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Subject
A briefing on fees for the Secure Medicine Return program.
Summary
In June 2013, the King County Board of Health passed Rule & Regulation 13 -03 creating BOH Chapter 11.05 requiring the safe collection and disposal of unwanted drugs from residential sources through producer provided and funded product stewardship plans.  Attachment 1, Overview of King County Secure Medicine Return Rule & Regulation, summarizes the regulations.  Before these Regulations can be fully implemented, the Board of Health must decide on appropriate fees that will be charged to a producer or producers participating in a stewardship plan to recover Local Hazardous Waste Management Program (LHWMP) costs for plan review and oversight. Section 11.50.160(D) of the King County Board of Health Code states that “As soon as practicable, the director shall propose to the Board of Health a schedule of fees to be adopted by rule and charged to a producer or group of producers to cover costs of administering and enforcing this chapter. Fees shall be calculated to recover actual costs.” 

The purpose of this staff report is to propose a fee schedule for the Board of Health’s consideration and summarize the policy questions and fee assumptions reviewed by staff in consultation with the members of the Secure Medicine Return subcommittee and the LHWMP Management Coordinating Committee (MCC). 

Policy Questions and Recommendations
Board of Health and MCC members advising the implementation process provided direction on the following policy questions: 

1. Environmental Health rate consistency. The methodology for calculating the Environmental Health standard hourly rate is distinctly different from LHWMP’s cost recovery methodology. Where LHWMP uses an annual actual cost recovery model, Environmental Health has used an amortization method to normalize cost fluctuations over multiple years.[footnoteRef:1] Policy direction was provided to develop proposed Secure Medicine Return fees based on the current LHWMP methodology. [1:  Public Health’s Environmental Health Division is currently in the process of developing a revised rate structure.] 


2. Level of effort and determining total vs. hourly fees. Tasks and effort for plan review, annual operational oversight, and review of substantial changes are reasonably predictable, while other fees are conditional (may or may not happen) and depend on the quality of the plan submitted and stewardship organization performance. This includes fees for plan resubmittal, agency plan development, petition for alternative disposal methodology, and enforcement activities. In response to direction from Subcommittee members, staff recommend that plan review and annual operating fees are based on costs for total estimated effort, while “conditional” fees are based on an hourly rate.

3. Defining “actual cost”. Actual costs should include all direct and overhead costs associated with fee activities, including proportional distribution of central LHWMP program costs (i.e., costs for approximately 5.0 FTE of central program staff in the Office of the Program Director). 

4. Managing differences between estimated and actual costs. Based on direction from Subcommittee members, differences between fees and actual costs should be managed as follows:

a. Plan Review. Where actual costs are lower than the fee, the difference will be credited to the first year’s operating fee. Where actual costs are higher, the stewardship plan operator will pay the approved hourly fee for all hours necessary to complete the plan review. 
b. Annual Operations and Hourly Fees.  Fees will be reviewed and updated every three years, with actual cost and effort data from the previous three years being used as the basis for fee revisions. 
c. “Conditional” Fees. Conditional fees charged after costs are incurred will not result in differences between effort and actual cost.

5. Fee cap. All costs related to each fee activity should be fully recovered, and a fee cap should not be established. 

6. Standard hourly rate. In response to policy direction from Subcommittee members to establish an hourly fee for conditional oversight activities and recover actual costs that may exceed fees charged for plan review and annual operations, staff developed a standard hourly rate. The fee is based on a weighted average of projected Secure Medicine Return staff assignments within two LHWMP implementing departments: Public Health’s Environmental Health Division and King County Department of Natural Resources and Parks, Water and Land Resources Division (DNRP/WLRD). 

7. Tracking actual expenses and fee review. Actual costs will be tracked by establishing a unique project and task coding in the County’s financial system and tracking all fee activities in that system. The Director will provide fiscal reports including recommendations for any adjustments necessary to reflect actual costs as part of the Secure Medicine Return annual report to the Board of Health (BOH 11.50.150.C). The Board of Health will review and as necessary, revise the fee schedule every three years or sooner if it is determined that significant differences exist between expenses and revenues.

8. Annual Adjustments for Possible Cost Inflation. Subcommittee members provided direction that published fees should increase by five percent (5%) per year to account for inflation and unanticipated costs. The level of actual increase would be managed as an administrative process subject to an annual review of actual costs. If costs in subsequent years increase by less than 5%, or costs decrease, the Director would have the administrative authority to make adjustments to align fees with actual costs. This could be adopted consistent with BOH Code Section 2.06.008(A), which states, “The board directs that the fees established in BOH Title 2 for issuing or renewing licenses or permits or for such other services shall be reviewed by the director of the Seattle-King County Department of Public Health annually to determine, based on and consistent with the annual budget adopted by the King County Council, whether the cost of providing services will increase by less than five percent of the cost of providing services during the current year. If the director determines that the cost of providing services will increase by less than five percent of the cost of providing services during the current year, the director shall reduce fees from the levels established in BOH Title 2 so that the fees for services shall not exceed the actual cost of providing the services.”   

SUMMARY OF FEE ASSUMPTIONS AND PROPOSAL

The following assumptions guided development of the recommended fees listed in Table 1 below:

· Based on projected Secure Medicine Return staff assignments and level of effort within two LHWMP implementing departments (Public Health EH and DNRP/WLRD).
· Calculates an hourly weighted average cost based on the division of labor between specific staff assignments and the departments where those staff are located.
· Accounts for slightly different Public Health and DNRP/WLRD overhead rates.
· Projects that 2015 will be the earliest time that fees will be charged, and that 2015 costs will be 5% above 2014.
· Provides a mechanism to increase fees by 5% per year to account for inflation and unexpected project costs, with a proviso that the Director will adjust fees to a lesser amount as necessary to reflect actual costs;
· Provide a mechanism to charge for additional hours for plan review and annual operations when effort exceeds estimates.
· Assumes that plan review and annual operations fees are paid in advance, and that conditional fees are paid after costs are incurred.
· All fees use the same hourly rate for computing costs. With the exception of fees for review of substantial changes, fees paid in advance are rounded down to the nearest $250, and hourly fees and fees for review of substantial changes are rounded down to the nearest dollar.
 


Table 1:  Proposed Fees and Workload Estimates

	Fee Type
	Effort Estimate
	Proposed Fee

	
	
	2015
	2016
	2017

	Plan review and annual operations (charged to each plan operator)
	
	

	Plan review (one-time)[footnoteRef:2] [2:  Total fee paid in advance by the stewardship plan operator for plan review, regardless of the number of producers participating in that plan (BOH 11.50.120).] 

	137 hrs.
	$15,750
	$16,500
	$17,500

	Annual operations[footnoteRef:3] [3:  Annual operations fee, paid in advance, for Director to assure that stewardship organization is operating in compliance with approved plan (BOH 11.50.160).] 

	259 hrs.
	$30,000
	$31,500
	$33,000

	Review of substantial changes[footnoteRef:4] [4:  Plan operators must receive prior approval from the Director for substantial changes in plan operations (BOH 11.50.130)] 

	4 hrs.
	$464
	$488
	$512

	Hourly fee[footnoteRef:5] [5:  Fees for any actual costs above what is collected through initial plan review and annual operations fees.] 

	n/a
	$116/hr.
	$122/hr.
	$128/hr.

	“Conditional” fees (charged to each plan operator)
	
	
	
	
	

	Plan resubmittal[footnoteRef:6] [6:  Actual cost for agency time to review plan resubmittal when initial plan not approved (BOH 11.50.120.D.). ] 

	n/a
	$116/hr.
	$122/hr.
	$128/hr.

	Agency plan development, if resubmittal not approved[footnoteRef:7] [7:  If a revised stewardship plan is rejected, the Director is authorized to develop and impose changes to some or all components of the proposed plan (BOH 11.50.120.E.2.).] 

	
	
	
	

	Request to use alternative disposal methodology[footnoteRef:8] [8:  Stewardship plan operators may petition the Director to use an alternative to hazardous waste disposal, when the proposed method provides equivalent or superior environmental and human health protection (BOH 11.50.080.B. & C.). ] 

	
	
	
	

	Enforcement for non-compliant stewardship plans
	
	
	
	

	“Conditional” fees (charged to producers not participating in a plan)
	
	

	Enforcement for non-compliant producers
	n/a
	$116/hr.
	$122/hr.
	$128/hr.




Secure Medicine Return Program Implementation Activities

1. Notification to drug producers. Notification letters to drug producers on the requirements of regulations were sent in November, 2013 to drug manufacturers identified by drug wholesalers who sell covered drugs in or into King County.   

2. Notification from industry trade associations. Notification letters were received from four trade associations (PhRMA, BIO, CHPA, GPhA) in December, 2013 stating they advised member companies that providing King County with the requested information would be premature due to the pendency of the litigation.  

3. Notice of intent to participate in a stewardship plan. As of this date, a total of 143 drug producers have provided their intent to participate in a stewardship plan and include trade association member and non-member companies.  

4. Drug producers who did not provide their notice of intent. Drug producers who received the initial notification and have not responded with their notice of intent received a second notification regarding the requirements under the regulations in February, 2014. 
 
5. Newly identified drug manufacturers. Additional drug manufacturers continue to be identified and will receive a notification regarding requirements of the regulations.
   
6. Interested product stewardship organizations. Several organizations are interested in becoming the stewardship organization and plan operator for drug producers and are actively working on plan development.

7. Extension of Implementation Deadlines. Deadlines for producers to notify King County of the selected stewardship organization (March 20, 2014), and submittal of a stewardship plan (June 20, 2014) have been extended.  The extension of deadlines is a result of an agreement in a lawsuit challenging King County’s regulations.  The lawsuit filed by the Pharmaceutical Research and Manufacturers of America, Generic Pharmaceutical Association, Biotechnology Industry Organization, and Consumer Healthcare Products Association, is similar to a separate lawsuit already underway against Alameda County, California.  The Alameda County lawsuit is currently under review by the federal Ninth Circuit Court of Appeals, and the Ninth Circuit decision is likely to affect the King County lawsuit.  King County agreed, therefore, to extend the March 20, 2014, and June 20, 2014, deadlines until after the Ninth Circuit decision. 
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