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Impact on PHLs:

 Shouldn’t stop implementation of LDTs but changes 

approach

 Puts focus on diagnostic vs. surveillance testing

 Phases will require increasing changes to PHL structure & 

processes



APHL Guide:

Link to Guide

https://www.aphl.org/policy/Advocacy_Documents/APHL%20Guide%20to%20Meeting%20the%20LDT%20Final%20Rule%20Stage%201%20Requirements.pdf


Phase 1: Ensuring labs monitor & report adverse events 
that may be associated with a test



Phase 1: Build on QMS, but don’t reinvent the wheel

Focus on establishment of formal, consistent 
documentation and reporting practices



LDTs that must be compliant with Phase 1 reporting 
requirements



10 steps to meet the Phase 1 requirements 



10 steps to meet the Phase 1 requirements 

1. Set up LDT 
management team

2. Compile list of LDTs

3. Develop process to 
receive complaints

4. Implement FDA system 
for submitting reports

5. Establish an account

6. Establish an FEI 
number

7. Establish device 
product codes for your 

LDTs

8. Identify adverse event 
codes for reporting

9. Determine what needs 
to be reported to FDA

10. Notify FDA about test 
corrections/removals



Who needs to be involved

1. Set up LDT 
management team

 Lead scientist
 Informatics
 Quality
 CLIA director



Take stock of LDTs in your lab

2. Compile list of LDTs Template linked in guide

 Test name, method, section
 IVD/RUO marking, FDA cleared/approved
 Type of LDT, any modifications, test 

components
 Estimated annual test volume
 Validated prior to May 6, 2024, date
 Priority
 Possibility of discontinuation, alternatives



Need defined process to receive complaints

3. Develop process to 
receive complaints

**PHLs may not have all the info/data, can put N/A on those fields in the forms



Medical device reporting biggest lift for Phase 1 

4. Implement FDA system 
for submitting reports

** Lean on your document control system



APHL Guide:

5. Establish an account



Limited cost impact on PHLs for now

6. Establish an FEI 
number

Most state and federal PHLS will not need to pay 
registration/submission fees (see linked table in Guide)

Food, Drug, and Cosmetic Act (738(a)(3)(B)(i)): 
State or Federal Government sponsors: No fee shall be required under 

subparagraph (A) for a premarket application, premarket report, 
supplement, premarket notification submission, or de novo classification 

request submitted by a State or Federal Government entity unless the 
device involved is to be distributed commercially.

https://urldefense.com/v3/__https:/uscode.house.gov/view.xhtml?req=(title:21*20section:379j*20edition:prelim)__;JSU!!PRtDf9A!tQ0nL-uAj4cHn7kKaiOhJNf5fX4fYPKulRX4eolwuhwQEvP3dSipiBjbM1hfHmAHioh8-LHP8PhpG8TilOHy5mqLGQ$


No LDT-specific codes, find best fit

7. Establish device 
product codes for your 

LDTs



Adverse events ≈ non-conforming events
but not all NCEs are reportable adverse events

8. Identify adverse event 
codes for reporting



Investigation & decision-making must be documented

9. Determine what needs 
to be reported to FDA

Starts with 
complaint 

investigation

Uses 
defined 

decision-
making 

processes



PHL must notify FDA of changes to a test

10. Notify FDA about test 
corrections/removals

 Removal=physical change in device (test) location
 Correction=modification/adjustment of device



Additional resources

 FDA webinar 

– “IVDs-MDR Requirements, Correction and Removal Reporting 

Requirements, and Quality System Complaint Requirements”  webinar 

link, slides link

 APHL LDT website

 ARUP webinar (minutes 4:00-23:30 for Phase 1)

 Questions? LDTquestions@aphl.org 

https://www.fda.gov/medical-devices/medical-devices-news-and-events/webinar-in-vitro-diagnostic-products-ivds-mdr-requirements-correction-and-removal-reporting
https://www.fda.gov/medical-devices/medical-devices-news-and-events/webinar-in-vitro-diagnostic-products-ivds-mdr-requirements-correction-and-removal-reporting
https://www.fda.gov/media/181138/download?attachment
https://www.aphl.org/policy/Pages/LDT-members.aspx
https://myadlm.org/advocacy-and-outreach/congressional-briefings/complying-with-the-fdas-rule-on-ldts-what-you-need-to-do-and-when
mailto:LDTquestions@aphl.org


Takeaway

 We all want the same thing, timely and accurate tests
 Phase 1 is an opportunity to take existing QMS and make it more 

robust
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