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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
You produced hazardous drugs without providing adequate containment, cleaning of \\Ork surfaces and 
cleaning of utensi Is to prevent cross-contamination. 

Specificnll). 

Your firm routine!) produces hazardous,highly potent non-sterile drug products (containing Jigoxin. 
chlorambucil. tacrolimus, zonisamide. tretinoin or hormones)\\ ithout pro, iding adequate containment. 
cleaning or utensils and work surfaces to prevent cross-contamination. Ouring the period from 1/ 1/2022 
to 3 31 11011. ) our firm produced 4lbH l drng products\\ ith hazardous /high I) potent drugs accounting for 
appro,imatcl) t•H•>°'o of all drug. products. 

A . On 3/30/202?.. \\C obscf\ed) our non-~terile technician spill po,, ders onto the surfaces or the 

Biologi<..:al Safety Cabinet ( 6 4 and the balance (6) (4) inside the 
cabinet during processing of Loni!-iamidc.10 mg/ml, R, 1:5 6 a hazardous drug. rhe technician used 

1:5 4 a commercially a\ailable non-pharmaceutical grade dish detergent foll<med b~ 1:5 4 
......,'--'--'-----' 

(b) (4) to ,,ipe down of sL•rfaccs of the cabinet and equipment for cleaning and ~anitizing helore the 

start of hnbendazole IO mg/ml. R:-. (b) (6) and stated it ,,as a standan.l practit.:e for cleaning and 
sanitizing in-between production. hm, .!ver. there is no a;;surancc that these cleaning agents are 
appropriate to inacti\at(;. decontami;iate and,,x rcmO\c the potent/haLardous drug substances from the 
production area. 
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B. On 3/3012022, \\e observed) our technician did not clean interior surfaces of slid mg glass doors of 
the balance in the biological safety cabinet and the counter where in-process products in liquid or 
semisolid form \\ere further processed into finished products after completing production of 
Zonisamide. 20 mg/ml. R. 15 6 and before the start of Fenbendazole IO mg/ml. Rx 15 6 Also, a 
beaker and utensils containing residues or Lonisarnide. 20 mg/ml were left on the counter. 

C. We observed a plastic basket near the sink in the anteroom used to hold mortar. beaker and utensils 
atler cleaning looked dirty ,, ith unknm, n \\ hi Le stains on the surfaces on 3/30/2022 an<l 4/5/2022. 

OBSERVATION 2 
You used a non-pharmaceutical grade component in the formulation of a drug product. 

Specifically. 

A) Analytical Standard Digoxin, Batch Number 15 4 purchased fror 15 4 was 
used in producing • tome Hospice EOL SUS as the active pharmaceutical ingredient. During the period 
of Januaf) to March_ 20n. your firm produced this drug for patient-specific prescriptions for the 
follov. ing: R (b) (6) , R. (b) (6) R. (b) (6) and R. ,(b) (6) . 

B) (b) (4) (b) (4) \\as used in producing all \\atcr-containing drug products. During the 
period of Januaf) to March. 2022. :you produced Pantoprazole 2 mg ml GTl 181::. Suspension for 3 
patient-specific prescriptions (Rx 15 6 . Rx 15 6 . and Rx 15 6 ) and Tetracaine 6% I upical 
Solution. R\. 15 6 for office use using filtered \\ater 

OBSF:RVA TION 3 
Vermin ,,as observed in )Our production area. 
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Specifically. 

We observed that a living insect was cra\.\ling on the exterior surface of the biological safety cabinet on 
the left side on 3/30/2022 in the "compounding room". The sliding door entry to the "compounding 
room" is always opened to the outside retail pharmacy area \\hen producing non-hazardous drugs, and is 
closed only when producing hazardous drugs. For example, the door in the "compounding room" \\as 
opened "'"hile your non-sterile technician produced DJ CL/KETO/LIDO 2.5/10/7.5 Cream on 4/1/2022 
and Clarithromycin 375 mg. Rx [(l5) (6) J Capsule on 4/5/202~. 

OBSERVATION 4 
Each batch of drug product required to be free of objectionable microorganisms is not tested through 
appropriate laboratory testing. 

Specifically. 

You did not test non-sterile topical preparations for presence of o~jectionable microorganisms prior lo 

distribution. For example. your finn produced drug products for office use between January and March, 
2022 for the following: 

• Tetracaine 6% Topical Solution 

• Profound Easy Oral Gel 

• Skin Renev, Medical. Benzo/Lido/'1 ctra. 6/614% Cream 

• Benzocaine 20% SUSP 

• 8enzo/Lidorr etra, 20/5/ I 0% Ointment 

None of these drug products \\ere tested for presence of objectionable microorganisms. 

EMPLOYEE(S) ..,iGI'",.,; 11JRE OATf:ISStlf.D 

SEE REVERSE 'lai ~11u:1 Ji.n , In-.-esLi .1::i. 1,or 4/l';/ 

OF THIS PAGE J;.m,::,s '3 .::.rr,-..tt , Irv--,·c.iqa· ·r 

l~SPF:Cl"IO'IAL OBSER\'.-HlONS 



DEPART\1F.~T OF HEALTII A'\D Ill \IA'\ SER\ ICE~ 
FOOD A \;D DRIJG \ !)\INIS r R,\TIU'\ 

DISTRICT -DORESS AND Pt<"°"" NUMBER llo'.TE1s , OF INS?ECn ON 
1 97 - 1 Fairchild 3/lOl;G2L- ~/15/2022R 
Irvine , r~A y;~6::.2 - 24 1i5 FEl NI.JMBER 

(94~•) 60>:= - 2:H,n Fax : (9 ,l')JG08-4~~7 30;'1028619 

UM'!E ANO Tin.E OF INClVIDUAL TO WHOM REPOff r ISSUED 

Josh..ia Ken M: Les , Owne:?: dn,j Pha:?:maci3t-In- r~~rJe 
FIRf..tNN-tE STREEi AOPF?E:.SS 

Lym, >a,:s ·:::,mpound~ nq Pharmac-y ~2LC Ly:1r qj <;t 8 101 
O N ST4TE ZJP COOE COLNTRV T t'PE ESTA8t.JSHMEN1 1:-<SPl:CTl:D 

'rhOllSdnd Oaks , C'A 9136CH3018 ?rodu,.~_ :) t Non St,ari le L'l lJQ Proc.uct:s 

OBSE:RVA TION 5 
Testing and release of drug product for distribution do not include appropriate laboratory determination 
of satisfactory confotlilance to the final specifications and identil) and strength of each active ingredient 
prior to release. 

Speciticall). 

Your firm failed to conduct appropriate tests to determine the identity and strength of each active 
ingredient in non-sterile drug products produced for offices use prior to release and distribution. f·or 
example. your firm produced drug products for office use bet\\een January and March, 2022 for the 
follo\\'ing: 

• Tetracaine 6% Topical Solution 

• Profound Easy Oral Ciel 

• Skin Renew Medical. Bcnzo/Lido/Tetra, 6/6/4% Cream 

• !3enzocaine 20% SUSP 

• Benzo/Lido/Tetra. 20/5/1 0% Ointment 

You did not conduct assay or other appropriate tests for lht!se drugs. 

OBSERVATION 6 
There is no written testing program designed to assess the stability characteristics of drug products. 

Specifically, 
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Your firm assigned an expiration date for a ~rug product produced for office use with no stability 
stud) conducted for the product. For example. you assigned a 12-month expiration date for 

Bcnzo/Lido/Tetra. 6/6/4% Cream and Profound Easy Oral Gel produced at your firm for office use\\ ilh 
no stability data to suppon the expiration date. 

OBSERVATION 7 
The calibration of instruments is not done at suitable intervals with provisions for remedial action in the 
event accuracy and/or precision limit::. are not met. 

Specifically. 

Your firm calibrated the balance inside the biological safct) cabinet using a standard weight !b><•>g according to 
instructions on the Form of2022 K6) (4) !Calibration of Balance: hov,cvcr. your calibration did not cover the 
range of weight of active pharmaceutical ingredients recorded in the logged formula worksheet:,. For 
example. your firm used Tetracaine 4.8 g. Prilocaine 6g. Lidocaine HCL 6g. and Phenylephrine HCL 2.4 g to 
produce Profound Eas)' Oral Uel. Rx l(b) (6) J on 2/2312022. and tetracaine 14.4 g to produce terracaine 6% 
solution. R~(b) (6) on 2/24/2022. This balance has not been calibrated. 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 

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

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

"Upon completion of any such inspection of a factory , warehouse, consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or 
employee making the inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices observed by him which, in his 
judgment. indicate that any food, drug, device, or cosmetic in such establishment ( 1) 
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has 
been prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary." 




