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Note:

• This presentation is focusing primarily on requirements an inspector will review for 
Subpart P only.

• Depending on your facility, this point of view may not cover all requirements an 
inspector may be reviewing.

• It is likely an inspector will also be reviewing requirements for:
• Hazardous waste (non-pharmaceutical)
• Universal waste
• Regulated medical waste



An Inspection from NJDEP’s Perspective

Pre-Inspection Site Walkthrough Documentation 
Review

Violations



Pre-Inspection



Pre-Inspection

Previous 
inspections and 
violation history

RCRAinfo
review

Subpart P 
notification E-Manifests



Previous 
Inspections

Example of DEP 
pre-inspection report.



RCRAinfo:
Subpart P 
Notification



RCRAinfo:
Subpart P 
Notification

Example of correct notification.



RCRAinfo:
Subpart P Notification

A healthcare facility who is an LQG or SQG after counting all hazardous waste must notify they 
are operating under subpart P.
[40 CFR 266.502(a)(1)]



Improper Subpart P Notification Examples

• Improper notification: “None selected”

• Improper notification: marked as withdrawing



RCRAInfo: E-Manifest Review Confirming that manifest entries for 
waste pharmaceuticals include the 
PHRM or PHARMS code.



Site Inspection



Commonly 
Inspected 

Areas

• Soiled Utility Rooms
• Medication Rooms
• Select Patient Rooms

Patient Care Floors/Wings

Laboratories (Histology, Cytology, etc.)

Pharmacy(s)

• Hazardous Waste
• Pharmaceutical Waste
• Regulated Medical Waste

Central Accumulation Area(s)



Container 
Inspection

Labels                                                                                                        
[40 CFR 266.502(e)]

Accumulation time limits                                                                 
[40 CFR 266.502(f)(1)] & [40 CFR 266.502(f)(2)]

Closed containers                                                                                
[40 CFR 266.502(d)(3)]

No leaks                                                                                                      
[40 CFR 266.502(d)(1)]

Inspectors will be walking through 
the previously mentioned areas 

looking for the following container 
requirements:



Container 
Inspection

Labels                                                                                                        
[40 CFR 266.502(e)]

Must be labeled “Hazardous Waste Pharmaceuticals”

Accumulation time limits                                                                 
[40 CFR 266.502(f)(1)] & [40 CFR 266.502(f)(2)]

Closed containers                                                                                
[40 CFR 266.502(d)(3)]

No leaks                                                                                                      
[40 CFR 266.502(d)(1)]

Inspectors will be walking through 
the previously mentioned areas 

looking for the following container 
requirements:



Container 
Inspection

Labels                                                                                                         
[40 CFR 266.502(e)]

Accumulation time limits                                                                  
[40 CFR 266.502(f)(1)] & [40 CFR 266.502(f)(2)]

Must demonstrate that the length of time non-creditable hazardous 
waste pharmaceuticals have been accumulating is less than one 
year using one of the following methods:

• Dates on individual containers
• Inventory logs
• Area marked with date the earliest container started  

accumulation

Closed containers                                                                                
[40 CFR 266.502(d)(3)]

No leaks                                                                                                      
[40 CFR 266.502(d)(1)]

Inspectors will be walking through 
the previously mentioned areas 

looking for the following container 
requirements:



Container 
Inspection

Labels                                                                                                        
[40 CFR 266.502(e)]

Accumulation time limits                                                                 
[40 CFR 266.502(f)(1)] & [40 CFR 266.502(f)(2)]

Closed containers                                                                                
[40 CFR 266.502(d)(3)]

Lids must be closed when not actively filling containers

No leaks                                                                                                      
[40 CFR 266.502(d)(1)]

Inspectors will be walking through 
the previously mentioned areas 

looking for the following container 
requirements:



Container 
Inspection

Labels                                                                                                        
[40 CFR 266.502(e)]

Accumulation time limits                                                                 
[40 CFR 266.502(f)(1)] & [40 CFR 266.502(f)(2)]

Closed containers                                                                                
[40 CFR 266.502(d)(3)]

No leaks                                                                                                      
[40 CFR 266.502(d)(1)]

Inspectors will be walking through 
the previously mentioned areas 

looking for the following container 
requirements:



Container 
Examples

Containers correctly labeled 
“Hazardous Waste 
Pharmaceuticals”.

Potential violation: can 
facility demonstrate 
containers are accumulating 
for less than one year?



But is this a 
Satellite 

Accumulation 
Area?

No, under Subpart P there are no 
satellite accumulation areas for 
hazardous waste 
pharmaceuticals.

All containers holding hazardous 
waste pharmaceuticals must have 
accumulation start date 
demonstrated using one of the three 
methods at  40 CFR 266.502(f)(2).



Container 
Examples

Potential violation: 
container is not closed. 



Container 
Examples 

Potential violation: containers are 
not labeled “Hazardous Waste 
Pharmaceuticals”.

Potential violation: can facility 
demonstrate containers are 
accumulating for less than one 
year?



Container 
Examples

Containers correctly 
labeled “Hazardous Waste 
Pharmaceuticals”.

Containers are marked 
with an accumulation start 
date.



Container 
Examples 

Potential violation: can the 
facility demonstrate the 
length of time the container 
has been accumulating?

Container labeled with the 
words “Hazardous Waste 
Pharmaceuticals”.



Container 
Examples 

Potential violation: container 
labeled “Hazardous Waste” 
instead of “Hazardous Waste 
Pharmaceuticals”.

Containers marked with an 
accumulation start date.



Container 
Examples

Potential violation: containers 
are open and are overflowing.



Container 
Examples

Potential violation: container is 
labeled “Hazardous Waste” 
instead of “Hazardous Waste 
Pharmaceuticals”.

Containers marked with an 
accumulation start date.



Container 
Examples 

Container correctly labeled 
“Hazardous Waste 
Pharmaceuticals”.

Container has 
accumulation start date 
written on right side.



Containers with Potentially Creditable 
Hazardous Waste Pharmaceuticals

No container requirements for potentially creditable hazardous waste 
pharmaceuticals.



DEA Containers

• A pharmaceutical that is both a DEA controlled substance 
and a hazardous waste pharmaceutical is exempt from 
RCRA if:

• It is not sewered
• It is managed correctly under DEA
• It is destroyed by a method that meets DEA non-

retrievable standard



DEA Containers

• A DEA container where DEA controlled substances 
are co-mingled with non-DEA hazardous waste 
pharmaceuticals

• Container must be managed under Subpart P



Documentation Review



Documentation Required Under Subpart P

HAZARDOUS 
WASTE 

MANIFESTS

TRAINING 
RECORDS

WASTE 
DETERMINATIONS



Manifest 
Requirements

Manifests maintained on site for at least 3 years.                           
[40 CFR 266.502(j)(1)]

• Facility can utilize manifests currently uploaded on RCRAinfo’s e-manifest system to maintain 
records. Facility must be able to access RCRAinfo.

TSDF signed copies of manifests received.                                    

Exception reports filed if signed copy was not received within 60 days of the 
transport date.                                                                                                              
[40 CFR 266.502(i)(2)(i)(A)]

Information is accurately filled out:

• EPA ID numbers match
• Generator/Transporter/TSDF information is correct
• Waste descriptions, codes, and quantities appear accurate

Manifests for Hazardous Waste Pharmaceuticals use PHRM or PHARMS code 
in section 13.                                                                                                               
[40 CFR 266.508(a)(2)(ii)]

Inspectors are typically checking 
the following major areas when 

reviewing manifests:



Manifest Examples
Potential violation: 
PHARMS/PHRM code is 
not used on manifest for 
hazardous waste 
pharmaceutical 
shipment.



Manifest Examples
Potential violation: 
PHARMS/PHRM code is 
not used on manifest for 
hazardous waste 
pharmaceutical 
shipment.



Manifest Examples
Potential violation: 
PHARMS/PHRM code is 
not used on manifest for 
hazardous waste 
pharmaceutical 
shipment.Mitomycin/Cisplatin are 

chemotherapy drugs that, when 
discarded unused, are a U010 
hazardous waste and thus a 
hazardous waste 
pharmaceutical.



Subpart P 
Adoption and the 

PHARMS code

If going to a state that has not 
adopted Subpart P: manifest 
must also include hazardous 
waste codes in addition to 
PHARMS/PHRM code.

Manifest for hazardous 
waste pharmaceuticals 
going from NJ to another 
state that has adopted 
Subpart P: only need 
PHARMS/PHRM code.

https://www.epa.gov/hwgenerators/where-are-management-standards-hazardous-waste-pharmaceuticals-
and-amendment-p075#tab-1

https://www.epa.gov/hwgenerators/where-are-management-standards-hazardous-waste-pharmaceuticals-and-amendment-p075#tab-1
https://www.epa.gov/hwgenerators/where-are-management-standards-hazardous-waste-pharmaceuticals-and-amendment-p075#tab-1


Subpart P 
Adoption and the 

PHARMS code

If going to a state that has not 
adopted Subpart P: manifest 
must also include hazardous 
waste codes in addition to 
PHARMS/PHRM code.

https://www.epa.gov/hwgenerators/where-are-management-standards-hazardous-waste-pharmaceuticals-
and-amendment-p075#tab-1

https://www.epa.gov/hwgenerators/where-are-management-standards-hazardous-waste-pharmaceuticals-and-amendment-p075#tab-1
https://www.epa.gov/hwgenerators/where-are-management-standards-hazardous-waste-pharmaceuticals-and-amendment-p075#tab-1


Training 
Records

• Facility must ensure all personnel who 
manage non-creditable hazardous waste 
pharmaceuticals are thoroughly familiar 
with proper waste handling and emergency 
procedures relevant to their responsibilities 
during normal facility operations and 
emergencies. [40 CFR 266.502(b)]

• Facility must maintain records of personnel 
training.



Waste 
Determinations

• Facility must determine whether a 
pharmaceutical is a hazardous waste 
pharmaceutical. [40 CFR 266.502(c)]

• A healthcare facility must keep records 
of any test results, waste analyses, or 
other determinations made to support 
its hazardous waste determination(s) 
consistent with § 262.11(f), for at least 
three years from the date the waste was 
last sent to on-site or off-site treatment, 
storage or disposal. [40 CFR 
266.502(j)(3)]

https://www.ecfr.gov/current/title-40/section-262.11#p-262.11(f)


Violations



Most 
Common 

Violations



Most 
Common 

Violations



NJDEP COMPLIANCE ASSISTANCE PACKET
https://www.nj.gov/dep/enforcement/docs/compliance

-assistance-packet-2020-v20-3.pdf

https://www.state.nj.us/dep/enforcement/docs/HW%
20Pharms%20Final%20Rule%20-

%20NJ%20Training.pdf

8/1/19 SUBPART P SEMINAR

https://www.nj.gov/dep/enforcement/advisories/2
019-04.pdf

8/1/19 COMPLIANCE ADVISORY

https://www.nj.gov/dep/enforcement/docs/compliance-assistance-packet-2020-v20-3.pdf
https://www.nj.gov/dep/enforcement/docs/compliance-assistance-packet-2020-v20-3.pdf
https://www.state.nj.us/dep/enforcement/docs/HW%20Pharms%20Final%20Rule%20-%20NJ%20Training.pdf
https://www.state.nj.us/dep/enforcement/docs/HW%20Pharms%20Final%20Rule%20-%20NJ%20Training.pdf
https://www.state.nj.us/dep/enforcement/docs/HW%20Pharms%20Final%20Rule%20-%20NJ%20Training.pdf
https://www.nj.gov/dep/enforcement/advisories/2019-04.pdf
https://www.nj.gov/dep/enforcement/advisories/2019-04.pdf


Contacts

• Bureau of Hazardous Waste Compliance and Enforcement, 
Northern Field Office

• C: 609-439-9650
• Stephan.Szardenings@dep.nj.gov

Stephan Szardenings, Environmental Specialist III

• Bureau of Hazardous Waste Compliance and Enforcement, 
Central Field Office

• C: 609-358-2067
• Nicholas.Baier@dep.nj.gov

Nick Baier, Environmental Specialist II

mailto:Stephen.Szardenings@dep.nj.gov
mailto:Nicholas.Baier@dep.nj.gov
mailto:Stephen.Szardenings@dep.nj.gov
mailto:Nicholas.Baier@dep.nj.gov
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