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1Copy™ Technology
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1Copy™ Advantage : High Sensitivity

© 1 copy™ Technology
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1Copy™ Advantage : High Compatibility
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1Copy™ Pipeline
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* Oropharyngeal swab

Detection Target Region RdRp E gene
15,361 - 15,460 26,141 - 26,253
= - - -

MN908947 Wuhan-Hu-1

NC_004718 SARS-CoV
Orfla Orflab S EM N

Real-time PCR instruments

* Roche Light Cycler® 480

* Qiagen Rotor-Gene® Q 5plex HRM
* Applied Biosystems® Quantstudio5

* Applied Biosystems® 7500 Real-Time PCR system
* Bio-RAD CFX96™ Real-Time PCR Detection system

Process

Nucleic acid Real-time Data

Sample

Collection

isolation PCR assay analysis

lcopy coVID-19 gPCR Multi Kit




1Copy™ COVID-19

— X @ G-

Measurement method : RT-qPCR / Target gene : Human GAPDH

@ K-562 : 100pg/reaction @ Extraction RNA (from nasopharyngeal swab) : sampl e 4ul/reaction
Asiplification s = Am;:liﬁution _
2500 o v ..................... r ....................... l ....................... r .............. = : . IPC originated frOm Specimens iS Used asan eXtraCtiOn
; » : : L SRR e GRS s ] control and internal control.
e f T — T [ S : * TheIPCis needed to evaluate, whether the extraction and
N D T O S Lt """"""""" T = : ] amplification procedure is valid or not.
5 E 600 & .. , .................. Seseeseseneeafiond ZETCITIT PRI PN ERE: fesneeasaens .
& : o« : : : }
000 =555 4 53 5 ] 400 Lo, e onsennens T s osn nsin rvyesrgesnes ]
500 L 5 200 Lovoeppmapmain ..................................................................
0 10 2 20 40 0 10 20 30 40
Cycles Cycles
Raw data(Ct) Raw data(Ct)
27.46 27.35 24 .93 25.35
27.52, 26.98 25.49 25.17]
27.28 27.37 25.51 25.39
27.23 27.3 25.23 25
27.3 27.39 25.38 25.18
average 27.32 average 25.26(
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1Copy™ COVID-19 gPCR Specification

e Contents

@ Master mix : 2ea

Single step

Primer/Probe mix (E gene) : 1ea
0.2copy/ ¢ . / Eg )
(4copies/reaction)

@ Primer/Probe mix (RARp gene) : 1ea

RdRp, E gene
@ Control 1 (E gene) : 1ea

@ Control 2 (RdRp gene) : 1ea
kel ae = | Thour 30minutes

(® DEPC Water

Box Dimension —72.5x72.5 x 67 MM.
Box Weight -51Gm.
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1Copy™ COVID-19 qPCR Multi Kit

Copy/reaction 103 102 copies 10 copies 8 copies 4 copies 2 copies 1 copy 0 copy

100%

100% 100% 100% 98% 90% 78%

100% 100% 100% 100% 97% 87% 64% 0%

Because the sensitivity of 1copy™ COVID-19 Multi Kit is very high, good laboratory techniques should be followed.

v’ Testing is limited to laboratories — certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. 263a,

to perform high complexity tests, or by similarly qualified non-U.S. laboratories.
v’ There is a risk of false positive values resulting from cross contamination.
v Only use aerosol barrier pipette tips and change tips between liquid transfers
v’ False positive results may occur if carryover of samples is not adequately controlled during sample handling and processing.

X:I Synthetic RNA of COVID-19 specific RdRp gene X:XSynthetic RNA of beta-coronavirus specific E gene
5,000 5,000
4,000 4,000
£ 3,000 2 3,000 / / //
2,000 10/ 105 104 10°/ 107/ 10 1/ bl 10/ 105 10* 10% 10/ 10/ 1

e T

0 10 20 30 40 0
Cycles Cycles

W/
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1Copy™ COVID-19 qPCR Multi Kit

COVID-19 gPCR Multi Kit has a short measurement time that less than 2 hours

_ COVID-19 gPCR Multi Kit Conventional RT-PCR

Total measurement time 1 hour 50 minutes 3 hours

Hands-on time 20 minutes 1 hour
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1Copy™ COVID-19 qPCR
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Certificate
No. Q5 102612 0002 Rev. 00

Holder of Certificate: 1drop Inc.

A-203, Keumkang Panterium IT Tower
215, Gaimachk-ro, Jungwon-gu
Seongnam-s., Gyeonggi-do 13217
REPUBLIC OF KOREA
ies): 1drop Inc,
Facility(ies): A—ir‘?ﬁ, e ng IT Tower, 215, Galm: 3
Juogwor-gu, Seongnem+i, Gyeonggi-do 13217, REPUBLIC OF

Certification Mark:

Scope of Certificate:  Design, Development, Production and
D of In Vitro Di Medical
Devices - Reagents and Software
Application for Blood Testing System and
Molecular Diagnostics Reagent Kits
Applied Standard(s): EN!SO 124852016
uirements for nnlhiory purposes.

Req
(IS0 13485:2016)
DINEN ISO 134852016

systems -

‘The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the Fsted standard(s). See aiso notes overleaf,

Report No.: 74955478
Valid from: 2020-03-27
Valid until: 2022-04-29
Date, 2020-03-27 Christoph Dicks
Head of Certification/Notified Body
Page 10f1
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CONSUERNG

Certificate
of EU product notification

Herewith we confirm that

MT Promedt Consulting GmbH
Altenhofstrasie 80

66386 St. Ingbert

Germany

has taken over the function of an European Authorized Representative according to the
requirements of Article 10 of the IVDD 98/79/EC for

1Drop Inc.

A-203, Keumkang Penterium IT Tower
215, Galmachi-ro, Jungwon-gu,
Gyeonggi-do, Seongnam-si

Republic of Korea

MT Promedt Consulting GmbH has made the product notification at the relevant competent
authority according to Article 10(3).

The in vitro diagnostic medical devices of the manufacturer, covered by the notification, are listed
in Annex I of this certificate.

6 March 2020

N3

Dr. Michael Rinck
- Managing Director -

Enclosure
Annex I

1Drop Inc.

Annex I

to “Certificate of EU Product Notification"
(List of CE marked Products)

promedt

CONSUEENG

Page 1/ 1 of Annex T

Internal | Registration Number Product EDMS Code Classification
Number | (at the German CA/ DIMDI) | Category Description Annex
(EDMS)
Gier Monogenetic
DRO-01 | DE/CA70/40838-151378 16 010190 00 e Hhogend m
DRO-02 | DE/CA70/40838-151379 1301700100 | Haemogiobin (Hb) [
DRO-03 | DE/CA70/40838-151380 1301200400 | Hasmoglobin Control m
52030101
DRO-04 | DE/CA70/40838-151381 (notifiedas | o 0@ "’r:'fc"',"’"’“" m
. — - =1 2702) AL
DRO-05 | DE/CA70/40838-151382 1170019000 | Other Blood Tes! m
Calibratars and Controls

DRO-06 | DE/CA70/40838-151383 1170 01 50 00| C2{EEETE 204 Cont m
DRO-07 | DE/CA70/40836-151385 1170010100 |  Glucose Test Strips m
DRO-09 | 0F/CA70/40838-151386 1170010200 | Cholesterol Test Strips m

DRO-10

DE/CA70/40838-153851

16 90 90 01 30

Other Other Genatic
Tests

m

6 March 2020

%

Dr. Michael Rinck
- Managing Director -

DECLARATION OF CONFORMITY
MANUFACTURER : 1drop Inc.
“ A-203, Keumkang Penterium IT Tower, 215,

Galmachi-ro, Jungwon-gu, Seongnam-si,
Gyeonggi-do, 13217, REPUBLIC OF KOREA

EUROPEAN VE m;l IMT Fromad;é:ommng GmbH
66386 St. Ingbert, Germany

PRODUCT : 1copy™ COVID-19 gPCR Multi Kit
CATALOG NO. + M22MD100M
EDMA codefl Term 16 90 90 01 90 Other Other Genetic Tests
i : 154617
Number
CLASSIFICATION : Others (Neither listed in Annex Il of IVDD Nor self-testing)
CONFORMITY + IVDD ANNEX Il
ASSESSMENT ROUTE

We here with declare that the above mentioned products meet the provisions of
the council directive 98/79/EC for In Vitro diagnostic medical device. All
'supporting documentation is retained under the premises of the manufacturer.

STANDARDS APPLIED : EN ISO 134852016, EN 15223-1:2016, EN
13612:2002/AC:2002, EN 13975:2003, EN 1SO 14971:2012,
EN ISO 17511:2003, EN ISO 18113-1:2011, EN ISO 18113
2:2011, EN1SO 23640:2015

START DATE OF CE MARKING: 2020-03-27

PLACE, DATE OF ISSUE :  Seongnam-si, 27

SIGNATURE Y il c (




1Copy™ COVID-19 gPCR

Medical Devices Directorate.
Direction des instruments médicaux

COVID-19 Medical Device

Authorization for Importation or

Sale

mise en vente d'un instrument
médical relatif VID-19

Medical Devices Directorate
Direction des instruments médicaux

Componenta/Patta/Accessories Devices for this Licence
1 parties, médicaux pour cette homologation

Poeimant Nimbar : ANAI-SFAS-IVRH-X0

Document Number : RQAI-SF3S-IVBH-KCLD

0song Heal th Technology Adulnistration &:oux.
187 0song-eup,

ro, A oo,
Cnecrgju-si, Crungchecrghuk-co, Korea, 26159
Tol: +82-43-719-2346, Fax: +62-43-719-1000

Document Number | AQAI-SF35-IVEH-KCLO

Ogong Health uamlouy Adainistraticn Corplex,

raonalical, Ghurochearcoukeds, Xoras, 2896
Tol: +82-43-710-246, Fax: +62-43-71-1000

"

COPY COVID-19 QPCR MULTIKIT No. of Certificate : 20200036088 Date - 2020/04/13 No, of Certificate & 20200036068 Date : 2000/04/13
Authorization Reference Number : Numéro de référence de I'autorisation
i - s Device ID/No de Ninstrument: 1020660 Certificate of Free Sales
ssue Date: 2020-03- te de déivrance: Device Identifier / Identificateur de instrument 3
(Model/Catalog Detail/No de modéle/Catalogue): Expor tingloertifying) country + Repwlic of Korea Eoodct Licem o1, 2080 (2020/04/07 )
Device Class/Classe de Vinstrument : 3 M2MDI00M e Clamitication ey gt it et i o 1 108 S
i b o 'S S e Mintatey of Foodax Do Satety, uv:u:-;'u.m‘:;-coxmhw‘:u Is wter o i : S e ) pelele s e
rsuant 1o section 5 of the Interim Order “onformément a l'article 5 de 1 te manufacture ices under ical Davice Act and the following | tem(s) are) Voda| (Expor t Nane)

Respecting the Importation and Sale of d'urgence concernant I'importation et la peraitied o ba fresly sold in overseas nar

Medical Devices for Use in Relation to vente d'instrionents médicax relatifs au y i : m22

COVID-19, made by the Minister of Health Covid-19, réalisé par la ministre de la Santé le Woaictostures: (Gamintargd Sa )" p0g)

on March 18, 2020, the medical device listed 18 mars 2020, les instruments indiqués ci- 1drop nc. * Attached  Medical Device Accassarles

low is now authorized for sale or dessous sont présentement autorisés pour la 7 : "

importation in Canada et i shopionni A-203, Keuskarg Penterius 1T Tower , 215, Galzachi-ra, ngwon-gu, Seangnan-si, Gyeanggi-do

Each shipment of a COVID-19 medical Tout envoi d"un instrument médncal relatif au pe— oo

device that is imported into Canada must be COVID-19 doit étre accompagné d"une copic o e o o e e T

by a copy of this de la présente autorisation. 20250
document.
Cette autorisation est uniquement valide tant que o U & P COATIoR

This authorization s only valid for so long as the [Arrété d'wrgence concernant 'importation et la

Interim Order Respecting the Importation and vente d'(nstruments médicaux relatifs an Covid-

Sale of Medical Devices for Use in Relation to 19 est en vigueur. ou I'autorisation est annulée.

COVID-19 is in effect.

Device Name(s) Nom de I'instrument
1COPY COVID-19 QPCR MULTI KIT
Name & Address of & adresse du titulaire de I
IDROP INC.
A-203 KEUMKANG PENTERIUM IT TOWER 215, GALMACHI-RO. JUNGWON-GU
SEONGNAM-SI, GYEONGGI-DO
REPUBLIC OF KOREA
13217
ewd Bove— e

Director of High-Tech Medical Devices Di
Department of Medical Device Evaluation
National Institute of Food and Drug Safety
Evalustion
Ninistry of Food and Drug Salety

Application Number: Manufacturer ID: Application Number: Manufacturer ID:

Numéro de la demande: RIZH: Identificateur du fabricant: s Numéro do la demande; R Identificateur du fabricant: Tatosd

Py

a1 a lsuad on the Inkart yous can check shathr o orge or ol b nomlnmtlsmo )

met. you can
Furiharmare, You can also check it by barcode exploiting document check program for scanr Furthmore, Y0 can aist Check t By bArcads SABIONIG Socurmert Shack 1EGIam 11 SCanmer
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1Copy™ COVID-19 qPCR

ADMINISTRATION

@ (27 u.s. FOOD & DRUG

May 11,2020

Ahmad Bayat MD,

Director, Regulatory Affairs
Amarex Clinical Research, LLC
Representing: 1drop Inc.

20201 Century Boulevard, 4th Floor

Germantown, MD 20874

Device: Toopy COVID-19 qPCR Multi Kit

Company: 1drop Inc.

Indication: Qualitative detection of nucleic acid from SARS-CoV 2 in

anterior nasal,
swab specimens as well as nasopharyngeal wash/aspirates and
nasal aspirate specimens collected from individuals suspected of
COVID-19 by their healtheare provider, Emergency use of this test
is limited to authorized laboratories.

Authorized Laboratories:  Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, to perform high
complexity tests,

Dear Dr. Bayat:

Thls letteris in S toyour' request that the Food and Drug Administration (FDA) issue
JA) f rgency use of your product.” pursuant to
Seenon 564 0l'l.||e Federal Food, Drug and Cosmetic Act (the Act) (21 US.C. §360bbb-3).

On February 4, 2020, pursuant to Section S64(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and secuity 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 th Justifying the of emergency use of in

* For this letter toreferto Ldrop Inc
Forcan o eference, thi etir will e the e your product” o refe {othe Tecpy COVID.I9 GPCR Mull Kit
used for the indication identified above.

TRUE
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Page 2~ Ahmad Bayat MDD, 1drop Inc.

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.*

Having concluded that the criteria for issuance of this authorization under Section 564(¢c) of the
Act are met, I am authorizing the emergency use of your product, described in the Scope of
Authorization of this letter (Section IT). subject to the terms of this authorization.

L. Criteria for Issuance of Authorization

Thave concluded that the emergency use of your product meets the criteria for issuance of an
authorization under Section S64(c) of the Act, because I have concluded that:

1. The SARS-CoV-2 can cause a serious or life-threatening disease or condition,
including severe respiratory illness. to humans infected by this virus:

2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that your product may be effective in diagnosing COVID-19, and that the known and
potential benefits of your product when used for diagnosing COVID-19, outweigh the
known and potential risks of your product; and,

3. There is no adequate, approved. and available ltemative to the emergency use of your
product.*

I1. Scope of Authorization

I have concluded, pursuant to Section 564(d)X(1) of the Act, that the scope of this authorization is
limited to the indication above.

Authorized Product Details

Your product is a qualitative test for the detection of nucleic acid from SARS-CoV-2 in
nasopharyngeal, oropharyngeal, anterior nasal, mid-turbinate nasal swab specimens as well as
nasopharyngeal wash/aspirates and nasal aspirate specimens collected from indi s
suspected of COVID-19 by their healthcare provider. The SARS-CoV-2 nucleic acid is generally
detectable in upper respiratory specimens during the acute phase of infection. Positive results are
indicative of the presence of SARS-CoV-2 nucleic aci inical correlation with patient history
and other diagnostic information is necessary to determine patient infection status, Positive
results do not rule out bacterial infection or co-infection with other viruses.

To use your product. SARS-CoV-2 nucleic acid is first extracted. isolated and purified from
nasopharyngeal, oropharyngeal, anterior nasal, mid-turbinate nasal swab specimens as well as
nasopharyngeal wash/aspirates and nasal aspirate specimens. The purified nucleic acid is then
reverse transeribed into cDNA followed by PCR amplification and detection using an authorized

*US Deparument of Public Health Ex

hot Ciremtmces st Jesiing horsations Pursan 1o Section 3643 o th el Food Drug. and
Cometic Act, 21 U.SC. § 360bbb-3. 85 FR 7316 (February 7, 2020).

* Noother anteria of the At

Page 3 - Ahmad Bayat MD, 1drop Inc.

real-time (RT) PCR instrument. The 1copy COVID-19 gPCR Multi Kit includes the following
‘materials or other authorized materials: Master mix, Primer/Probe mix 1(E gene), Primer/Probe
mix 2(RdRp gene). Control 1 (E gene), Control 2 (RIRp gene) and DEPC DW.

Your product requires the following control materials, or other authorized control materials, that
are processed in the same way as the specimens and are required to be included with each batch
of specimens tested with your product. All controls listed below must generate expected results

in order for a test to be considered valid, as outlined in the Instructions for Use:

* Internal Control - endogenous human GAPDH mRNA in clinical samples: The
GAPDH primer and probe set is included in each run to test for human GAPDH
mRNA, which controls for specimen quality and demonstrates that nucleic acid was
generated by the extraction process.

Control 1 (E gene) - Positive Control - contains E genomic regions targeted by the kit.
‘The positive control is used to monitor for failures of PCR reagents and reaction
conditions.

Control 2 (RARp gene) - Positive Control - contains RARp genomic regions targeted
by the kit. The positive control is used to monitor for failures of PCR reagents and
reaction conditions.

DEPC DW - Negative Control - yipy d water; nuclease-f
water used to monitor i during
experimental setup, and nuceic aﬂd contamination of reagents.

.

.

Your product also requires the use of additional authorized materials and authorized ancillary
reagents that are not included with your product and are described in the Instructions for Use.

The above described product, is authorized to be accompunied with labeling entitled *1copy
COVID-19 qPCR Multi Kit Instructions for Use” (available at hitps://www. fda.gov/medical-

i ituati dical izations). and the following
product-specific information pertaining o the emergency use, which is required to be made
available to healthcare providers and paticnts:

o Fact Sheet for Healthcare Providers: 1copy COVID-19 gPCR Multi Kit
*  Fact Sheet for Patients: 1copy COVID-19 gPCR Multi Kit

‘The above described product, when accompanied by the instructions for use (identified above)
and the two Fact Sheets (collectively referred to as “authorized labeling”) is authorized to be
distributed to and used by authorized laboratories under this EUA. despite the fact that it does
not meet certain requirements otherwise required by applicable federal law,

I have concluded, pursuant to Section S64(dX2) of the Act, that it is reasonable to belicve that
the known and potential benefits of your authorized product, when used for the qualitative
detection of SARS-CoV-2 and used consis with the Scope of Authorization of this letter
(Section II), outweigh the known and potential risks of your product.

I have concluded, pursuant to Section 564(d)X3) of the Act, based on the totality of scientific

Page 4 - Ahmad Bayat MDD, 1drop Inc.

evidence available to FDA. that it is reasonable to believe that your product may be effective in
diagnosing COVID-19, when used consistently with the Scope of Authorization of this letter
(Section II), pursuant to Section S64(c)2KA) of the Act.

FDA has reviewed the scientific information available to FDA. including the information
supporting the conclusions described in Section 1 above, and concludes that your product (as
described in the Scope of Authorization of this leter (Section I1)) meets the criteria set forth in
Section 564(c) of the Act ing safety and potential

“The emergency use of your product under this EUA must be consistent with, and may not
exceed, the terms of this letter. including the Scope of Authorization (Section IT) and the
Conditions of Authorization (Section IV). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determination under Section S64(b)(1XC)
described above and the Secretary of HHS's corresponding declaration under Section 564(bX1).
‘your product is authorized for the indication above.

1L Waiver of Certain Requirements

T am waiving the following requirements for your product during the duration of this EUA:

«  Current good manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the design, manufacture,
packaging. labeling, storage, and distribution of your product.

IV, Conditions of Authorization

Pursuant to Section 564(¢) of the Act. I am establishing the following conditions on this
authorization:

1drop Inc. (You) and Authorized Distributor(s)*

A, Your product must comply with the following labeling requirements under FDA
regulations: the intended use statement (21 CFR 809.10a)2). (b)2)): adequate
directions for use (21 U.S.C. 352(1)). (21 CER 809.10(b)(5), (7). and (8)); any appropriate
limitations on the use of the device including information required under 21 CFR
809.10(a)(4): and any available information regarding performance of the device.
including requirements under 21 CFR 809.10(b12).

®

You and authorized di make your ilable with the authorized
Iabeling to authorized laboratories. You may request changes to the authorized

labeling Such requests will be made in consultation with. and require concurrence of.
DMD/OHT7-OIR OPEQ/CDRIL.

C. You and authorized distributor(s) will make available on your website(s) the Fact

*~Authorized " ‘you, 1drop Inc.. m your EUA al
disribute your device



1Copy™ COVID-19 qPCR

Page S -~ Ahmad Bayat MDD, 1drop Inc.

]

5.

Sheet for Healthcare Providers and the Fact Sheet for Patients.

You and authorized distributor(s) will inform authorized laboratories and relevant
public health authorities of this EUA, including the terms and conditions herein, and
any updates made to your product, authorized labeling and authorized Fact Sheets.

Through a process of inventory control, you and authorized distributor(s) will maintain
records of the authorized laboratorics to which they distribute the test and number of tests
they distribute.

You and authorized distri will collect i ion on th of your
product. You will report to FDA tny suspactod seterenoe of e posiive aad flsc
negative results and significant deviations from the established performance
characteristics of the product of which you become aware.

You and authorized distributor(s) are authorized to make available additional
information relating to the emergency use of your product that is consistent with, and
does not exceed, the terms of this letier of authorization.

1drop Inc. (You)

H.

7

-

You will notify FDA of any authorized distributor(s) of your product, including the
name, address, and phone number of any authorized distributor(s).

You will provide authorized distributor(s) with a copy of this EUA and communicate to
authorized distributor(s) any subsequent amendments that might be made to this EUA
and its authorized accompanying materials (¢.g.. Fact Sheets).

You may request to make available onal authorized labeling, including fact sheets,
specific to an authorized distributor, Such additional labeling and fact sheets may use
another name for the product, but otherwise must be consistent with the authorized
labeling, and not exceed the terms of authorization of this letter. Such requests will be
‘made in consultation with, and require concurrence of. DMD/OHT7-OIR/OPEQ CDRH.

. You may request changes to the Scope of Authorization (Section Il in this letter) of your

product. Such requests will be made in consultation with DMD/O]
OIR/OPEQ/CDRH. and require of. Office of C and
Emerging Threats (OCETYOffice of the Chief Scientist (OCS) Office of the
Commissioner (OC) and DMD/OHT7-OIR OPEQCDRH.

You may request the addition of other instruments and associated sofiware for use with
your product. Such requests will be made in consultation with, and require concurrence
of. DMD/OHT7-OIR OPEQ/CDRIL.

TRUE
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M. You may request the addition of other extraction methods for use with your product.
Such requests will be made in consultation with, and require concurrence of.
DMD/OHT7-OIR/OPEQ CDRH.

N. Youmay request the addition of other specimen types for use with your product. Such
requests will be made in consultation with, and require coneurrence of, DMD‘OHT7-
OIR'OPEQ'CDRH.

0. Youmay request the addition and/or substitution of primers or probes for use with your
product. Such requests will be made in consultation with. and require concurrence of.
DMD/OHT7-OIR/OPEQ CDRH.

P. You may request the addition and/or substitution of control materials for use with your
uct. Such requests will be made in consultation with, and require coneurrence of,
DMD/OHT7-OIR OPEQ CDRH.

Q. You may request the addition and or substitution of other ancillary reagents and
materials for use with your product. Such requests will be made in consultation with,
and require concurrence of, DMD/OHT7-OIR OPEQ/CDRIL.

R. You will evaluate the analytical limit ofdmcmn ami assess mwealuhly‘ uf \'our
product with any FDA After 0 FDA
and DMD/OHTT-OIR/ OPEQ! CDRH s review of and concurrence with the dm, You
will update labeling to reflect the additional testing. Such labeling updates will be
made in consultation with, and require concurrence of, DMD/OHT7-

OIR OPEQ/CDRIL

S. You will evaluate the clinical performance of your product in an FDA agreed upon post
authorization clinical evalu: study within 4 months of the date of this letter (unless
otherwise agreed to with DMD/OHT7-OIR/OPEQ/CDRH). After submission to FDA
and DMD/OHT7-OIR'OPEQ/CDRH’s review of and concurrence with the data, you
will update labeling to reflect the additional testing. Such labeling updates will be made
in consultation with. and require concurrence of. DMD/OHT7-OIR/OPEQ/CDRH.

T. You will track adverse events, including any occurrence of false results and report to
FDA under 21 CFR Part 803.

Authorized Laboratories
U, Authorized laboratories wsing your product will include with test result reports, all
authorized Fact Sheets. Under exigent circumstances, other appropriate methods for
disseminating these Fact Sheets may be used, which may include mass media.

V. Authorized laboratorics using your product will use your product as outlined in the
“Ieopy COVID-19 qPCR Multi Kit Instructions for Use.” Deviations from the

“Traceability i back 10.an FD:

~
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authorized procedures, including the authorized instruments, authorized extraction
methods, authorized clinical specimen types. authorized control materials, authorized
other ancillary reagents and authorized materials required (o use your product are not
permitted.

W. Authorized laboratories that receive your product will notify the relevant public health
authorities of their intent to run your product prior to initiating testing.

X, Authorized laboratories using your product will have a process in place for reporting test

results to healtheare providers and relevant public health authorities, as appropriatc.

=

. Authori ies will collect i  your product and
report w mm OHTT-OIR/OPEQ/CDRH (via emaul CDRH-EUA-
and you (sales@ 1drop cok, +82 31 747 0109) any suspected
oceurrence of false positive or false negative results and significant deviations from the
established performance characteristics of your product of which they become aware.

All laboratory personnel using your product must be appropriately trained in RT-PCR
techniques and use appropriate laboratory and personal protective equipment when
handling this kit, and use your product in accordance with the authorized labeling.

1drop Inc. (You), and 1

AA You, authorized distributors, and authorized laboratories using your product will
ensure that any records associated with this EUA are maintained until otherwise notified
by FDA. Such records will be made available to FDA for inspection upon request.

Conditions Related to Printed Materials, Advertising and Promotion

BB. All descriptive printed matter. including advertising and promotional materials
relating to the use of your product shall be consistent with the Fact Sheets and authorized
labeling, as well as the terms set forth in this EUA and the applicable requirements set
forth in the Act and FDA regulations.

ce. No descriptive printed matter, including advertising or promotional materials
relating to the use of your product may represent or suggest that this test is safe or
effective for the detection of SARS-CoV-2,

DD, All descriptive printed matter, including advertising and promotional materials
relating to the use of your product shall clearly and conspicuously state that:

« “This fest has not been FDA eleared or approved;

o This test has been authorized by FDA under an EUA for use by authorized
laboratories;
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« This test has been authorized only for the detection of nucleic acid from SARS-
CoV-2, not for any other viruses or pathogens: and,

 ‘This test is only authorized for the duration of the declaration that circumstances
exist justifying the authorization of emergency use of in vitro diagnostics for
detection and-or diagnosis of COVID-19 under Section 564(b)(1) of the Act, 21
US.C. § 360bbb-3(b)(1), unless the authorization is terminated or revoked
sooner.

‘The emergeney usc of your product as described in this letter of authorization must comply
with the conditions and all other terms of this authorization.

V. Duration of Authorization
This EUA will be effective until the declaration that circumstances exist justifying the

authorization of the emergency use of in vitro diagnostics for detection and/or diagnosis of
COVID-19 is terminated under Section 564(b)(2) of the Act or the EUA is revoked under

Section 564(g) of the Act.
Sincerely,
Denise M. coiiiers
Date: 2020.05.11
Hinton -S3 735 w0
RADM Denise M. Hinton
Chief Scientist
Food and Drug Administration
Enclosures
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Issuing Date: 11/4/2020
Expiry Date: 11/10/2020

The authorisation is issued in accordance with the Medical
devices interim regulation (MDIR) and in particular to the

Authorization Number: GHTF-2020-0838

Version Number: 1
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Medical Device Marketing Authorisation

implementing rule MDS-IR6 for Medical Device Marketing

Authorisation (MDMA)

This authorization allows:

ME0000015540
1DROP INC

HVEY ] ed)
:jl.un.!" fu'ij

uhll 5jgaill paydil &ayaiill §lsl
auhll cilaiioll g 3jg2dll glhd

18/8/1441 5ylsuayll ayyli
24/2/1442 zelgiiall ayli

aclgilly dulall cilaieallg 8jgall @ildy daid wiagos g3l lam ,.uai
duhll dilaiiellg 652l Gagui g3l &ualall (MDS-IR6) auilall

:Jods il sm

A-203, Keumkang Penterium IT Tower, 215,Gyeonggi-do,13217 Korea, South

To market the medical devices listed in the attached annex*

in the Kingdom of Saudi Arabia

Medical Device Description

1copy™ COVID-19 gPCR Multi Kit
provides the fast and accurate testing
solution for COVID-19, specifically
targeting the E gene for beta coronavirus
and the RdRp gene for COVID-19 in
nasopharyngeal swab and oropharyngeal
swab

o *aadsall dailall Lb sssnall Enbll cilaiiall / 3jg2.ll Gagui

dysgaull dppell dlaoll

aliall / jlgall ciuag

Medical Device National Listing
Number

ME0000015540SFDAA00001

Jasll Ga bl giiall / jlgall sié pi)
wiboll

Brand / Trade Name

1copy™ COVID-19 qPCR Multi Kit

duhll $jgaill puadil (sinaiill paoll
Executive Director of Medical Devices
Evaluation

‘ —
vlbgll ylosbu ¢ cashalll suc.s

Abdullatif S.Al Watban,Ph.D.
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