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We're
Constantly
Working on

COVID Testing
Options

-~

FDA continues to work with test
developers to make more coronavirus

tests available to more people

-




Increasing Access and Ensuring Reliability of COVID-19
Tests — Now and In the Future

2. Government should be
equipped to independently
evaluate the ability of non-
laboratorian providers and

consumers to use and interpret

POC and at-home tests to

facilitate validation of and assure
confidence in the usability of
these products

1. U.S. government should
invest in the development of
truly novel technologies that

can be used at POC and at

home and for multiple
conditions

3. Investing in POC and at-home 4. Widely available FDA-approved POC and [l 5. To shift the testing landscape, it will
testing technologies now will at-home tests could create a wealth of also be important to explore and
allow rapid expansion of national data, if complemented by the create mechanisms that will allow for
testing capacity and patient development of robust telehealth and reimbursement for prescription at-
access when a new public health application-based technologies with home tests, over-the-counter tests,

threat emerges appropriate privacy protections pooled testing, and screening tests

* “Bending The Arc Of COVID-19 Test Development To Increase Access And Ensure Reliability—Now And In The Future, " Health Affairs Blog, March 22, 2021. DOI: 10.1377/hblog20210318.9094



FDA Authorizes Additional OTC Antigen Tests and
Provides Updated OTC Antigen Templates

* Including authorizations for use
by people with COVID-19
symptoms as a single test

— Flowflex COVID-19 Antigen Home Test

— Celltrion Diatrust COVID-19 Ag Home Test

Coronavirus (COVID-19) Update: FDA Authorizes Additional OTC
Home Test to Increase Access to Rapid Testing for Consumers

— Quidel QuickVue At-Home OTC COVID-19

Test
e OTC antigen tests may also be (Updated EUA templates include flexible study\
authorized for people with or recommendations about how to demonstrate
without symptoms for serial testing that different types and ages of consumers
based on the same symptomatic \can use OTC antigen tests appropriately y

validation data


https://www.fda.gov/media/152700/download
https://www.fda.gov/media/153418/download?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/147247/download?utm_medium=email&utm_source=govdelivery
https://content.govdelivery.com/accounts/USFDA/bulletins/2f907ed
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-additional-otc-home-test-increase-access-rapid-testing

EUA Revision Concerning Viral Mutations
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September 23, 2021

To: Developers of Certain Molecular, Antigen and Serology In Vitro
Diagnostics (IVDs) Authorized for Emergency Use for Coronavirus Disease
2019 (COVID-19) as of Today’s Date

Re: Establishing additional Conditions of Authorization for the EUAs of Certain
Molecular, Antigen and Serology IVDs related to viral mutations.

o I n res po n Se to th e CO nti n u e d e m e rge n Ce Of n eW On February 4. 2020, pursuant to Section 364(b)(1)(C) of the Federal Food. Drug, and

Cosmetic Act (the Aet) (21 U.S.C. § 360bbb-3(b)(1)(C)), the Seeretary of the Department of

. Health and Human Services (HHS) determined that there is a public health emergency that has
Va r I a nts Of SA RS- COV- 2 : a significant potential to affect national security or the health and security of United States
citizens living abroad. and that involves the virus that causes COVID-19. Pursuant to Section
564 of the Act, and on the basis of such determination. the Secretary of HHS then declared that
circumstances exist justifying the authorization of emergency use of in vitro diagnosties for
detection and/or diagnosis of the virus that causes COVID-19 subject to the terms of any

u F DA reVi S e d t h e E U AS Of m O I e C u I a r, a n t i ge n ) authorization issued under Section 564(a) of the Act.! FDA subsequently authorized the

emergency use of numerous in vitro diagnosties (IVDs) for detection and/or diagnosis SARS-

and serology tests to establish additional CoV-2, the virusthat casses COVID-19.*

Pursuant to Section 564 of the Act, and in response to the continued emergence of new genetic

CO n d it i O n S Of A u t h O ri Za t i O n viral variants of SARS-CoV-2.* FDA is issuing this letter to establish additional Conditions of

Authorization on EUAs that are within the Scope of this Revision (Section I).

= Test developers are required to update their
authorized labeling and evaluate the impact Viral Mutation Revision Letter — September 23, 2021
of SARS-CoV-2 viral mutations on their test’s

performance as outlined in the letter SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests



https://www.fda.gov/media/152406/download
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests?utm_medium=email&utm_source=govdelivery

Policy for Coronavirus Disease-2019 Tests Update:

Notifications and EUA Priorities

Policy for Coronavirus Disease-2019
Tests During the Public Health
Emergency (Revised)*

Guidance for Developers and
Food and Drug Administration Staff

Document issued on the web on November 15, 2021.

This document supersedes “Policy for Coronavirus Disease-2019 Tests During
the Public Health Emergency (Revised): Guidance for Clinical Laboratories,
Commercial Manufacturers, and
Food and Drug Administration Staff” issued May 11, 2020.

.5, Department of Health and Human Services
Food and Drug Administration
Center for Devices and Radiological Health

*This is the fifth edition of this guidance, which criginally issued February 29, 2020 and was
subsequently revized on March 16, May 4. and May 11, 2020.

Notification policy has ended

Currently notified tests should confirm they are still seeking
authorization

Notified tests can continue to be offered until they receive an EUA
decision

EUA priorities:

At-home and point-of-care (POC) diagnostic tests for use with or
without a prescription and that can be manufactured in high volumes;

Certain high-volume, lab-based molecular diagnostic tests (and home
collection kits for use with such tests) that expand testing capacity or
accessibility such as through pooling of specimens to increase
throughput, testing specimens collected at home and shipped to the
lab, screening asymptomatic individuals or detecting multiple different
respiratory viruses at once;

Certain lab-based and POC high volume antibody tests that can
measure the amount of antibodies (fully quantitative antibody tests) or
the amount of neutralizing antibodies; and

Tests for which the request is from, or supported by, a U.S. government
stakeholder

EUA prioritization flowcharts are available in the revised guidance



HHS Statement on Laboratory Developed Tests

FOR IMMEDIATE RELEASE Contact: HHS Press Office
November 15, 2021 202-690-6343
media@hhs.gov

Statement by HHS Secretary Xavier Becerra on
Withdrawal of HHS Policy on Laboratory-
Developed Tests

The U.S. Department of Health and Human Services and the Food and Drug Administration are
committed to helping ensure that COVID-19 tests are accurate, reliable, and available. Today, as part of
that commitment, HHS is withdrawing a policy established during the previous administration that
limited FDA's ability to address certain problematic COVID-19 tests.

The policy, first announced on August 19, 2020, related specifically to “laboratory developed tests”
(LDTs). An LDT is a type of test that is generally designed, manufactured, and used in a single
laboratory. The policy directed FDA not to require premarket review for LDTs, including premarket
approval (PMA) or clearance (510(k)), and emergency use authorization (EUA), even in situations
where they have poor performance.

By withdrawing the policy, HHS is helping to ensure that COVID-19 tests work as intended. Effective
today, HHS no longer has a policy on LDTs that is separate from FDA'S longstanding approach in this
area.

Today, FDA also updated its policies for COVID-19 tests, including COVID-19 LDTs. These policies
take into account the importance of test availability, reliability, and accuracy.

To read the FDA press release, please visit: hitps://www.fda. gov/news / 3
announcement ronavirus-covid-19-update-fda-updates-test-policies-help-ensure-accuracy-and-
reliability-test: (

“Effective today, HHS no longer
has a policy on LDTs that is
separate from FDA’s longstanding
approach in this area.”



New Umbrella EUA for Laboratories with Tests for Serial
Testing Programs

( U.S. FOOD & DRUG

FDA issued an umbrella EUA for serial testing
with certain molecular diagnostic tests developed Lt i s e gy A
by lab Oratories ° ;?;ll:::::d e éeujlslt]::: ;:t:;::‘ii: nt-r;lleic acid from SARS-CoV-2in

respiratory specimens collected from individuals suspected of
COVID-19° by their healthcare provider. Use of the test is limited
to the authorized laboratory.

Authorized Laboratories: Testing is limited to the single laboratory that developed the
authorized test and that is certified under the Clinical Laboratory
Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, and

(] L]
These tests will be able to be used for testing at o o et o e o g gl The
authorized laboratory for each authorized test is listed in Appendix
. . . A
regular intervals as part of serial testing e
Ou February 4, 2020, pursuant o Sectivn 564(b) 1 W C) ol the Federal Food, Drug, and
. ° Cosme!ic Act (the .-'\m_]. the Se_cretary of the Department of He_a]t]_l and Human_Ser\'ices (HHS)
programs, such as those established at places like e e e e e
. involves the virus that causes COVID-19. Pursuant to Section 564 of the Act, and on the basis
of such determination, the Secretary of HHS then declared that circumstances exist justifying
S ChOOIS 9 WO rkplaces O r Communlty group S . the authorization of emergency use of in vitro diagnostics for detection and/or diagnosis of the
virus that causes COVID-19 subject to the terms of any authorization issued under Section
564(a) of the Act.’
On March 31, 2020, in response to this evolving public health emergency and continued

concerns about the availability of sufficient in vitro diagnostic tests, FDA issued this EUA for
certain molecular-based laboratory developed tests (LDTs) for use by the single developing

The umbrella EUA efficiently authorizes certain S S B o e s
tests to help increase access to accurate and
reliable molecular diagnostic tests.

e, this letier will refer 1o the tests listed in Appendix A as the “authorized tests.” Appendix A is included on
+ hittps:www. fdagow I-devices 3 di 201 9-covid- 19 horizat
I 3

-nCoV was formally designated as Severe Acute Respiratory Syndrome
20, the disease caused by SARS-CoV-2 was formally designated as
the updated

0, the virus tentatively named
~CoV-2). Also on February 11
019 (COVID-19). This &

of a Public Health Emergency and Declaration that
i 1o Section $64(b) of the Federal Food, Drug, and Cosmetic Act, 21




“In addition to vaccination efforts, testing remains a
cornerstone of the national response to the pandemic
and plays a central role in helping Americans get back

to work, school and other important activities.

The FDA remains committed to helping to increase
the availability of tests that will have the

biggest impact on the nation’s ongoing

CQOVID-19 testing needs.”

—Jeff Shuren, M.D., J.D.
Director, Center for Devices
and Radiological Health

FDA




EUA Authorizations

Authorized Original EUAs by Month
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Tests Authorized as of November 16, 2021 FOUA

Molecular diagnostic tests

e 32 Pooling y
* 50 Asymptomatic single use screening °
* 9 Serial screening y
e 20 Multi-analyte (i.e., SARS-CoV-2 + y

Influenza) .

e 17 Point-of-care

* 66 Home collection
o 13 Direct-to-consumer
o 3 Multi-analyte

o 14 Saliva home collection
e 17 Standalone home collection kits *
* 3 Standalone saliva collection devices
* 1 Prescription at-home test

e 3 Over-the-counter at-home test

Antigen diagnostic tests

33 Point-of-care

3 Prescription at-home tests

10 Over-the-counter (OTC) at-home tests
19 Serial Screening

3 Multi-Analyte

Serology and other immune
response tests

13 Point-of-care

2 Neutralizing antibody tests
19 Semi-quantitative

1 Quantitative

1 Home Collection

The FDA has also authorized 685 revisions to test EUA authorizations.

12
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Coronavirus Testing Basics

Subscribe to Email Updates f share in Linkedin | 2% Email | &= Print
Consumer Updates Content current as
3 of:
Animal & Veterinary An Introduction tc_) ({OVIQ_—‘_IQ Tests 07/16/2020

Regulated Product
(s)

Medical Devices
IVDs (In Vitro
Diagnostic Devices)

Children's Health ;

Cosmetics

Dietary
Supplements Topic(s)
CLIA (Clinical
Laboratory
Improvement
Amendments)

Testing

Drugs

Food .

Health Topic(s)
Medical Devices

Coronavirus

Espafiol T a2 0] Tagalog Viét

72 Virtual Town Halls
(>49,000 participants)

FAQs on Testing for SARS-
CoV-2

Safety Communications

Resources for Patients,
Healthcare Providers, and
Developers

COVID-19 Diagnostics
Mailbox (185,000+ inquiries)

2 stakeholder calls to discuss
the guidance/policy

1 virtual town hall to discuss
3D Swabs



The 510(k) Pathway is Available for
Molecular COVID-19 Tests

BioFire Respiratory Panel 2.1 (RP2.1), which had an Emergency Use Authorization
(EUA), was granted marketing authorization using the De Novo premarket review
pathway, a regulatory pathway for low- to moderate-risk devices of a new type.

* With granting of the De Novo, the FDA also revoked the EUA for this
device

* This EUA revocation and De Novo authorization do not impact the
availability other tests under EUA

* Other manufacturers may apply for 510(k) clearance under Product Code
QOF (Multi-target respiratory specimen nucleic acid test including sars-
cov-2 and other microbial agents)

* First 510(k) cleared on November 1, 2021 for the BioFire COVID-19 Test 2

https://www.fda.gov/news-events/press-announcements/fda-permits-marketing-first-sars-cov-2-diagnostic-test-using-traditional-premarket-review-process

14


https://www.fda.gov/news-events/press-announcements/fda-permits-marketing-first-sars-cov-2-diagnostic-test-using-traditional-premarket-review-process
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/classification.cfm?start_search=1&productcode=QOF
https://www.accessdata.fda.gov/cdrh_docs/pdf21/K211079.pdf

FDA
Independent Evaluation of FDA’s EUA Response: Testing .

Booz |AIIen|HamiIt0n PY Assessment ObjECtiveS

— Evaluate how the Agency prioritized the
processing of EUA requests

— Evaluate review times

— Report on the accuracy and reliability of diagnostic
tests

— Evaluate how the Agency’s response to EUAs for
COVID-19 tests compares to prior PHEsS

— Evaluate EUA requestor perspectives
Deliverable 15:

Emergency Use_ Authorization
il  Evaluation through Spring 2021

CONTRACT NO. HHSF223201510027B
ORDER NO. 75FA0121F19043

https://www.fda.gov/media/152992/download)



https://www.fda.gov/media/152992/download

FOA

Independent Evaluation: Best Practices

Focus Area

Best * Rapid updates to guidance and policy regarding different test types and developers,
Practices allowing CDRH to strike a balance between urgent need for tests and assurance of
test performance
* Use of publicly available templates to provide guidance on the EUA requests and
continue to gather feedback from
» stakeholders on the templates
* Factors to prioritize submission review, including test capacity, accessibility, novelty,
and supply chain considerations,
* to focus review resources on the most impactful requests
* Development and required use of a reference panel for assurance of performance
e Collaboration on validation and performance testing; generation and evaluation of
RWD; and supply chain monitoring
* Hosting Town Halls to communicate interactively and frequently
* Electronic submission to facilitate the process for EUA requestors

Table 4-1. Best Practices Identified by Booz Allen to Support the EUA Process
https://www.fda.gov/media/152992/download



https://www.fda.gov/media/152992/download

Independent Evaluation: FDA Agrees with Priority Li=Za’
Recommendations

Consider ways to optimize the IT system to account for EUA processes

“Fully automate submission and tracking of EUA requests (e.g., linking Pre-EUA to EUA; lags while awaiting additional information
from requestors; lags due to backlog or priority designation) to provide more comprehensive picture of review time from EUA
submission to decision for review efficiency, performance monitoring, prioritization, process improvements, and workload
management”

Consider developing a systematic approach (that is, a strategy and plan) for allocation and tracking of staff during public
health emergencies (PHEs)

“Quick determination of staffing needs and deployment of the right staff to the right place at the right time to maximize review
efficiency. Identification of most likely areas for future PHEs (e.g., emerging infectious diseases) and development of process for
cross-training to prepare a subset of staff in those areas in the event of a PHE”

Consider developing a framework for how to conduct validation of diagnostic tests for emerging pathogens in the setting of a
declared PHE
“[This should result in] Earlier access to accurate and reliable diagnostic tests”

Priority Recommendations and Intended Impact from Table 4-2
https://www.fda.gov/media/152992/download

17


https://www.fda.gov/media/152992/download

Collaborative Communities:
Addressing Health Care Challenges Together

A collaborative community is a continuing forum in which private- and public-sector
members, which can include the FDA, work together on medical device challenges to
kachieve common objectives and outcomes

J

18


https://www.fda.gov/about-fda/cdrh-strategic-priorities-and-updates/collaborative-communities-addressing-health-care-challenges-together#toolkit

Collaborative Communities with CDRH Participation

e Collaborative Community on Ophthalmic Imaging

* National Evaluation System for health Technology
Coordinating Center (NESTcc) Collaborative Community

e Standardizing Laboratory Practices in Pharmacogenomics
Initiative (STRIPE) Collaborative Community

* International Liquid Biopsy Standardization Alliance (ILSA)
» Xavier Artificial Intelligence (Al) World Consortium

* Case for Quality Collaborative Community

* Heart Valve Collaboratory (HVC)

 Wound Care Collaborative Community

e Pathology Innovation Collaborative Community (PICC)

e RESCUE (REducing SuiCide Rates Amongst IndividUals
with DiabEtes) Collaborative Community)

 MedTech Color Collaborative Community

* Digital Health Measurement Collaborative Community
(DATACcc) 19



International Liquid Biopsy Standardization Alliance (ILSA)

members/Stakeholdersx

e Public and private sector -
representing academia,
industry, government,
patients, end users

* International representation
- US, UK, EU, Japan

A number of non-profit efforts
and consortia, dialogue with
the FDA and EMA

%

BIOMARKERS
""" CONSORTIUM

IMPROVING HEALTH THROUGH
MEANINGFUL MEASUREMENTS

BLOOD PROFILING § ATLAS IN CANCER .

Material and
CANCER & standards
WINHNIIND

development

Pre- analytlcal MD IC

variability MEDICAL DEVICE

INNOVATION CONSORTI umiL
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Performance
and clinical
evaluation

FRIENDS
of CANCER
RESEARCH

D VAN

Clinical
utility and
coordination

“.°ISLB

INTERNATIONAL SOCIETY
OF LIQUID BIOPSY

THE EUROPEAN

LIQUID BIdIPSY

SOCIETY

Measurement of different cancer biomarkers in blood key to
fully realize benefits of precision medicine as a safe alternative
to traditional invasive tumor biopsies — can be used to help find
cancer at an early stage, help plan treatment, find out how well
treatment is working or if cancer has come back.




Updates for ILSA Collaborative Community

August 2020 - FDA joined

ILSA landing page created at https://fnih.org/our-programs/biomarkers-
consortium/programs/ilsa and shared language used across ILSA members' websites

The ILSA White Paper published in Critical Reviews in Oncology/Hematology Volume
156, December 2020, 103112; titled "International liquid biopsy standardization alliance
white paper”

ILSA public webinar “International Liquid Biopsy Standardization Alliance (ILSA)
Collaborative Community Public Webinar” held on June 17, 2021, with over 1000
participants over the course of the meeting

ISLB Liquid Biopsy Congress October 22, 2021 (virtual, free), with ILSA participation

ILSA to provide a plenary presentation at the 6th Liquid Biopsy for Precision Oncology
Summit in San Diego, February 9, 2022, to discuss our international efforts in
standardization and best practices

21


https://fnih.org/our-programs/biomarkers-consortium/programs/ilsa

Challenges and Solutions to Workload Impact: IVDs

A Year Into the Pandemic: How the FDA' Center | « Staff and managers from every division of OHT7/0IR

for Devices and Radiological Health is have been directly involved in the COVID-19 response
Prioritizing its Workload and Looking Ahead

sty | | $5me| 9 s | in k| gt | @7 * Review timelines were impacted for non-COVID IVD
submissions due to reallocation of review resources

* Paused submissions have resumed active review as of
June 10, 2021, under extended review timelines

* Review of IVD Pre-Submissions remains suspended in
2021 unless they fall into one of four categories:

o COVID-19 related
o Companion Diagnostics

o Breakthrough Designation Request

o Significant Public Health Impact

By: Jeff Shuren, M.D., J.D., Director, Center for Devices and Radiological Health
(CDRH) and William Maisel, M.D., MPH, Director, Office of Product Evaluation and

uaity, DR o Expect to implement a phased approach to standard

review times starting in early CY 2022

https://www.fda.gov/news-events/fda-voices/year-pandemic-how-fdas-center-devices-and-radiological-health-prioritizing-its-workload-and-looking 22



https://www.fda.gov/news-events/fda-voices/year-pandemic-how-fdas-center-devices-and-radiological-health-prioritizing-its-workload-and-looking
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