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EPA PROPOSES HAZARDOUS 
WASTE RULE FOR 
PHARMACEUTICALS

BY: ETHAN R. WARE

A pre-publication draft of a proposed rule by EPA may 
clarify hazardous waste requirements for obsolete 
or defective pharmaceuticals.  EPA proposes a new 
Subpart P entitled “Hazardous Waste Pharmaceuticals” 
to 40 CFR Part 266 of its RCRA regulations.  The rule 
provides tailored, sector-specific standards for the 
management of hazardous waste pharmaceuticals by 
healthcare facilities (including pharmacies), transporters 
and reverse distributors.

The proposed rule creates management requirements 
for two categories of hazardous waste pharmaceuticals:  
“potentially creditable” and “non-creditable.”  The 
distinction between “potentially creditable” and “non-
creditable” hazardous waste pharmaceuticals is that 
the “potentially creditable” category has the potential 
to receive manufacturer’s credit upon return and is (i) 
unused or unadministered, and (ii) unexpired or less 
than one year past expiration date.  Non-creditable 
pharmaceuticals are those pharmaceuticals for which no 
manufacturer’s credit is anticipated.

“Potentially creditable” hazardous waste 
pharmaceuticals are subject to relaxed standards.  For 
example, no manifest is required, common carriers 
may be used for transportation and biennial reporting 
is eliminated.  “Non-creditable” hazardous waste 
pharmaceuticals are subject to standards generally 
applicable to small quantity generators.  However, 
these wastes may be accumulated for up to a year, and 
biennial reporting is eliminated.

The proposed rule also evidences certain policy changes 
at EPA regarding management of pharmaceutical 
wastes.  For example, 

• The discharge of “hazardous waste 
pharmaceuticals” into a public sewer system 

would be banned;
• Pharmaceuticals regulated as a controlled 

substance by the Drug Enforcement Agency 
(DEA) would be exempt from the regulations 
provided they are disposed of in compliance with 
DEA regulations and meet other requirements;

• Health care facilities would be subject to onsite 
management requirements for potentially 
creditable hazardous waste pharmaceuticals, and 
a new tracking system would be required for 
those materials shipped to a reverse distributor.

• Dose containers and dispensing bottles or 
vials and residues inside the containers escape 
regulation if the container is “empty” as defined 
by the proposed rule; and

• Large quantity generator requirements as a 
classification are eliminated for healthcare 
facilities in certain circumstances, i.e., the weight 
of pharmaceutical waste would not count toward 
a facility’s generator status.

If promulgated as a final regulation, the rule would 
provide welcome relief to pharmacies and healthcare 
facilities now faced with uncertainties associated 
with managing hazardous waste pharmaceuticals.  
Comments on the proposed rule are due within 60 days 
of publication in the Federal Register.

A pre-publication version of the proposed rule may be found 
here: http://www2.epa.gov/hwgenerators/proposed-rule-
management-standards-hazardous-waste-pharmaceuticals

EPA ENFORCEMENT INITIATIVE 
TARGETS POTWS, HITS INDUSTRY 

BY: RYAN W. TRAIL

EPA is currently pursuing six National Enforcement 
Initiatives.  One of these initiatives is entitled, “Keeping 
Raw Sewage and Contaminated Stormwater Out of 
Our Nation’s Waters.”  Over the past three years, civil 
penalties in cases settled under this initiative have 
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ranged from zero to more than $400,000.  Recently, 
however, Philadelphia’s municipal wastewater utility 
paid much more.    

The Delaware County Regional Water Quality Control 
Authority (the “Authority”) owns and operates a Publicly 
Owned Treatment Works (POTW) and collection system 
for stormwater and wastewater from residential, 
commercial, and industrial sources in Philadelphia, 
Pennsylvania.  EPA alleged the Authority violated Section 
301 of the Clean Water Act (“CWA”) and the terms and 
conditions of its National Pollutant Discharge Elimination 
System permit by discharging untreated sewage from its 
collection system and failing to develop and implement a 
long-term control plan (LTCP) to control sewer overflows.  

In a proposed Consent Decree lodged with the court 
on August 17, 2015, the Authority agreed to draft 
and implement a LTCP, with the goal of bringing all 
combined sewer overflow (“CSO”) discharge points into 
full compliance with the CWA within 20 years.  To reach 
this goal, the Authority will develop and implement: 1) 
a Water Quality Model Plan for characterization of its 
service area and receiving waters; 2) a Public Participation 
Plan; 3) a Financial Capability Assessment; 4) a Post-
Construction Monitoring Plan; and 5) revisions to its 
Collection System Operation and Maintenance Plan.  
The estimated total cost of these long-term planning, 
infrastructure replacement, and control measures is $200 
million.  The Authority also agreed to pay a civil penalty 
of $1.375 million, which is the highest civil penalty 
assessed under this enforcement initiative to date.   

Federal guidance points POTWs like the Authority 
toward bond financing, loans and grants to fund these 
types of long-term improvement projects.  Ultimately 
these costs will be reflected in increased user fees for 
residential, commercial, and industrial users.  Industrial 
dischargers should also be aware that the Authority’s 
settlement and others like it could lead to stricter 
industrial pretreatment enforcement against POTWs 
which, in turn, could lead to stricter enforcement 
against them.

The proposed settlement is subject to a comment 
period which ends on September 21, 2015 and final 
court approval.  A copy of the Consent Decree may 
be found at http://www2.epa.gov/sites/production/
files/2015-08/documents/the Authority-cd.pdf.

80 Fed. Reg. 152 (August 21, 2015)

REVISIONS TO KEY 
DEFINITIONS IN VIRGINIA AIR 
POLLUTION PROGRAM ADD 
FLEXIBILITY

BY: HENRY R. “SPEAKER” POLLARD, V

Changes to Virginia’s air program that took effect 
August 13 offer greater flexibility for manufacturers, 
electric utilities, and other major sources of air 
pollutants.  These changes reduce the rigidity of two 
key Virginia program elements by, somewhat ironically, 
aligning key definitions with federal air program terms.  
However, these changes apply unevenly among emission 
units, so careful analysis is needed.  

One set of changes improves flexibility under Virginia’s 
New Source Review (“NSR”) program, which requires 
permitting for new and modified sources of emissions 
(such as a new facility or a new or larger emission 
unit at an existing facility).  The amendments revise 
the definition of “baseline actual emissions” to allow 
a 10-year look-back period, instead of the current 
five-year look-back period, for determining relevant 
baseline emissions data (as measured over a particular 
consecutive 24-month window within that look-back 
period).  The longer look-back can capture a data set 
more favorable for the source when evaluating impacts 
of new or modified emissions on air quality.  Related 
revisions allow sources to use different consecutive 
24-month periods within the applicable look-back 
period for various NSR pollutants, i.e., those pollutant 
that must be evaluated during the NSR permit process.

These amendments also revise the definition of 
“emissions unit” and add a new definition of 
“replacement unit.”  The net effect is that, where 
an emission unit is being replaced and the source is 
undergoing related NSR review for pollutant impacts, 
the source can use the baseline actual emissions of 
the unit being replaced and the projected actual 
emissions of the replacement unit to evaluate air quality 
impacts.  This common-sense change allows for fairer 
treatment of the air pollution impacts of the proposed 
replacement unit.

Another set of changes improves the usefulness of 
plant-wide applicability limits (“PALs”).  PALs allow 
facilities to set certain emissions limits across a whole 
facility, rather than for individual emission units, 
thereby providing greater operational flexibility.  Under 
the recent amendments, sources may use different 
consecutive 24-month periods for determining the 
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baseline actual emissions when setting PAL levels.  
Also, PALs may now be set for a ten-year period within 
a permit, instead of a five-year period, increasing 
operational certainty and reducing costs.

31 Va. Reg. 1903 (June 29, 2015), codified at 9 VAC 5-80-
1615, 9 VAC 5-80-1865, 9 VAC 5-80-2010, 9 VAC 5-80-
2144, 9 VAC 5-85-50, and 9 VAC 5-85-55.

PROPOSED RULES SEEK TO 
CUT METHANE EMISSIONS AT 
LANDFILLS

BY: ETHAN R. WARE

EPA has issued a proposed rule and a supplemental 
proposal to a July 14, 2015 proposed rule that are 
designed to achieve additional reductions of landfill 
gas (LFG) and its components, including methane, by 
lowering the emissions threshold at which emission 
controls must be installed.   This action is yet another 
step in the implementation of President Obama’s 
June, 2013 Climate Change Plan.  That Plan identified 
methane as a prime contributor to global warming, with 
municipal solid waste (MSW) landfills being one of its 
largest anthropogenic sources.

The proposed rule for existing landfills updates EPA’s 
1996 air emission guidelines and applies to MSW 
landfills that accepted waste after November 8, 1987, 
and that commenced construction, reconstruction, or 
modification before July 17, 2014.  Once final, states are 
to implement the rule through revisions to their State 
Implementation Plan. 

The focus of the proposed rule is on reduction of landfill 
gas (LFG) emissions, a term that is broadly defined to 
include greenhouse gases such as methane.  The affected 
sources are not just facilities operated by municipalities 
and other local governments, but any “contiguous 
geographical space where household waste is placed in 
or on land,” regardless of who operates the landfill.

Key components of the proposed rule for existing MSW 
landfills include the following:

• Reduction of the threshold non-methane 
emission levels triggering the need for a gas 
collection and control system from 50 to 34 
megagrams/year (except for landfills closed 
before August 27, 2015);

• The use of Treated LFG would be expanded 
to include “vehicle fuels,” production of 

high Btu gases, and raw material in chemical 
manufacturing;

• “Treated LFG” would be defined to allow 
treatment consistent with the proposed use of 
the gas and includes filtration, de-watering, and 
compressing;

• Emissions monitoring would be required at 
surface penetrations in existing landfills; and

• Wellhead operating requirements related to 
temperature and NOx would be removed. 

Comments on the proposed rule may be filed with EPA 
until October 26, 2015.

Separately, EPA issued a supplemental proposal 
regarding its New Source Performance Standard for 
new, reconstructed or modified MSW landfills.  The 
proposal revises EPA’s July 17, 2014 proposed rule for 
these landfills by reducing the threshold non-methane 
emission levels triggering the need for a gas collection 
and control system from 40 to 34 megagrams/year.

80 Fed. Reg. 52100 and 52162 (August 27, 2015)

MINE FAILS TO UTILIZE 
REDUCED REPORTING OPTION, 
PAYS SIGNIFICANT PRICE

BY: A. KEITH “KIP” MCALISTER, JR.

P4 Productions LLC, a company wholly-owned by 
Monsanto Corporation, recently settled a long-
standing dispute with EPA and DOJ regarding releases 
of hazardous substances (i.e., hydrogen cyanide, sulfur 
dioxide, and mercury) from its phosphate mine in Soda 
Springs, Idaho.  According to EPA, Monsanto failed to 
report such releases in excess of reportable quantities 
(RQs) from 2006 to 2009, violating CERCLA and EPCRA.  

Under CERCLA, the person in charge of a facility must 
immediately notify the National Response Center (NRC) 
when a hazardous substance is released in excess of 
its RQ in a 24-hour period.  Likewise under EPCRA, a 
facility must also notify local and state authorities of 
such a release.   

However, reduced reporting options are available 
under some circumstances.  For example, if a facility 
can establish a release is continuous and stable in rate 
and quantity, it may take advantage of the continuous 
release reporting (CRR) rule which relieves it from a 
per-occurrence obligation.  The CRR rule simply requires 
an initial phone call to the NRC and state and local 

3

ENVIRONMENTAL NOTES
WILLIAMS MULLEN

http://www.williamsmullen.com/
http://www.williamsmullen.com/people/ethan-r-ware
http://www.williamsmullen.com/people/keith-kip-mcalister-jr
http://www.williamsmullen.com/news/proposed-rules-seek-cut-methane-emissions-landfills
http://www.williamsmullen.com/news/mine-fails-utilize-reduced-reporting-option-pays-significant-price


williamsmullen.com

agencies, a written follow-up report, and a one-time 
anniversary report to EPA.  

In this case, it appears P4 Productions might have 
been able to avoid significant penalties if it had taken 
advantage of the reduced reporting option.  Instead, 
the company was hit with multiple CERCLA and EPCRA 
violations over a 3-year span and paid a substantial 
$600,000 civil penalty. 

VIRGINIA’S ABOVEGROUND 
STORAGE TANK REGULATIONS 
ARE AMENDED

BY: HENRY R. “SPEAKER” POLLARD, V 

The Virginia State Water Control Board (“Board”) 
recently published long-awaited changes to the 
state’s petroleum aboveground storage tank (“AST”) 
regulations. This is a final regulatory action, and 
the changes become effective November 1, 2015.  
These amendments cover a fair amount of ground, 
but generally clarify and simplify the regulations in 
important ways.

The clarifying changes address: (i) the calculation 
of aggregate storage; (ii) the exclusion of ASTs 
that are integral parts of machinery or equipment, 
including providing specific examples; (iii) due dates 
of registration filings; (iv) references to the statewide 
building code for certain closure performance standards; 
(v) the maintenance of inspection records; (vi) specific, 
conditional and self-executing variances to avoid the 
administrative burden of some of the more common 
exemption petitions; (vii) the purposes of an Oil 
Discharge Contingency Plan (“ODCP”); (viii) the deadline 
for notification of amendments to the Facility Response 
Plan if it is also part of the ODCP; and (ix) helpful 
compliance resources to assist with selection, upgrading 
or inspection of an AST.

The amendments also simplify and reduce duplication 
within the pollution prevention standards.  That 
section of the regulations has been completely 
reorganized.  It now begins by describing the pollution 
prevention requirements for ASTs at facilities having 
aggregate capacities exceeding 25,000 gallons.  These 
requirements include changes applicable to inventory 
control, secondary containment, safe fill and shutdown 
procedures, pressure testing of piping, inspections, and 
training.  This is followed by restructured standards for 
facilities with a storage capacity of 1 million gallons 
or more.  These standards include formal inspections, 
formal re-inspections, safe fill and shutdown 

procedures, and cathodic protection for piping.

A few other changes are of interest.  The AST 
registration fee has been eliminated. (The fees due in 
connection with filing an ODCP remain, however.)  In 
addition, the amendments incorporate more recent 
industry standards for better alignment with current 
technologies and practices.  Finally, pursuant to state 
legislation enacted in 2011, the amendments establish 
new, specific performance standards (e.g., for strength 
testing and release prevention barriers) for AST facilities 
in the City of Fairfax having aggregate AST oil storage 
capacity of at least 1 million gallons.  (The sole such 
facility is the one owned by Motiva that had a large 
release of petroleum in 1990.)

It’s always worth remembering that the term “oil” 
in the regulations is defined very broadly to include 
petroleum variants of all kinds, including sludge, oil 
refuse and oil mixed with other wastes, and all other 
liquid hydrocarbons.  The breadth of this definition can 
be a trap for the unwary, but it is hoped that these 
amendments will make it easier for AST owners and 
operators to comply with Virginia’s AST regulations. 

31 Va. Reg. Regs. 2540 (August 24, 2015), codified at 9 
VAC 25-91.  
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