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Medical Test Site Cost Drivers 
The Department of Health (department) licenses and  

regulates medical test sites in Washington State under chapter 

70.42 RCW. The program ended the 2017‐19 biennium with a 

fund balance of $882,000. However, revenue is not sufficient to 

maintain a positive fund balance throughout the biennium’s two‐

year licensing cycle, resulting in a significant negative fund  

balance mid‐cycle. We project the fund balance to decrease  

to ‐$276,000 by June 2025. 

State law requires fees to fully fund the work of licensing and  

regulating health care facilities (RCW 70.42.090 and 43.70.250). 

In light of the program’s financial forecast, the program requires 

a fee increase to bring revenue into alignment with the cost of 

regulating medical test sites. This document summarizes data on 

revenue and cost drivers for the licensing program, the financial 

forecast, and the proposed fees. 
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Revenue  
The medical test site program currently licenses 4,187 test 

sites in Washington. There are four license categories:  

Categorized, Accredited, Certificate of Waiver and Provider 

Performed Microscopic Procedures. In 2019, there were 

183 Accredited licenses, 542 Categorized licenses, 2,723  

Certificate of Waiver licenses, and 739 Provider Performed 

Microscopic Procedures Licenses (PPMP). The annual 

growth rate of all licensees is 1.2%. The program assesses 

licensing fees on a two‐year cycle (WAC 246‐338‐990) and 

prorates fees for any new test sites licensed prior to the  

renewal period. The majority of revenue is collected in the 

second year of the biennium.  

The Categorized and Accredited license fee schedules align with 

the federal Clinical Laboratory Improvement Amendments (CLIA) 

fee categories and have a ered schedule of rates set by the  

department based on the number of annual tests. The Cer ficate 

of Waiver and PPMP license fees are set at a biennial rate of $150 

and $200 respec vely. The department has not increased fees to 

cover costs of licensing and regula ng the medical test site  

program since 2002. 

Revenue for the program has grown at an average rate of 3.6% over the last four biennia. Revenue 

growth was par cularly rapid over the 2015‐17 biennium (11.4%) due to the addi on of plasma lab 

regula on. This expansion in program regula on occurred due to a change of interpreta on by 

CMS. Revenue growth in the subsequent biennium returned to around 1%, similar to the typical  

prior growth rate. The department projects revenue growth will be approximately 1.5% per year in 

the future. 

Categorized license 
Regulated labs subject to inspec on by 
Washington State Department of Health. 

Accredited license 
Regulated labs inspected by a Center for 
Medicare and Medicaid (CMS) approved 
accredi ng body. 

Cer ficate of waiver  
Granted to labs that only perform tests 
on the FDA approved waived test list 
(RCW 70.42.030). 

PPMP 
Moderate complexity tests  
(WAC 246‐338‐020(2)) when performed 
in conjunc on with a pa ent’s visit by a 
licensed  

CLIA  
The federal regula on  
administered by CMS that 
sets requirements for all  
laboratories in the United 
States that test human  
samples for diagnosis and 
treatment. 

https://app.leg.wa.gov/RCW/default.aspx?cite=70.42&full=true#70.42.030
https://app.leg.wa.gov/wac/default.aspx?cite=246-338-990
https://app.leg.wa.gov/wac/default.aspx?cite=246-338-020


Expenditures 
The cost to license and regulate medical test sites has  

increased over the past four biennia at a rate of 4.6%. The  

primary costs are inspections, investigations, and the CLIA  

exemption fee. As shown in the chart below, these activities 

account for 79% of the cost. Other costs include licensing,  

enforcement, operations, and indirects. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

The table below shows expenditures for each cost category over the past four years.  

 
 
 
 
 
 
 
 
 
 
 
 

*From fiscal year 2016 to 2017, opera onal costs decreased significantly due to a decrease in employee hours  
charged to the program following departmental personnel reorganiza on.  
 

 
Excluding the CLIA exemp on fee, labor is the largest expense for the program, comprising 62% of total 
program costs in fiscal year 2019. Between fiscal year 2012 and 2020, the cost of employing a laboratory 
inspector rose 11%. The general cost of labor has risen consistently each year due to cost‐of‐living  
increases and a steady rise in the cost of employer‐paid benefits.  

Medical Test Site Program Spending by Category 

Cost Categories 2016 2017 2018 2019 

CLIA Exemption Fee  $463,811  $491,432  $476,905  $478,626 

Inspections & Investigations  $532,285  $524,486  $514,196  $565,507 

Operations*  $57,021  $6,430  $3,851  $3,536 

Enforcement  $8,790  $17,509  $5,703  $5,177 

Indirect Costs  $165,100  $157,823  $164,548  $170,894 

Licensing $58,770  $60,263  $88,222  $95,466 

Total  $1,285,777  $1,257,943  $1,253,426  $1,319,206 

The department pays an annual fee for  

exemp on from federal CLIA regula on. 

This exemp on gives the state the authority 

and responsibility of inspec ng Washington 

medical test sites and enables the  

department to waive federal CLIA fees for 

Washington medical test site licensees.  



Financial Outlook 
The department forecasts medical test site fee revenue to remain rela vely flat at 1.5% annual growth, 

while expenditures to rise 3% per year. Expenditures will exceed revenue by 2021. The fund balance will  

con nue to decline as expenditure growth outpaces revenues.  

To keep expenditures within available revenue, the department held a surveyor posi on vacant since  

October 2016 following a re rement. Since then, the department has not been able to fulfill all program 

requirements in a mely manner, including onsite technical assistance visits and ini al surveys for newly 

licensed test sites. In projec ons of future expenditures, the department assumes this vacant posi on is 

filled and accounted for the program’s share of the cost of a replacement licensing system. 

 

Fund balance and Cash Flow 

In addi on to a declining fund balance over me, the program’s two‐year licensing cycle results in a  

significant nega ve fund balance mid‐cycle. For example, at the end of the 2023‐2025 biennium the  

department predicts the fund balance will diminish to ‐$276,000. However, in the year prior, the fund  

balance will drop to ‐$1,300,000 as minimal revenue is collected in even years. The current fund balance is 

inadequate to cover fluctua ons in cash flow and mi gate impacts of any large unforeseen financial 

changes.  

 

 



Fund reserve 

The Office of Financial Management requires agencies to maintain 

a reasonable working capital reserve in state accounts to cover 

fluctuations in cash flow, which is typically two months of  

expenditures. The cash reserve should be sufficient to ensure the 

account does not end the year with a negative fund balance. 

In the case of the medical test site fund, two months of  

expenditures is insufficient to offset the negative fund balance in 

even years of the two‐year licensing cycle. To account for this, the 

department set the desired reserve level at 17% of biennial costs, 

or $503,000, which is four months of expenditures. 

 

Based on current projections, the medial test site account will fail to maintain recommended working  

capital reserves by the end of the biennium. By June 2025, the department forecasts the fund balance to 

fall below the recommended reserve level by $816,000. Therefore, the department concludes that current 

fees are not sufficient to sustain the cost of operating the program. 

In the 2013‐15 biennium, the  
legislature redirected $2.35 million 
from the dedicated medical test site 
licensure account to pay for public 
health laboratory services that were 
historically funded through state  
general funds. This reduced the fund 
balance from $2.94 million to 
$627,100 at the close of the  
biennium. 



Fee Proposal 
To address the rising costs of the medical test site program, address the negative cash flow, and build the 

recommended reserve, the department proposes raising medical test site licensing and renewal fees by 

25% across all license categories effective October 31, 2020 . Under the proposal, the Certificate of  

Waiver fee will rise from $150 to $190. The Provider Performed Microscopic Procedure fee will rise from 

$200 to $250. The remaining proposed fees are listed in the table below. 
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Table of Current and Proposed Medical Test Site Licensing Fees 

Fee Category Number of Tests and Specialties 

Current  

Accredited 

License Fees 

Proposed 

Accredited 

License Fees 

Current  

Categorized 

License Fees 

Proposed 

Categorized 

License Fees 

Low Volume 1‐2,000 $165 $210 $450 $560 

Category A 2,001 ‐10,000 (with <4 special es) $211 $260 $1,364 $1,710 

Category B 2,001 ‐10,000 (with 4+ special es) $231 $290 $1,769 $2,210 

Category C 10,001‐25,000 (with<4 special es) $531 $660 $2,454 $3,070 

Category D 10,001‐25,000 (with 4+ special es) $559 $700 $2,818 $3,520 

Category E 25,001‐50,000 $787 $980 $3,382 $4,230 

Category F 50,001‐75,000 $1,254 $1,570 $4,187 $5,230 

Category G 75,001‐100,000 $1,722 $2,150 $4,991 $6,240 

Category H 100,001‐500,000 $2,227 $2,780 $5,835 $7,290 

Category I 500,001‐1,000,000 $6,428 $8,040 $10,369 $12,960 

Category J 1,000,001 or more $8,168 $10,210 $12,443 $15,550 



Fee Proposal, continued 
The fee amounts shown on the last page are what the department has determined are necessary to fund 
current and future program opera ons in accordance with RCW 43.70.250 and the department’s six‐year 
fee recovery policy. The chart below shows the projected revenue, expenditures, and fund balance with a 
25% fee increase. With the fee increase, revenue will cover program expenditures for the next several 
years and build the necessary financial reserve.   

 
The department will monitor the finances for the program over the next six years and propose fee  
adjustments as needed.  
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