STATE OF FLORIDA DEPARTMENT

OF ENVIRONMENTAL PROTECTION
COMMENTS ON PROPOSED RULE

Addition of Pharmaceuticals to the Universal Waste Rule
Federal Register: December 2, 2008 (Volume 73, Number 232, Pages 73520 – 73544)

EPA-HQ-RCRA-2007-0932; FRL-8746-2
RIN 2050-AG38
Sent via email to: rcra-docket@epa.gov
Contact:
Tim J. Bahr, Administrator



Hazardous Waste Regulation Section



Florida Department of Environmental Protection (FDEP)



2600 Blair Stone Road, MS 4560



Tallahassee, FL 32399-2400



tim.bahr@dep.state.fl.us 

FDEP appreciates the opportunity to comment on EPA’s proposal to add pharmaceuticals to the list of hazardous wastes eligible to be managed under the less stringent provisions of the universal waste regime, 40 Code of Federal Regulations (CFR) Part 273.

The proposed definition of “pharmaceutical” and ‘‘pharmaceutical universal waste’’ is clear and appropriate. 
FDEP agrees that hazardous pharmaceutical waste substantially meets the criteria promulgated at 40 CFR 273.81 for inclusion of other wastes under Part 273. The waste is generated by a wide variety of types of establishments, generally in small quantities, and the risk posed by pharmaceutical waste is relatively low compared with the risk posed by other hazardous wastes. Since information provided to EPA by health care facilities shows a low level of knowledge of hazardous waste regulations, FDEP agrees that the proposed rulemaking will increase the awareness of RCRA among these generators. Furthermore, the universal waste option may encourage health care facilities to manage all their dangerous pharmaceutical wastes as universal waste, even though such wastes are not regulated under RCRA. Although many waste pharmaceuticals pose substantial risks to human health or the environment when improperly managed, less than 10% of such wastes are RCRA hazardous waste.
Currently the only legal options for those pharmaceutical wastes which exhibit a characteristic as defined in 40 CFR Part 261 Subpart C, or meet a listing description under Part 261 Subpart D is to use hazardous waste disposal transporters and permitted TSD facilities, or to use the “domestic waste” exemption by disposing of the hazardous waste through a sewer system to a publicly owned treatment works. Many health care facilities do not know of RCRA regulations, and dispose of all waste as biohazardous (infectious) waste in “red” bags or in municipal solid waste collection facilities. FDEP is especially eager to divert pharmaceutical waste from the sewage waste stream, and believes that the universal waste option will be helpful in this regard.
EPA’s description of the functions and operations of reverse distributors of pharmaceuticals is generally accurate. The reverse distribution (or “returns”) system is a very well developed infrastructure for allocating credit for unused or expired pharmaceuticals. EPA has recognized the system’s usefulness, and has issued guidance to the effect that material returned to a reverse distributor is not a waste until the reverse distributor has made the credit-eligible decision and a subsequent decision to discard. FDEP experience has been that health care facilities send to the reverse distributors an undifferentiated mass of materials, some eligible and much not eligible for credit. In many cases this puts the reverse distributor in legal peril, unless it has notified as a hazardous waste transporter and transfer facility, or received a hazardous waste treatment, storage or disposal facility permit.

Under the current system, reverse distributors must distinguish between eligible and non-eligible material, must manage the non-eligible material as waste, and, once the eligibility decision has been made, must manage all RCRA-regulated material, including returns which have been credited and are destined for disposal, as hazardous waste. One shortcoming of the current system and the proposed rule is that no time constraints or other standards are placed on the reverse distributor’s decision-making and disposal process. This could be corrected by recognizing disposal through the reverse distribution system as a waste management option. All material that would otherwise be regulated as hazardous waste, absent the reverse distribution system, should be considered a universal waste at the time the generator makes a decision to send it to the reverse distributor. The proposed rule should include management standards for the reverse distribution process. 

In any event, the addition of hazardous pharmaceutical waste to the universal waste regime will no doubt raise the awareness of reverse distributors as to their waste management responsibilities.  By becoming universal waste handlers, reverse distributors will be authorized to accept hazardous pharmaceutical waste that is clearly not eligible for credit. Universal waste handlers are subject to inspection and enforcement under RCRA. Reverse distributors who notify as universal waste handlers will at least be subject to storage time limits. 

In order for the reverse distributor and other handlers, including destination facilities, to have sufficient information on the pharmaceutical universal wastes they receive, universal waste handlers should be required to include on the label the relevant chemical information or the hazardous waste code.

This proposed rule, if finalized, would benefit FDEP’s universal pharmaceutical waste (UPW) program, by increasing the disposal options for UPW generated in Florida. However, EPA has stated that a shipment of UPW must be accompanied by a manifest when passing through a state that has not adopted pharmaceutical waste into the universal waste system. This will reduce the benefit to Florida’s program. FDEP recommends that the proposed rule include an option for non-adopting states to allow shipments of UPW from one adopting state to another adopting state on DOT shipping papers instead of a manifest. 
FDEP suggests that handlers of acute (“p-listed”) hazardous pharmaceutical waste be subject to large quantity handler requirements if they generate a total of one or more kilograms of acute hazardous waste per month.

Finally, FDEP suggests that EPA take this opportunity to revise the “triple-rinse” requirement of 40 CFR 261.7(b)(3) for containers that formerly held acute hazardous pharmaceutical waste. To triple-rinse these containers creates more waste, and more dangerous waste, than any residues that might remain from pills, capsules or tablets. 
