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Issue Notes 

DEEP - - Cleanup 
Transformation 

• RSR Wave 2 Roll Out:  
 Wave 2 proposed regulations remain under legal and management review and revision at DEEP. 

Once internal management review complete, proposed regulations will likely go to the new DEEP 
Commissioner for final review. 
 

DEEP - - Spill Reporting 

• Spill Reporting Regulation Status: 
 P.A.16-199 required DEEP to draft and adopt regulations specifying numeric thresholds for reporting 

spills, discharges or other releases – reports required if exceed applicable threshold. 
 An internal DEEP Spill Reporting regulation team continues to draft/finalize a proposed regulation. 

 

DEEP - - Remediation 
Roundtable • Next Remediation Roundtable March 19, 2019 

DEEP - - Solid Waste 

• DEEP-Solid Waste Advisory Committee 
 Next Meeting January 22, 2019 at DEEP.  Draft agenda items currently include: 

o Introduction to DEEP’s New Commissioner 
  Katie Dykes, CT DEEP 

o Status of Mid-Conn Facility Shutdown 
o DEEP Response to Current MSW Capacity Issues 
o CMMS Requirements for Municipalities 
o CMMS Requirements for Haulers 
o WEED Permitting Update 
o WEED Enforcement Update 
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Issue Notes 

EPA - - New Pharmaceutical 
Hazardous Waste Rule 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

• Overview:   On December 11, 2018, EPA finalized new standards for the management of hazardous waste 
pharmaceuticals by healthcare facilities (including retail pharmacies and wholesale distributors) and reverse 
distributors. The new rule, entitled Management Standards for Hazardous Waste Pharmaceuticals and 
Amendment to the P076 Listing for Nicotine (the “Waste Pharmaceuticals Rule” or “Final Rule”). The Waste 
Pharmaceuticals Rule creates new sector-specific standards (to be codified at 40 C.F.R. Part 266, Subpart 
P) under RCRA for healthcare facilities and reverse distributors. Waste pharmaceuticals currently are 
regulated under the general RCRA hazardous waste generator regulations in 40 C.F.R. Part 262.  The 
Waste Pharmaceuticals Rule also provides that over-the-counter nicotine replacement therapies (such as 
nicotine patches, gums and lozenges) approved by the U.S. Food and Drug Administration (“FDA”) are not 
hazardous waste when discarded.  The Final Rule will become effective six months after its publication in 
the Federal Register. 
 

• Background:   Previously, facilities generating hazardous-waste pharmaceuticals followed RCRA 
regulations, which vary depending on the amount and type of waste generated at the site. The Final Rule 
removes generators of hazardous-waste pharmaceuticals from the standard RCRA regulations and add 
tailored standards for these facilities. 
 

• Applicability:  The Final Rule applies to “health care facilities” and “reverse distributors” that generate 
hazardous-waste pharmaceuticals. The new rules establish tailored regulations that require hazardous 
waste management training, create new labeling and recordkeeping requirements, create new on-site 
accumulation and storage requirements, and do not distinguish facilities based on the quantities of 
hazardous waste they generate. Facilities that are not subject to the Final Rule include pharmaceutical 
manufacturers, production facilities, or other types of generators of hazardous waste pharmaceuticals, 
including households, farmers, ranchers, and fisheries. 
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Issue Notes 

Continued 
EPA - - New Pharmaceutical 
Hazardous Waste Rule 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
• Key Definitions: 

 
 “Healthcare facility” includes hospitals, clinics, retail stores with pharmacies, military medical logistics 

facilities, ambulance services, veterinary clinics, optical and dental providers, and wholesale 
distributors. 

 “Reverse Distributors” are defined as “entities that help healthcare facilities calculate and receive 
credit from pharmaceutical manufacturers when healthcare facilities have unused pharmaceuticals 
that they no longer need.”  For instance, if a manufacturer agrees to give healthcare facilities a credit 
for pharmaceuticals returned due to a recall or expired shelf-life, the company that the manufacturer 
hires to receive and manage the hazardous waste pharmaceuticals would qualify as a reverse 
distributor. 

 “Pharmaceutical” includes prescription and over-the-counter medicines in forms ranging from pills to 
lozenges, ointments, lotions, shampoos, and skin patches, investigational drugs, dietary 
supplements, e-cigarettes, vaping pens and associated liquid nicotine. Generally, if a product is 
required by the FDA to include “Drug Facts” or “Supplement Facts” on the label, it would qualify as a 
pharmaceutical under the new Rule.  
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Issue Notes 

Continued 
EPA - - New Pharmaceutical 
Hazardous Waste Rule 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

• Key Provisions in a Nutshell: 
  
 Under previous requirements, any facility that generated hazardous waste pharmaceuticals was 

subject to the RCRA hazardous waste generator regulations. Under the Final Rule, generators of 
hazardous pharmaceutical wastes will manage their hazardous waste pharmaceuticals under 
subpart P of part 266 in title 40 of the Code of Federal Regulations (CFR), instead of the standard 
RCRA generator regulations found in part 262. Compared to the hazardous waste generator 
regulations, healthcare facilities operating under the new standards will have the following benefits: 

o A healthcare facility will not become a LQG, with all the associated requirements, when it 
generates more than 1 kg of acute hazardous waste pharmaceuticals in a month; 

o A healthcare facility will not have to comply with the satellite accumulation area 
regulations, which are a poor fit for healthcare facilities; 

o A healthcare facility will not need to specify hazardous waste codes on manifests; 
o A healthcare facility will be able to accumulate hazardous waste pharmaceuticals on site 

without a RCRA permit for 365 days, an increase of 275 days over the current generator 
regulations; and 

o A healthcare facility will have basic training requirements. 
 The Final Rule prohibits the disposal of pharmaceuticals by discharge to a sewer. For example, 

disposal in a sink, floor drain, or toilet is banned. 
 Nicotine is specifically identified as hazardous under RCRA regulations. Under prior law, waste 

nicotine products were considered acutely hazardous. The new rules exempt FDA-approved over-
the-counter nicotine replacement therapies from that acutely hazardous classification. The rules no 
longer consider nicotine patches, gums, and lozenges to be hazardous waste when these products 
are disposed of.  Therefore, under federal hazardous-waste regulations, generators of these nicotine 
replacement therapies may discard them as nonhazardous waste. It should be noted, however, that 
states are not bound by this reclassification and may continue to regulate the management and 
disposal of nicotine replacement therapies.  However, the exemption does not extend to other low-
concentration nicotine products such as prescription nicotine replacement therapies, electronic 
cigarettes (“e-cigarettes”), vaping pens, and “e-liquids” (i.e., refills for e-cigarettes and vaping pens). 
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Issue Notes 

Continued 
EPA - - New Pharmaceutical 
Hazardous Waste Rule 

 The Final Rule establishes new standards for healthcare facilities and for reverse distributors of 
prescription pharmaceuticals, including detailed requirements for storage, labeling, recordkeeping, 
reporting, and off-site shipment. 

 The Final Rule revises the RCRA definition of “empty” for containers of hazardous waste 
pharmaceuticals (including delivery devices such as syringes, intravenous (IV) bags, inhalers, and 
nebulizers) without always requiring containers that were formerly used for acutely hazardous 
pharmaceuticals to be triple-rinsed or requiring containers formerly used for other (non-acutely) 
hazardous pharmaceuticals wastes to be evaluated to determine the amount of residues remaining. 

 The Final Rule establishes new conditional exemptions for hazardous waste pharmaceuticals that 
qualify as controlled substances under the rules of the DEA and/or are collected in household 
pharmaceutical waste takeback programs or events. 

 The Final Rule establishes new exclusions for pharmaceuticals being managed pursuant to recalls, 
litigation holds, or FDA-approved new drug investigations, until the materials are released from 
applicable legal controls and/or a decision is made to discard the materials. 

 Finally, any non-pharmaceutical waste will have to be managed by healthcare facilities and reverse 
distributors under the same rules applicable to non-healthcare generators. 
 

• Effective Date/State Adoption:   The Final Rule will go into effect at the federal level six months after they 
are published in the Federal Register. After the rules go into effect at the federal level, states will be required 
to revise their RCRA hazardous-waste management programs to adopt the new rules. Add another RCRA 
Rule to the pile under review in Connecticut.  However, there is one notable exception.  The exception is the 
ban on flushing hazardous waste pharmaceuticals. This particular requirement was finalized under the 
Hazardous and Solid Waste Amendments (HSWA). Requirements promulgated under HSWA authority 
become effective in all states on the effective date of the federal regulation, which is six months after 
publication of the final rule in the Federal Register. 

 
 
l 

 



 
 
 

CBIA e2 Waste Task Force Summary 
January 18, 2019 

 
Harold Blinderman: Day Pitney LLP Mark Bobman: Bristol Resource Recovery 

6 

Issue Notes 

EPA - - TSCA 

• EPA Is Not Reviewing Chemicals under TSCA Due to Shutdown 
 
 Due to the federal shutdown, EPA has ceased all work reviewing new and existing chemicals under 

the Toxic Substances Control Act (TSCA). 
 Although EPA has not published a formal notice that it is suspending the review period of new 

chemical notices, EPA will not be making any determinations on such notices during the shutdown.  

Waste Disposal Crisis 

 
• Largest waste disposal facility in Connecticut experiences unprecedented outage 

 Hartford Courant articles November 12, December 18 & 30, January 6.  
 All three boilers down since early November. 
 More than 20,000 tons of garbage piled at Hartford plant. 
 Over 40,000 tons of trash diverted, extra expenses exceed $1M. 
 Wait times for delivery exceed 3 hours at other facilities. 
 December 21 “emergency meeting” – there are policy issues. 

EPA -- Emission Guidelines 
for CISWI Units 

• Federal Register, Vol. 83, No. 245, December 21, 2018 Information Collection Request 
 Emission Guidelines for Commercial and Industrial Solid Waste Incineration (CISWI) Units. 

Comprehensive Materials 
Management Strategy (CMMS) 

• January 7, 2019 DEEP letter to chief elected officials 
 Must have… must offer… must reach… must provide 
 Proposed H.B. No. 5402 REP. DELNICKI, 14th DIST. 'AN ACT PROHIBITING THE DEPARTMENT 

OF ENERGY AND ENVIRONMENTAL PROTECTION FROM ENCOURAGING MUNICIPALITIES 
TO IMPLEMENT "PAY-AS-YOU-THROW" REFUSE PROGRAMS. 

 


