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https://ec.europa.eu/info/sites/default/files/apa_astrazeneca.pdf?fbclid=IwAROBGVK{50iHKEtOpq
U7Sip8eoAJbStgWqg2W2rLbrvM VitxbIP6af3HtIrl -

12 AstraZeneca £7 % P 'TL AZ B wHEZ g RV NOBRA > 9% 141 5 (“14.
Indemnification

14.1 Member States. Each Participating Member State Shall indemnify and hold harmless
AstraZeneca, it Affiliates, subcontractors, licensors, and sub-licensees, and officers, directors,
employees and other agents and representatives of each (collectively, the “Indemnified Persons™)
from and against any and all damages and liabilities, including settlements for which the
Indemnifying party has given its consent pursuant to Section 14.2, and necessary legal costs relating
to, resulting from or associated with claims for death, physical, mental, or emotional injury, illness,
disability, or condition, fear of foregoing, property loss or damage, and business interruption of the
injured party or a Related Person of such injured person (together, “Losses”) relating to or arising
from the use or administration of the Vaccine shipped or allocated to its jurisdiction. Such
indemnification will be available regardless of where the Vaccine is administered, where the claim is
brought, and whether the claim of a Defect originates from the distribution, administration and use,
clinical testing or investigation, manufacture, labeling, formulation, packaging, donation, dispensing,
prescribing or licensing of the Vaccine in its jurisdiction. Such indemnification will not available to
Indemnified Persons (14 3 f)...

Indemnification under this Section 14.1 will be available for Losses arising from the use and
administration of vaccines supplied under this Agreement, regardless of when or where vaccination
occurred and regardless of when or where the injury leading to the Losses occurs or is reported.”).

135


https://ec.europa.eu/info/sites/default/files/apa_astrazeneca.pdf?fbclid=IwAR0BGVKf5oiHKEtOpqU7Sip8eoAJbStgWqg2W2rLbrvMVtxbIP6af3HtIrI
https://ec.europa.eu/info/sites/default/files/apa_astrazeneca.pdf?fbclid=IwAR0BGVKf5oiHKEtOpqU7Sip8eoAJbStgWqg2W2rLbrvMVtxbIP6af3HtIrI

r'/??g]%‘lzf Jﬁ

1

" TRy H ﬁ—fﬁﬂgﬁ'ﬁifﬁﬁu?ﬁ‘ﬁ ° 7

1

’ LJ&””VL» R ’7{«#1‘/]
Lﬁu“f AZ$H = A RH2 0§58 LT §9F (57hp) é’u"f B it d

FORFE AZ 7 i A A kg iT1S A5 AF oA 6 foF B RS f

BAatp ﬁﬂ%&‘i’%@p\ A %Ecajﬁfréﬁ“,/f (waive and release) ¥] 14 T J F] &t

212 4p M eh¥t AstraZeneca % Ryt () AW X e i < c AL

AstraZeneca /g, \ﬁ STEARFASTRY R EF & F 813 AstraZeneca 19
¥5 24 2 AR ¥ (Good Manufacturing Practices)# & e w 5 (b) * it {7 ™

R REF R (TR Rl ) B e BB R Z R 15 T2 R
Mompa L F e % 14108 2 - g

FOAR R SRR W B AR L F o FORE ) BT 18T R
é’u’%‘ PEFFRAFETFL R AN THEHATHRP Y 0 XA E
27 “

NHA AF o RBRE PALEBT 9N R fIUy AWl

et
=
&
?ew

i e

K= pEHZ(HRkg TR ATRF R RERFFE Y R LY
PR A EA T RF L X4 (hold harmless) » i 7 & 2 R A & B
X3 T o B—”II’TTZT‘&JQ P2 (indemnify)H 452 -

RAT T S s AR R

P
SRS BECECE R S EL s R $)

=X
P
RoEEM R AT LT FT OORE SR 3§ b R T RE RAAT

18 AstraZeneca 2 %P %2 AZ Hw HRBEZ K o R OB A > 2 X% 151 i (“15. Release;
Limitation of Liability for claims other than third party indemnification; Disclaimer of Warranties

15.1 Release. The Commission and each of the Participating Member States each within their
respective competencies, on behalf of itself, waive and release and claim against AstraZeneca arising
out of or relating to : (a) lack of safety or efficacy of the Vaccine, subject to compliance by
AstraZeneca with applicable EU regulatory requirements for a pandemic product, limited to
manufacture by AstraZeneca of the Vaccine in accordance with Good Manufacturing Practices; (b)
use or administration of the Vaccine under pandemic conditions, ( /2 T & ﬁ?) ).
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Legal Disputes over Emergency Use Authorization for Private Businesses to Purchase
Vaccines:
Take Hon-Hai/Yongling/TSMC Buying BNT Vaccine as an Example
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SEFRE

Legal Disputes over Emergency Use Authorization for Private Sector
to Purchase Vaccines:
Take Hon-Hai/Yongling/TSMC Buying BNT Vaccine as an Example

Abstract

The COVID-19 outbreak broke out in Taiwan in mid-May 2021, but the shortage
of available vaccines has caused great anxiety among people. Private sectors hope to
assist the government in purchasing internationally recognized COVID-19 vaccines as
soon as possible. The Epidemic Command Center initially required the company to
entrust a drug dealer, prepare eight documents, especially the original factory
authorization letter, but could not clearly explain the connotation of the original factory
authorization letter.

Mr. Guo Taiming, on behalf of Hon-Hai Group/Yongling Foundation, applied to
the government for procurement on June 1, but was initially stuck on the issue of
"original factory authorization letter" and made no progress. At the same time, the
international vaccine factory must obtain a guarantee from the government to exempt
vaccine liability. Without the guarantee from the government, the vaccine factory will
not negotiate with private enterprises. After June 18, the Executive Yuan announced
that they were willing to publicly authorize Hon-Hai/Yongling and TSMC to procure
and donate vaccines on behalf of the government, adopting a public-private partnership
model. Finally, with the Tzu-Chi Foundation, a total of 15 million doses of BNT vaccine
have been successfully purchased. The whole process sparked heated discussions, what
exactly is an original factory authorization letter? What is a vaccine liability exemption?
Can private enterprises purchase vaccines? This article will use this case to explain in
detail the legal issues of emergency authorization for private enterprises to purchase
vaccines.

Keywords: COVID-19, BNT vaccine, Original authorization letter, Vaccine liability
exemption, Public-private partnership model
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