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Comments by the Texas Commission on Environmental Quality Regarding Hazardous Waste Pharmaceuticals, Proposed Rule
EPA Docket ID NO. EPA-HQ-RCRA-2007-0932
I. Summary of Proposed Action

On September 25, 2015, the United States Environmental Protection Agency (EPA) published in the Federal Register (80 FR 57918) proposed the Hazardous Waste Pharmaceuticals, Proposed Rule
The proposed rule is intended to facilitate compliance and to respond to concerns from health care facilities regarding pharmaceuticals that are considered to be hazardous waste when discarded.  The proposal would improve the management and disposal of hazardous waste pharmaceuticals and tailor the requirements to hospitals, pharmacies and other health-care related facilities.  The revisions are also intended to clarify the regulation of reverse distribution mechanisms used by healthcare facilities for the management of unused and/or expired pharmaceuticals.

II. Comments

A. Hazardous Waste Pharmaceuticals, Proposed Rule
Main Comment
As proposed, the rule may not reduce the regulatory burden on Healthcare Facilities (HCFs) as much as EPA intends. The facilities generating non-creditable hazardous waste pharmaceuticals appear to be subject to all notification, recordkeeping, fees, annual reporting, manifesting, and transportation requirements for hazardous waste generators.  The HCFs would have two sets of standards to manage hazardous pharmaceutical wastes; creditable and non-creditable. Non-creditable hazardous waste appears to be subject to full regulation in Part 262.  
Significant Comment
All generator categories, including the proposed “healthcare facility” designation for a generator, are quantity-based with specified quantities required. Based on the discussion in the preamble, that quantity might be anything above zero for ‘reverse facilities. For consistency and clarity with other generator categories, the rule should describe quantities that trigger notification requirements for the “reverse distributor” category of facility.
Significant Comment

The preamble language appears inconsistent with the proposed rule. The proposed 40 CFR §262.10(n) on page 58083 requires that a healthcare facility determine the monthly quantities of pharmaceutical and non-pharmaceutical hazardous waste to determine whether they’re subject to part 266. By contrast, the preamble on page 58068 states, “Therefore, as with healthcare facilities, a pharmaceutical reverse distributor subject to 40 CFR part 266, subpart P will no longer have to keep track of the amount of hazardous waste pharmaceuticals that it generates on a monthly basis,” as well as, “However, because a healthcare facility or pharmaceutical reverse distributor operating under 40 CFR part 266, subpart P no longer has to count its hazardous waste pharmaceutical” 

Significant Comment

There is a typographical error at §266.503(a): “Hazardous waste determination for creditable hazardous waste pharmaceuticals at the healthcare facility. A healthcare facility… (i.e., it listed in 40 CFR part 261, subpart D or exhibits a characteristic identified in 40 CFR part 261, subpart C)” should be “Hazardous waste determination for creditable hazardous waste pharmaceuticals at the healthcare facility. A healthcare facility… (i.e., it *is* listed in 40 CFR part 261, subpart D or exhibits a characteristic identified in 40 CFR part 261, subpart C).”

Significant Comment

Proposed 40 CFR §266.502(d)(4) on page 58085 states that “A healthcare facility may accumulate hazardous waste pharmaceuticals and non-hazardous pharmaceutical waste in the same container, except that hazardous waste pharmaceuticals prohibited from being combusted because of the dilution prohibition of §268.3(c) must be accumulated in separate containers.”   Rule language is not clear regarding whether the comingled non-hazardous pharmaceutical waste counts toward the quantities listed in §262.10(n).  The preamble seems to imply that the non-hazardous waste is not counted toward the generator status. (Page 58029: “Because all healthcare facilities operating under this subpart are regulated in the same way regardless of quantity of pharmaceutical hazardous waste generated, managing non-hazardous waste pharmaceuticals as hazardous waste under this subpart would not affect the facility’s hazardous waste generator category.”)  However, if the non-hazardous pharmaceutical waste does not count toward the quantities to determine generator status, then facilities might have difficulty determining the quantities that would require a facility to notify pursuant to §266.502.  If healthcare facilities are basing their need to notify on the weight of a container of comingled hazardous and non-hazardous pharmaceutical waste, determining which portion of that weight is hazardous might prove difficult. 

Significant Comment
Defining pharmaceutical in proposed §266.500 to include dietary supplements may extend the regulatory reach of this rule to outside of the intended healthcare facility community (e.g. grocery stores, major box store, any retail store, or independent retailers with an inventory of dietary supplements). If this is the intent, the EPA should consider conducting outreach and creating guidance to the regulated community that would fall into this scope. 
Significant Comment
Clarify whether a reverse distributor may refuse to take a shipment.  The proposed 40 CFR §266.510(a)(8) states that it may not. 

Significant Comment
Please clarify criteria for collecting unused non-creditable hazardous waste pharmaceuticals from those that self-administer under §262.502(l).
Significant Comment
Clarification is needed as to whether FDA rules DEA rules, or RCRA are applicable to reverse distributors and non-creditable pharmaceutical hazardous waste generators.  If the intent is that hazardous waste pharmaceutical generators (creditable, non-creditable, and reverse distributors follow DEA  or FDA requirements for tracking/documenting controlled substance this should be clarified in the rule.   Additionally, clarification is needed as to whether Part 266 is intended to be applicable to pharmaceutical retail.  The definition and the applicability table (table 12, page 58075) create confusion.  If yes, the rule should clarify that applicability. If not, Part 266 should incorporate RCRA by reference and clarify that the facility is subject to RCRA.  
Significant Comment
§266.502 provides an opportunity for a non-creditable  hazardous pharmaceutical CESQG site to withdraw but does not propose a notification or mechanism that would inform EPA or a state regulator of a change in generator status.  Please clarify what reporting is required or how the EPA or state regulator will be informed of a change in generator status. 
Significant Comment
Prohibition against disposal in a POTW should be expanded to prohibit all wastewater “flushing” disposal options, including Class V septic systems, and private wastewater treatment systems.     
Significant Comment
The rule is silent on the potential utilization of lab packs. A manifest lab pack list includes details of the contents sufficient to inform the TSD in making its treatment and disposal determinations.  
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