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POLICY

It is the policy of <<Facility Name>> to comply with local, state, and federal laws in the disposal of hazardous medications.  When appropriate, contractors with current licenses and permits remove all such waste.  All documentation of waste disposal is maintained pursuant to local, state, and federal regulation, and any problems or deviations will be promptly reported to the appropriate authority as well as the safety office <<check with your state requirements for more stringent criteria on hazardous waste>>
DEFINITIONS
1. Chemotherapy Waste: The difference between bulk and trace chemo: Bulk chemotherapy waste includes, but is not limited to: any chemotherapy waste that designates as RCRA hazardous waste, any non-empty containers of chemotherapy, and any materials used to clean up a chemotherapy spill. Trace chemotherapy waste includes: any PPE or other materials that are not visibly contaminated and any empty chemotherapy containers that did not hold either a P-listed chemotherapy.
2. D-Listed Hazardous Waste: The D-listed waste may be stored and transported separately due to incompatibility of hazardous waste. (See examples in Attachment III). Any pharmaceutical wastes that exhibit any of the following characteristics:
a. Ignitability (D001)- wastes that create fire under certain conditions, are spontaneously combustible, or have a flash point less than 140°≤F. Example are: Aerosols, Erythromycin gel 2%, Texacort solution 1%
b. Corrosivity (D002)- Liquid waste that has a pH of 2 or less (very acidic) or 12.5 or more (very strong base), or any liquid waste. Examples are: glacial acetic acid or sodium hydroxide
c. Reactivity (D003)- Waste that is unstable or undergoes a rapid, violent chemical reaction with water or other materials. Example is: Nitroglycerin, non-medicinal form.
d. Toxicity (D004-43)- wastes that are harmful or fatal when ingested or absorbed. Examples are: Mercury (drug w/ thimerosal or phenylmercuric acetate (vaccines, eye drops, nasal spray, etc.), Lindane (treatment of lice or scabies)
3. Dual waste: is infectious Regulated Medical Waste (RMW) and hazardous waste. The type of dispensing instrument used, and the type of drug being administered both play an important role in determining how the resulting waste must be managed. If, for example, bloody tubing or sharps are not disconnected from an IV bag that contains a partially used P- or U-listed chemical or from one that no longer contains a P-listed chemical, the waste must be managed as both RMW and hazardous waste. Fortunately, in many cases, luerlock fittings enable the safe disconnection of the tubing or sharps from the IV bag. Disconnecting the tubing or sharps from the IV bag avoids the generation of a waste that is both RMW and hazardous waste and instead enables the management of the tubing or sharps and IV bag individually as RMW and hazardous waste, respectively.
4. Hazardous Medication (HM): Antineoplastic cytotoxic medications, anesthetic agents, anti-viral agents, and others have been identified as hazardous and medications that have been listed by NIOSH (Attachment II- Hazardous Drugs to Pharmacy Personnel): 
a. Genotoxicity- A chemical or other agent that damages cellular DNA, resulting in mutations or cancer;
b. Carcinogenicity- A cancer-causing substance or agent; 
c. Teratogenicity- Of, relating to, or causing malformations of an embryo or fetus or fertility impairment, Or; serious organ or other toxic manifestation at low doses in experimental animals or treated patients.
5. Generators: Large, Small and Conditional: Most states are authorized to implement the RCRA program. States can be authorized for categories of hazardous waste generators that are different than the federal categories. States with Different Hazardous Waste Generator Quantity Limits are: CA, DC, KS, ME, MD, MA, MN, RI, WA. Please see the State Differences in Hazardous Waste Generation Quantity Map (http://www.epa.gov/waste/hazard/generation/state.htm)
a. Large Quantity Generators (LQG): generate 2,200 pounds (1,000 kilograms) per month or more of hazardous waste, or more than 2.2 pounds (1 kilogram) per month of acutely hazardous waste (AHW, P and U listed waste). Requirements for LQGs include:
i. LQGs may only accumulate waste on site for 90 days. Certain exceptions apply.
ii. LQGs do not have a limit on the amount of hazardous waste accumulated on site.
iii. There must always be at least one employee available to respond to an emergency. This employee is the emergency coordinator responsible for coordinating all emergency response measures. LQGs must have detailed, written contingency plans for handling emergencies.
iv. LQGs must submit a biennial hazardous waste report (http://www.epa.gov/waste/inforesources/data/biennialreport/index.htm)
b. Small Quantity Generator (SQG): EPA regulations state that small quantity generators may not produce more than 220 pounds (100 kilograms) to 2,200 pounds (1,000 kilograms) of hazardous waste and 2.2 pounds (1 kilogram) of acutely hazard waste (P and U listed waste) in a given month. Requirements for SQGs include:
i. SQGs may accumulate hazardous waste on site for 180 days without a permit (or 270 days if shipping a distance greater than 200 miles).
ii. The quantity of hazardous on-site waste must never exceed 13,200 pounds (6,000 kilograms) approximately 30 drums.
iii. There must always be at least one employee available to respond to an emergency. This employee is the emergency coordinator responsible for coordinating all emergency response measures. SQGs are not required to have detailed, written contingency plans.
c. Conditionally Exempt Small Quantity Generators (CESQG): generate up to 220 pounds (100 kilograms) approximately 5 drums or less per month of hazardous waste, or up to 2.2 pounds (1 kilogram) approximately 1 quart or less per month of acutely hazardous waste. Requirements for CESQGs include: 
i. CESQGs must identify all the hazardous waste generated.
ii. CESQGs may not accumulate more than 2,200 pounds (1,000 kilograms) of hazardous waste at any time. 
iii. CESQGs must ensure that hazardous waste is delivered to a person or facility who is authorized to manage it. 
iv. CESQG is exempt from having to obtain an EPA identification number.
6. Non-viable pharmaceutical: A pharmaceutical that cannot be used for its intended purpose, sold, or returned to the manufacturer, wholesaler, or reverse distributor for credit. This may include, but is not limited to: expired pharmaceuticals, outdated items repackaged at the pharmacy, dropped pills. partial IVs, ampoules, ointments, creams, lotions and inhalers, patient medications left at the hospital, or samples.
7. P-listed hazardous waste: Any commercial chemical products in which the listed chemical is the sole active ingredient. Pharmaceuticals are commercial chemical products. A commercial chemical product is a substance manufactured or formulated for commercial or manufacturing use which consists of the commercially pure grade of the chemical, any technical grades of the chemical, and all formulations in which the chemical is the sole active ingredient. The P-listed unused chemical product and its container or containers in dispensing the chemical product is considered contaminated unless “RCRA empty” by EPA definition. (See examples in Attachment III)
8. RCRA hazardous waste. For the purposes of pharmaceutical waste, RCRA hazardous waste refers to any pharmaceuticals that designate as dangerous waste. RCRA hazardous wastes include lists of certain discarded chemical products, manufacturing/industrial processes, or wastes with hazardous characteristics of ignitability, corrosivity, reactivity, or toxicity. For a waste to qualify as P- or U-listed, a waste must meet the following three criteria: The waste must contain one of the chemicals listed on the P or U list, the chemical in the waste must be unused, and the chemical in the waste must be in the form of a "commercial chemical product”. This also includes D-listed waste.
9. U-listed hazardous waste: listed wastes that are commercial chemical products that are categorized primarily for their toxicity. (See examples in Attachment III)
10. Viable pharmaceutical. A pharmaceutical that can be used for its intended purpose or returned to a manufacturer, wholesaler, or reverse distributor for credit is viable. Any pharmaceutical disposed without credit is non-viable unless there is a documented change in credit status by the reverse distributor. 
PROCEDURE

1. Define what size of quantity generator is your organization. (see definitions of conditional, small, and large generator defined by EPA and Attachment IV- Generator Calculations). <<Check with your state regulations for further criteria and Attachment - may help in calculating your generator status>>
2. <<Facility Name>> is a <<conditional, small or large>> hazardous waste generator.
3. Staff that can or will be exposed potentially to hazardous medications (HM) can include nurses, pharmacists, pharmacy technicians, environmental services, support services, etc. 
4. Each of these departments that could be potentially exposed to the disposal of HM should develop departmental specific procedures for handling, administration, and disposal and identify those HM’s that are currently within the <<Facility Name>>.
5. Materials contaminated during the use in the preparation and administration of HM's, such as gloves, gowns, syringes, and vials, present a hazard to support and housekeeping staff. 
6. The use of properly labeled, sealed, and covered disposal containers handled by trained and protected personnel, should be routine. <<Examples of containers may be blue or black containers for hazardous medications. Specify your disposal process here>>
7. If such items are contaminated with blood or other potentially infectious materials (Dual Waste), HD's and contaminated materials should be disposed of in accordance with federal, state, and local laws. These containers will be labeled as “Dual Waste” on the lid and tamper sealed for transport. <<Ensure that “Dual Waste” is designated as dangerous waste to a RCRA permitted facility also permitted to accept infectious materials. Transport dual waste following DOT requirements for hazardous and infectious materials>>.
8. Disposal of some of these drugs is regulated by the EPA. Drugs that are unused commercial chemical products and are considered by the EPA to be toxic wastes must be disposed of in accordance with 40 CFR Part 261. A list of these listed medications is found in Attachment III.
9. Hazardous drug-related wastes should be handled separately from other hospital trash and disposed of in accordance with applicable EPA, state, and local regulations for hazardous waste.
10. This disposal can occur at either an incinerator or a licensed sanitary landfill for toxic wastes, as appropriate. 
11. Commercial waste disposal is performed by a licensed company. While awaiting removal, the waste should be held in a secure area in covered, labeled drums with plastic liners.
12. Linen contaminated with HM or excreta from patients who have received HM in the past 48 hours is a potential source of exposure to employees. Linen soiled with blood or other potentially infectious materials as well as contaminated with excreta must also be managed according to the <<Facility Name>> Infection Control Exposure Plan. 
13. Linen contaminated with HM's should be placed in specially marked laundry bags and then placed in a labeled impervious bag. The laundry bag and its contents should be prewashed and then the linens added to other laundry for a second wash. Laundry personnel should wear protective gloves and gowns while handling prewashed material.
Empty Containers

1. Containers that held P-listed or U-listed acutely hazardous pharmaceuticals may be dangerous waste. An “empty” container may be considered solid waste. A container is “empty” when it meets all the following criteria:
a. All commonly used practices for emptying the type of container have been applied, and
b. The remaining waste is 3% or less of the capacity of the container, and
c. Containers from a pharmaceutical whose sole active ingredient is listed for “P” wastes have been triple-rinsed.
2. You must manage the following containers as dangerous acutely hazardous waste when:
a. Containers not meeting all the “empty” criteria listed above. 
b. Containers from chemotherapy agents. 
c. Unless you identify and segregate P-listed chemotherapy containers, all chemotherapy containers must be managed as dangerous waste. 

Other Methods: Reverse Distribution System <<Check with manufacturers, local, and state regulations>>

The following materials are eligible for reverse distribution:
1. Viable pharmaceuticals.

2. Waste controlled substances. Both viable and non-viable controlled substances can be sent to a Drug Enforcement Administration (DEA) licensed reverse distributor.
Storage
Point of Hazard Accumulation Area: the collection area, <<Medication Room>> where the point of generation of a hazardous waste. The following are the specifics to meet the EPA regulations of the storage area:
1. The <<Hazardous Materials Coordinator, Pharmacy Technician, or Facilities Manager>> must inspect and document (Attachment I) the inspection once a week.
2. The maximum capacity of containers in this area is 55 gallons of hazardous waste and/or 1 quart of acutely hazardous waste. 
3. The full containers should be labeled and dated. They must be removed from this area to the Main Storage Area within 3 days after being full. The label must state “Hazardous Waste” with the chemical(s) names of the contents.
4. The containers must be:
a. In good condition, no rust or damage.
b. Compatible with the waste inside, no potential leaks or punctures.
c. Closed at all times unless adding or removing waste.
Main Storage of Hazardous Waste: the storage area must meet EPA regulations to be considered the main storage area for hazardous waste. The following is the criteria for meeting the regulations:
1. It must have three signs on the storage area that indicate: “NO SMOKING”, “Danger-Unauthorized Personnel Keep Out” and “Hazardous Waste”.
2. It must be secured to prevent the unauthorized access.
3. It must have the following equipment:
a. An internal communication or alarm capable of providing immediate emergency instructions.
b. A telephone or other device, immediately available at all areas of operations capable of summoning emergency assistance.
c. A portable fire extinguisher, spill control equipment, and decontamination equipment.
d. An automatic sprinkler system.
e. Ideally, post the contingency plan for incidents that may occur and the phone number to contact for such events as fire, spill, or explosion. 
4. If Ignitable and Reactive wastes are stored, it must be 50 feet from the facilities property line.
5. The surface of the storage area must be without cracks, gaps and sufficiently impervious to contain leaks.
6. Each container stored in this area must be clearly labeled “Hazardous Waste” with the chemical(s) names of the contents and dated.
7. The containers must be:
a. In good condition, no rust or damage.
b. Compatible with the waste inside, no potential leaks or punctures.
c. Closed at all times.
d. Spaced so to provide sufficient aisle space to allow for the unobstructed movement of emergency equipment. 
8. Containers must be shipped out after accumulation after 180 days for SQG or 90 days for LQG. 
9. Containers must not:
a. Be handled in a manner, which may rupture the container or cause it to leak.
b. Be stored adjacent to an incompatible material or waste. 
10. The <<Hazardous Materials Coordinator, Pharmacy Technician, or Facilities Manager>> must inspect and document (Attachment I) the inspection once a week. 

Manifesting

The manifest only needs to reflect the weight of the hazardous waste, it does not need to include the weight of the containers. EPA recommends that when non-RCRA-empty containers (drums used for carrying P and U-listed waste) are manifested, the generator/transporter use Box 14 of the manifest (Special Handling Instructions and Additional Information} to indicate that although the total weight is included on the manifest, the weight of the containers was not included in determining its generator status
Training

The <<Hazardous Materials Coordinator, Safety Officer or Pharmacy Director>> will provide training for disposal of hazardous mediations and manifest training. The following times are for training for disposal of hazardous medications:
1. New Employee Orientation
2. Department Specific Orientation
3. Annual Refresher training

Manifest Training: <<While the trainer is required to provide training in specific areas to all hazmat employees, regulations do not require any particular curriculum, format, materials or even that the hazmat employees pass a test. The instructor is also not responsible for certifying the employee; this is the employer's responsibility--unless, of course, the employer and instructor are the same. In addition, the hazmat training instructor is not required to undergo any instructor training or certification. According to regulations, even self-training is allowable, provided the required content areas are covered. Regulations do not require instructors be certified, they do recommend that trainers be knowledgeable about hazmat training regulations as they pertain to the company; have experience as a hazmat employee; have the competency to develop and manage a training program and the ability to keep up to date on regulation changes>>.
The individuals that will be signing the manifest for the disposal of hazardous medications will be trained. The training standard (49 CFR 172, Subpart H—Training) contains five elements:
1. General awareness, 
2. Safety training- 

a. Emergency response information, 
b. Measures to protect the employee from the hazards associated with hazardous materials to which they may be exposed in the workplace, including specific measures the hazmat employer has implemented to protect employees from exposure; and
c. Methods and procedures for avoiding accidents, such as the proper procedures for handling packages containing hazardous materials,
3. Security awareness- security risks associated with hazardous materials transportation and methods designed to enhance transportation security. This training must also include a component covering how to recognize and respond to possible security threats, and 
4. Function-specific training (classification, naming, packaging, marking, labeling, placarding, paperwork, and all other applicable transport regulations) are required for all hazmat employees
5. In-depth security training is the 5th element but not required for hospital operations and waste disposal. 

Manifest Training time frames:

1. Initial and recurrent training-(1) Initial training. A new hazmat employee, or a hazmat employee who changes job functions may perform those functions prior to the completion of training provided:
a. The employee performs those functions under the direct supervision of a properly trained and knowledgeable hazmat employee; and
b. The training is completed within 90 days after employment or a change in job function.
2. Recurrent training. A hazmat employee must receive the training required by this subpart at least once every three years

Recordkeeping. A record of current manifest training, inclusive of the preceding three years, in accordance with this section shall be created and retained by each hazmat employer for as long as that employee is employed by that employer as a hazmat employee and for 90 days thereafter. The record shall include:
a. The hazmat employee's name;
b. The most recent training completion date of the hazmat employee's training;
c. A description, copy, or the location of the training materials used to meet the requirements in paragraph (a) of this section;
d. The name and address of the person providing the training; and
e. Certification that the hazmat employee has been trained and tested, as required.

Reference Materials:

EPA 40 CFR 261 RCRA
http://www.cdc.gov/niosh/docs/2004-165/#sum 
http://www.osha.gov/SLTC/hazardousdrugs/index.html#etools 
www.epa.gov 

ATTACHMENTS:

Attachment I- Weekly Inspections of Storage Areas for Hazardous Waste (HM-EC.02.02.01EP8) Accumulation Area Inspection and Main Storage Inspection each in a tab
Attachment II- Hazardous Drugs to Pharmacy Personnel (HM-EC.02.02.01EP8)
Attachment III- Listed Hazardous Medications and other RCRA hazardous waste (HM-EC.02.02.01EP8) Waste Segregation and Disposal Chart in another tab
Attachment IV- Generator Calculations (HM-EC.02.02.01EP8)
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