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To: acarter@edenbridgepharma.com

Cc: Thomas, Derval; Petrucelli, Steven; Seet, Karen; Diaz, Sandra

Subject: EPA Inspection Report Transmittal - Edenbridge Pharmaceuticals, LLC - EPA Id. # NJR0O00082459
Date: Sunday, October 30, 2022 8:35:00 AM

Attachments: CEI-FINAL-EDENBRIDGE-PHARMA-September-1-2022-JW DT.pdf

John D Wilk.vcf

Re: Inspection Report Transmittal
Edenbridge Pharmaceuticals, LLC
EPA ID # NJR000082459

Dear Ms. Amber Carter:

The United States Environmental Protection Agency (EPA) is charged with the protection of
health and the environment under Section 3008 of the Solid Waste Disposal Act, as amended
by

the Resource Conservation and Recovery Act (RCRA) of 1976 and the Hazardous and Solid
Waste Amendments (HSWA) of 1984,42 U.S.C. §§ 6901 and 6928.

On or about September 1, 2022, I, a duly authorized representative of EPA, conducted an
inspection of Edenbridge Pharmaceuticals, LLC

located at 169 Lackawanna Avenue, Suite 110, Parsippany, New Jersey 07054. This
inspection was performed pursuant to Section 3007 of RCRA, 42 U.S.C. § 6927, to evaluate
your compliance with RCRA.

Attached you will find a copy of the inspection report I prepared. Although several RCRA
regulatory concerns were identified by EPA during the inspection (See Section III - AREAS
OF CONCERN), you assured the EPA inspector during the inspection that those concerns
would be addressed and satisfactorily remediated as soon as possible after the inspection.

Thus, this letter closes out the inspection. Thank you for your compliance with RCRA.

If you have any questions regarding this matter, please contact me at (212) 637-1475 or email

wilk.john@epa.gov.

John Wilk, Compliance Officer

Hazardous Waste Compliance Section

RCRA Compliance Branch

Division of Enforcement and Compliance Assistance
U.S. Environmental Protection Agency - Region 2
290 Broadway, 21th floor

New York, New York 10007-1866
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e 1 United States
\ Environmental Protectior
A\ Y4 Agency

RCRA Compliance Branch
INSPECTION REPORT

Inspection Date(s):

‘ September 1, 2022 ‘ Inspection Announced: No

Facility or Site Name:

Edenbridge Pharmaceuticals, LLC

Facility/Site Physical Location:

169 Lackawanna Avenue, Suite 110

Happauge.

Parsippany, New Jersey 07054

Mailing address (if different
from above):

(city, state, zip code)

Facility/Site Contact:

Amber Carter Environmental, Health & Safety (E,
H & S) Manager

RCRA ID Number:

NJRO00082459

Facility/Site Personnel Participating in Inspection:

Amber Carter

E, H & S Manager acarter@edenbridgepharma.com
(201) 688-3754

{name}

{title} {email/phone no.}

Inspector(s):

John D, Wilk
(USEPA-R2-ECAD-RCB-HWCS)

{date}
JOHN WILK
}W@W 2022.10.28

11:13:28 -04'00

Derval Thomas {Supervisor
name}

DERVAL Digitally signed by DERVAL {da te}

THOMAS

THOMAS Date: 2022.10.26 08:37:15 -04'00'
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SECTION | - INTRODUCTION

Purpose of the Inspection Objective

The purpose of the inspection was to perform a RCRA comprehensive evaluation inspection
(CEI) at this facility.

Opening Conference

EPA Region 2 RCRA inspector John Wilk arrived at the above referenced EDENBRIDGE

PHARMACEUTICALS, LLC facility on September 1, 2022.

The EPA inspector met with the above referenced company representative. The facility
representative was informed the purpose of the EPA inspection was to determine the facility’s
compliance with RCRA. The facility was apprised that the scope of the inspection was a RCRA
compliance evaluation inspection (CEIl) which is a general comprehensive inspection to
determine overall compliance with the requirements of RCRA.

The EPA inspector presented his credentials to the company representative noted above prior
to conducting the inspection.

Facility/Site Description

The facility is a pharmaceuticals research and development (R&D) operation.

SECTION Il - OBSERVATIONS

The facility’s main hazardous waste is spent organic solvents from laboratory activities
especially HPLC elution waste and waste from bench scale pharmaceutical formulations.

At the time of the September 1, 2022 inspection all hazardous waste storage was accomplished
using container storage.

Based on the facility’s process and manifest records it is defined under RCRA as a small quantity
generator of hazardous waste.

At the time of this inspection the most recent off-site manifested shipment of hazardous waste
occurred on August 22, 2022 under which approximately 300 pounds of hazardous waste
(D001/F003) was shipped to RCRA commercial TSD Safety-Kleen in Smithfield, Kentucky at
which it was blended into a fuels mixture presumably for cement kiln use.





During the inspection the EPA inspector observed two 55-gallon drums which contained
hazardous waste in the facility’s hazardous waste accumulation area. Both drums had no
accumulation start date while one drum had a funnel which had no gasket and thus did not
meet the definition as “closed” under the RCRA.

SECTION IIl — AREAS OF CONCERN

Regulatory Concerns-

Potential RCRA compliance issues are as follow:

The following two (2) RCRA violations were noted by the USEPA during its September 1, 2022
RCRA inspection:

1. Failure to close hazardous waste accumulation containers in violation of 40 CFR
265.173(a), as referenced by 40 CFR 262.34(a)(1)(i),
which states:

“A container holding hazardous waste must always be closed during storage, except

when it is necessary to add or remove waste.”

2. Failure to mark each hazardous waste drum accumulating hazardous waste with its
accumulation start date in violation of 40 CFR 262.34(a)(2), as referenced by 40 CFR
262.34(d)(4) which states:

“The generator must mark the container holding the excess accumulation of hazardous
waste with the date the excess amount began accumulating.”

General Concerns- None

SECTION IV - Closing Conference / Suggested Follow-Up

Closing Conference:

The EPA inspectors conducted a closing conference at the close of the September 1, 2022
inspection. At the closing conferences, the EPA inspector indicated to the facility
representative that he determined the potential compliance issues noted above, under
regulatory concerns in SECTION Ill - AREAS OF CONCERN- Regulatory Concerns. The facility
representative agreed to correct the violations in a timely manner.






Follow-up:

Report to be sent to facility as per USEPA policy.
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