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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2021-N-0412]

Revocation of Authorization of
Emergency Use of an In Vitro
Diagnostic Device for Detection and/or
Diagnosis of COVID-19; Availability

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
revocation of the Emergency Use
Authorization (EUA) (the Authorization)
issued to BioFire Diagnostics, LLC for
the BioFire Respiratory Panel 2.1
(RP2.1). FDA revoked this Authorization
on March 17, 2021, under the Federal
Food, Drug, and Cosmetic Act (FD&C
Act), in consideration of the De Novo
classification order for the BioFire
Respiratory Panel 2.1 (RP2.1) as a Class
II (Special Controls) device under the
generic name ‘‘Device to detect and
identify nucleic acid targets in
respiratory specimens from microbial
agents that cause the SARS-CoV-2
respiratory infection and other
microbial agents when in a multi-target
test.” The revocation, which includes an
explanation of the reasons for
revocation, is reprinted in this
document.

DATES: The Authorization is revoked as
of March 17, 2021.

ADDRESSES: Submit written requests for
single copies of the revocation to the
Office of Counterterrorism and
Emerging Threats, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 1, Rm. 4338, Silver Spring,
MD 20993-0002. Send one self-
addressed adhesive label to assist that

office in processing your request or
include a fax number to which the
revocation may be sent. See the
SUPPLEMENTARY INFORMATION section for
electronic access to the revocation.

FOR FURTHER INFORMATION CONTACT:
Jennifer J. Ross, Office of
Counterterrorism and Emerging Threats,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 1, Rm.
4332, Silver Spring, MD 20993-0002,
240—-402-8155 (this is not a toll-free
number).

SUPPLEMENTARY INFORMATION:
I. Background

Section 564 of the FD&C Act (21
U.S.C. 360bbb-3) as amended by the
Project BioShield Act of 2004 (Pub L.
108-276) and the Pandemic and All-
Hazards Preparedness Reauthorization
Act of 2013 (Pub L. 113-5) allows FDA
to strengthen the public health
protections against biological, chemical,
nuclear, and radiological agents. Among
other things, section 564 of the FD&C
Act allows FDA to authorize the use of
an unapproved medical product or an
unapproved use of an approved medical
product in certain situations. On May 1,
2020, FDA issued an EUA to BioFire
Diagnostics, LLC for the BioFire
Respiratory Panel 2.1 (RP2.1), subject to
the terms of the Authorization. Notice of
the issuance of the Authorization was
published in the Federal Register on
July 14, 2020 (85 FR 42407), as required
by section 564(h)(1) of the FD&C Act. In
response to requests from BioFire
Diagnostics, LLC, the EUA was
amended on December 22, 2020.

II. EUA Criteria for Issuance No Longer
Met

Under section 564(g)(2) of the FD&C
Act, the Secretary of Health and Human
Services may revoke an EUA if, among

other things, the criteria for issuance are
no longer met. On March 17, 2021, FDA
revoked the EUA for the BioFire
Respiratory Panel 2.1 (RP2.1) because
the criteria for issuance were no longer
met. Under section 564(c)(3) of the
FD&C Act, an EUA may be issued only
if FDA concludes there is no adequate,
approved, and available alternative to
the product for diagnosing, preventing,
or treating the disease or condition. FDA
issued a De Novo classification order for
the BioFire Respiratory Panel 2.1
(RP2.1) as a Class II (Special Controls)
device under the generic name ‘Device
to detect and identify nucleic acid
targets in respiratory specimens from
microbial agents that cause the SARS—
CoV-2 respiratory infection and other
microbial agents when in a multi-target
test” on March 17, 2021, (https://
www.accessdata.fda.gov/cdrh_docs/
pdf20/DEN200031.pdf). FDA has
concluded that this is an adequate,
approved, and available alternative to
BioFire Diagnostics, LLC’s BioFire
Respiratory Panel 2.1 (RP2.1) EUA
product for detection and/or diagnosis
of the virus that causes COVID-19.

II1. Electronic Access

An electronic version of this
document and the full text of the
revocation are available on the internet
at https://www.regulations.gov/.

IV. The Revocation

Having concluded that the criteria for
revocation of the Authorization under
section 564(g) of the FD&C Act are met,
FDA has revoked the EUA for the
BioFire Respiratory Panel 2.1 (RP2.1).
The revocation in its entirety follows
and provides an explanation of the
reasons for revocation, as required by
section 564(h)(1) of the FD&C Act.
BILLING CODE 4164-01-P
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U.S. FOOD & DRUG

ADRINIRTRATION :

March 17:2021

Biofire Diagnosties, LLC

D, Kristen Kanack ) ;

Senior Vice President, Regulatory and Clinical Affairs
S15 Colorow Drive

Salt Lake City, Utah 84108

Re: DEN20003T ;

Trade/Device Name: BioFire Respiratory Panel 2.1 (RP2.1)

Regulation Numnber: 21 CHR 8663981

Regulation Name: Device to-delect and identily nucleie seid targets in respiratory specimens from
icrobial agenis that catise the SARS-CoV-2 respiratory infection and other
microbial ageots when in s multi-target test

Regulatory Class: Class 1T

Produet Coder- QOF

CDated: May 18,2020
Reeetved: May 19,2020

Diear Dr. Kristen Kansck:

The Center for Devices sind Radislogical Health (CDRH) of the Food and Drug Administration (FDA Y has
completed its review of vour De Novo request for classification of the BioFire Respiratory Panel 2.1
(RE2.1), & preseription device with the following indications for use:

The Biolire Respiratory Panel 2.1 (RP2.1) 15 2 PCR-based multiplexed nueleic acid test iutended for
nse with the BioFire FilmArray 2.0 or BioFie FilmAray Torch systems for the simultaneous
qualitative detection and identification o multiple réspiratory viral and bacterial nucleic acids in
nasopharyngeal swabs (NPS)Y obtained from individuals suspected of respiratory teact infections,
inoluding COVID-19;

The following organism types and subtypes are identified vsing the BioFire RF2. 1

Adenovirus,

Coronavirus 2298,

Cofonavitus KU,

Coronavirus NL63,

Coronavirus (043, )

Severe Acute Respiratory Syndrome Corotiaviras (SARS-CoV-2),
Human Metapneumavyirus;

Huran RhinovirosEnterovirus,

# 8 % 9 ¥ % 9 B
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Influenza A, including subtypes H1; H1-2009, and H3,
Influenza B,

Parainfluenza Virus 1,
Parainfluenza Virus 2,
Parainfluenza Viris 3,
Parainifluenza Viras 4,

Respiratory Syncytial Virus,
Bordetella parapertussis-(IS1001}),
Bordetella pertussis (pixP),
Chlamydia pneumoniae, and
Mycoplasma pneumonive

® & ® 9 @& # & & & 9 ©

Nucleic:acids from the respiratory viral and bacterial- organisms identified by this test are generally
detectable in NPS specimens during the acute phase of infection. The detection and identification of
specific viral and bacterial nucleic acids from individuals exhibiting signs and/or symptoms.of
respiratory infection is indicative of the presence of the identified microorganisin and aids inthe
diagnosis of respiratory infection if used in conjunction with other clinical and epidemiological
information. The results of this test should not be used as the sole basis for diagnosis, freatment; or
other patient management decisions.

Negativeresults in the setting of a respiratory illness may be due to infection - with pathogens that are
not detected by this test, or lower respiratory tract infection that-may not be detected by an NP§
specimen. Positive results do-notrule out coinfection with other organisms. The agent(s) detected by
the BioFire RP2.1 may not be the definite cause of disease. Additional laboratory testing {e.g:
bacterial and viral culture, immunofluorsscence, and radiography) may be necessary when evaluating
a patient with possible respiratory tract infection.

Although this letter refers to your product as a device, please be aware that some granted products may
instead be combination products. If youhave questions on whether your product is a-combination product,
contact CDRHProductiurisdiction@ida bs. gov. FDA coticludes that this device should be classified into
Class I This order; therefore, classifies the BioFire Respiratory Panel 2.1 (RP2.1), and substantially
equivalent-devices of this generic type, into-Class Il under the generic name Device to detect and identify
nucleic acid targets in respiratory specimens from microbial agents that cause the SARS-CoV-2 respiratory
infection and other microbial-agents when in-a multi-target test.

FDA identifies this generic type of devite as:

Device to detect and identify nucleic acid targets in respiratory specimens from microbial agents that
canse the SARS-CoV-2 respiratory infection and other microbial agents when in a multi-target test. A
device to detect and identify nucleic acid targets in respiratory specimens from microbial agents that cause
the SARS-CoV-2 respiratory infection and other microbial agents when in a multi-target test is an invitro
diagnostic device intended for the detection and identification of SARS-CoV-2 and other microbial agents
when in'a multi-target testin human clinical respiratory specimens from patients suspected-of respiratory
infection who are at risk for exposure or who may have been exposed to these agents. The device is-intended
to aid in the diagnosis of respiratory infection in conjunction with other elinical, epidemiologic, and
laboratory data or other risk factors.


mailto:CDRHProductJurisdiction@fda.hhs.gov

28844

Federal Register/Vol. 86, No. 102/Friday, May 28, 2021/ Notices

DEN200031 - Kristen Kanack Page 3

Section 513(H(2)of the Food, Drug and Cosmetic Act {the FD&C Act) was amended by section 607 of the

Foodand Drug Administration Safety and Innovation Act {FDASIA) on Tuly 9, 2012. Thislaw provides two

options for De Novo classification. First, any person who receives a "not substantially equivalent” (NSE)
determination inresponse to a 510(k) for a device that hay not beext previously classified under the Act tay
request FDA fo make-a risk-based classification of the device under section 513(a)(1) of the Act: On
December 13, 2016, the 21st Century Cures Act removed a requiremient that & De Novo reguest be submitted
within 30 days of receiving an NSE determination. Alternatively, any person who determines that there isno
legally marketed device upon which to base a detenmination of substantial equivalence may request FDA to
inake a risk-based classification of the device under section 513(a)(1) of the Act-without first submitiing a
510(k). FDA shall, within 120 days of receiving such avequest; ¢lassify the device. Thisclassification shall
be the initial classification of the device. Within 30-days after the issuanice of an order classifying the device,
FDA st publish-a wotice in the Federal Register announcing the classification.

On May 19 2020, FDA received your De Nove requesting classification of the BioFire Respiratory Panel
2.1 (RP2.1). The request was submitted under Section S13(H)(2)of the FD&C Act. Tn order to-classify the
BioFire Respiratory Panel 2.1 {RP2.1} into class Lor 1L, it 1s necessary that the proposed class have sufficient
regulstory controls o provide reasouable assurance of the safety and effectivensss of the device forits
mtended use. Afterreview of the hiformation submitted in the De Novo request, FDA has determined that,
for the previously stated indications for use, the BioFire Respiratory Panel 2:1.(RP2.1) van be classified i
class T with the establishmient of special controls forclags T FDA believes that class IT {special) controls
provide reasonable assurance of the safety and effectiveness of the device type: The identified risks and
mitigation measures associated with the device fype are swinmarized inthe following table:

Identificd Risks to Health Mitication Measures

‘Risk of an inaceurate test Certain labeling information, including limitations, warnings,
result {false positive or false | device descriptions, explanation of procedures, and performance
fiegative result) leadmig to mformation identified in special controls (1) (3), (5}, and (6).
improper patient Use of certain specimen coilection devices identified in special
management control (2).

Certain design verification and validation, documentation of
certain analytical studies and elinical studies, tisk analysis
strategies, and device descriptions identified in special control
e

Testing of characterized viral samples and labeling information
identified in special control (7).

Misinterpretation of test Certain labeling information, including limitations, warnings,
results leading to device descriptions, explanation of procedures; results
misdiagnosis and associated | interpretation inforination, and petformance inforination
nskoof false test results identified in special controls (1), (3), and (5.

Certain design verification and validation, documientation of
certain analytical studies and clinieal studies, risk analysss
strategies, and device descriptions identified in special control

{4).
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to Health itication Measures
Failure to gorrectly operate: | Certain Iabeling information, including limitations, warnings,
the device leading to device descriptions, explanation of procedures, and performance
inaceurate test results mformation sdentified in special controls (13, (3), (5), and (6).

Use of certain specimen collection devices identified i special
control (2).

Certain design verification and validation, documentation of
cerfain analvtical studies and clinical studies, risk analysis
strategies; and device descriptions ideutified i special contiol

)

I combination with the general controls of the FD&C Act; the device to detect and identify nucleic acid
targets i respiratory specimens fior microbial agents that cause the SARS-CoV-2 respiratory nifection and
other microbial agents when hn a multi-target test is subject to the following special controls:

1. -The intended use in the Iabeling vequired vuder 21 CFR 809.10 must include a description of the
followme: Analytes and fargets the device detects and identifies. the specimen types tested; the
tesults provided to theuser, the clinical indications for which the test 18 to be used, the specific
intended population(s), the intended use locations including testing location{(s) where the device is to
beused (if applicable), and other conditions of nse as appropriate.

Aay-sample collection device used must be FDA-cleared; -approved, or ~classified ay 510(k) exempt
{standalone oras part of a'test systemi) for the collection of specimen types claimed by this device;
alternatively, the samiple collection device must be cleared in a premarket submission as a part of this
device.

3. Thelabeling requared tuder 21 CER 809.10(b) mnst include:

(1Y, A detailed device description, including reagents, instruments, ancillary materials; all control
elements, and a detailed explanation of the methodology, iticluding all pre-analytical methods
for processing of specimens; ‘

iy Detailed descriptions of the performiance characteristics of the device for each specimen typé
claimed i the intended use based on analytical studies including the following; as applicable:
Limit of Detection, inclusivity, cross-reactivity, interfering substances, competitive inhabition,
carfyoverfeross contatnination; specimen stability, precision, réproducibility; and ¢linical

_ studies; ; o

(11} Detailed descriprions of the test procedure(s), the interpretation of test vesults Torichnical
specimens, and acceptance criteria for any quality control testing;

{iv) A warniig statément that viral culture should not be attempted it caves of positive results for
SARS-CoV-2 and/or any similar microbial agents unless afacility with an appropriate level of
laboratory bwsafety (e.g., BSL 3 and BSL 3+, ete ) is available to receive and culture
specimens. ‘

{v) A promunent statement that device performance has not beenestablished for specimens
collected from individuals not identified in the mtended use population (e.g., when applicable,
that device performance lias not been established in individuals withont sigus orsymptoms of
respiratory infection).

{v1} Limiting statements that indicate that:

(A} A negative test result does ot preclude the possibility of nfection:

[
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(B) The test results should be interpreted in conjunction with other clinical and laboratory
data available to the clinician;

(€ There is a risk of incorrect results due to the presence of nucleic-acid sequence variants in
the targeted pathogens;

(D) That positive and negative predictive values are highly dependent on prevalence;

(E) Accurate results-are dependent on adequate specimen collection, transport, storage, and
processing. Fatlure to observe proper procedures in-any one of these steps can lsad to
incorrect results; and

(F) When applicable {¢:g;, recommended by the Centers for Disease Control and. Prevention,
by current well-accepted clinical-guidelines, or by published peer-reviewed literature), that
the clinical performance may be affected by testing-a specific elinical subpopulation or for
a specific claimed specimen type.

4. Design verification and validation must include:

®

(i)

(i)

()

Detailed documentation, including performance results; from a clinical study that includes
prospective (sequential) samples for each claimed specimen type and, as appropriate;
additional characterized clinical samples. The clinical study must be performed on a study
population consistent with the intended use population and compare the device performance
to results obtained using-a comparator that FDA has determined is appropriate: Detailed
documentation must include the clinical study protocol (including a predefined statistical
analysis plan), study report, testing results, and results of all statistical analyses.

Risk analysis and documentation démonstrating how risk control measures are implémented
to address device system hazards, such as Failure Modes Effects Analysis and/or Hazard
Analysis. This documentation must include-a detailed description of a protocol (including all
procedures and methods) for the continuous monitoring, identification, and handling of
genetic mutations-and/or novel respiratory pathogen isolates or strains {e.g., regular review of
published literature and periodic in ilico analysis of target sequences to détect possible
mismatches). All results of this protocol, including any findings, must be documented and
must inclode any additional data analysis that is requested by FDA in response to-any
performance concerns identified underthis section or identifted by FDA during routine
evaluation. Additionally, if requested by FDA, these evaluations must be submitted to FDA
for FDA review within 48 hours of the request. Results that are reasonably interpreted to
support the conclusion that novel respiratory-pathogen strains or isolates impact the stated
expected performance of the device must be sent'to FDA immediately,

A detailed description of the identity, phylogenetic relationship, and other recognized
characterization-of the respiratory pathogen(s) that the-device is designed to detect. Ini
addition, detailed documentation describing liow to interpret the device results and other
measures that might be needed fora laboratory diagnosis of respiratory infection.

A detailed device deseription, including device components; ancillary reagents required but
not provided, and a detailed explanation of the- methodology, including melecular target(s) for
each analyte, design of target detection reagents, rationale for target selection, limiting factors
of the device (e.g., saturation level of hybridization and maximun amplification.and detection
cycle number, efc.), internal and external controls, and computational path from collected raw
datato reported result (e.g.. how collected raw signals are converted into a reported signal and
result), as applicable:
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v)

)

(vi)

A detailed description of device software, including software applications and hardware-based
devices that incorporate software, The detailed description.must include documentation of
verification, validation, and hazard analysis and risk assessment activities, includingan
assessment of the impact.of threats and vulnerabilities on device functionality:and end
users/patients as part-of cybersecurity review.,

For devices intended forthe detection and identification of microbial agents for which an
FDA recommended reference panel is-available, design verification and validation must.
include the performance results of ‘an analytical study testing the FDA recommended
reference panel of characterized samples. Detailed documentation must be kept of that study
and its results, including the study protocol, study report for the proposed intended use, testing
results, and results of'all statistical analyses.

For devices with an infended use that includes detection of Influenza A and Influenza B.
viruses and/or detection and differentiation between the Influenza A virus subtypes in human
clinical specimens; the design verification and validation'must include a detailed description
of the identity, phylogenetic relationship, or other recognized characterization of the Influenza
A and Brviruses that the device is desigred to detect, a description of how the device results
might beused in a diagnostic algorithm and other measures that might be needed for a
faboratory identification of Influenza A or B virus-and-of specific Influenza A virus subtypes,
and a description of the clinical and epidemiological parametersthat are relevant to a patient
case diagnosis of Influenza A or B'and of specific Influenza A virus subtypes. An evaluation
of the device:.compared to a currently appropriate and FDA accepted comparator method.
Detailed documentation must be kept-of that study and its results, including the study
protecol, study report for the proposed intended use, testing results; and results of all
statistical analyses.

5. Whenapplicable, performance results-of the analytical study testing the FDA recommended reference
panel described in paragraph (b)Y 4)(vi) of this section miust be included in the device’s labeling under
21 CFR 809.10(b).

6. For-devices with an intended use that includes detection of Influenza A and Influenza B viruses
and/or-detection-and differentiation between the Influenza A virus subtypes in human clinical
specimens in addition to detection of SARS-CoV-2 and similar microbial agents, the required
labeling under 21 CFR 809.10(b) must include the following:

@

(i)

(i)

Where applicable, a imiting statement that performance characteristics for Influenza A were
established when Influenza A/H3 and A/TI1-2009 (or other pertinent Influenza A subtypes)
were the predominant Influenza A viruses in eirculation.

Where applicable, a warning statement that reads if infection with anovel Influenza A virus is
suspected based on corrent clinical and epidemiological screening criteria recommended by
public health authorities, specintens should be collected with appropriate infection control
precautions for novel virnlent influenza viruses and sentto state or local health departments
for testing. Viralculture should not be attempted in these cases unless a BSL 3+ facility is
available to recéive and culture specimens.

Where the device results interpretation involves combining the outputs of several targets to
get the final results, such.as a device that both detects Influenza A and differentiates all
known Influenza A subtypes that are currently circulating; the device’s labeling must include
a clear inferpretation instruction for all valid and invalid output combinations, and
recotiimendations for any réquired follow up actions-or retesting 10the case of an unusual or
unexpectéed device result.
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(ivy A limiting statement that if a specimen vields a positive result for Influenza A, but produces
negative test results for all gpecific influenza A subtypes intended to be différentiated {i.e.,
H1-2009 and H3), this result requires notification of appropriate local, state, or federal public
health authorities to determine necessary measures for verification and to further determine
whether the specimen represents a novel strain-of Influenza 4.

7. Tone of the actions listed at section S64(bY 1 A)«D).of the Federal Food, Drug, and Cosmetic Act
oceurs. with respect to an influenza viral strain, or if'the Secrstary-of Health and Human Services
(HHS) determines, under section 319¢a) of the Public Health Service Aect, that a disease or disorder
presents a public health emergency, or that a public health emergency otherwise exists; with respect
to aninfluenza viral strain:

(i) Within 30 days from the date that FDA notifies manufacturers that characterized viral samples
are available for test evaluation, the manufactirer must have testing performed on the device
with those influenza viral samples in accordance with a standardized protocol considered and
determined by FDA to be'acceptable and appropriate.

(iiy  Within 60 days from the date that FDAcnotifies manufacturers that characterized influenza
viral samples are available for test evaluation and continuing until 3 years from that date, the
results of the influenza emergency analytical reactivity testing, including the detailed
information for the virus testsd as described in the certificate of authentication, must be
included as part-.of the device’s labelingin a tabular format; either by:

(A) Placing the results directly inthe device’s labeling required under 21 CFR 809.10(b) that
accompanies the devics in a separate section of the labeling where analytical reactivity
testing data can be found, but separate from the annual analytical reactivity testing results;
or

(B) I a section-of the device’s label orin other labeling that accompanies the device,
prominenily providing a hyperlink to the manufacturer’s public website where the
analytical reactivity testing data can be found. The manufacturer’s website, as well as the
primary part of the manufacturer’s website that discusses the device, must provide a
prominently placed hyperlink to-the website containing this information and must-allow
unrestricted viewing access.

Section'310(m) of the FD&C Act provides that FDA may exempt a class IT device from the premarket
notification requirements under section 510(k) of the FD&C Act, if FDA determines that premarket
notification is not necessary to provide reasonable assurance of the safety and effectiveness of the device
type. FDA has determined premarket notification is necessary to provide reasonable assurance of the safety
and effectiveness of the device type-and, therefore; the device is not exempt from the premarket notification
requirements-of the FD&C Act. Thus, persons who intend to market this device type must submit a
premarket notitfication containing information on the device to detect and identify nucleic acid targets in
respiratory specimens from microbial agents that cause the SARS-Co V-2 respiratory infection and other
microbial agents whenin a niulti-target test they intend to market prior to marketing the device.

Please be advised that FDA's decision to-grant this De Novo request does not:mean that FDA has'made a
determination that your device complies with other requirements of the FD&C Act or any Federal statutes
and regulations administered by other Federal agencies. You must compty with all the FD&C Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR
Parts 801 -and 809); medical device reporting (reporting of medical device=related adverse events) (21 CFR
803) for devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
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poshmarketing-salely-reporting

Page 8

combuation-products): good manufactoring practice requitements as set forth in the qualiny systens (Q8)
regulation (21 CFR Part 820} for devices or current good mianufacturing practices (21 CFR-4, Subpart Ay for
combination products; and if applicable, the electronic product tadiation control provisions (Sections 531-
542 of the FD&C Act): 21 CFR 1000-1050.

A motice announcing this classification order will be-published in the Federal Register. ‘A copy of this order
and supporting documentation are on file in the Dockets Management Branch (HFA-305), Food aud Drug
Administration, 5630 Fishers Lane, Rootn 1061, Rockville; MDD 20852 and are available for inspection
between 9 awm. and 4 pom, Monday through Friday.

As avesult of this order; you may imumediately market your device as deseribed in the De Novo request,
subject to the general control provisions of the FD&C Act and the special controly identified in this order

For comprehensive regulatory information about medical devices and radiation-emitting products, please see

Device Adviee (i

and CDRH Leam (hitps www fda.sovittainine-aad-conthniin

si/fwwne e sovimedical-devices/devicesadvice-comprehensive-resnlatory-assstance)
cdih-leary). Additionally, vou

may contact the Division of Industry and Consumer Education (DICE) to-ask a question about a specific

regulatory topic. See the DICE website (1
regulatorv-assistancelcontact-ug-di
contact DICE by email (DICER

wvision-indusie

s/vnww idasovimedical-devicey/device-advice~comprehengive:
~apd-consumer-education=dice) for more informationor
e hhspov) or phone (1-800-638-2041 or 301-796-7100}.

I you have any guestions conicerning the contents of the letter; please contact Ricky Sooig at 301-348-1894.

Dated: May 24, 2021.
Lauren K. Roth,
Acting Principal Associate Commissioner for
Policy.
[FR Doc. 2021-11385 Filed 5-27—21; 8:45 am]
BILLING CODE 4164-01-C

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA—-2021-N-0455]
Revocation of Authorization of

Emergency Use of a Medical Device
During COVID-19; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
revocation of the Emergency Use
Authorization (EUA) (the Authorization)
issued to Battelle Memorial Institute for
the Battelle Critical Care
Decontamination System. FDA revoked
the Authorization on April 30, 2021,

Sincerely

~Uwe Scilerf, MSC PhD ‘
Director

Division of Microbiology Devices:
COHTT:Office of In Vitro Diagnoshics

and Radiological Health:

Office of Product Evaluation and Quality
Ceunter for Devices and Radiological Health

under the Federal Food, Drug, and
Cosmetic Act (FD&C Act) as requested
by Battelle Memorial Institute on April
2, 2021. The revocation, which includes
an explanation of the reasons for the
revocation, is reprinted in this
document.

DATES: The Authorization for the
Battelle Critical Care Decontamination
System is revoked as of April 30, 2021.
ADDRESSES: Submit written requests for
a single copy of the revocation to the
Office of Counterterrorism and
Emerging Threats, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 1, Rm. 4338, Silver Spring,
MD 20993-0002. Send one self-
addressed adhesive label to assist that
office in processing your request or
include a Fax number to which the
revocation may be sent. See the
SUPPLEMENTARY INFORMATION section for
electronic access to the revocation.

FOR FURTHER INFORMATION CONTACT:
Jennifer J. Ross, Office of
Counterterrorism and Emerging Threats,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 1, Rm.
4332, Silver Spring, MD 20993-0002,

240—-402-8155 (this is not a toll-free
number).

SUPPLEMENTARY INFORMATION:
I. Background

Section 564 of the FD&C Act (21
U.S.C. 360bbb-3) allows FDA to
strengthen the public health protections
against biological, chemical, nuclear,
and radiological agents. Among other
things, section 564 of the FD&C Act
allows FDA to authorize the use of an
unapproved medical product or an
unapproved use of an approved medical
product in certain situations. On March
28, 2020, FDA issued the Authorization
to Battelle Memorial Institute for the
Battelle Critical Care Decontamination
System. Notice of the issuance of the
Authorization was published in the
Federal Register on June 5, 2020 (85 FR
34638), as required by section 564(h)(1)
of the FD&C Act. The authorization of
a device for emergency use under
section 564 of the FD&C Act may,
pursuant to section 564(g)(2) of the
FD&C Act, be revoked when the criteria
under section 564(c) of the FD&C Act for
issuance of such authorization are no


https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
mailto:DICE@fda.hhs.gov
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