
Interim Pharmaceutical 
Waste Policy (IPWP)
Pub #07-04-024, revised October, 2016

Presenter
Presentation Notes
A link to the publication was sent to some of you through the invite to this webinar but will also be available at the end of this presentation. 
https://fortress.wa.gov/ecy/publications/summarypages/0704024.html
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The purpose of this webinar is to 
provide an overview on changes 
made to the Interim Pharmaceutical 
Waste Policy (IPWP). This policy will 
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rule revisions and Ecology has 
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changes. 
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Hi folks. This is Stephanie Jackson, I’ll be the facilitator for today. We’ll start in a just a minute. 

Thank you for joining us for Ecology’s informational webinar about the changes to the Interim Pharmaceutical Waste Policy. 

With me, I have Tom Cusack, Ecology’s Senior Regulatory Analyst
Jenny Yoo, Toxics Reduction Engineer in our Northwest Regional Office.
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Technical Issues

Presenter
Presentation Notes
Stephanie

A couple of logistics before we start the presentation. If you are having technical difficulties, please use the chat box.

The chat box is ONLY for technical difficulties. Make sure you send our questions about technical difficulties to the host.

All lines are muted. 
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Asking Questions
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To submit a comment or question, please use the Q&A feature. Make sure you send your question to the host. We will then read your question aloud. If we cannot answer your question immediately, we will email all attendees with that answer at a later date.  

Please note that we have scheduled this webinar for 2 hours. We will get to as many questions and comments as we can. For questions that haven’t been asked during the time allotted, please send us an email so we can get back to you.







www.ecy.wa.gov

Type into the search bar: 
Managing 
Pharmaceutical Waste
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We are focusing ONLY on the Interim Pharmaceutical Waste Policy during this webinar.  EPA is expected to release their pharmaceutical rule revisions in 2018. If you have questions about the rule revisions process, please contact Rob Rieck at robert.rieck@ecy.wa.gov, or 360-407-6751, this contact will be repeated at the end of this seminar. 






IPWP: Who, What, Why

Tom Cusack | thomas.cusack@ecy.wa.gov | 360.407.7613
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EPA’s rules are not here yet!

…and might not be for at least 
some time...so…

– Drafted section 173-303-555 to 
prepare for EPA’s Subpart P
• Can’t adopt ANY portions until EPA 

finalizes
• Approximately a year out from final 

rule…..so….
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Subpart P is not final yet.  And might not be for a while. It’s been pushed back yet again. 

We have drafted state regulations based on subpart P, and we had a webinar for this last week. you can find a recording online. 

We are in the middle of an informal comment period for this draft rule-making I encourage you to review and comment.

We will not  discuss this new rulemaking in the presentation, but rather focus on the changes made to the Interim Pharmaceutical Policy 
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Interim Pharmaceutical

So, in the mean time we are using 
an interim pharmaceutical policy 
the “IPWP” or “revised policy” 

We Revised the old “IEP” Policy to:
– Fix some mistakes
– Changes with the times
– Get a jump start on Subpart P

Presenter
Presentation Notes
Change with times:  example…..creditable pharmaceuticals term replaces viable pharm.
		   treating pharm waste by the generator

Jump start….examples….update on management of controlled substances 
	               Management of empty containers  
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The revised Policy

• Optional to all healthcare facilities 
(HCF) and retail pharmacies

• Not an option for:
– Research facilities
– Wholesale pharmacies
– Reverse distributors
– Drug manufacturers
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Still optional to all healthcare facilities (HCF) and retail pharmacies

Still not an option for:
Research facilities or Schools
Wholesale pharmacies
Reverse distributors
Drug manufacturers

Also not an option for law enforcement agencies managing RCRA DW pharmaceuticals
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Non-pharmaceutical DW:

Some non-pharmaceutical DW examples at 
healthcare facilities include:

 Formalin – tissue fixative
OPA or glutaraldehyde – High-level 

disinfectants
Xylene and alcohol waste – tissue staining
CO2-scrubber canisters
Paint waste from facilities
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Some non-pharmaceutical DW examples at healthcare facilities include:
Formalin – tissue fixative
OPA or glutaraldehyde – High-level disinfectants
Xylene and alcohol waste – tissue staining
CO2-scrubber canisters
Paint waste from facilities
etc
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Benefits for using the Revised Policy

• No QELs (regardless of amount)

• No counting  (Pharm. waste)

• No reporting  (Pharm waste)
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No QELs
Can accumulate P-listed and WT01 under the Interim Pharmaceutical Waste Policy (IPWP) without becoming an LQG

No counting
DW pharmaceuticals managed under the IPWP do not count towards generator status
If inspectors are not satisfied with your management under the IPWP…they can withdraw the discretion allowed under the Policy and inspect out based on the DW regulations

No reporting
DW pharmaceuticals managed under the IPWP do not need to be included in your DW Annual Report (aka TurboWaste)
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Benefits…continued

• Waste profile

• Accumulate – 180 days
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Waste profile…still the same from the old IEP

Accumulation….regardless of your generator status.



Management Details

Jenny Yoo | jenny.yoo@ecy.wa.gov | 425.649.7166
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Many of the management requirements under the Policy remain the same.  There is a new sewer prohibition and we have added a few discretionary allowances which I will highlight in just a bit. 

Here is a summary of some key management requirements for DW pharmaceuticals under this this revised Interim Pharmaceutical Waste Policy.
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Revised Policy
Management Standards

• Generic profile
• Notification
• Creditable pharmaceuticals to a 

Reverse Distributor
– Can still send waste controlled 

substances
• Uniform Hazardous Waste Manifest
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You must still create a generic profile. A good profile will capture a representative sample of the pharmaceuticals your facility uses and the waste it will generate. 
To create a profile, you must fully designate all of your DW pharmaceuticals for a period, of at least 3 months, that is long enough to capture a representative profile.
Be sure to keep it up to date with changes to your formulary
You can have multiple profiles.

[click 1] – if you are new to managing under the Interim Pharmaceutical Waste Policy, you must submit a notification to the Department of Ecology.  If you have already notified under the original Policy, you do not need to re-notify, unless our enforcement discretion was withdrawn for compliance concerns. 
The notification requires a signature from both an Environmental Manager as well as a Pharmacy Manager. This is to make sure that the two departments critical to the management of pharmaceuticals and pharmaceutical waste are working together. 
You must submit a copy of your initial Profile with your notification.

[click 2] you are still able to send Creditable Pharmaceuticals to a Reverse Distributor
We still consider the creditable pharmaceuticals to be “product-like” due to their economic value. 
Once it is determined that the pharmaceutical is no longer creditable, your facility must send it off-site as DW
And Yes, we do expect you to have some records to prove that you received credit.  If you do not have any records of credits received, it is hard to prove that this is product-like.
You can still send waste controlled substances to a reverse distributor if they will accept it.

This allowance is only available to facilities opting into the Policy.

[click 3] All DW pharmaceuticals must be sent directly from your facility to a RCRA-permitted facility. 
Since the use of the Policy may allow your facility to become a Small Quantity Generator, we are stipulating management of the DW pharmaceuticals as if you were a Medium- or Large- Quantity Generator. 
You cannot send your waste pharmaceuticals to a larger affiliated facility for management from that location.
[This is a provision within the draft Subpart P and section -555 for True SQGs]
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Revised Policy
Management Standards

• Compatibility
• Commingle
• Secondary containment
• Closed
• Accumulate up to 180 days

– No SAA
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You must segregate your DW pharmaceuticals for compatibility and store in a safe manner to ensure that a dangerous reaction will not occur. 
[Most pharmaceuticals are already containerized in vials, IVs, or ampules so as long as the initial container is not leaking, this may be a minimal issue. ]

[click1] You are allowed to commingle different pharmaceuticals from your profile in the same waste container. In addition to compatibility concerns, your waste vendors and US DOT may further restrict what can be commingled and shipped together.
[E.g. aerosols, arsenic trioxide]

[click 2] The waste containers may need additional secondary containment if the pharmaceutical placed inside are not already containerized. 

All waste accumulation containers must remain closed when waste is not actively being added

[click 3] Maximum accumulation for DW pharmaceuticals under the revised Policy is still only 180 days.
There is No Satellite accumulation, regardless of generator status. 
All containers are considered final accumulation and need either a date or a system to identify the accumulation time.
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Revised Policy: Major Changes

Disposal requirements

• No Sewering

• Send to RCRA permitted facility
– Follow all Land Disposal Restrictions 

(LDRs)
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So now to the changes in the Policy:

[click 1] We no longer allow sewering of any DW pharmaceuticals
This includes partially administered DEA controlled substances. 

Non-DW pharmaceuticals are potentially allowable if the delegated sewer authority will authorize it.  This might not be a DW, but it is a process waste so still need authorization
There are a few items that typically do not designate as DW such as saline, dextrose  and lactated Ringers. You may choose to fully designate these and seek sewer discharge authorization.

This sewer prohibition of DW pharmaceuticals applies to the entire healthcare facility if they choose to utilize the revised Policy for any portion of their DW pharmaceuticals. 

This means that even if you currently have a sewer discharge authorization allowing the sewering partial controlled substances, you will have to stop sewering if you wish to continue to use the revised Policy. 

[click 2] DW Pharmaceuticals managed under the revised Policy must be sent to a RCRA-permitted facility. We no longer stipulate a RCRA-incinerator.

You must follow all Land Disposal Restrictions (or LDRs) to ensure proper management of your DW pharmaceuticals. 
Some LDRs would prohibit certain pharmaceuticals from being incinerated unless they met certain criteria.

A prime example is arsenic.  The LDR for Arsenic prohibits combustion unless the waste contains > 1% total organic carbon.  Since arsenic trioxide is an inorganic formulation, this pharmaceutical must be sent to a RCRA-permitted TSD for landfill disposal.

Mercury also has the same LDR restriction…but if the mercury was added as thimerosal preservative, the pharmaceutical formulation likely meets the >1% total organic carbon threshold allowing it to be incinerated.
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Revised Policy: Major Changes

• New Labeling 
requirements:
“Hazardous Waste 
Pharmaceuticals”

or
“Dangerous Waste 
Pharmaceuticals”

Hazardous Waste Pharmaceuticals

Accumulation Start 
Date:________________
Location:______________________________

Handle with Care!
TOXIC

Presenter
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This is a relatively simple change.

Under the revised Policy, pharmaceutical waste accumulation containers must be labeled as either “Hazardous Waste Pharmaceuticals” or “Dangerous Waste Pharmaceuticals” 

You’ll notice that we will still require the primary risk – As noted in this sample label “Toxic”

[We got rid of the old labeling verbiage originally proposed under the original Policy and we are using the labeling phrase EPA proposed in their draft Subpart P.]
[Old IEP label requirement: “Non-viable hazardous Waste Pharmaceuticals”]
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Revised Policy: Major Changes
DEA Controlled Substances

• No sewering – even partials
• Manage per DEA 

– Allows on-site DEA destruction
– Allow municipal incineration

• No allowance under the 
Dangerous Waste Regulations
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EPA is trying to address the special challenges associated with managing DW pharmaceuticals, that are also DEA scheduled drugs. They proposed conditionally exempting them in draft Subpart P. While the specifics on this conditional exemption may change during the finalization of Subpart P and our new proposed section -555 of the regulations, we wanted to provide some allowances now under the revised Policy. 

[click 1] First and foremost, no sewering of any DW pharmaceuticals.  This applies to all DW Pharmaceuticals including DEA controlled substances. 
Besides, DEA does not consider sewering alone to meet their destruction requirements of rendering the drug irretrievable. 

[click 2] So, on that note…In order to take advantage of this allowance the DEA Controlled substances may be rendered irretrievable and then they must ultimately be incinerated . 
In addition to a RCRA-permitted incinerator, we will allow the DEA controlled substances to be sent to a Permitted Municipal Waste Incinerators (aka municipal combustors)

Many healthcare facilities are exercising the option to destroy the controlled substances onsite prior to sending to the incinerator.  Many facilities have started using canisters or devices to render DW Pharmaceuticals irretrievable per DEA. This DEA destruction is allowable as long as the residues and/or canisters are incinerated per this Policy.  

[click 3] If your facility is not using the Interim Pharmaceutical Waste Policy to manage your DW pharmaceuticals, you are not able to utilize this allowance. You must send your DW controlled substances off-site as Dangerous Waste…

This allowance is only for DEA controlled substances. If any non-controlled substances are managed in these DEA destruction devices or commingled in a DEA controlled substances waste container, this allowance is revoked and the management of the DW pharmaceuticals would fall back under the revised Policy or the DW regulations. 

So once again… if you currently have a sewer discharge authorization allowing the sewering partial controlled substances, you will have to stop sewering if you wish to continue to use the revised Policy. 

If you are not opting into the Policy or decide to stop managing under the Policy, you are not able to take advantage of the allowances for DEA controlled substances, residues in unit-dose containers and syringes, and the ability to send waste controlled substances to a reverse distributor. I will address these other allowances now.
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Revised Policy: Major Changes 
Treatment by Generator

• Allowable under the revised Policy
• Profile Pharmaceuticals & Residue
• Must manage residue and/or 

canisters per the Policy
• Containers must be closed

• No Count – No Log – No Report
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Treatment by Generator is now allowable under the Policy…WooHoo!!

This means that the DW Pharmaceuticals placed into a TBG canister or device does not need to be logged, counted or reported…as long as certain management standards are met.

[click 1] The DW pharmaceuticals treated on-site must be reported on one of your generic Profiles.  In addition the residue and/or the canisters remaining after the treatment must also be reported on a generic Profile.

[click 2] The residues and/or canisters must be sent on Manifest to a RCRA-permitted facility. 
The Treatment by Generator done under the Policy also receives the benefits of the Policy including no counting, no logging and no reporting.

[click 3] Except for what we just discussed, all other Treatment by Generator management standards must be met – Primarily, this means that all the containers and canisters must be closed when waste is not actively being added.. 
The facility must still Notify Ecology on their Site ID that they are performing Treatment By Generator on-site, but there will be no additional logging, counting, and reporting if the Treatment is performed according to the Policy and TBG guidance. 
[WAC 173-303-170(3)]
[TBG Rx waste: Pub 14-04-009]

[click 4] So in summary, if your facility would like to perform Treatment by Generator for your DW pharmaceuticals, you must manage the residues and canisters as RCRA hazardous waste; But you do not need to count, log, or report the DW pharmaceuticals towards your generator status. 

Some example TBG devices:
Cactus Smart Sink
Drug Buster
Rx Destroyer
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Revised Policy: Major Changes 
Containers and Syringes
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Ecology wanted to provide some additional discretion for DW residues under the Revised Policy while we wait for Subpart P and our new draft section -555 to be finalized. Again, this discretionary allowance is only available to healthcare facilities utilizing the Interim Pharmaceutical Waste Policy. This is not available to facilities, including Small Quantity Generators, managing their DW pharmaceuticals under the DW regulations. 

The revised Policy will allow some dispensing and unit-dose containers and syringes to be considered empty and consider the residues to be solid waste. 
Unit does containers includes vials, ampules, blister packs, packets, cups, and packets.  The container must not exceed 1 liter of liquid or 1,000 pills.

Once the containers are emptied using all normal means, the container is empty, and any DW residues remaining in these unit-dose containers can be managed as solid waste.

For syringes, this means that the contents are fully administered to a patient and the plunger is fully depressed. 

This means that an Epinephrine syringe that is administered to a patient and fully-depressed is no longer a P042 Acute Hazardous Waste (AHW). This can now be placed into the Sharps container.
The empty blister pack from nicotine gums or lozenges would no longer be a P075 AHW once the nicotine products has been removed for administration to a patient. These can be managed as solid waste.

All other containers that held a pharmaceutical must be managed as a DW pharmaceutical if the residue would designate.
This includes: Containers capable of holding > 1,000 pills or 1 liter of liquid
IV bags and the associated tubing
[If the needle and small tubing attached to it can be separated from the IV bag, that can be managed as biomedical waste.]
Tubes of gels, ointments, and cream
Inhalers. Nebulizers. And Aerosols

There are concerns that pharmaceutical containers with original manufacturer labeling could be reused if disposed intact into the municipal solid waste. Thus any containers that with original manufacturer labeling, such as a pre-labeled vial, must be destroyed prior to management as a solid waste. 
If the HCF does not want to destroy the bottles, they can manage the residue as DW pharmaceuticals. 

This means that the original Warfarin pill bottle that it is empty with no visible powder no longer has a P001 residue inside and could be managed as solid waste if the bottle has been destroyed to prevent reuse. 

This also means that a lidocaine vial with original manufacturer labeling cannot be considered solid waste, despite being emptied using all normal means, unless the vial is destroyed. Since the safety of your staff may be a concern if you start destroying containers, the vial can continue to be managed, intact, as a DW pharmaceutical. 
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Asking Questions
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Jenny
This summarizes the major changes to the Interim Pharmaceutical Waste Policy. I know that this is a lot to digest…and for those tracking the draft rule-making, there are some similarities as well as some noted differences. We will have contact information up in just a minute. But now we wanted to give you a chance to ask us some questions. 


Stephanie 

All lines are muted. To submit a comment or question, please use the Q&A feature. We will then read your question aloud.
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More Information

Visit our website:
www.ecy.wa.gov/programs/hwtr/pharmaceuticals/index.html

Contact
• Implementation Questions:

– Jenny Yoo | jenny.yoo@ecy.wa.gov | 425.649.7166
– Tom Cusack | thomas.cusack@ecy.wa.gov | 360.407.7613

• Rule revision questions:
– Rob Rieck | robert.rieck@ecy.wa.gov |360.407.6751

• Stakeholder concerns:
– Kimberly Goetz | kimberly.goetz@ecy.wa.gov | 360.407.6754

http://www.ecy.wa.gov/programs/hwtr/pharmaceuticals/index.html
mailto:jenny.yoo@ecy.wa.gov
mailto:thomas.cusack@ecy.wa.gov
mailto:robert.rieck@ecy.wa.gov
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