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Controversy over the Types and
Strength of Evidence for Assessing
the causality of COVID-19 vaccine
injuries: The Interaction Between

Legal Policy and Scientific
Uncertainty

Ho, Jen-Ji*

Abstract

Taiwan began large-scale vaccination against COVID-19 in 2021,
and since then, the number of applications for vaccine injury
compensation has surged to 8,564 between 2021 and 2022. As of June 8,
2023, the Vaccine Injury Compensation Working Group (VICP) in the
Ministry of Health and Welfare has reviewed a total of 2,689 cases of
COVID-19 vaccine applications. Of these, 303 cases (11.26%) received
compensation, while 2,386 cases (88.73%) were not granted
compensation.

This study analyzes the criteria used to assess the causality of adverse
events following immunization under Taiwan's current system and

examines the reasons behind the Vaccine Injury Compensation Working

*  Professor
Graduate Institute of Health and Biotechnology Law, Taipei Medical University
hojenji@gmail.com
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Group's (VICP) acceptance or rejection of compensation applications.
How VICP cites medical evidence exhibits the following characteristics:
Firstly, medical evidence with clear pathogenic mechanisms is given the
highest evidentiary weight. Secondly, population-based or cohort studies
are selectively utilized by VICP. Thirdly, VICP selectively adopts case
report evidence without clear and consistent standards. Fourthly, there is
an overemphasis on statistical normality, while outliers are often ignored.
Fifthly, pre-existing medical conditions are often used to preclude any
causal link between vaccination and adverse events. Finally, VICP is
prone to consider the vaccine injury causality from a diagnostic point of
view.

To enhance the effectiveness and objectivity of the vaccine injury
compensation system, ensure clarity and consistency in the utilization of
scientific evidence by the VICP, and meet the reasonable expectations of
the public, this article proposes several solutions to address the dispute
over the causality of vaccine injuries. Firstly, creating additional causality
types to provide more flexibility in assessing causality. Secondly,
applying the "Eggskull Theory" to acknowledge multiple causes of
adverse reactions. Thirdly, shifting the burden of proof through the
application of evidence rules. Fourthly, assessing causality in accordance
with the purpose of legal norms. Fifthly, utilizing population-based
studies and case reports to provide more support for the applicants.
Sixthly, recognizing the causality of extreme value cases for new
vaccines. Finally, based on new evidence and revised decisions, the
government can proactively grant compensation to victims who were

previously not compensated.
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Keywords: Covid-19 vaccine, adverse events following immunization,
adverse reaction, causality assessment, law of evidence, burden
of proof, scientific uncertainty, evidence-based medicine,

Vaccine Injury Compensation Program (VICP)
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TR AR FRIEE

T OER R 106 £ R 2| F H 355 Bk o AR E L BFFRB AL
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SERCE RS 2,689 1 - #ZAG RO 303 1 BOEEERZE 11.26% © i
MRS - 28 VICP #ZHERaE LLIFE IR A S o BN
VICP SE VR ERHEE A B T B B RR 2 (5 R AR -
DURASCIRE VICP BRI - /A HGE MR R E FOE AR
HEELASASTH

— > HEE

(—) BEREHE

RUG RREIR AT & b e < SR RIS 7 Ui

ANFTATE - BERE AZ R B MR TN MK TE (VITT)
& HATBIER B2 5LAFE COVID-19 ¥R RIHE - i A2 F
HIECR TSI - Kt Al R BieEe RE B ANRE AZ %
Pt (8 o v B IR0 5 &y Bl M AR RE L I ey - 2 HEIRRE
EAHERN] > LARAE 2021 4 5 H 24 HESR T ARG/ MR T i i i
ERIRFRT | BRTEACE R B =R - BIRZ2ET VITT nutahs ik
AR
1. IMyEEEREES : PT, aPTT, d-dimer (% FEGEE 7 ) ~ fibrinogen

CH R E ) -

2.  Anti-Platelet Factor 4/heparin ELISA fal o
3. VTR e EE -

TTS (VITT) ZERFHE « 2GR L AR + /MK T + anti-
platelet factor 4/heparin $RE5ER5 1 < BAE [ » [RIRE LM MRS LB

40 9 o EL RHEE fEmd AR i R isERE P R e A AR T30 A
:}lia FAHIF > & E &) F M T g i ¥ (Thrombosis with Thrombocytopenia
Syndrome, TTS) Tesk 453! > 3% > F 3 (2022) -
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AR NREERE o {8 Z2 MR s SR SR EL A B e FE LR P I/ AR
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CJRELEERE COVID-19 ¥ (AZ) MR - #7575 BIHR L2 FE
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TSR R AR E - OREANE E 2 F SR IR IR T A e R B e
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WOk ARk o 55 18 1R56 1 TH R HIF R Pwaa (T < BUE @ #T
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(EZBRmsErs 2 AR Eaaos iy - KBTSk i 2
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PF4 Hs 6 % 1 £k i i | 4 (T i 13 48 2 TRk 4 T+ MEEDENR
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g~ th2 NEEY)ELEKE - 48 COVID-19 £ v {4 % 4 § xvp
BEZFAEG BRFEL OV RFEFEET L M I M
FRERU A RE < E IR AR E B COVID-19 % (AZ) Bl
M - AR T THPG R S RO B U S A R L B 18 R 1
T HH B EIRIRAG T BUE - TR S g 3 ot -

Agr k& ApEEOIEA; 0§ L VICP % 186 = € K a3 2842 % o

29




B RHRERE 28528

(6) VICP 55 186 R €T iithiue 3716 &

P FEFE - @ BB COVID-19 45 (AZ) & HRERE
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0
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FERFRFE SR B - RERE A - S AR By B AR B P
Hi3EfE COVID-19 &) (Moderna ) fERH--- -

(2) VICP &5 187 R €I 35108 5529 &

flél %< B AR R B 30 HER B ~ TL K BB EREER -
R 37 HER B BWRREE - LEEmE#ER ST & BT - I
ARG ARG s R A B A (A R RSB Ik Wt Sl R ZE A HE I P 3B L - W
B ERUR KBRS - P TRERBER I B E G 2R - Bl
2 R A RIS R B kA ZE G e M IR ~ JOUBEZE ~ IPRIE RS K
R4 - B % ¥ & F #3477 48 mRNA 43 COVID-19 £ %1 » ¥
Bosos T N B 4 S T AN 4 TERASERERE - 1R
SO S IMBR SRR B Ry LB ZE SIS 38 2 = el it - RS
Al E 2 IEAR Ry HIBAE R B R GSEFTEY - Bilfedd COVID-19 ¥
i (Moderna ) fEERH:-- -
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EFACE it 8 b MIAFIiAeZE - lep v X @ FEF R
% COVID-19 # % (Moderna )22 s 2 & & -] 45 % T i i 32 B 5o
fElZz I/ M fe D-dimer AgBSAS R IR G ERIR B8 2 AR HF I
AR ERE o 2 W B e SR M IR - R R
IR AL - IRIBBE R R EEEUR - B R ERIRIMAR
it 28 BB KT - &7 LRk - {EZEiife2E & T ISR 28 2 EAR
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(2) VICP 3B 195 R €T 6398 3980 &
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TolitifRgE « p % F £ 9 #7448 mRNA 473 COVID-19 £ 71
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oA a2 B X AN e o HIRAE I - TRIESK
S« 5 LTS + IR B HLVEAE I AT SRR COVID-19 95
B (Moderna) fHERH -

4. Pl mRNA ZEEiE P (B2 - I Him )

(1) VICP 3 172 R €T i4m5E 3176 £

A I B BRSSRT J A  i E BEU R A S I P I e %ﬁﬂf{%
BEFTSEGZ BN - P S F F R @A T &8 COVID-19 # %
(Moderna)%éﬁ’ptxﬁlﬁ\_( SHAMYRE LB R E) 2
2 53R E R e SRS A SR - BEERIS ~ ElfillE ~ BREET:
FH JBR S 2 R B @ AR BT+ B P HE IR B B A
PORARA » BlEERE COVID-19 ¥ (Moderna) fERd---

(2) VICP 3 175 R m5E 2569 £

fEZERA efE COVID-19 ##1¥ (Moderna) 2 H & HIBIEE i /]
AR - ASBERTR2E R IRETE » P o F & 9 341 48 COVID-19 #
v (Moderna) {6 » 238fn (& 4 4?d L2 o BP R 5) 2
AR e (S SHE R B B R TR A A e
T2 REIIREE L R ezE » B IREIRFE v DU » XA G HE
FRIFS ~ venIMTLRE B s IS5 B2 o it b Pt » 82 2 BBE ZE e R e B
HYBE %A R BlESE COVID-19 57 (Moderna) fERH--- -

5. 8 mRNA SR s, (il E i i 55 W 5% )
(1) VICP % 175 R €1 #08 2560 &

filZ<HEfE COVID-19 %1% (Moderna) 2 H&# 4 /cIRENRE ~ il
TR @%Fﬁ’l‘ﬁ?%fﬁﬂEP/DT%%HJ%%HJEBE% o BB FEREN
7 448 COVID-19 # % (Moderna) 4 » & #fa ¥ (& Z4# 547 b
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g P pE) 2 g 55 EREFRYS  NERAGHSIE ¥
RIS B LI 5 512 » s e R PR o i A TP 8 o s JR\ge AT 1 -
ot P » 2SR A DK RH 28 < IR B VB e e A B - B
fE COVID-19 & (Moderna ) fE:RH--- -

(2) VICP 3 176 R €Ik 3415 &

fEF MR ER 4 HIRGIRM S JEITETE e - R Ry
AR O PR A EN IR IHZE - BRAEIRS 3 IR 205 HOUIR ~ =il
R ~ BEERIA SO MUE PR o S ZEA B sl IR Bh R A sk A o Co ik
T OFE = PRIMETHZE - SRR P Calgivs B rn LS S5 L I A o B
P ¥ FF AT #48 COVID-19 # % (Moderna) £ » & 4 s (@
RN AN RN AN W DRSS S ¢ 5 ALK C i
lél 52 HiE IR i B VB AR L IUE R A B+ B2 COVID-19 #21
(Moderna ) fERH--- o

6. #fli mRNA BRI/ T

(1) VICP 58 191 RETiRmuE 2776 &

fEZBEE Y 2 HERMBUHIMER @ MRAREEEUR D-dimer
SE - KCRETR R ME S - A kP S FERENT o B
mRNA # 4] COVID-19 # 375 21 p P2 B Pw | 5 W75 4 &
KB F A 4o HSEIREIEERE COVID-19 %1 (Moderna) fERH---

(2) VICP f 193 R &R 0e 3764 L

Y% 9 HREERRR B EREETME - &
B RN ENNR o MBS AR R BB LA - /M
B IR RPUERIGRBRUGE « HFAIILI MR ST FE o B YE
FiEe m mt FER AT > 48 mRNA #3] COVID-19 £ % 15
A E T 2 5 5 A K4 o H COVID-19 3% (BNT) (3%
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mRNA % - NEBUETT » NERERIRGYE © #% LA - 2R
H1HEfE COVID-19 %% (BNT) fHEEH--- -

(3) VICP 3f 197 R & 608 3893 &

EEEEE YR 5 HRZEZ 5 HIMEELE » MRk be s R
TRIZIMEAR T - EEEA S H A SRR - B awiliksEyns
IR - KIBIABEEERURN - 8 mRNA 6% COVID-19
YEE RN AR NI IMAE N 2 884238 - f BRIt - {BIZER B Bt
COVID-19 % (BNT) fERY.-- o

7. RBETREE SR

(K728 B 3R T A RO W E % » LU 2@ — e ERH1
+

(1) VICP % 176 2R €7 5558 3404 &

EZA#FE COVID-19 ¥ (AZ) 13 HigsgAzesgitiE sk
5K SeB R R B AE 2 R IR LR RS ~ YME ~ E RS e o ~ 8
V) e MGG - M P+ 5 R A7 548 COVID-19 £ 3578
A &4 2 B b BB IR M A 2 fE IR B A
COVID-19 %5 (AZ) fHERg--- -

(2) VICP % 182 €7 558 3496 &

R 8 HiRBAEEN - iR MR FREZESE
TR B Ry FOe g MERE Rk » 2 p # FE R M7 > &
COVID-19 % & 21 B4 & 4 20 B 7 15 B 5 (R Ze s M s stk
ZIEARELEERE COVID-19 ¥ (Sl ) fERd--- -

(3) VICP 55 184 R &I ifkiuE 3780 &

EZ AR 2 HERHIREE BRI - fEEAT2E
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FEMIEZE S M 5 MR I3E - p % F 5 7 4 1 %48 COVID-19
Eu B A2 B n Ak E > HAEIREEEE COVID-19 &
(Moderna) HERH---

8. H@ g

(1) VICP 58 176 RETikimue 2612 K

fEZE R #E COVID-19 ¥t (Moderna ) 2 5% A HRAS K il
NS - BEETR2ET R H AR - p % F & 7 #5748 mRNA
%7 COVID-19 % w15 » B Sz 4 4 5 5 & &g ¥ 5 4 » XfH
FAEREIA b= MUBRER B+ 1T B S B A TR s s IR B =
& EURH MBS B I » &% Pt - {85 H i SRR SR
JEELHYEAE s G R » BAEZEfE COVID-19 i (Moderna) fiERH--- -

(2) VICP 5 177 R ETiRimue 4066 K

ez #1E COVID-19 ¥t (BNT) [gH HBRZEghtE i -
2B R H R FUIEE - DUERE RS P 1% L SR SEJRH T 5+ A
b H A EAR AT S G - 2 P R FE R ER T A
mRNA #54] COVID-19 % 718> b X Fplrz 3 4 5 3 & B 5 4o
WSO 118 5 A B SR Bl A COVID-19 ¥ i BNT R - -

(3) VICP 55 184 RETakimuE 3617 K

eI Z AR Ry R EUEE - 2 S LB s - B & v &
FEFRAPFRABCOVID-19 A5 (& 5) & 8 F b2 Bompfs
RO A B E R HUR SRR S bE PR m B i FCRE EL AR I - ORe
TR et FOEAR EBR A 5 TEAE e tHRA » Bilfzedd COVID-19 ¥%
i (Eli ) JHERH--- o
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9. ETRA

(1) VICP % 174 R €08 2685 K

ARG 2P FEARIRAFR LR XA
FAMFFERELELL > P H FHFEAE T mRNA 43
COVID-19 #w # g =i & > ~ RHCE Fifa COVID-19 # v 2
% 243 % 7R T B8 mRNA %53 COVID-19 # 5718 ik & 7 75
2 F T AR R SR A e T AR E ZBIEREE
HiEfE COVID-19 &) (Moderna ) fERH--- o

(2) VICP %5 195 R €708 4103 &

e g e tR ks H R NN @E G E IS - ek
e EURCIEN, - BATR2E R EARTUE - P P FE R T
#4 mRNA 53] COVID-19 £ % % €3 =i 4 > ~ REE i
COVID-19 7 ¥ 2 % > {+3 & 7 B 7 #46 mRNA # 3] COVID-19 %
Wois MM A 2 W F T AR - A AF o KR LTl o HYEAREL R
COVID-19 ¥&#7 (Moderna ) #ERH--- o

o ZE N Z
() PPk sl e 25 e DASE 15 R i
L $ERRER O IUBESE - SEIREIIRLIE A 1 18 A\ 1 i

(1) VICP %5 169 R € 308 2419 &

A ZSE CREAE IR RS O UBEZE ~ DERAEE - TRE L BEIRF
L7 A Bt SR B PR LAY 2 T AR B LT/ VAR ™ A A AH
7 o DEE R ERIRBUR R IREIRIA - 5 2 oIkl - 2
e T A 2 R o ARG EEMEBRITE B 5 R
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BRI B © f LA - B 2SS RIHE Ry HPE R 18 Mo 52 5 [#E
UBEZERTEY - BEHEFE COVID-19 %5 (AZ) R -

(2) VICP 5 198 R 58 4631 %

Iz e 14 HIKIRSE ~ PR - Dl EmEs - 05
B RN ARBIIKRHZE - FZ2ET Ry ARBIRZNS & OF =& TH
FE o whIRENIRFH ZE RIS M B L, » 2 PP Y 7 3 & 2 107 < 7 LT
e+ A ZER B H R L IME RS [ S OIS ZE A R+ Bt
COVID-19 %1% (AZ) QY- -

2. Bl WA ZE 5K E AN 12 kv
(1) VICP 55 170 R €1 5808 2562 &

% & flH %< D-dimer AgBSAE SR (8 SSEIRIE S — i 1k B B i 2E -
PRl & & B R 2 F SRR ok a B K B iR i 2
B BE B R R FF BRI N R R RSN AR
BBl COVID-19 &7 (AZ) fERE---

(2) VICP 55 197 R & 3058 4282 &

izt i 32 HERRINP kG G T ke - SN g i &l
AR ZE - H MR AR SR AR & MR OF I MR T E R R
REBL- A BEFHMEBLNET) o 2 3 2 e¥  NHEREE
RERIRA TG HEE COVID-19 %1 (AZ) a8 L MR Ot/ MK T
JE A BN IR IR ST BE AR © 3 Pt - S IR B VB A
aRE - BLEHE COVID-19 %51 (AZ) R -

3. PR R E A P TR
(1) VICP % 174 R & 5% 2643 &

fEZ ReE COVID-19 &5 (AZ) 7 HERHIBUEREANE - JET
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TR 52 e PRI g R A A RS A I TP IR 2~ He et
BEGIE A H SRR AN B IR L - BRI R IEEE@JEPH‘“
BEZE R n s PEZE NI I » (S M MR BB A SR AT & [ O
[/ IMBAR MEMRERZBRIRIRER - HA £ % & B ~ %05 ~ 9 0p
B g R 2 R Ao o R DRI - S AER I B TR AE
PR ER] - BLEERE COVID-19 9% KT (AZ) R

(2) VICP &5 178 R € 3508 3602 &

fEZ<R27E COVID-19 %15 (Moderna) 4 HRZEAGHITET IS

TE - BSER E ET  be A R A M P HH I - A BE R B R AR

METHE I » 5% & 25 % o BB o o T LTS S LTS 7 Ry v L BR A

BEA L2 A28 A - WEAIME S A H [ Bd Bl COVID-19 ¥4
(Moderna ) fERH--- -

4. Hermf R eb)m R B 1R N8
(1) VICP 3 184 R &I 5H5E 3251 &

Az el 11 0B IR RSN - K2 R /e
IR rR LA B AR 28 - fEZE i/ Mok e SRR S AR AL
BUE MRERRE ZERIRZRIR OBl Bk ZE 45 s S 4R IR
Hygha A7 EA5 OV E A ~ FERRIE il e BOGHRSE - M B & &
PG FkmE R RER R - KL - HEZIEREH LR
JtHER - BdpeiE COVID-19 £ (AZ) HERH- -

(2) VICP &5 198 R &1 3508 6427 &

AR 1% 26 H HEL /M) R i HERREI DK H 28 - FSATRG AR
SRR A HUR/E M SHEIR S B 1R PR ZE - o i i o 2t
EPE R i 2 57 e EGEERER ~ SRR S o KR LA -
T ZAEAR B HB AR B B - B 2fE COVID-19 %1 (Moderna )

38




WREREAER® COVID-19 BEEERRBARCEREREZRNFFH
ERBREAM SR E M BB

5. HRrligR I RRELE - s B8 A5

(1) VICP 3§ 182 R €T i 58 3070 &

flEl %€ F i e 3 A HRSAME IR B A RER I
/I B BRI D RESE S - BERTRZE Ry A RGR % ~ & ~ L
R~ FENERAE (FERIUE) » 2200 AR IR R
W% BUEE S 1B BEEER » BE AP 5 g PR 22
FE gL T s S A0k o BRI IRELEAE COVID-19 %
i (AZ) fHERH--- -

(2) VICP #f 198 R €T i e 5681 £

fEZ AR 2 33 HIANER ~ BE G es - RKEh2
B R FE AR EHHEN - AR S AL PR F grugin
Pl R HARR T TS A PR R o R i B Rk
HBbnhp 2 AT Mo BERE COVID-19 FEh (Sl ) MR- -

(72) T DL A5 16 T s 52 PR R IR & vl s Lt

1. JEfE R DN -5 e pR e BEADL O DL 58 + 58 5 ST e s s 7 L
VICP 5 174 R € iHa e 3421 &

TEBES DL pE o B TAR BB ITE LR
ek r <o ® oA op 0 HRFF EIREHERREE AR OILR Z FTRENE -
TR M E BB COVID-19 9% 15 (Moderna) ZBRB#M: -
Kig " TEVERER FROE A S IR ) 55 18 RS 1 TH K
HNFRIECH N < BUE - TR SHEHE 50 BT -

39




B RHRERE 28528

2. WEfGRER Y E R R 28 ¢« 38 A E G 7 RO
VICP 55 185 R €] ifitn Ik 3426 &
TSRt 22 HIKMR ~ BT KIMEE TS E e -
D EER ARG RSN V4 2 V6 R ST By MRE » AREEAIZ2ET Ry BE
é‘F ST EFHELCUBEZE - [HZSEEMBERTiR s bR ~ R EE - Ll
B SN W AR SRR Ry S MR 28 -SRI MRS B S SR RT
é‘:[fﬂ@ﬁff[fﬁd\’l‘}iﬁ?f TR R IRIREL o MIH 2B AR S 78 7% AF R4
JiE & DEERIR T B0= UM =2 B RAR R (R - TibE PR R 1 i
TR PG - MY BB RSB LR R P
2 e Tl WFFIHE IR IR E Bl RS COVID-19 #%1 (AZ)
BB - 88 T THR R RO A S R R IR L 2B 18 R
55 1 JE R T R B E PRGN BUE - T ROE SR 30 BT -

3. MEAGREIN - R I I ¢ S8 ME R A T RO
VICP 55 182 R & ifithane 2657 &

I REAE % 10 [ BITERE - G RS - ILihRBass L
SR T BT e P Sk T s o
R B TR EH T B AR I » B DR T S I B o
5% R 0 AREEILIMIE PR - BRI RE
B+ R G MR TREBEREZ BRARTRE - ffE (2 AR A
VEEE TS S A R/ IVBAEE BRI » it o0 2 P T B
IR A A B e 2 S R R L ISR T » S T
SR E S VI M BSEE COVID-19 5575 (AZ) 2
B - f5 L - Ik T TR RO S B R R
5 18 1658 | SERHUMIFTEC A [ B - BT T 350 5

7":0
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(=) 2B v L) N VLGS 5 s 2 B 5 01 Do IR e e
S MRS Rk

1EE2i VICP %3 COVID-19 g - AIREEE g
RSB EREE » VICP JF R @il Rt 28 A R By v e -
B AR EEE] - RIS MR B fe B B Y s A R
NEEE » B2 A DA R R B R IRE T -

1. VICP i 183 R & ik e 2366 &

EZSHEREET 15 HERB Rl TSI - REBSEMa2En R R
MAME AR > SCPHZE » I ZE ST e o 7 B S i o e I AR S BN,
EBRpEEET O BRBECLI FRBSEET BB
N R 2 BAHR T AR RS LR 2 S B
S era > Hog sk |2 A T f 8 COVID-19 £ v (AZ) 2 BE B
et T THGHEAE 2 RO AL SR R AR iR o 5 18 R 1| TR
W RHAA R ERE T HUE - B TRaE S 15 5,000 7T -

2. VICP i 184 R ETiMmE 3577 £

EZ A R 23 H& SRS HBURLES - MR B RSB FE I
PRAK T » D-dimer MRS SRARF & MU GF ML/ MR M EREEZ FRIR
KL - ASEEANZ R Rl MR S - 18 B % & & 5 Wl C A%
TSGR )RR KFEFY B2 T R SRR
COVID-19 # % (AZ) 2 M I » {KIE T THE B RO R
Wk B w i o 3 18 ER 1 JH R H It R PRAa N < HUE » #T
BB R =W 7 BT -

3. VICP i 185 R €M 08 3426 &

EZ R R 22 IR ~ BT RILEE MRS mEs -
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D EEAR ARG RSN V4 2 Vo Y ST By MR » ASBEAZET Ry BE
FE ST EFH-ALLAIBEZE - (B i R 22 8 i ~ R K800 - Ll
I EE RS S A A S SR B o S MR 28 AU MRS B SR AT
BIMARGE ML MR M ERREZ BRR B o 8RR S 28 A Rk
IiE & DERE RS PT80S MM =B B R R R (R - TbE PR R 1 s
FEEHINB PR - Y R R R G Bp St TR B P
2 g F)F o R H Rk E e T 34 COVID-19 £ v (AZ)
2 B E I AR T TR S RO AR U s R A L 5 18 e
o 1 R B R e E e < HE - BT RaE ST 30 3T -

4. VICP 3§ 193 R eIk 3114 K

fEZ AR & 23 H B IS - FEE2E R s R -
PRzl EsE T iB e  BRERERPEZIRETER
# COVID-19 # % (AZ) 2 M mi: - {kig T THIG S EROBE S
U s B E L 5 18 B 1 T R H M REAA R SR 2
S TR SR 2 BT -

= AHIRM

R VICP FREMr - AR H VB IRRIR AR
BRI » JF R AT e Rl A RIRB AR - 05 2 - IR Lo
EHEBIFA]_ EAESEE - T VICP #i& COVID-19 &%
PRRFAEREEREFIET /72 - T S EUYR  ARFRRy VICP R KRR
PREEED - A AR BEEY] - VICP DU BIHIRE R [RIER B PR IR E -

2 i e HINI Z o A2 LF RREELFSM G PE 2wyt

et
Batia  2ead 648435180 F 11(2010)¢
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(—) BFMBUA GBI ¢ 335 MEIL e v 1SR

1. VICP 5 177 REF#HRDE 2655 K

fEZ<HE COVID-19 # 5 (Moderna ) 13 H 2 HIZR JIREHE - #8
2 Ky AQP-4 antibody [P EFRER - H AL AR S B S U
HURNHIFC A HE R Bl COVID-19 £ (Moderna ) Z Bl » {HZEA
S HIRIHZRE » WREREZIE < VEAEREE - AR AQP-4antibody
e IRIR a4 8 HARM 54 W R 3 2 N B8 1S - g
AAAEF R Y F o &R R LY &S COVID-19 # %

(Moderna) 2 B B 1+ » {38 T TR ROE AL S EUB R B i
%0 5 18 RS 1 T S SR HAA R I ERG T RE - # T Har <
HTEW 4 BT

2. VICP 55 178 RETi e 4394 K

iz BB R % 21 H B B IR ~ B Ratah e e
1B > BB RAS ARSI Ry R REAE - (B E Z 2 I ohe e b I
BEI Anti-NMDA falafl R k5 - 2E Pt NMDA SZRgfiR -
AR5 H BRI AR E AT fe H BT CD20 BPRPIRIOHE - H RTILEE
BN NMDA ZRIfEREL COVID-19 e 2 Bl - 1o
AR vEZFTEEMA COVID-19 £ 4w (BNT) 2 M= > {K
152 T PHP R S RO B S U R AR R ) 2R 18 R 1 TE R LY
REEDIRR N ZHIE - TR A28 100 FT -

(=) GEERRR IR « MRS BOH

1. VICP i 181 REFihmE 3812 K

EZ e 44 HR R EET 5~ RE  BES b 5 BRI -
AL B RAS MR ERRRE » A B R opp a2 PR IR aa T
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S A s BH4h COVID-19 % 5157 4o 4 4 o 4k” Flp g s2 & 103
B2 i HEENE COVID-19 & (AZ) fHERH--- -

2. VICP & 181 R ifHa7e 3819 &

fEZ RN 37 HRBAZRBILIN - AR R B AT
7~ WU R B - B A B B AR s R R SR AH Bl 22
FEAR » v A v 634 pWMAAF B2 %%#”, |87 B &
P FE 7R R R B PR A HOEIRELEERE COVID-19 ¥ (AZ)
ﬁ]ggo

3. VICP 5 182 R ififane 3344 &

e Z R R R RS R R RHETE - REEE BlR2 B e BRI A
SR+ BRI BRI R » - SRR T F L AAF
RAMGHBLWI BRRERFTL PFLARF B2 E2ZHR
HAER BLEEE COVID-19 ¥%51 (AZ) JERE-- -

4. VICP 5 184 RETiEMTE 3332 K

i F i etz H BT B TS - R BE ARSI Ryt i
AR - ISR R R e tHRA R - R BA S 2 AR F
LPE%‘? FRHE BRRERFAFE? P E- BIPHALEF L L

BF g £ 2R HERELEAE COVID-19 & (i)
Egj °

5. VICP i 185 REFihMmIE 2547 K
EZ AR 2 Ef&tﬂfﬁﬁﬁﬁﬁf ~ B~ MR R AR FE

AR » S A £ BT S RS « SERTEE ST HEE POy
@\%MW%W@rﬁ’%ﬁﬁumgﬁimTﬁ%ﬁwwuié
s - MRS B BTSN, - RF AR RN
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REZERRIREL > & B 304 fim e 2 p T NRA gk - 2 FH
FRIBRBATEF L LEF B2 ERY T B HiE R
COVID-19 %Hi (AZ) R -

6. VICP 5 185 R ifkffa s 4303 &

BN 3 HigHI SR IER TGN - KRR Ry 2 B L
PEVEIRIE > BRpa PR - LA TRASEL pMARARL &
BpEE A HESMRI MG ZAERE R COVID-19 i

(BNT) R -

7. VICP 5 185 R itk 5684 E

HZ R it S0 HIREA » AR R —HZ R - i
o Ry BT ZE o MEIML/ MR R BEM DTRERBRRE RATF & ARG
MR ME R LERIRZRI - HEREEEREISRCA - P 7 ¥ F 9%
748 COVID-19 s & (AZ) 28 P 152 7% fas 4 5 & K 4
te o R BRI - EZZAEIRELEAE COVID-19 #%¥ (AZ) HER--- -

V9~ GEESZE B GR e P B DU Al ) DR 3

(—) HAtaggd)

1. VICP 5 168 R iitme 2379 £

A ZEMR I RECBE e B2 Bac sk Sunitinib SEYJAHRH Z Siv ML
EHREMEERIE - -+ fMEH Sunitinib &R © F% AT -
A MR MEIRIER B ] Sunitinib ZEYFTE - HBiffE COVID-
19 9% (AZ) JERH--- -
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2. VICP 5 192 REF i DE 3204 K

RIS FRE < I R G EEY) ~ R4 ~ SBESEB R hEF L H
KI3% - Hrh SRR ZEYI RS - SRR HPIRIREEY) - HE%EY)
W 2 AL Ek o #E BRTIl - H BRI B R COVID-19 2

(Moderna ) ERH:-- -

() Hofts st

1. VICP & 188 REFihimIE 3720 K

o B i el T D 2 A T VR SR R IR ARl
WAPRIB G ~ B i B R EM R 7 PETC - T COVID-19
(Moderna) {8 mRNA ¢ » WAEEGHT) - R 109 FMH
INE BRI RO ~ BB EE (R - #ER2E Ry IUE ~ AR
SR PRFFIERTEE - K7 LA - HZER B COVID-19 ¥
(Moderna ) fERH--- »

2. VICP 5 189 R €Mk 3203 &

ERIMEEEEAER AR E - SRR MR IE - SMEE
FER  IRESECEE > T COVID-19 #%1¥ (AZ) FRIEIHESIY RN T2
sife i - WARBIRTT > AEERURGE - HABIREL#fE COVID-
19 %7 (AZ) JERH--- -

(=) JE

1. VICP 5 192 R ek 5442 &

B S B RS Pt R R B © e & B 2R TN R ey
IRAE R AL NS B AT > JRIRFREI ] DUB K - HR TS E A ORI
BN - BURWIE CRAE— R » §7_EP - 8 298K B HTE A

46




WREREAER® COVID-19 BEEERRBARCEREREZRNFFH
ERBREAM SR E M BB

SR AR - BLBEAE COVID-19 ¥ (AZ) fiERE--- -
2. VICP 5 193 REF i DE 3607 K
fEZSR2 T et B BElE AW - HR H AT ERE - S
197 K6 P HE SR (R 8 J 22 RO T oy e P 9 I T B R el

IS o2 5k (R b JE 28 AR A B R S v B > 1 I o AR Bl e 1
COVID-19 ¥&#; (Moderna) fERH--- o

Hi ~ %58 VICP I COVID-19 S5 {5 HE
AR

— > B0 DR U e I R R SR I e IR )

EENEESREE T - FEEEE LR E AR A S
1B - IMEEFIRESE 13 B DUEH - T Bowikid ) " EErEinks
Fe R 1 o2 A R AR My T 2B e — o e e b - B
FhpEett R L E A IR e I RE SR A RIRBA R AE - ATEERSE
HEERIBRBERAH G — Skt - B —Ere RSt E
ANBHRIERE ~ RIZREER T - (BB ESEID B =tabaks R - H
AL S H BASREREA SRa0aa s ~ INFREAERTT -

A COVID-19 Erif REM: - ARERA ~ SMNERATH R
THSEEEHR B e R HAF RS TIEAYER - 28 VICP B2
B = E T RIRFRTAE - P2 BRI MR
iE (VITT) » EEZH BRI ~ /MRS ~ i/ Vi Y R-F- e

( Anti-Platelet Factor 4) B4 ~ d-dimer S IEE{EHS 4 fElHi% » 2
i VICP gh&y SLETEAHER HAG T i =% 600 TR - 5l 218
fRCAE 2 B 3 At ] DARE RS R S e o 1TSS s
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T BEEETEDRAEOR T8 LR SR

IRIETED B 52 F RO B BB R R F#REASS 13 58 2 18
"NEIEEISE ) B RE BT R R R L — - MTBGAR T
W AT N IR TR 1A FT B B M b 2 — - 53 SR I
COVID-19 J&EiA RFBAFIRE R - HRTE#E VICP Frasney A LR
REBEAZ o S mRNAEEREBUOILR - DURER RN AZ %
v BRSO AR FINE e T RE EL BRI

(—) EEEETESRAN LIRSS I8

LA COVID-19 $ZpiBase B 1R 3K Tl - =18 VICP [A)25E8
Fo:Tizp o FEFEMT > 2B COVID-19 R 7 HF]S &4 277
e b e 2021 5 5 H SR ARIE A R BB ECRHE( Vaccine
Adverse Event Reporting System ) &¥} » 4375 H COVID-19 y& A
R INZERE MR FE S mBR Y -SRI+ 2022 4F 2 H DIEFEIRR G
Dlegifgfr (Clalit Health Services ) ZEHHEH 260 B AZREEIT T »
ZEH 2018 IR MERR TR A RIE T E 70 41.50 - 2019 258
TERES B R TE0r Z 44.46 (BAE LY S Bl R R By -BN T
Rtk - B —RIA OB IEIRABRERE TEI L

B BREFOER 0 ERFF F 305 T i TRA S p FRENAT &
AREETA R LR 2 FIRBE R S UGB AL FIELT 0 7R R AR
TEENESEE TR PR R TS E I S R
WEEH TR TRFAFE BB A SWERIAEZY BEY 10
IHF2PRTF2EF G E2 2P 02 PR ARL ZRZ2L R &
fed B E o

4 Eric J Formeister et al., Preliminary Analysis of Association Between COVID-19
Vaccination and Sudden Hearing Loss Using US Centers for Disease Control and
Prevention Vaccine Adverse Events Reporting System Data, 147(7) JAMA
OTOLARYNGOL HEAD NECK SURG. 674, 674 (2021).
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LI#EHE COVID-19 etk i RN EFHZE (retinal vascular
occlusion, RVO » {3 FEIRFE ) Foffl - HATE#E VICP JFHI E#AK
PRIRBAGR - RV EETE AZ s HE RVO HEAE B HHERE
- VICP Ao Ry RIS BR G G e E TS TR (AR VICP
5 182 X ififmar 3052 % ~ VICP 55 197 K&gafkiimaft 4058 5) -

A EAE mRNA ZtR HEL RVO %41 - 28 VICP #—#EE
BT F 29 A A 4248 COVID-19 # % (Moderna) 14 > & # f2( &

4 Yoav Yanir et al., Association Between the BNT162b2 Messenger RNA COVID-19
Vaccine and the Risk of Sudden Sensorineural Hearing Loss, 148 JAMA OTOLARYNGOL
HEAD NECK SURG. 299, 305 (2022).

4 Tuomo A Nieminen et al., Sudden Hearing Loss Following Vaccination Against
COVID-19, 149 JAMA OTOLARYNGOL HEAD NECK SURG. 133, 139 (2023). i {F /1 R,
HE o ARE WAL EEREN Y T o R Y- f'FJFf Nieminen *f iZ B
#4422 7 SanofiPasteur~ GlaxoSmithKline ~ Pfizer % £ & M pF ¥ 1 5 F °
R B e 5 TR IR S I PR T LY R R ONE
Bk B o B R RS o v ko p 1T M RRE TR S 5
BRI @280 DR ERFY N BRI PF FH a4 T TR
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Z<~ VICP 55 176 X&rafimi 3415 2) - LA R, » $A$4E COVID-
19 JE 1% HER AN - 2238 VICP IUERALE SRR AZ 551 (IR
BRI ) » IRIMCA N HA e v PTRESE AR I AR S 2 52 ~ SR 25
B HE R EAIRER -

£ 2022 £ 8 F - TEEERRARYE 421 {li RVO ZBI 5 - $%
fi COVID-19 # ¥ Bl RVO JR\Bgnll AHER M - (HIETEF AT g2tk
AHIHE 2021 26 H 1 HE7 431 H - HIWAZER 4 884
ARSI TR A - TSR IRRAE 2023 4 5 H#Rmrsesa: -
i TriNetX ZoRHE 3,108,829 AEHIMT - 1A EEUR mRNA
COVID-19 £ 8 RVO HHHBIME: - (SR AR R 21 K
BRAEIRL » ROPHTHERE 21 RILATHIBL RVO™ « SK7f » 2023 4 5 H &
IR TriNetX ZORHE TSR 52 BEMTEMEIL 6,755,737 A&
FHECT: » 7F 2021 4 1 2 2022 4F 12 § —4ER] » COVID-19 54
FlE AP B RVO RUBSRIER I 2.19 % - T #27E mRNA 22
P AR B RVO BESREIEHR A" o FHI A s S8 o 8 L At fee
AR E O BERE 5 B R AR A T L - WP vA e - (RIS
PRI R o A SRR R A R TR T A IR B R
FRIRLAE B COVID-19 #Fii2 HE RVO 561 - RHZ mRNA £
HZED - A0 BRSSO AR PROEIRE - ERTIET R

47 Nicolas Feltgen et al., Retinal Vascular Occlusion after COVID-19 Vaccination: More
Coincidence than Causal Relationship? Data from a Retrospective Multicentre Study,
11 JCLINMED. 5101, 5101 (2022).

48 Tan Dorney et al., Risk of New Retinal Vascular Occlusion After mRNA COVID-19
Vaccination Within Aggregated Electronic Health Record Data. 141 JAMA
OPHTHALMOL. 441, 446 (2023).

4 Jing-Xing Li et al., Risk Assessment of Retinal Vascular Occlusion after COVID-19
Vaccination, 8 NPJ VACCINES 64 (2023).
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e - HESRAHETC N mRNA EE ELR s ds e (A0 AZ &)
Ry s - HEA ZEIB AR R 2R S 5 LT mRNA SR
BRI - (HEEE VICP A HFE mRNA Stk H S IRE AR
PHZE ~ IifRE - BGBEZE - —BEENy " P+ F & 7 E 5 7 48 mRNA
A COVID-19 o a s ¢ b~ il o b g 4 85 3 K5 e
HEAFE TR - EHEERE mRNA & IR/ MR T » HEERES
BT CASRERE T B ir 2 ™ (LM AR N R e

O blhei A1 D IR 00ER 0 VICP % 181 =% € 3R %% 2615 % ~ VICP % 186 = ¢
R EL 3599 % ~VICP % 189 =t € 3k ¥5 3501 % ~VICP % 190 =< § & %%t 2646
Giuseppe Carli et al., Deep Vein Thrombosis (DVT) Occurring Shortly after the Second
Dose of mRNA SARS-CoV-2 Vaccine, 16 INTERN EMERG MED 803, 803 (2021);
Elizabeth A. Andraska et al., Three Cases of Acute Venous Thromboembolism in
Females after Vaccination for Coronavirus Disease 2019. 10 J VASC SURG VENOUS
LyYMPHAT DISORD. 14, 15-16 (2022); Alessandra Serrao et al., Thromboembolic Events
Following mRNA Vaccines for COVID 19: A Case Series, 53 J THROMB THROMBOLYSIS.
971, 971-973 (2022).
52 Eun-Ju Lee et al., Thrombocytopenia Following Pfizer and Moderna SARS-CoV-2
Vaccination. 96 AM J HEMATOL, 534, 536 (2021); Prachi Saluja et al., 4 Systematic
Review of Reported Cases of Immune Thrombocytopenia after COVID-19 Vaccination.
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2849 Z) ~ FERUILIAIEAE (VICP 25 186 Kérafimby 2819 52) » HAE
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10 VACCINES 1444, 1444 (2022); Hana Qasim et al., Immune Thrombocytopenia
Relapse in Patients Who Received mRNA COVID-19 Vaccines, 14 J BLOOD MED. 295,
296-301 (2023).

3 Bldew it VICP % 191 = § 3R %5 2776 % -

PP REFER SR FNRB RS I A mRNA Ry S IR g R
B Fw frie ¥ K oL o[ 4 T > A Chandur Bhan et al., An Unusual Presentation
of Acute Deep Vein Thrombosis after the Moderna COVID-19 Vaccine-A Case Report,
9 ANN TRANSL MED. 1605, 1605 (2021); Harmehar K Kohli et al., Moderna COVID-
19 Vaccine: A New Player in Vaccine-Induced Thrombosis Without Thrombocytopenia.
15 CUREUS €34015 (2023).

5 Bldew it VICP % 169 = § 3R %5 2573 % ~ VICP % 195 = § 3K %% 3980 % -
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Features of Vaccine-Induced Immune Thrombocytopenia and Thrombosis, 385 N ENGL
JMED. 1680, 1682-1683 (2021). &% & B[ ¥ EINF % n 22 Wix & I P
TR R e 42 pp o fes FIG CEcR G| AR 48 p IRk o

53




B RHREUEMR 28 %2
SE TSR -

N~ VICP HFZRHGZ LSBT COVID-19 $%
BrE KRR

BB TR R A A - AT AR
TSR ERRAL - MBS R 2B & E s Bk > - R
VICP SRl sk iTLIE Y - HRAIERE BS L BN - Sl mia®
NRFARRARELEEE ERIN 2 BT e Fw R i At -
FRUARS NESMYE - B FIET COVID-19 LG ERIRER - K
A E A B R ARSI - SR SR B MG ERRA - 2
1 VICP A&l E N REMFEL COVID-19 3 EH KIS R R EIXI SRR
TRIGEMEE -

BE ~ [Pt COVID-19 Z29i 5535 IR BH iR F 58]
HE /7 %

FHFY COVID-19 ZH Rl - ZERR B RATHHIAEA
REBEAANEG Bl GRE - WS BRBF SRR T - B R
COVID-19 J&Ei {5 FH KRB R AL MRIZSE S 5 Bk

TR - g ;};5 '[ﬁ']‘ﬂ'_:}ligl EMBERH A LE LRG0 A EERFBERN 4
VICP § 183 = € k%% 2366 % ~ VICP % 184 =t ¢ k%5 3577 % ~ VICP %
185 =t ¢ k4% 3426 % -

”?%%%%ﬁilﬁﬁ%&%ﬁ%ﬂ, RE2 A > HHL G2 4

A

EIEgELN s Ep L —mrr%w%m%zk? é’éﬂ“%o%“@g&;ﬁ&‘r‘iﬂ?
A FAEE *ﬁﬂﬁw ZRF e, AP FEEY 282 4% 550 F

F
e 2 B2 a%d > VAR EEs- B2 u - 2T 33 g

HERRE - FET -




WREREAER® COVID-19 BEEERRBARCEREREZRNFFH
ERBREAM SR E M BB

ampett—LE Rl RE T © FUTIELE T RATREE R E - ARLITI
Ay~ TTBUR RS EIAMERE T2 - Bt n] DIFRE H B RN R BRI
REACRA R ERATRE -

— > IR RS R AL ~ #rE(t

ANRTATL - YRGS A R B GRUE R R
REHE ST FIET e - H BT EEBUR T L FAYRE IR T IARE - 2RE E K
BRITER AT S AR 18 " TN T ROE A U s o A
HRERIRIR T = FIBrrE ~ AE - A2 225 WHO #ERI - WHO
J% 2013 FEE R HARTERG R A R RIRBACRFTALHER] ( Causality
assessment of an adverse event following immunization (AEFI): user
manual for the revised WHO classification » DU N Eifg WHO ¥£HI|) » £F
2018 FFHRRES —RK - TAE 2019 4 HRRFEHTRR™

WHO QI Y KR B AR BV FIE 70 Ry LR =8+ — ~ MHE

( Consistent causal association to immunization ) ; —. -~ fEJETEE

( Indeterminate ) ; = -~ #E Ed ( Inconsistent causal association to
immunization ) o N5 » KIS HERY =0k B R REOrng - L HZ i
TR MR B g | RS R B - IKIBLRAY COVID-19 9%
AN RBRRET T B IR TR B S SRR
VYo HER o WA B B B A oA B B S T e s v [ 48 1A
PRI ME (VITT) HURZEMEED Ry © — ~ fEE (Definite) 5 —
FRATHE (Probable ) ; = ~ AJHE (Possible) ; VY ~ FRAHAIHE (Unlikely ) © o

3 World Health Organization, CAUSALITY ASSESSMENT OF AN ADVERSE EVENT
FOLLOWING IMMUNIZATION (AEFI): USER MANUAL FOR THE REVISED WHO
CLASSIFICATION, 2nd ed. (2019 update).

%0 Pavord et al., supra note 56.
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FE3E—I% COVID-19 Y217 - w2 ey il L Tl FEE A DX SR B 1R A 70 2
MEARITAPY T EES -

FEEEEE b AIBEEY)A RS RBACRIY 34 - B R
WHO Ft 558 by S84 4= 5amiHu 0y (Uppsala Monitoring Centre ) Fit
BRI R (LUREfE WHO-UMC 851 ) » BREFIAZ AR
filiZfh » SEERHEE YA R BRIl o R PR = o0k + —
e E (Certain) ; — ~ {R0]EE (Probable ) ; = ~ AJEE (Possible ) ; VY ~
KHTRE (Unlikely ) © o i@ 250 M AR TR B2 L FEATAT T

HRFK FHMEIEE (EABENALUTEE)
HE 1. e = e SR B SEY i A GBI P -
Certain 2. LR ARG i s A SR YR -
3. (FEERR I EA T SER R EE A AR -
4. F 2 EBMESE R PR IRAE
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3. RS IFEER EE - BUFEER A ANE -
PARFEIRE | 1. HsCEE = bR EEEY R P ARG (EIE
Unlikely FEANFATHE) ©
2. AR A SEY I GEFR (L 5 B AR -

1 Dasol Ro et al., COVID-19 Vaccine Injury Compensation Programs, 3 J GLOB HEALTH
Scr €21 (2021) 4 R AFE L~ (RF i ~ T Al ~ 2 2T Fwag b Vb S g
% % ¥ it (definitely not related) - #§ °

2 World Health Organization, THE USE OF THE WHO-UMC SYSTEM FOR STANDARDISED CASE
CAUSALITY  ASSESSMENT,  https://www.who.int/publications/m/item/WHO-causality-
assessment (last visited: Mar. 31, 2023).
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FR Azt E s NAFEABLAT o
EAELEGEERTT EAIFTERALE - FEEEROLARER R L
2005 FHRREGMNEAES T B3R Rl (Principles of European Tort Law,
PETL ) “THCHSURIBAHEE EY T % E K RRRIYATREN: - PETL
55 31105 16t (AR TIVIRRBANR) BUE -7 23 7 Bied o i iy
FETHA D R - BiREEs A2 E & E RV AN Gl F D
T R (5 ) T o sl ARAE E aE B AR LG AR AR e v
blendg d o ) MR (LRI RIRB R - PETL A2 SR LR
%Eﬁ%‘% » PETL 55 3 : 106 fi (ZFABEBMARAHEERK) FE
RIARGFEFEED T AP EE - FEAH B RS
A T AR R A o
TR VICP (15 DIOE AR E I i v 5 5 K R
TR BELERBOEHEE e T NHEAEEA G GENA R g H
AR - o2 S B A S A KT ek
FZARKEME » FEREEA R BT M — KRS - i
FEEEHRERMEEAS ZIKNEFBIMHFRAREE R ZHETE 2
I SR HE N R RSB AE IS ~ S B SRR Ry THE

37

05 g BT A R Pl BN 24T 52 B} (The European Group on Tort Law )
% [&]%ﬁ—%‘f MR B 0 32005 £ AEs R AFEA CMYWERHMNEESLIERA
SRR EF 5 RGE Y R A 3F A Dhitp/www.egtlorg/petlLhtml ( £ 12 1 p
2023 # 8% 15p )-

% 1In the case of multiple activities, when it is certain that none of them has caused the

entire damage or any determinable part thereof, those that are likely to have [minimally]

contributed to the damage are presumed to have caused equal shares thereof.

7 The victim has to bear his loss to the extent corresponding to the likelihood that it may

have been caused by an activity, occurrence or other circumstance within his own

sphere.
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81 A definitive “yes” at the population level is consistent with causality at the individual

level. A strong “no” at the population level is inconsistent with causality at the

individual level. If there is no clear answer to the question at the population level, this
will often lead to an indeterminate conclusion at the individual level. See World Health

Organization, supra note 59, at 10-11.
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Personal Data Protection from
Asian Perspective: A Probe into
Database Litigation in Japan and
Taiwan

. . Ok
Hsin-Hsuan Lin

Abstract

In recent years, countries have faced concerns regarding whether
large-scale databases established by governments and public entities may
infringe upon people’s right to privacy. Given that massive databases can
quickly accumulate fragments of personal data and, through the stacking
of vast amounts of information, potentially profile individuals’ personality
traits, there are concerns about the risk of data breaches associated with
such databases. The construction of legal frameworks and their specific
implementation not only sparks litigation in Taiwan but also extends to
Japan. Both Taiwan and Japan’s judiciary aim to clarify the concept and
scope of “information privacy rights” and how to derive specific
protection measures from constitutional provisions to establish personal
data protection

This article selects Japan as a case study for comparative legal

analysis, starting with an overview of Japan’s framework for personal data

*  Assistant Professor in the Department of Political Science at National Cheng Kung
University. S.J.D., University of Virginia School of Law.
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protection laws. It elaborates on the origin and development of the concept
of “information privacy rights” in Japan. Subsequently, it focuses on
pivotal cases in Japanese jurisprudence, such as the 2008 Supreme Court
ruling on the Basic Resident Register System and class action filed in My
Number litigations. These cases are examined to explore the development
trajectory and legal foundation of large-scale database litigation in Japan.
Next, the article analyzes Taiwan’s Constitutional Court 111-Hsien-Pan-
13 decision, evaluates the implications of these two countries’
representative database litigations from a comparative judgment
perspective. It aims to provide recommendations for appropriate strategies
in addressing the second use of public sector for enhancing personal data

protection.

Keywords: Government databases, personal data protection, Japan’s Basic
Resident Register Network System, Japan’s My Number
litigation, Taiwan Constitutional Court 111-Hsien-Pan-13

decision
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Re-using Health Data and Data
Governance - Reflections Following
the Constitutional Court Decision
on the National Health Insurance
Database Case

Weng ,Wesley Yi-Hung ™

Abstract

The crux of the issue, as outlined in Constitutional Interpretation No.
13 of the 111th year of the Constitutional Court, regarding the legal
framework for information in Taiwan, is that the current legal system does
not satisfy the fundamental requirements for data governance in the
healthcare sector. With this in mind, the purpose of this essay is to explore
the legal framework for data governance that will be required in the future
for the extended use of personal data in various databases within
Formosan scientific research community.

The solution lies in the relevant authorities expeditiously completing

Associate Professor, College of Law, Shih Hsin University; PhD in Law, Durham
University, UK. This article presents part of the research findings from the author's
execution of the NSTC research project (MOST-111-2410-H-128-003-MY2). The
author sincerely thanks the two reviewers and the editorial board for their specific
comments, suggestions, and information provided. These valuable insights have been
of great assistance and encouragement to both this article and the author personally.
However, the responsibility for the content lies solely with the author.
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the long overdue legal framework for research database governance,
instead of merely offering promises. Secondly, this article contends that
the heart of data governance is establishing the concept of data trust,
which can be achieved by creating a trusted relationship between data
intermediaries and data subjects through their data access and sharing
behaviours. This can be achieved by implementing a data trust
responsibility based on the trust relationship in data application.
Participatory governance and trust relationships based on people-centred
principles have a positive correlation, and enhancing such trust
relationships necessitates robust data trust governance, such as embedding
transparency and accountability principles in the legal framework design
for governance, and enabling data subjects to participate effectively

throughout the entire data usage cycle.

Keywords: Data Governance, Personal Data Protection Law, National
Health Insurance Research Database (NHIRD), GDPR,
Right to Privacy, Data Governance Act, Regulation on the
European Health Data Space
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archive/2016/10/information-fiduciary/502346/.

3 Ibid.

35 Bianca Wylie and Sean McDonald, What is a Data Trust?, CENTRE FOR INT'L
GOVERNANCE INNOVATION (Oct. 9, 2018), https://www.cigionline.org/articles/what-
data-trust/, as cited in Samantha Smith, 4 zebra’s trust: How rare disease communities’
participation in data trusts’ governance builds trust and drives research, 55 VAND. J.
TRANSNAT’L L. 191, 212-213 (2022).

3 Jack Hardinges, What is a Data Trust?, Open Data Institute (July 10, 2018),
https://theodi.org/article/what-is-a-data-trust/, as cited in Samantha Smith, 4 zebra’s
trust: How rare disease communities’ participation in data trusts’ governance builds
trust and drives research, 55 Vand. J. Transnat’] L. 191, 191-238 (2022).
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An Empirical Analysis of Medical
Violence-Related Judgments
Following the 2014 Amendment of
Article 106 of the Medical Act

Liao, Jen-To "

Abstract

To understand the status of medical violence cases in our country
following the 2014 amendment of the Medical Care Act, this study used
“Article 106 of the Medical Care Act” as the keyword to collect a total of
743 medical violence-related judgments from January 2014 to February
25, 2022. Descriptive statistics of these cases revealed that the average
sentence for all judgements was 76 days. Geographically, the region with
the highest number of cases is central Taiwan (130 cases). Regional
hospitals reported the highest number of cases among healthcare
institutions (342 cases). Additionally, over 60% of the victims were
nurses, and more than half of the incidents occurred in emergency
departments. Physical assaults were the most common form of violence
(345 cases), followed by verbal abuse (314 cases). The only significant
factor affecting sentencing was the location of the incident (F=3.5,

p=0.01), with violence in outpatient departments receiving higher average

* Master of Technology, Graduate Institute of Health and Biotechnology Law, Taipei
Medical University
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sentences (86.7 days) compared to wards (72.6 days) and emergency
departments (71.8 days). Regarding probations, 96.8% involved first-
time offenders, with the majority committing physical assaults (90 cases,
58%). These findings indicate that the number of medical violence cases
has plateaued in recent years. This could indicate that the situation hasn't
significantly improved or that there is an increasing willingness among
victims to pursue legal action in medical violence cases. However, further
research is necessary to understand the specific reasons behind these

trends.

Keywords: Healthcare violence, physicial violence, verbal violence,

Medical Care Act Article 106, descriptive statistics
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