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• Risk assessment/mitigation may serve as a 
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•Multiple skill levels of users
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QC materials should be provided with, 
not necessarily in, test kits wherever 
feasible to increase the likelihood of QC 
testing

When QC materials are not provided, 
manufacturer should include 
recommended sources for QC materials 
in package insert
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of QC materials appropriate for medical 
decisions 

QC materials should be ready to use, 
when possible, or require only simple 
preparation
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alternative methods for specifying QC 
testing frequency
QC frequency options the Workgroup 
considered include 

•Per kit
•Per lot number/shipment
•Per operator
•Per specific time period
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Workgroup noted the frequency 
might vary greatly depending on:
• Laboratory environment

•Test stability

•Test use

Workgroup noted the frequency 
might vary greatly depending on:
• Laboratory environment

•Test stability

•Test use



Waiver Sales Restrictions
Proposal

Waiver Sales Restrictions
Proposal

Sales restrictions may be appropriate 
for some waived tests.  These might 
include any or all of the following: 
•Documented education and training 

of waived testing personnel
•Ongoing assessment and 

documentation of competency
•Criteria for pre- and post-analytic 

counseling
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Sales restrictions (cont’d) 
•Establishment and documentation of 

a quality assurance program
•External quality assessment 

(proficiency testing)
•Use of test only as specified in 

“intended use” section of labeling
•Post-waiver surveillance and 

reporting of test performance
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Waiver Sales Restrictions
Best Laboratory Practices

Workgroup Discussion
Workgroup agreed with the waiver sales 
restrictions proposal for certain tests
Some proposed “sales restrictions” could be 
better addressed as “best laboratory 
practices” for laboratories performing waived 
tests 
Workgroup suggested development and 
promotion of “best laboratory practices”
guidelines for training/education of waived 
laboratories
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better addressed as “best laboratory 
practices” for laboratories performing waived 
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Workgroup suggested development and 
promotion of “best laboratory practices”
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For all tests, FDA requires 
manufacturers report 

•Test system recalls

•Medical device reporting 
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•Medical device reporting 
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FDA also receives input from other 
sources

•Field inspections 

•Direct and indirect consumer 
inquiries and complaints

•Government agencies
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Additional sources of post-waiver data 
and test system information

•CMS complaint investigations

•Studies conducted by HHS

Additional sources of post-waiver data 
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•Studies conducted by HHS



Post-waiver Surveillance 
Proposal

Post-waiver Surveillance 
Proposal

As part of waiver submission, the 
manufacturer should submit and 
agree to follow a plan for 
monitoring waived test 
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