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ERE

Since the outbreak of COVID-19 at the end of 2019, it has resulted in over 6.95
million deaths. The infectiousness and fatality rate of the disease have posed challenges
to the ability to respond, to acquire and allocate resources of governments worldwide.
To expedite the public's access to the pharmaceutical drugs and medical devices that are
needed for prevention and treatment of the disease, governments around the world have
initiated Emergency Use Authorization (EUA) or similar measures. These measures aim
to accelerate the availability of newly developed drugs and medical devices on the
market without undergoing the normal inspection and registration procedures.

Among the medical devices, in vitro diagnostic (IVD) tests are widely applicable
for the use of EUA during this pandemic. These tests can rapidly identify infected
individuals, enabling health authorities to quickly identify and quarantine infected
patients to prevent the spread of the disease. This paper takes in vitro diagnostic tests as
an example to understand the EUA regulations in Taiwan, the U.S., European
Committee and WHO. It utilizes in-depth interviews with medical device importers,
warehouse logistics provider, and hospital testing laboratory to understand the
challenges faced in the EUA supply chain at various stages and provide suggestions for
improvements. Topics discussed include the comprehensiveness of Taiwan EUA

regulations, the application process, the supply of products by importers, storage and

iv
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transportation of medical device, usage in healthcare institutions, and subsequent

measures in post-market and after the pandemic. Obtaining EUA for a product is just the

beginning, whether there are sufficient medical capabilities (both personnel and

resources) to sustain the healthcare service should be also taken into consideration when

we discuss EUA as a whole.

Keywords: COVID-19, Emergency Use Authorization, EUA, In vitro diagnostic tests
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2.1 COVID-19 @R ihf g

ERARE [FREMFVERPF LTSS 2 A FRR] EE > W
#8(In vitro diagnostic, IVD) g W B ~ A28 fe AP p A W2 el » T3 L %7
B~ TR KRB SRR R AR LA RE WA S 1 p el

v

WA R W BRI A 5 & H(screening) 2 ¥ ¥7(diagnostic)B3E S fE o & e EM T

P ALY PE R A - BN RO E A L ot R AL A
4 0 i ¥ B A 5 & TR (sensitivity) § B — & 0 R R BB F o
PR M e 5 B 4F R M (specificity) ~ 2 7z |+ (accuracy)  #F 2 |4 (precision) > F fH

FL YTy 0 T (7 5 R ik Rl (confirmatory test)® o

COVID-19 34| s if] = % 4 & A 5 Pk thif] A FoR 1 iRl f 2 Pt 1o
RIY o SEFA RO 2 > W EFe VR ARRIA TR M e
e 5 BIBE O SR EUA S T LI BT ¢ G FRp A a2

P AR W RRA

3 Faculty of Public Health. Differences between screening and diagnostic tests and case finding.
Retrieved Nov. 26, 2023 from https://www.healthknowledge.org.uk/public-health-textbook/disease-
causation-diagnostic/2c-diagnosis-screening/screening-diagnostic-case-finding.
4 H.U. Group. Types and characteristics of the COVID-19 tests. Retrieved Sep 5, 2023 from
https://www.hugp.com/en/covid-19/general/index.html
> FDA. In Vitro Diagnostics EUAs. Retrieved Nov. 26, 2023 from https://www.fda.gov/medical-
devices/covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas
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6 Peeling, R. W., Heymann, D. L., Teo, Y. Y., & Garcia, P. J. (2022). Diagnostics for COVID-19: moving from
pandemlc response to control. Lancet (London, England), 399(10326), 757-768.
7 2% ¥ (2021) >3 iﬁ k% ‘u‘r% B A i FIFTE R R ITIS & #7547,
rwiézz(Aug 4,2020) % i@ fﬁ,? AB R4 &P CtEF K2 H4 B RIEAR. B4 47, Retrieved Sep
6
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% Peeling, R. W., Heymann, D. L., Teo, Y. Y., & Garcia, P. J. (2022). Diagnostics for COVID-19: moving from
pandemic response to control. Lancet (London, England), 399(10326), 757-768.
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2.2 WHO- Emergency Use Listing (EUL)
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10 WHO. (2022) WHO Emergency Use Listing Procedure version 9. Retrieved Aug 30, 2023 from
https://cdn.who.int/media/docs/default-
source/medicines/eulprocedure.pdf?sfvrsn=55fe3ab8_8&download=true
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%-2 EUL & ppB it s 10

’f}iff.\.f%’*if' FLEER | P8
TR Post-
Pre-emergency | Emergency | listing

i o

WHO % NRAs & ¥ Fil 23 £ 9
Agreements between WHO and relevant NRAs
WHO # = & 73 ¥

Establishment of roster of experts by WHO
WHO =5 A &2 3 # &Y 57 &
Assessment by WHO of e11g1b111ty of specific v A%
products

PEG#2 > % 4 & &
Development of consensus by the PEG on v v
requirements

WHO 2 ¥ 3 ehix i2 % § 3R
Pre-submission meetings between WHO and A% Vv
applicant

WHO &2 % & ficst

Assignment of assessment pathway by WHO
WHO i = & 7] 2= (PEG 2 TAG-EUL)
Establishment of expert groups (PEG and TAG- v v
EUL) by WHO

PEG % &~ i

Assessment of submission by PEG

TAG-EUL % & PEG % & 3r 4

Assessment of PEG report by TAG-EUL

W FHRE L

Submission of updates by manufacturer
WHO &=z &_% 2.8 EUL

Decision on listing by WHO

rA e

Post listing monitoring

WHO 4+ 2 %_F 2 £ EUL »x#p

Decision by WHO on whether to extend listing
WHO A2 82 7 & 17 8% Y

Possible post-listing changes by WHO

A%

v

NRA: National regulatory authority B 7 ¢ 141
PEG: Product Evaluation Group # &% & B}
TAG-EUL: Technical Advisory Group for Emergency Use Listing & 4% %] ‘&

COVID-19 ## & » WHO 3Ffw ~ ipdp * #4 % fpli# A 1Y - EUL -
E* BUL g e FEF @+ RFPE2IRGE2Z 5 2R FF 20 &
1UE2A R o ¢ G EUA A S 5 2 7 FF 8 e RORH (> 23)9F

EIANE ﬁ ¥ % & current Good Manufacturing Practices (CGMP)/#8 *F 2% #7172
10
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233.  BATH
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11 WHO. Emergency use listing. Retrieved Aug. 25, 2023 from https://www.who.int/teams/regulation-
prequalification/eul

12 WHO. (2019, Aug 6) In vitro diagnostics: Frequently asked questions. Retrieved Aug. 25, 2023 from
https://www.who.int/news-room/questions-and- answers/item/pqt ivd- questions and-answers

Bos R EREEE(2021) IR 2021 E % 20 B RREF R BRGNP R AR R
Retrieved Oct. 21, 2023 from
https://report.nat.gov.tw/ReportFront/PageSystem/reportFileDownload/C11000228/001
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2.3 % H- Emergency Use Authorization (EUA)

231 EkEnH
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5 B I BT F oo £ Fl Bf%ii B Ric 4 o iR R E BT 2
40%%&%@@@&@7P@mﬂhﬁAdﬁ%%%?ﬁﬁﬂgﬁ»ﬁhkm
Food, Drug, and Cosmetic Act (™4 T f§ i FD&C Act) section 564 » # ik 2013 #

Pandemic and All-Hazards Preparedness Reauthorization Act of 2013 (PAHPRA):& {7

g7

2.3.2. B AR

FPRRG E Bf Lt g R P AV AT RSO s ARV PR R
o 2 Mha 54§ 15 (US. Food and Drug Administration » 12 T #§ # FDA)#
&% EUA 2 134w AP UEnER (2 3 FREHM2ES) A EF A AL
FTH R (FLBET S SRR IAPART R0 At 2w F RS 2 O£ RN
(U.S. Department of Health and Human Services) % % F& 047 2> 2 maf Epwe g
7 i 7] FD&C Act % 564 i 2 T4 > 7 4 # EUAY o 7 24 B ik » A
FRETIABIEER A 2 -
1. BF# 3% E ¥R & (Secretary of Defense) | 2 3%,k 5 & ¥ ?‘f%ﬁ%ﬁ R R O

4 P ~ 55~ 250 (CBRN agent)sc # &7 i i 2. B § %%}g‘;g o

Yom B s5veE (2021)COVID-19 T AREE 2L 2P AHIRARE - REEP FEfa
R s e FEE RS % 33 % % 10 8 49-72

15 Institute of Medicine (US) Forum on Medical and Public Health Preparedness for Catastrophic Events.
(2010). Medical Countermeasures Dispensing: Emergency Use Authorization and the Postal Model,
Workshop Summary. National Academies Press (US).

16 FDA. FAQs on Emergency Use Authorizations (EUAs) for Medical Devices Related to COVID-19.
Retrieved July 15, 2023, from https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-
19-emergency-use-authorizations-medical-devices/fags-emergency-use-authorizations-euas-medical-
devices-during-covid-19-pandemic

17 FDA. (2017) Emergency Use Authorization of Medical Products and Related Authorities, Guidance for
Industry and Other stakeholders
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(Commissioner of Food and Drug Administration)£? g4 % = X JRIRIR[2 H 22 % e
(HHS Assistant Secretary for Preparedness and Response » ASPR) ~ 7 J Bl
(Centers for Disease Control and Prevention » CDC) ~ ] 3f# 2 #7 7 F<(National
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B LR 2 ERIRE W E PG R A

18 US FDA. Summary of Process for EUA Issuance. Retrieved Mar 7, 2023, from
https://www.fda.gov/emergency-preparedness-and-response/mem-legal-regulatory-and-policy-
framework/summary-process-eua-issuance
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19 US FDA. Summary of Process for EUA Issuance. Retrieved Mar 7, 2023, from
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-
framework/summary-process-eua-issuance

2 FDA. COVID-19 Emergency Use Authorizations for Medical Devices. https://www.fda.gov/medical-
devices/emergency-use-authorizations-medical-devices/coronavirus-disease-2019-covid-19-emergency-
use-authorizations-medical-devices
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23 FDA (2021) Molecular Diagnostic Template. Retrieved Sep 11, 2023 from

https://www.fda.gov/media/135900/download?attachment

24 FDA (2021) Antigen Diagnostic Template. Retrieved Sep 11, 2023 from
https://www.fda.gov/media/137907/download?attachment

25 FDA (2021) Serology Template. Retrieved Sep 11, 2023 from
https://www.fda.gov/media/137698/download?attachment
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26 GIBBS, J. & JAVITT, G. (2021) A Test of the Emergency (Use Authorization) System: Challenges in FDA
Regulation of COVID-19 Diagnostics. Food and Drug Law Journal. 76, 398-440.
27 GIBBS, J. & JAVITT, G. (2021) A Test of the Emergency (Use Authorization) System: Challenges in FDA
Regulation of COVID-19 Diagnostics. Food and Drug Law Journal. 76, 398-440.
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2.4 P Conditional Marketing Authorization (CMA)

241, #ExH

i y% Article 14-a of Regulation (EC) No 726/2004 2 Regulation (EC) No
507/2006 > f £ A JIF 0y £ 0 g # 4 F I 5 (European Medicine
Agency , EMA)¥>t % KLk ~FE A B ¥ E R B B 7 (Debilitating Disease) 2¢ 5
2AGenpopihER(F FINEE) A a s FL R TS AR o e R R
ek AR~ Tk TR BRRIEE N CMA Y 200 G R RITR SR
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CMA»d) 5 - # > ¥ & &R o ¢ Grg g RIF NP =3 977 8% S 0
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EREL - G AT E RSN E P EMA § R EFT o AATE
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2.4.2. 2 AR

AP S B R %5}%‘ EHNEE X CMA RS 53 2017& 5% 25p =
2 k8 b2 ¥t B 4472 H(Regulation (EU) 2017/746 In Vitro Diagnostic Medical Device
Regulation » IVDR) #-3F & ¥z Wt & #7 ¥ % ¥ 1 4p £ (In vitro Diagnostic Medical
Device Directive, IVDD, EC directive 98/79/EEC) * i 37 #7F 4x #:4 >  %ep b5 § chF
REHEFF 2022 £57 26 FEEFREFHSAMDRFT - 2 FITE F =2

CEREBHEFTAENT L FHE RS A AoTH 0 FE P NS R D 2027

2 EMA. Conditional marketing authorization. https://www.ema.europa.eu/en/human-
regulatory/marketing-authorisation/conditional-marketing-authorisation#use-during-covid-19-
pandemic-section
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IVDD | - 3358 B 3SR Annex II Annex I1
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2p A E,¢) Anti-Kidd; irregular and anti-
O * Anti Kell erythrocytic antibodies;
= Rubella and toxoplasmosis;
R I » Phenylketonuria;
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" HIV 1 and 2 = HLA tissue groups DR, A and
= HTLV I and II B;
®» Hepatitis B, C | * PSA;
and D = Self-test blood glucose
measuring;
= Devices & software designed
specifically for evaluating
therisk of trisomy 21.
+P | 2F5E |[NBFEAS [NBEPZEH |INBHAEPLREXRIE#HFv @
#JE | NB*% TR XIS 22 1 | (¢ 7 common technical
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A AR A A MR R e

*NB % Notified Body > E %;ﬁﬁﬁfﬁ- .
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B~C2%2 D =z %% ; COVID-19 3
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2 EMA. Questions & Answers for applicants, marketing authorisation holders of medicinal products and
notified bodies with respect to the implementation of the Medical Devices and In Vitro Diagnostic

Medical Devices Regulations ((EU) 2017/745 and (EU) 2017/746).

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-
implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu/745-eu-
2017/746_en.pdf
30 BSi. A guide to the In Vitro Diagnostic Directive. Retrieved May 1, 2022, from
https://www.bsigroup.com/globalassets/localfiles/en-hk/medical%20device/bsi-md-ivd-diagnostic-
directive-guide-brochure-uk-en.pdf
31 European Commission. Q&A on in vitro diagnostic medical device conformity assessment and
performance in the context of COVID-19. Retrieved Sep 8, 2023 from
https://health.ec.europa.eu/system/files/2021-06/covid-19_ivd-qa_en_0.pdf
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32 MedTech Europe. Is the IVD Regulation Framework ready for Class D Devices? Retrieved Sep 8, 2023
from https://www.medtecheurope.org/wp-content/uploads/2020/10/medtech-europe-reflection-
paper-class-d-infrastructure-under-ivdr-transition-october-2020-1.pdf

¥ BSi. P-i# wiE D B F oy B 4% 2 IVDR 2o # it Retrieved May 1, 2022, from
https://www.bsigroup.com/globalassets/localfiles/zh-tw/medical device/document/ivdr-faq-tw.pdf

34 EU. (2020) EU health preparedness: Recommendations for a common EU testing approach for COVID-
19. Retrieved Nov 19, 2022 from https://health.ec.europa.eu/system/files/2020-
09/common_testingapproach_covid-19_en_0.pdf
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