
Elizabeth Parent, MLS(ASCP)CG 
Medical Test Site Survey and Investigation Manager 

Waived Applications for Medical Test Sites in Washington



Washington State Department of Health | 2

• What is required
• Where do I find the Waived Medical Test Site application?
• How to get started
• Application
• What do I do after the application is submitted?
• Test menu changes – adding testing to an existing license
• Reporting rules

• Rule writing to align WAC with CMS-3401-IFC

• “Ready, Set, Test!” CDC Resource
• Information and how to contact us

Topics covered in this presentation



Washington State Department of Health | 3

For a Waived Medical Test Site, there are three requirements:

1. That the Medical Test Site is licensed to perform testing and 
only uses test kits that are deemed as waived by the FDA

2. That the Medical Test Site follows the test kit/manufacturers        
instructions for use (IFU’s) exactly

3. That the Medical Test Site reports positive and negative   
Covid-19 test results to the State and/or Local Health 
Jurisdiction where the patient resides 

What is required
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Lab Quality Assurance – Tools and Information

Where to find the application? Quick Tip: Google “WA LQA”
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How to get started: First, ensure testing is waived. 
Next, complete and submit the hard copy of the application with 

fee payment to the address on the upper left side of the form.
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Application
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• Site may begin Covid-19 testing after the application has been 
mailed with fee payment, you do not need your CLIA or 
Medical Test Site license number to start testing during the 
Public Health Emergency

• You will get an email with your Medical Test Site and CLIA 
Number in approximately 6 to 8 weeks 

• We will reach out if we need further information

After Application is Submitted
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• Medical Test Sites must notify us within 
30 days of any test menu changes using 
a test menu change form.

• Submit the test menu change form to 
our credentialing department at HSQA 
Facilities Credentialing 
hsqafc@doh.wa.gov

• The Test Menu Change Form can be 
found by Googling “WA LQA Test Menu 
Change” or at: 
https://www.doh.wa.gov/Portals/1/Docu
ments/Pubs/505088.pdf

• Questions can be sent to 
LQA@doh.wa.gov

Adding testing to an existing license 

mailto:hsqafc@doh.wa.gov
https://www.doh.wa.gov/Portals/1/Documents/Pubs/505088.pdf
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Addition of WAC 246-338-026(7) – Notification Requirements
During the public health emergency, as defined in 42 C.F.R. 
400.200, each medical test site that performs a test that is 
intended to detect SARS-CoV-2 or to diagnose a possible case of 
COVID-19 must report SARS-CoV-2 test results to the HHS in such 
form and manner, and at such timing and frequency, as the 
department may prescribe. For the purposes of this subsection, 
a "SARS-CoV-2 test" means any test that is intended to detect 
SARS-CoV-2 or diagnose a possible case of COVID-19.

This applies to all Medical Test Site certificate types. 

Emergency Rule
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Changes to WAC 246-338-020, Table 020-1 – Licensure

Emergency Rule continued

 LICENSE TYPE REQUIREMENTS INSPECTIONS 
  
Certificate of 
Waiver* 
 
 
  

 
• Restrict testing to tests classified as waived. 
 
• Follow manufacturers' instructions for performing the 
test. 
 
• Meet the requirements of WAC 246-338-020 
Licensure—Types of Medical Test Site Licenses; WAC 246-
338-022 Initial Application for Medical Test Site License; 
WAC 246-338-024 License Renewal/Reapplication 
Process; WAC 246-338-026 Notification Requirements; 
WAC 246-338-028 On-site Inspections. 

TYPE FREQUENCY 
• Complaint 
 
• Technical  
   Assistance 
 
• As required to  
  assess compliance  
  with WAC  
  246-338-026(7) 
  

•When 
indicated 

• There are additional rule and inspection requirements for testing under Provider Performed Microscopy 
Procedures (PPMP), Categorized and Accredited licenses please review WAC 246-338-020 in Table 020-1.  

In order to be equivalent with the new CMS standards, the Medical 
Test Site program will conduct a 5 percent sampling of Certificate of 
Wavier and PPMP licenses that perform SARS-CoV-2 (COVID-19) 
testing to verify compliance with the new reporting rules. 


		LICENSE TYPE

		REQUIREMENTS

		INSPECTIONS



		 

Certificate of Waiver*





 

		

• Restrict testing to tests classified as waived.



• Follow manufacturers' instructions for performing the test.



[bookmark: _Hlk68106315]• Meet the requirements of WAC 246-338-020 Licensure—Types of Medical Test Site Licenses; WAC 246-338-022 Initial Application for Medical Test Site License; WAC 246-338-024 License Renewal/Reapplication Process; WAC 246-338-026 Notification Requirements; WAC 246-338-028 On-site Inspections.

		TYPE

		FREQUENCY



		

		

		• Complaint



• Technical 

   Assistance



• As required to 

  assess compliance 

  with WAC 

  246-338-026(7)





		•When indicated



		· There are additional rule and inspection requirements for testing under Provider Performed Microscopy Procedures (PPMP), Categorized and Accredited licenses please review WAC 246-338-020 in Table 020-1. 
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Ready? Set? Test! Resource for 
waived testing published by 

the CDC
Find it online by Googling 

“ready set test” or at:
https://www.cdc.gov/clia/docs
/waived-tests/ready-set-test-

booklet.pdf

Contains information on good 
laboratory practice, logs and 
charts you may find useful

Other Resources

https://www.cdc.gov/clia/docs/waived-tests/ready-set-test-booklet.pdf
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• For FAQ’s, Applications, and information, find us on the web:  
Google “LQA WA” or visit 
https://www.doh.wa.gov/LicensesPermitsandCertificates/Faci
litiesNewReneworUpdate/LaboratoryQualityAssurance

• To receive the fastest response to questions, please reach out 
to LQA@doh.wa.gov We are currently working with high 
volumes of inquiries 

How to contact us with questions:

https://www.doh.wa.gov/LicensesPermitsandCertificates/FacilitiesNewReneworUpdate/LaboratoryQualityAssurance
mailto:LQA@doh.wa.gov


Questions?

Send us an email



To request this document in another format, call 1-800-525-0127. Deaf or hard of
hearing customers, please call 711 (Washington Relay) or email civil.rights@doh.wa.gov. 
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