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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

10 Waterview Blvd ., 3rd Floor 
Parsippany, NJ 07054 
(973)331 - 4900 Fax : (973)331 - 4969 

ORAPHARMl RESPONSES@fda.hhs.9ov 
Industry Info rmatio n : www . fda . gov/o c/indust ry 

OATE(S) OF INSPECTION 

05/17/2022- 06/1 7/2022
FEI NUMBER 

3010924627

NAME ANO TlnEOF INDIVIDUAL TO WHOM REPORT lSSUEO 

Teresa Malanda , RPh , Pharmacist- In- Charge , Owner
FIRM NAM E 

Mandel l 's Clini cal Pharmacy

STREET ADDRESS 

7 Cedar Grove Ln 
CITY. ST ATE. ZIP CODE. COUNTRY 

Somerset , NJ 08873 - 1331 
TYPE ESTABLISHMENT INSPECTED 

Producer of s t erile and non- s t erile
drug product s 

This document lists observations made by the FDA representative{ s) during the inspection ofyour facility. They are inspectional observations, 
and do not represent a final Agency determination regarding yotu· compliance. Ifyou have an objection regarding an observation, or have 
in1plemented, or plan to implement, coll'ective action in response to an observation, you may discuss the objection or action with the FDA 
representative(s) dtu-ing the inspection or submit this infom1ation to FDA at the address above. Ifyou have any questions, please contact 

FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
Media fills were not perfo1med that closely simulate aseptic production operations incorporating, as approp1iate, 
worst-case activities and conditions that provide a challenge to aseptic operations. 

Specifically, the media fill perfo1med by your film to support aseptic filling practices in the ISO 5 Biological cabinet 
(BSC) located in the ISO 7 room does not represent the most challenging conditions. The media fill nm simulates 
the processing of Progesj o,:e Ethyl Oleate IOOmghnl, Progesterone Ethyl Oleate SOmgiml, and progesterone olive 
oil S0mg/ml, which are (6r(21.1 I. This does not represent the most challenging 
scenario, in that there are ot er proauct1on processes that reqmre1 (6) (~) I 
I -(l:>) ·c4) 1. Below are examples O -(6) -(~) Iproducts: 

• Micro Dose Leuprolide Acetate 50mcg/0.2ml 
• Leuprolide Trigger Prefilled syringes 

(Repeat Observation) 

OBSERVATION 2 
Personnel were obse1ved putting on gowning apparel in a way that may cause the gowning apparel to become 
contaminated. 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

Adetutu M Gi dado, Investi gator Adetutu ~~"! 06/17/2022SEE REVERSE 
Gidado -S~9r,n0o1°'~1 

Dani e l J Mi n, Investi gator XOF THIS PAGE 
AllflM-. G-.S.OSayyem H Akbar, Investi gator •-M 

FORM FDA 483 (09/08) PREVIOUS EDffiON OBSOLEJE INSPECTIONAL OBSERVATIONS PAGE I OF 3 PAGES 

www.fda.gov/oc/industry
mailto:RESPONSES@fda.hhs.9ov


DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

10 Waterview Blvd., 3rd Floor 
Parsippany, NJ 07054 
(973) 331- 4900 Fax : (973) 331- 4969 

ORAPHARMl RESPONSES@fda.hhs.gov 
Ind ustry Infor mation : www.fda.gov/oc/industry 

OATE(S) OF INSPECTION 

05/17/2022- 06/17/2022 
FEI NUMBER 

3010924627 

NAME ANO TlnEOF INDIVIDUAL TO WHOM REPORT lSSUEO 

Teresa Malanda, RPh, Pharmacist- In- Charge, Owner 
FIRM NAME 

Ma ndell's Clinical Pharmacy 

STREET ADDRESS 

7 Cedar Grove Ln 
CITY. STATE. ZIP CODE. COUNTRY 

Somerset , NJ 08873- 1331 
TYPE ESTABLISHMENT INSPECTED 

Produce r of s teri le a nd non- s teri le 
drug p r oduct s 

Specifically, On 06/01/2022 during aseptic processin§.i~of the ste1ile <liug, Micro Dose Leuprolide Acetate 
50mcg/0.2ml, Lot #220601A, BUD 08/29/2022, quantity 4

c units in the ISO 5 Biosafety cabinet, 

1. The phannacist producing sterile mugs was observed stepping on the sterile gown while gowning, resting 
on the wall ofthe anteroom, squeezing in between the crut and the metal shelves, and touching the smfaces 
ofmaterials in the anteroom before entering the ste1ile production room. 

2. The skin on the leg oft.he pha1macist was obse1ved exposed dming aseptic processing.

OBSERVATION 3
No assurance that ste1ile <lI11g products were processed and stored under ISO 5 quality air.

Specifically, on 06/01/2022, while visually obse1ving your phrumacist's aseptic processin~ of the ste1ile <liug, 
Micro Dose Leuprolide Acetate 50mcg/0.2ml, Lot #220601A, BUD 08/29/2022, quantity < units in the ISO 5 
Biosafety cabinet, the phrumacist's hands was obse1ved resting on the retmn vent. 

OBSERVATION 4
Procedures designed to prevent microbiological contamination ofdmg products purpo1ting to be sterile do not
include adequate validation of the stelilization process. 

Specifically, your fnm's cunent airflow studies (smoke studies) of the ISO 5 Biosafety cabinet were not
perfo1med under conditions showing aseptic operations that are representative of your cmTent production
practices nor did they emulate all critical unit operations and inte1ventions used during production of your
sterile dmg products. 
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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." 




