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AMP & Molecular Pathology
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• 2,900 physicians, doctoral scientists, 
and medical technologists who 
perform or are involved with 
molecular laboratory testing.

• Molecular pathology is the heart of 
precision medicine, where experts 
apply knowledge to develop 
molecular and genetic testing 
approaches to diagnose, 
characterize, and monitor human 
disease, and help select therapies. 

Infectious Diseases

Hematopathology 

Solid Tumors

Inherited Disease

Informatics
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Molecular Pathologists are Healthcare 
Professionals
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• Complete extensive post-graduate education and clinical 
training, taken board-certification examinations 
administered by the American Board of Pathology or the 
American Board of Medical Genetics and Genomics under 
the umbrella of the Accreditation Council for Graduate 
Medical Education, or other recognized professional 
boards. 

• Prefer the term “laboratory developed testing procedure”
– LDPs ≠ boxed and shipped test kits
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AMP respectfully requests that prior to 
issuing a NPRM, that a request for 

information (RFI) is issued to collect data 
and better understand the impact of 

rulemaking on academic medical center 
laboratories and other clinical 

laboratories offering localized care.
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Developing, Performing, Maintaining LDPs
• Laboratory must be accredited (42 CFR 493.61)
• Must establish performance specifications (42 

CFR 493.1253)
• Subject to quality system requirements (42 

CFR 493 Subpart K)
• Must be performed under supervision of a 

board-certified pathologist (42 CFR § 
493.1443(b)(3))

• Subject to proficiency testing (42 CFR 493 
Subpart I)

• Laboratory subject to inspections (42 CFR 493 
Subpart Q)

• Must correct and report laboratory errors (42 
CFR 493.2; 42 CFR 493.1233; 42 CFR 
493.1291(k))

• CLIA requirements are the floor
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The Impact of Additional & Duplicative Regulation

testing consolidation

diminished localized testing

longer turnaround times

disruption to innovation

greatly reduced patient access

large economic impact
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FDA Review is Costly, Burdensome, 
and Resource-Intensive

• 510(k): $24 million per test1

• PMA: $75 million per test1

• Medical devices were available to U.S. patients an 
average of two years later than patients in other 
countries1

• The majority of LDPs are IVDs used off-label to 
accommodate patient need and clinical 
circumstances
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1. http://www.medtecheurope.org/wp-content/uploads/2015/09/01112010_FDA-impact-on-US-medical-technology-
innovation_Backgrounder.pdf 
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FDA does not have the appropriate resources 
to handle the added workload

• 144 human genetic tests authorized to date1

• In 2018, 74,448 human genetic tests were actively being 
offered for clinical care2

• Beyond human genetic testing, Concert Genetics 
reported in 2021 that there were over 160,000 total 
genetic tests used in clinical care3

• 14 genetic tests are entering the market every day2 

Result: FDA should anticipate more than 5,000 
applications for molecular LDPs to review annually

1. https://www.fda.gov/medical-devices/in-vitro-diagnostics/nucleic-acid-based-tests#human
2.  http://www.concertgenetics.com/wp-content/uploads/2018/04/12_ConcertGenetics_CurrentLandscapeOfGeneticTesting2018.pdf 
3. http://www.concertgenetics.com/wp-content/uploads/2021/06/Concert-Genetic-Testing-Unit-GTU-Unique-Test-Identifier-Whitepaper-

June-2021.pdf 
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Case Study: COVID-19 PHE

https://www.nytimes.com/2020/03/10/us/coronavirus-
testing-delays.html

Number of tested introduced into clinical care per day
https://www.amp.org/advocacy/sars-cov-2-survey/

• According to an independent assessment, FDA received 3,672 COVID-19 IVD 
submissions to review between March 2020 and March 2021.1

• This comparatively lower number of submissions overwhelmed FDA and forced them 
to prioritize review and contributed to further delays.

1. https://www.fda.gov/media/152992/download
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The Importance of LDPs During the Pandemic

14%
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NOT INCLUDING TRANSPORT TIME

• 38% of respondents were using LDPs as at least one option
• Laboratories deployed multiple testing methodologies due to supply 

shortages and uncertainties
• Commercial: 20% had 3 or more
• AMCs/community hospital/health system labs: 57% had 3 or more

• Laboratories located close to patient care reported a rapid turnaround 
time for SARS-CoV-2 test results 

https://www.amp.org/advocacy/sars-cov-2-survey/
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Lack of evidence demonstrating widespread 
problem that FDA regulation will solve

http://www.wsj.com/public/resources/documents/hhslettertheranos.pdf

http://wayback.archive-
it.org/7993/20171114205911/https://www.fda.gov/AboutFDA/ReportsManualsForms/
Reports/ucm472773.htm

https://www.amp.org/AMP/assets/File/position-
statements/2015/AMPResponseFDACaseReportFinal.pdf
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LDPs often perform better than FDA 
authorized tests

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6145687/
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CLIA Should Be Modernized

https://www.thefdalawblog.com/wp-content/uploads/2021/11/HHS-Legal-Memo-on-LDTs-
by-Charrow-00864663.pdf

https://www.amp.org/advocacy/advocacy-resources/laboratory-developed-testing-
procedures-ldps/clia-modernization/

42 USC 263a
(f) Standards
(1) In General
The Secretary shall issue standards to assure consistent 
performance by laboratories issued a certificate under this 
section of valid and reliable laboratory examinations and 
other procedures. Such standards shall require each 
laboratory issued a certificate under this section shall…

(E)to meet such other requirements as the Secretary 
determines necessary to assure consistent performance by 
such laboratories of accurate and reliable laboratory 
examinations and procedures.
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Impact on Academic Medical Centers 
and Community Hospital Laboratories
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2729833/

https://www.govinfo.gov/content/pkg/CHRG-114shrg21906/pdf/CHRG-114shrg21906.pdf
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AMP respectfully requests that prior to 
issuing a NPRM, that a request for 

information (RFI) is issued to collect data 
and better understand the impact of 

rulemaking on academic medical center 
laboratories and other clinical 

laboratories offering localized care.
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Questions?
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