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This document lists observations made by the FDA representative(s) dming the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detemiination regarding yom compliance. Ifyou have an objection regarding an 
observation, or have implemente-d, or plan to implement, con·ective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) during the inspection or subllllt this infonnation to FDA at the adch·ess above. Ifyou have any 
questions, please contact FDA at the phone number and adch·ess above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 
Your firm failed to establish adequate written procedures for production and process controls 
designed to assure that the drug products have the identity, strength, purity, and quality that 
they are purported or represented to possess. 

Specifically, 

a) In November 2023, your firm changed manufacturers of the Fentanyl Citrate, USP and 
in February 2024 your firm changed manufacturers of the Morphine Sulfate, USP. 
These active pharmaceutical ingredients (API) are used to make various drug products 
such as Fentanyl Citrate 1 00mcg (2mcg/ml) + Bupivacaine HCI 0.125% in 0.9% NaCl -
50ml in 60ml syringe, Fentanyl Citrate 500mcg (2mcg/ml) + Bupivacaine HCI 0.125% 
in SWFI - added to 250ml 0.9% NaCl, Fentanyl Citrate 1mg in SWFI - added to 100ml 
0.9% NaCl bag = 1 0mcg/ml, Fentanyl Citrate 200mcg (2mcg/ml) + Bupivacaine HCI 
0.125% in 0.9% NaCl - 100ml cassette, Morphine Sulfate 1mg/ml (API) in 0.9% NaCl -
30ml in 30ml PCA vial, and Morphine Sulfate 1mg/ml (API) in 0.9% NaCl - 30ml in 35 
ml monoject plungerless syringe. 

Your firm has no documentation of a change control or performance of an 
assessment/evaluation to determine the change's potential to impact product quality, 
including test methods for assay, bioburden, and sterility, and product stability. 
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b) Your firm has not completed all aspects of equipment qualification for all pieces of 
equipment. For ~xample, r:i o performance qualification (PQ) has been performed for 
incubators INCtH4 r, INCUt6 4

H , INCULJ, INCULJ, and INCULJ used for incubation of 
environmental an personne monitoring media plates and media fill containers. In 
addition, operational qualification (OQ) was performed on empty chambers only and did 
not include a ful l chamber. 

Your firm has not performed equipment qualification for incubators INCULJ and INCU-
4 

lbn , that have primarily been used to incubate media fill containers. 

OBSERVATION 2 
Aseptic processing areas are deficient regarding air supply that is filtered through high-
efficiency particulate air fi lters under positive pressure. 

Specifically, positive pressure is not always maintained between rooms of different 
classifications, when doors are opened e.g. between the ISO 7 Ante Rooms where gowning 
occurs to enter each suite and the ISO 8 corridor and the ISO 8 corridor and the control led but 
not classified Changing Room. Your firm has not performed a risk assessment and/or smoke 
studies to demonstrate that lower quality air is not entering areas of higher quality air. 

OBSERVATION 3 
The labels of your outsourcing facility's drug products do not include information required by 
section 503B(a)(1 0)(A) of the Federal Food, Drug, and Cosmetic Act (FD&C Act). 
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Specifically, the following information is not found on your drug product labels: 

a) The name, address, and phone number of the outsourcing facil ity. 

b) The statement "Not for resale" , and, if the drug is dispensed or distributed other than 
pursuant to a prescription for an individual identified patient, the statement "Office Use 
Only". 

Examples of your drug product labels that do not contain this information: 

• Ketamine HCI 25 mg/1 ml Injection in a 3 ml Syringe 

OBSERVATION 4 
The container of your outsourcing facility's drug products does not include information required 
by section 503B(a)(10)(8 ) of the Federal Food, Drug, and Cosmetic Act (FD&C Act). 

Specifically, your containers do not include the following information: 

a) Information to facil itate adverse event reporting : www.fda.gov/medwatch and 1-
800-FDA-1088. 
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b) Directions for use, including, as appropriate, dosage and administration. 

Examples of your container labels that do not contain th is information: 

• Fentanyl Citrate 1 0 mcg/ml Injection in a 100 ml bag 

• Fentanyl Citrate 100 mcg/50 ml + Bupivacaine HCI 0.125% in 60 ml Syringe 

• Hydromorphone HCI 30 mg/30 ml Injection in a 30 ml Syringe 

• Ropivacaine HCI 0.2% Injection in a 500 ml bag

OBSERVATION 5 
Your outsourcing facility has not submitted a report to FDA identifying a product compounded 
during the previous six months as required by section 503B(b)(2)(A) of the Federal Food, 
Drug, and Cosmetic Act (FD&C Act) . 

Specifically, the following products were compounded and not identified on your report dated 
December 2023: 

• Fentanyl Citrate 2mcg/ml + Bupivacaine HCI 0.125% (PF) added to NS 250ml
Bag 

*DATES OF INSPECTION 
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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." 




