
New Laboratory
Application

YES

YES

YES

NOYES

NO

YES

YES

NOSuccessful Annual Review 
Call within 2 years?

YES

NO

YES

1. Submitted updated Laboratory Site
and Technology Disclosure

2. Submitted updated SOPs
3. Attended Annual Review Call
4. Submitted the required number of 

Genotypes per year
5. Submitted Genotypes in 7 months of

the year with no greater than a 3-
month gap

6. Responded to Monthly Report Cards
(within one week of receipt)

7. Consistent/Proactive Communication
8. Good Metric Performance

NO

NO

NO

NO

NO
YES

3 month CAPA plan is
delivered within 

10 business days

CAPA plan
milestones are

achieved? (checked
on a monthly basis)

Successful Annual
Review Call?

Successful Annual
Review Call?

Successful Annual
Review Call?

Required
documentation and
successful test file
submitted within 

3 months?

First-Time Certification

Annual Certification
Certified
Conditional
Provisional
Decertified

Conditional
Status

Certified Status

Conditional
Status

Decertified

Provisional
Status 

Maintain Provisional
status until the next
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      1. Submitted Application Form
      2. Submitted MLA
      3. Submitted SOPs
      4. Submitted proof of valid and current accreditation 
          in a recognized Quality Certification program
          Ex: ISO 17025 or equivalent
      5. Submitted Laboratory Site and Technology Disclosure
      6. Payment of Application fee
      7. Successful test file verification

      Note: Laboratory is expected to abide by the 3-month         
      time period to submit and complete the certification             
      application process.
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