ontrolled Substances (CAPS ~rv·""'· ""'' .. # V0211 an~ DocumeDt # 
- )dated 03/02/09 Usted O.lmglrnl with failed cnenticaJ analysis (potency -
40%) at day # 30 and lack of 30 day study due to potency failure using (b) (4) 

- containers. The flfJJllater its container t~ and still assigned a 30 day 
BUD at 24°C based on literature. The has no BUD study conducted up to date to support the 
use o- containers to validate a day .BUD at room temperature for Lcrazepam lrng/1 ml 
(NDC #6664 7-4121-2 J). 

Scott T Ballard, I nvest 
SEE REVERSE Bi nh T. Nguyen, rnveati 
OF THIS PAGE Md:rew J. Brown, Invest 
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OBSERVATION 6 

Equipment and utensils ace not c leaned at appropriate 
st1e ngth, quality or purity ofthe drug product. 

to prevent contami nation that wou ld alter the safety, ident ity, 

and inspect~covering the HEPA filte rs in Specifically, your firm does not adequately 
Laminar A ir Flow hoods between processing 
w e o bserYed white residue adhered to the 
covering HEPA filters in three different 1tvo...1u ., J 

human drug products intended to be sterile: 

batches or during  cleaning. On August 5, 201 4, 
circumference of the circular pefforations in the grill 

Two of these hoods were being used for production of 

1. Ketamine lot # 17-40298 
2. Hydromorphone lot # 17-40328 

Based on SOP-CAPS-4000155 dated 08/05/1 

Manager on 
o bservation in Dev iation #23-140806-25. 

these hoods were cleaned with (b)(4) 

to the p roduction of th.ese products. Your QA Regional 
residue is being investigated as a result of our visual 

OBSERVATION 7 
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Ste c 

OUt 

Wrltte.n p rocedures art not established for the cleaning maintenance of eq11ipm ent, includi11,g utensils, used l1l me 
manufactute, processing, packing or holding of a drug nTd!.dtu~t 

A . Projce1 0013SJ- I date d 2117!)004 tJtled " Fmal on the En .luabon of the :Effectiveness of the Disinfective Atcnts U)ed in the 

Labonnor:y, CJe3nroom and Ma:nufildunng Arcasn con,~u"l'"" bY Corporare in Jrvtne, CA has not been vcnfied here at CAPS Sao Diego lO 

demonstrate tht clcan1n!J a~;ent.s U$ed C0!1tlllvt to l>e Tlli s study indicates the foUo,.,ing D-valuc: 

(minuces) data fooMWWI an•••• 

SEE REVERSE 
OF THIS PAGE 
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TO : Mr. William o. Jones, 
ARM MAlolf. 

san Diego, CA 92126-6322 

2 1.)9 J9 

OUtsourc i n Fac i l ity 

The llnn uses (b) (4) to clean IS S artd ISO 7 areas per SOP-CA.PS-4000183. Version 10.0. Emctlvc Date 2014·06
(b) (4) 

OBSER.V.ATION 8 

Stri ct control is not exer<Oised over Labeling issued. for u in drug product labeling operations. 

Specjfically, your firm does not adequate)y r co ncile labels used for the production of human drug 
products intended to be sterile. For example, 

A. On August 4 and 5, 201 4, we observe your fmn releasing the following drug products for 
distrjbution w ithout conducting a reconciliation of labels aftet the labeling operation was completed: 

J. Midazolam; Lot #17-040222; · 1 g/m.L; 1OOmL Bag 
2. Glycopyrrolate; Lot # 17-402 0.2mg/mL; 5 lX1L syri11ge 
3. Vecuronium; Lot #1 7-40300; g/mL; 1 OmL syringe ; 1 

Your Regional Director stated the typical proce s is to conduct a reconciliation ofthe labels issued to the 
production area, but there is no document or ritten procedure fo r conducting reconcil iation by the 
personnel who perform labeling or reconc iliatio after all product units are labe led. 

Additionally, your finn has received two compl ints dated August 30. 2011 where six pediatric patients 
were infused with mislabeled drug product (l .st mislabeled products); and March SJ, 20 14 where a 
hospital customer reported mislabeted drug pr uct (list mislabeled products) prior to patient infusio.n. 

E.MPI.OI'EE4St ~ 

Scott T Ballard, lnvesti 
SEE REVERSE Binh T. Nguyen, !nvestig OS/OS/2014Andrew J. Brown, InvestiOF THIS PAGE 

Sl'ECTIO!IIAL OBSERV ~nONS 



AUG-08-2014 11 : 49 Fr om : 8585787568 

- 09/08/2014 

Rd St:e C 

OBSERVATION 9 

Laboratory contlols do not include the estab1ishmetJt of ·"-~'·'""'"''".,. 'J " sound and appropriate specjfications d.esigne<t to assure 
that components oonfonn to appropria1e standards of · , streogth, quality and putlty. 

Specifically, your finn has n ot established a t c.1\tii"1P~"~ specification for water used in Total Parenteral 
Nutrition Products intended to be sterile ini•u•t ••li\1 .. 

All TPN's are compoun ded us 
Injection. The label for 

OBSERVATION 10 

The labels of your outsourcing facility's drug Jl)fCiouc l:s do not include information required by section 
S03B(a)(10)(A). 

Spedfically the infonnation to facil itate ad event reporting: www.fda.gov/medwatch and 1-800
FDA-1088; is not included on individual unit ...v ..... ...."' such as syringes, bags, and v ials. The fo llowing 
drug products' labels do not contain such Ketamine (lot #17-40299), Midazolam (Lot # 17
40222), Lora2eparn (lot #17-40223), Vecuroniu (1Qt # l7-40288), and GlycopyO'olate (lot # 17-40287). 

Your Quality Assurance Director stated the 
inf<lrmation on the unit dose containers. 

are considered too small to include all of this 

Addit ionally, your fum labe ls products without FD A contact information specified above, such as: 

1. Cardjoplegia Solution; totaJ volume 95 · exp 06 SEP 2 0 14; lot#23-117811-0-l 
2. Peripheral Neonate TPN; volume 33 use by 10 AUG 2014 ; CAPS Rx:(b)(4) 

Scott T Ballard, Invest 
SEE REVERSE Binh T . Nguyen, Inveet 
OF THIS PAGE Andrew J. Bro~-n , XnveBt 0 9 / 09/20l.4 
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The observations of objectionable (fonditions and practices listed 
on the front of this forTn are reporte1 : 

1. Pursuant to Section 704(b) of he Federal Food, Drug and 
Co$metic Act, or 

2. To assist firms inspected in cpmplying with the Acts and 
regulations enforced by the Food a1 d Drug Administration 

Section 704(b) of the Federal Food Drug, and Cosmetic Act (21 
USC 374(b)) provides: 

"Upon completion of any uch inspection of a factory, 
werehouse, consulting laboratory, lor other establishment, and 
prior to leaving the premises, the offiCer or employee mak.ing the 
inspection shall give to the owner, dperator, or agent In Charge a 
report in writing setting tor1h ahy conditions or practices 
observed by him which, in his judg1. ment, indicate that any food, 
drug, dev1ce, or cosmetic in such stablishment (1) consists in 
whole or in patt of any filthy, pu tri . or decomposed substanee, 
or (2) has bean prepared, pack.ek!, or held under insanitary 
conditions whereby it may have be ~me cont~m11ated with filth, 
or whereby it may have been rer dered inj urious to health A 
copy of such report shall be sent pr mptly to the Secretary." 

1 




