



Oregon Pharmaceutical Drug Take Back Program Options

With Cost Estimates

The State of Oregon has options when it develops a long-term pharmaceutical drug return system. In developing the cost analyses these options were based on other efforts both in and outside the United States. These include, but are not limited to, the British Columbia Medications Return Program, the East Bay Safe Medicine Disposal Days, state of Washington’s PH:ARM program, Clark County Washington’s Unwanted Medications Take Back Program, and the State of Maine’s proposed mail back program. 

MODEL PROGRAMS

British Columbia Medications Return Program 

In the 2005 calendar year the British Columbia (BC) Program collected 39,710 pounds
, or over 19.9 tons of pharmaceutical waste. The BC program is not required to separate controlled pharmaceuticals from non-controlled. Based off case studies in the United States, which found an average of 9% of collected waste was listed as controlled substances, about 3,574 pounds (1.8 tons) collected may have been controlled pharmaceuticals. The program had 844 participating pharmacies located in 131 cities where residents retuned unused and expired medication. The pharmacists removes the medication from its packaging (except liquids) and the medication is stored in a 20-liter (about 5-gallons) container (bucket) behind the counter. When the containers were filled, the pharmacy called the disposal vendor to arrange collection and transport to a secure warehouse. The containers are catalogued and held at the warehouse until a load is adequate for trucking to the disposal site, which is an incinerator. During 2005 1,430 containers were collected; an average of 1.7 containers from each pharmacy.  With the average weight of the containers at 28 pounds (12 kg), each facility collected an average of 46 pounds annually; of which about 4.3 pounds may have been considered controlled in the US.  The annual cost of the BC program in 2005 was $190,935.00 (US Dollar)
. This equates to a cost of $4.81 per pound. The program is funded by the Post Consumer Pharmaceutical Stewardship Association (industry association). 

East Bay Area Safe Medicine Disposal Days
Many of the East Bay’s Household Hazardous Waste programs have historically accepted pharmaceuticals at their drop off points, but most were forced to cease due to concerns around controlled substances and funding. To deal with the emerging problem of waste pharmaceuticals, the East Bay Municipal Utility District (EBMUD) wastewater treatment agencies collectively held 38 collection events outside local Walgreens pharmacies throughout the region from May 13-21, 2006. The goals of the events were to educate the public, to collect medication and to conduct Drug Enforcement Agency (DEA) “by the book” events. Prior to the events EBMUD conducted extensive advertising, including radio and print media, flyers, direct mailing, a dedicated website and a regional phone line. During the events pharmacists segregated controlled substances from the non-controlled with police slated to be at the events to handle and remove the controlled substances.  The events brought in about 1,500 people with each participant disposing on average of two pounds.  The 38 events collected a total of 3,685 pounds of pharmaceuticals, with 9% of the total collected controlled drugs. 

Over the course of the three days each participant filled out a survey. The results are as follows:

· Previous disposal method:

· 45% garbage

· 28% toilet

· 74% stored medicine more than 1 year

· Demographics

· 70% women

· 57%  > 61 years of age

· Outreach outcomes

· 35% newspaper ads

· 22% flyers

· 13% water bill insert

The events turned out to be costly, primarily due to the structure required to deal with the controlled drugs. In all, the events required almost 2,000 hours of staff time from 19 agencies; the equivalent to one full time employee for a year. The two biggest costs were advertising and pharmacists. Police involvement turned out to be difficult to obtain. Yet, they found the demand for a disposal program high. 

Clark County Washington’s Unwanted Medications Take Back program 

The Clark County Public Works - Recycling and Solid Waste Program administers the program and addresses residents’ needs to dispose of both controlled and uncontrolled pharmaceuticals.  Information about funding was not available.

Residents have the option of dropping off non-controlled pharmaceuticals to one of 25 participating pharmacies
, household hazardous waste collection events, or the Central Transfer Station.  The pharmacies either ship the pharmaceuticals via FedEx to the Household Hazardous Waste vendor (Philip Service Corp) or has the vendor pick it up.  In addition to the general public, veterinarians, medical examiners and school districts use the program. 

For donations, the Free Clinic of Southwest Washington accepts unopened pharmaceuticals in its original packaging.  It won’t accept birth control pills, mental health medications, controlled substances or out of date medications. 

Residents can take their controlled substances to four different law enforcement locations throughout the area. Each location has a drop off container similar to a postal box. The controlled substances are sealed in a plastic bag and placed into a locker until the Sheriff’s property officers pick them up and transport them to an incinerator for witnessed disposal.  Currently the Sheriff does not charge for the disposal costs.  

	Clark County Controlled Pharmaceuticals Program Results

	Time Period
	Participants
	Pounds Collected

	10/01/2003 - 12/31/2003
	2
	0.04

	2004 Calendar Year
	4
	2.33

	2005 Calendar Year
	152
	7.24

	1/1/2006 - 10/31/2006
	182
	23.08


In the future, Clark County program managers plan to track quantities of collected non-controlled substances, and work with other law enforcement agencies to establish additional controlled substances collection sites. 

Pharmaceuticals from Households: A Return Mechanism (PH:ARM) 
Washington’s PH:ARM pilot program is a stakeholder venture with participants from State Department of Ecology, Board of Pharmacy, King County hazardous waste management, King County Public Health, King County Department of Natural Resources and Parks, Northwest Product Stewardship Council, Snohomish County Solid Waste Management Division, Washington State Department of Social and Health Services, Aging and Disability Services, Washington Citizens for Resource Conservation , Pacific Northwest Pollution Prevention Resource Center (PPRC), Bartell Drugs, and Group Health Cooperative. 

The goal of the project is to make disposal as easy as it is to buy the product, and to keep drugs out of the environment.  They hope to make it convenient to collect a large volume of pharmaceuticals, and to keep it sustainable and inexpensive to run.  The program will eventually be under the operational control of the Washington State Board of Pharmacy.  The project is modeled after the British Columbia program.   

Until it can receive a pilot waiver/exception/exemption from the federal Drug Enforcement Agency to include controlled substances, the program will only accept non-controlled substances. The program consists of a secured metal drop box located within participating pharmacies where consumers can dispose their non-controlled pharmaceuticals. The containers, which cost about $600 each, are locked, tamper proof and require two keys for access. Inside a 5-gallon plastic pail is visible through a window. When full, the pail is removed, sealed and shipped back to a pharmaceutical wholesaler’s warehouse. From the warehouse, a vendor ships the medication to an incinerator. A manifest system provides accountability and tracks the drugs through a written chain of control document.  

As of November 1, 2006 there were seven pharmacies with a PH:ARM container. An additional 18 locations were to be phased in though January 2007. Another 58 pharmacy locations are anticipated by the end of 2007. The proposed fully implemented program would consist of 1,301 pharmacies, 900 nursing homes, and 1,361 small animal veterinary clinics; all of which would take in an estimated 91,000 pounds of unwanted drugs annually.  

Once installed, the estimated cost of the full program is about $400,000 annually, or $4.40 per pound, of unwanted drugs.  Cost breakdown includes:

· Transportation and disposal by a hazardous waste vendor at  $2.20 a pound. 

· $8 per inner plastic container (bucket).

· Two to three full time employees over several agencies. 

The pilot PH:ARM program, slated to run from 2006 though 2008, is funded with the support of the Russell Family Foundation, the Public Information and Education fund of the Puget Sound Action Team, Snohomish County Solid Waste Management Division, Seattle Public Utilities, Group Health Cooperative, and the Bartell Drug Company. Proposed financing for a state-wide system is expected to come from a stewardship model with financing from pharmaceutical manufacturers.

State of Maine

The State of Maine is the first state in the United States to pass legislation for the management of unused or expired pharmaceuticals. In 2003, Maine passed Public Law 2003, Chapter 679 which created the Unused Pharmaceutical Disposal Program with the purpose to ensure the safe, effective and proper disposal of unused or expired prescriptions. The Maine Drug Enforcement Agency (MDEA) will administer the program. 

The Maine Drug Return Implementation Group was created to develop and implement the program. In March 2005 the Group finished its work and communicated recommendations, including:
· Voluntary turn in events should be conducted by municipalities, community service organizations and law enforcement agencies.  Funding for events should come from pharmaceutical manufacturers.

· Due to the state’s rural nature, a mail-in program should be created with pre-paid envelopes readily available at pharmacies, hospitals, clinics, and law enforcement.  Mailings, to include both controlled and uncontrolled pharmaceuticals, should go directly to the MDEA. Funding should come from pharmaceutical manufacturers.

· The Maine Legislature should consider legislation to establish a donation program for unneeded pharmaceuticals. 

· The MDEA should support an amendment to federal regulations to allow citizens and law enforcement effective methods for disposal of pharmaceutical controlled substances.

The Maine program was slated to be operational by July 2006, but was delayed due to the lack of funding. 

OREGON PROGRAM OPTIONS

As of July 1, 2006 the state of Oregon population was 3,690,505
; 69%
 of which live within 241 incorporated cities or towns. Since Oregon’s population is similar to the population served in the British Columbia pharmaceutical return program, the assumption is that Oregon will return roughly 150% of the BC program of unwanted drugs, 59,565 pounds, with 5,361 pounds of this controlled. Due to an accumulation of pharmaceuticals in individual homes, the first years may experience a spike in returns. 

Whichever program Oregon chooses, that program will require oversight and management by the State. This could be a single state agency or a collaborative effort by multiple agencies. Potential agencies include, Oregon Poison Control, Oregon Department of Environmental Quality, Oregon Division of Public Health, Oregon Sate Policy, and or the Oregon State Board of Pharmacy. 

Option 1: Installed Program – No Mailer

The “installed” program would be permanent, state wide and modeled off the efforts of British Columbia, Clark County, and PH:ARM. The program would consist of an estimated 475
 permanent return centers located at pharmacies throughout the state where residents/consumers would drop off their non-controlled pharmaceuticals with the pharmacists. The pharmacists would place the pharmaceuticals in a 5 or 20-gallon Department of Transportation (DOT) approved container behind the counter. Pick up and disposal costs for a 20-gallon container is estimated to be about $150 each trip
 (includes cost of the container), compared to a 5-gallon container at an estimated $110
. Due to the excessive packaging of medication, use of a 20-gallon container may be the most cost effective, as it will require less pickup and disposal by a hazardous waste contractor.  If a resident/consumer brought in controlled substances the pharmacists would use a pre-printed flyer to direct them to a drop box located at a law enforcement office.  Based off the current population, there should be an estimated 210
 local law enforcement drop off boxes. 

There two main concerns regarding this option: One, there’s a possibility residents may bring in stockpiles of residue pharmaceuticals, which would require the pharmacist’s time to sort. Second, residents/customers may be unwilling to make the extra effort to take their controlled substance to a law enforcement drop box. Instead, they may try to leave the controlled drugs at the pharmacy counter, take it home and stockpile it again, flush down the toilet, or throw it in the trash outside the pharmacy. If disposal in a pharmacy’s trash were to become a pattern, it is possible drug addicts may “lay and wait” outside pharmacies for possible controlled drugs.

	Option 1 Estimated program costs: Installed Program – No Mailer 

	Item
	Cost Year 1
	Cost Ongoing Years

	Supplies
	
	 

	1,550 20-gal DOT approved pails at $25 each. Assume 30 pounds in bucket 
	$38,750 
	$38,750 

	Flyers: 250 per location at $0.05
	 $5,938 
	 $5,938 

	210 Secure metal drop off boxes ($500 each)
	 $105,000 
	N/A

	Drop off box cardboard insert boxes (1 each week at 210 locations at $1.00)
	 $10,920 
	 $10,920 

	Services
	
	 

	Transportation and disposal of uncontrolled 1,550                 20-gallon containers
	$193,750 
	$193,750 

	Disposal of 2.7 tons of controlled substances: $150 a ton
	 $405 
	 $405 

	Labor
	
	 

	2 full time employees ($125,000 year for NRS-4)
	 $250,000 
	 $250,000 

	Law Enforcement labor.  Assume 0.5 hour per pound of controlled at $100,000 annual wage
	 $128,640 
	 $128,640 

	Outreach/Communication
	
	 

	Estimated 
	 $60,000 
	 $20,000 

	Miscellaneous (per diem, mileage, photocopies, etc)
	 $10,000 
	 $10,000 

	 
	$803,403 
	$658,403 


Option 2: Installed Program with Mailer

An installed program with a mailer would be modeled off the proposed state of Maine and the PH:ARM programs. In this program each pharmacy would have a secured drop box in the pharmacy where customers could drop off their residual non-controlled pharmaceuticals. A sign on the box would direct customers to talk to the pharmacist if they’re unsure whether or not their pharmaceuticals were controlled substances. If they possessed controlled substances, the pharmacist would provide a pre-paid postage bubble envelope the customer could use to mail their controlled pharmaceutical to a law enforcement agency, such as the Oregon State Police. This process would ensure the customer keeps possession of the controlled substances until it reached a law enforcement agency, keeping the chain of control from owner to law enforcement, as required by the U.S. Controlled Substances Act. At no point would the pharmacy or pharmacists gain control of the controlled pharmaceutical.  

Concern with the program lies with the nature of the drug addict. Customers with controlled drugs may follow a pattern of dropping the envelope in the same postal service mailbox. If a drug addict were to realize the pattern, they may attempt to gain access to the mailbox from the postal carrier. Since the average participating pharmacy may only have about 11.3 pounds annually
 of controlled substances, this may not become a problem. 

Compared to the program without a mailer, this program provides greater ease to the pharmacy and resident/consumer.  

	Option 2: Estimated Program Costs: Installed Program with Mailer

	Item
	Cost Year 1 
	Cost Ongoing Years

	Supplies
	 
	 

	3,700 DOT approved pail (5 gal) $10 each at 475 locations
	 $37,000 
	 $37,000 

	4x8 bubble mailer envelopes (10,722) at $0.16 each
	 $1,716 
	 $1,716 

	Pre-paid shipping labels (10,722) at $0.10
	 $1,072 
	 $1,072 

	475 Secure metal drop off boxes ($600 each)
	 $285,000 
	 N/A 

	Mailing Directions for Controlled (10,722 at $0.05 each)
	 $536 
	 $536 

	Services
	 
	 

	Transportation and disposal of uncontrolled 3,700                 5-gallon containers (assume 15 pounds each)
	 $370,000 
	 $370,000 

	Disposal of 2.7 tons of controlled substances: $150 a ton
	 $405 
	 $405 

	Postage (7,000 mailers)
	 
	 

	Business Reply Mail Annual Permit Fee
	 $160 
	 $160 

	Annual Accounting Fee
	 $500 
	 $500 

	Per piece fee ($0.06)
	 $643 
	 $643 

	Parcel Postage ($3.15 per piece)
	 $33,774 
	 $33,774 

	Labor
	 
	 

	2 full time employees ($125,000 year for NRS-4)
	 $250,000 
	 $250,000 

	Law Enforcement labor - One Full Time Employee at $100,000 per year
	 $100,000 
	 $100,000 

	Outreach/Communication
	 $60,000 
	 $20,000 

	Miscellaneous (per diem, mileage, photocopies, etc)
	 $10,000 
	 $10,000 

	 
	 $1,150,806 
	 $825,806 


Option 3: Drop off all pharmaceuticals at local law enforcement

With this option resident/patient/consumers would drop off all their pharmaceuticals at local law enforcement drop boxes.  A drop box would be secured outside, where individuals could drive up and deposit pharmaceuticals, much like a mailbox. A drop box could also be provided inside the law enforcement offices. After separating the controlled drugs from the non-controlled, local law enforcement will handle and witness the destruction of the controlled substances, while the non-controlled will be shipped out for disposal by a private hazardous waste company. 

Benefit of such a program is the security associated with law enforcement. Concern lies with the availability of local law enforcement personnel, especially in economically depressed rural communities. 
	Option 3 Estimated Program Costs: Local Law Enforcement for all Pharmaceuticals

	Item
	Cost Year 1 
	Cost Ongoing Years

	Supplies
	 
	 

	210 Secure metal drop off boxes ($500 each)
	 $105,000 
	N/A

	Drop off box cardboard insert boxes (2 each week at 210 locations at $1.00)
	 $21,840 
	 $21,840 

	Services
	 
	 

	Transportation and disposal of uncontrolled at $350/55-fiber drum (2x per location)
	 $147,000 
	 $147,000 

	Disposal of 2.7 tons of controlled substances: $150 a ton
	 $405 
	 $405 

	Labor
	 
	 

	0.5 full time employees ($125,000 year for NRS-4)
	 $75,000 
	 $75,000 

	Law Enforcement labor. Assume 2 hour per week each location at annual rate of $100,000 
	 $1,048,320 
	 $1,048,320 

	Outreach/Communication
	 $60,000 
	 $20,000 

	Miscellaneous (per diem, mileage, photocopies, etc)
	 $10,000 
	 $10,000 

	 
	 $1,467,565 
	 $1,322,565 


Option 4: Oregon State Police Mailer
Modeled off the State of Maine program, this would involve residents/patients/consumers mailing their residual pharmaceuticals, controlled and non-controlled, directly to the Oregon State Police (OSP) for disposal. When a patient visits a pharmacy to pick up a subscription, the pharmacy desk will offer them a pre-paid postage bubble envelope to mail their residual pharmaceuticals directly to the OSP.  The envelope will contain mailing directions for the patient, in addition to an educational statement on the importance of proper disposal. After separating the controlled drugs from the non-controlled, OSP will handle and witness the destruction of the controlled substances, while the non-controlled will be shipped out for disposal by a private hazardous waste company. 
Benefits of this program are that it requires minimal time and resources of pharmacies, and it is easy and flexible for the residents/patients/customers, especially for those in rural communities. Additionally, this program would not require an exemption from the U.S. DEA. One challenge is reaching those residents/patients/consumers who receive their prescriptions through the mail.

	Option 4 Estimated Program Costs: Oregon State Police Mailer

	Item
	Cost Year 1 
	Cost Ongoing Years

	 
	 
	 

	Supplies
	 
	 

	119,000 4x8 bubble mailer envelopes at 0.16 each. Estimate 0.5 pounds per mailing.
	 $19,040 
	 $19,040 

	Pre-paid shipping labels (about $0.10 per envelope)
	 $11,900 
	 $11,900 

	Mailing Directions at $0.05 each
	 $5,950 
	 $5,950 

	Services
	 
	 

	Transportation and disposal of uncontrolled substances. 440 55-gal fiber drum with 100 pounds each at $350 each
	 $154,000 
	 $154,000 

	Disposal of 2.7 tons of controlled substances: $150 a ton
	 $405 
	 $405 

	Postage (80,000 mailers)
	 
	 

	Business Reply Mail Annual Permit Fee
	 $160 
	 $160 

	Annual Accounting Fee
	 $500 
	 $500 

	Per piece fee ($0.06)
	 $7,140 
	 $7,140 

	Parcel Postage ($3.15 per piece)
	 $374,850 
	 $374,850 

	Labor
	 
	 

	0.25 full time employees ($125,000 year for NRS-4)
	 $31,250 
	 $31,250 

	2 Full Time Law Enforcement Employees at $100,000 per year
	 $200,000 
	 $200,000 

	Outreach/Communication
	 $60,000 
	 $20,000 

	Miscellaneous (per diem, mileage, photocopies, etc)
	 $10,000 
	 $10,000 

	 
	 $875,195 
	 $835,195 


Option 5: Reverse Distributor Mailer
Similar to the Oregon State Police mailing option, the Reverse Distributor (RD) program would involve residents mailing their residual pharmaceuticals, controlled and non-controlled, directly to a U.S. DEA registered reverse distributor contracted by the state of Oregon. A RD is a private business that takes back pharmaceuticals from a business licensed to handle pharmaceuticals, such as a pharmacy or clinic.  The RD decides whether or not to send the returned pharmaceuticals back to the manufacturer for credit or for disposal.  

The term and category of “reverse distributor” was finalized in May 2005 with the amendment of Title 21 Code of Federal Regulations (CFR) CFR 1300.01 (b)(41).  The amendments established the regulatory standards under which reverse distributors may handle unwanted, unusable, or outdated controlled substances acquired from another DEA registrant. RDs must register, provide security, and maintain accurate records for all controlled substances in their possession. As of December 2006 there were 29 RDs registered with the U.S. DEA throughout the United States. No reverse distributors are located in Oregon. 

In this program option, when a patient visits a pharmacy to pick up a subscription the pharmacy desk will offer the person a pre-paid postage bubble envelope to mail their residual pharmaceuticals to a contracted RD. The RD would separate the controlled from the non-controlled drugs, complete the paperwork required by the U.S. DEA, then disposal of all pharmaceuticals. Since the pharmaceuticals left the control of a pharmacy, the RD would be prohibited from returning any pharmaceuticals collected from the program to the manufacturer for credit.  

The benefits of this program echo those of the direct mailing to the Oregon State Police. Unlike the OSP mailing, implementing the RD mailing program requires an exemption from the U.S. DEA, as well as creation of a U.S. DEA approved mailing form. After its Safe Medicine Disposal Days events, the East Bay Municipal Utility District (EBMUD) held a post-event conference with stakeholders, including the U.S. DEA. During this call the U.S. DEA stated they would allow a mail back program to a registered reverse distributor. 

	Option 5 Estimated Program Costs: Reverse Distributor Mailer

	Item
	Cost Year 1 
	Cost Ongoing Years

	Supplies
	 
	 

	119,000 4x8 bubble mailer envelopes at 0.16 each. Estimate 0.5 pounds per mailing.
	 $19,040 
	 $19,040 

	Pre-paid shipping labels (about $0.10 per envelope)
	 $11,900 
	 $11,900 

	Mailing Directions at $0.05 each
	 $5,950 
	 $5,950 

	Services
	 
	 

	Reverse Distributor costs at an estimated $10.00 per pound of controlled and uncontrolled drugs
	 $595,650 
	 $595,650 

	Postage (80,000 mailers)
	 
	 

	Business Reply Mail Annual Permit Fee
	 $160 
	 $160 

	Annual Accounting Fee
	 $500 
	 $500 

	Per piece fee ($0.06)
	 $7,140 
	 $7,140 

	Parcel Postage ($3.15 per piece)
	 $374,850 
	 $374,850 

	Labor
	 
	 

	Full time employees ($125,000 year for NRS-4).
	 $125,000 
	 $75,000 

	Outreach/Communication
	 $60,000 
	 $20,000 

	Miscellaneous (per diem, mileage, photocopies, etc)
	 $10,000 
	 $10,000 

	 
	 $1,210,190 
	 $1,120,190 


Summary of Program Option Cost Estimates

Below are two tables summarizing and comparing the costs of the five program options. The first table lists year one costs only, while the second lists ongoing years. It’s important to note that the first year’s costs are generally higher due to costs associated with a program start-up. 

	Year One Cost Estimates 

	 
	Option 1        Installed    No Mailer 
	Option 2 Installed w/ Mailer
	Option 3 Local Law Enforce.
	Option 4 OSP Mailer
	Option 5 Reverse Dist. Mailer

	Supplies
	 $160,608 
	 $325,324 
	 $126,840 
	 $36,890 
	 $36,890 

	Services
	 $194,155 
	 $370,405 
	 $147,405 
	 $154,405 
	 $595,650 

	Postage
	 NA 
	 $35,078 
	 NA 
	 $382,650 
	 $382,650 

	Labor
	 $378,640 
	 $350,000 
	 $1,123,320 
	 $231,250 
	 $125,000 

	Outreach
	 $60,000 
	 $60,000 
	 $60,000 
	 $60,000 
	 $60,000 

	Miscellaneous
	 $10,000 
	 $10,000 
	 $10,000 
	 $10,000 
	 $10,000 

	 
	 $803,403 
	 $1,150,806 
	 $1,467,565 
	 $875,195 
	 $1,210,190 

	 
	 
	 
	 
	 
	 

	Future Years Cost Estimates

	 
	Option 1        Installed    No Mailer 
	Option 2 Installed w/ Mailer
	Option 3 Local Law Enforce.
	Option 4 OSP Mailer
	Option 5 Reverse Dist. Mailer

	Supplies
	 $55,608 
	 $40,324 
	 $21,840 
	 $36,890 
	 $36,890 

	Services
	 $194,155 
	 $370,405 
	 $147,405 
	 $154,405 
	 $595,810 

	Postage
	 NA 
	 $35,078 
	 NA 
	 $382,650 
	 $382,650 

	Labor
	 $378,640 
	 $350,000 
	 $1,123,320 
	 $231,250 
	 $75,000 

	Outreach
	 $20,000 
	 $20,000 
	 $20,000 
	 $20,000 
	 $20,000 

	Miscellaneous
	 $10,000 
	 $10,000 
	 $10,000 
	 $10,000 
	 $10,000 

	 
	 $658,403 
	 $825,806 
	 $1,322,565 
	 $835,195 
	 $1,120,350 


REGULATORY CHALLENGES 

Like other states, a program in Oregon will need to address several issues, including regulatory requirements, in order to be successful.

Controlled Substances Act
Prescription medication fall under two categories, controlled and uncontrolled. Due to their abuse potential, controlled medications are regulated by the U.S. Drug Enforcement Agency (DEA), which enforces the Controlled Substances Act (CSA). These substances are drugs, or other substances, included in Schedule I, II, III, IV, or V of Title 21, Code of Federal Regulations (CFR), Sections 1308.11 to 1308.15.  Common controlled substances include: Xanax, OxyContin, Demerol, Ritalin, Abien, Valium and Vicodin. 

The goal of the CSA is to ensure there’s a closed distribution system so a controlled substance is at all times under legal control of a person registered, or specifically exempted by the DEA, until it reaches the ultimate user or is destroyed. The regulations require law enforcement officers to take possession of any controlled substances collected and to maintain possession of them at all times, including witnessing their destruction. Therefore, once a prescription is filled, only the person to whom it was prescribed can legally be in possession of the drug. Non-controlled substances are essentially those not listed in Title 21.  Additional information available at www.deadiversion.usdoj.gov or http://www.dea.gov/pubs/csa.html.
Resource Conservation and Recovery Act

The Resource Conservation and Recovery Act (RCRA) regulates the transportation, treatment and disposal of hazardous waste. Oregon Department of Environmental Quality (DEQ) regulates the RCRA program in Oregon. With the exception of hospitals, there are few RCRA barriers to a pharmaceutical take back program in Oregon. 

Hazardous waste fall into two categories: characteristic and listed wastes.  Pharmaceuticals are  ‘listed’ hazardous waste if they are listed on either the “P” or “U” lists of the RCRA regulations. To be regulated as a hazardous waste, the P-listed or U-listed ingredient must be the sole active ingredient.  For example, if barium concentrations in a waste were over 100 milligrams per liter (mg/l) or selenium concentrations over 1 mg/l, the waste would be regulated as a ‘characteristic’ waste.  

Residual pharmaceuticals collected in the four program options would not be considered “waste” by the resident/patient/consumer, but “household waste”.  Household waste is exempt under RCRA as ownership of the pharmaceutical would remain with the consumer.  Therefore the pharmacies, OSP, or reverse distributors would not take official possession of the pharmaceuticals, but only act as collection points.  The same applies for long term care facilities, as they are not in official possession of their resident’s pharmaceuticals. Hospitals, who often fall under the status of Small Quantity Generator (SQG)
, are not liable for their patient’s pharmaceuticals unless they mix a patient’s residual pharmaceuticals with the hospital waste. 

Mailing of Controlled Substances

According to the United States Postal Service (USPS) Domestic Mail Manual, controlled substances may be mailed only if the distribution of the controlled substances is lawfully under the federal Controlled Substances Act. The Controlled Substances Act does not prohibit the lawful owner of a prescription medication from mailing them to a law enforcement agency for destruction, and 21 CFR Sec 1307.21 allows any person in possession of controlled substances to transfer the drug to a person authorized to posses the drug, such as law enforcement. The USPS and Controlled Substances Act regulations manages the way controlled substances can be packaged and mailed. The controlled substances must be mailed in the original container, with the label intact, in a secure envelope or package that does not indicate the parcel contains a controlled substance. 

Oregon Administrative Rules: Oregon State Board of Pharmacy 

The Oregon State Board of Pharmacy (OSBP) regulates the practice of pharmacy and enforces laws pertaining to drug outlets, pharmacists and the sale of drugs within the state of Oregon. The majority of pharmacies in Oregon belong to a chain.  The OSBP will investigate drug diversion and violations of Oregon Administrative Rules (OAR) pertaining to the disposal of pharmaceuticals, including controlled substances. OAR 855-041-0080 directs pharmacies on returned drugs, and states that: 

(1) Pharmacists, pharmacies, pharmacy technicians, and certified pharmacy technicians may only accept the return of controlled substances upon receiving a waiver from the Board of Pharmacy.

(2) Pharmacists, pharmacies, pharmacy technicians, and certified pharmacy technicians may accept the return of drugs or devices as defined by ORS 689.005 once the drugs or devices have been removed from the pharmacy only if;

(a) The drugs or devices are accepted for destruction or disposal and;

(b) The drugs or devices were dispensed in error, were defective, adulterated, misbranded, dispensed beyond their expiration date, were unable to be delivered to the patient, or are subject of a drug or device recall; or

(c) After consultation, a pharmacist determines that, in the pharmacist's professional judgment, harm could result to the public or a patient if the drugs or devices were not accepted for return.

(3) Not withstanding section 2 of this rule, drugs or devices previously dispensed or distributed may be returned and re-dispensed or redistributed provided all the following conditions are met:

(a) The drug is in an unopened, tamper-evident unit;

(b) The drugs or devices have remained at all times in control of a person trained and knowledgeable in the storage and administration of drugs in long term care facilities or supervised living groups using the services of a consultant pharmacist;

(c) The drug or device has not been adulterated or misbranded and has been stored under conditions meeting United States Pharmacopeia standards.

(4) Upon written request, the Board may waive any of the requirements of this rule if a waiver will further public heath or safety or the health and safety of a patient. A waiver granted under this section shall only be effective when it is issued by the Board in writing.
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� British Columbia Medications Return Program 2005 Annual Report. Number converted from 18,012 kg. 


� Exchange rate of 0.8486 on January 9, 2007.


� List of participating pharmacies found at: <http://www.co.clark.wa.us/recycle/Publications/PartPharmacy.pdf>


� Population Research Center July 1, 2006 Certified Estimate


� Determined using state’s total population and population within cities and towns.


� Number based off number of pharmacies in each town/city. Assumes 75% pharmacy participation statewide. 


� Cost estimate provided by Philip Service Corp. on 12/15/2006. Actual cost may vary. 


� Cost estimate provided by Philip Service Corp. on 12/15/2006. Actual cost may vary.


� Number assumes one law enforcement drop box per 50,000 people. For example, a town with a population of 150,000 will have three. Towns with populations between 500 – 49,999 will have one box each.


� Number based off the estimated 475 of participating pharmacies, and estimated 3,574 pounds of controlled drugs returned a year. 


� The three generator status’ under RCRA are Conditionally Exempt, Small Quantity Generator, and Large Quantity Generator.
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