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# # 5786031734 : MAJOR LAWS

KEYWORDS: PRODUCT LIABILITY / VACCINE / MANUFACTURER / ENTREPRENEUR
SASIPORN PARIYAPONGPAN: Product Liability Act B.E. 2551 : A Case Study on
Liability concerning Vaccine of Entrepreneur. ADVISOR: PROF.SAKDA
THANITCUL, Ph.D., 223 pp.

Product liability Act B.E.2551 has applied strict liability to all movables
produced or imported for sale except for products prescribed in the Ministerial
Regulations, so the damaged party is not required to prove intention or negligence of

the entrepreneur.

However, enforcing strict liability by such law on all types of product may
cause unfairness to entrepreneurs. Therefore, this thesis focuses on determine whether
the vaccine product is appropriate to be subject to strict liability principle under

Product liability Act B.E.2551 or not because vaccine is unavoidably unsafe product.

Therefore, the vaccine should be analyzed in order to consider the
appropriate approach and consistent with the unavoidably unsafe characteristics of
vaccine, by studying and comparing The Product Liability Law of other countries, i.e.
the United States of America and Japan to find the underlying reasons and necessities

to define or to not define vaccines under strict liability principle of such country.

As a result, the author suggests that Ministerial Regulations should be issued
to exclude vaccine from the Product Liability Act B.E. 2551 for appropriate and fairness

purpose.

Field of Study: Laws Student's Signature

Academic Year: 2017 Advisor's Signature
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http://haamor.com/th/%E0%B8%A7%E0%B8%B1%E0%B8%84%E0%B8%8B%E0%B8%B5%E0%B8%99
http://haamor.com/th/%E0%B8%84%E0%B8%AD%E0%B8%95%E0%B8%B5%E0%B8%9A
http://haamor.com/th/%E0%B8%A7%E0%B8%B1%E0%B8%84%E0%B8%8B%E0%B8%B5%E0%B8%99
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B8%88%E0%B8%B3%E0%B8%95%E0%B8%B1%E0%B8%A7/
http://haamor.com/th/%E0%B8%A7%E0%B8%B1%E0%B8%84%E0%B8%8B%E0%B8%B5%E0%B8%99
http://haamor.com/th/%E0%B9%84%E0%B8%9D-%E0%B8%9B%E0%B8%B2%E0%B8%99-%E0%B8%81%E0%B8%A3%E0%B8%B0-%E0%B8%9D%E0%B9%89%E0%B8%B2-%E0%B8%AA%E0%B8%B4%E0%B8%A7/
http://haamor.com/th/%E0%B8%A7%E0%B8%B1%E0%B8%84%E0%B8%8B%E0%B8%B5%E0%B8%99
http://haamor.com/th/%E0%B8%A7%E0%B8%B1%E0%B8%84%E0%B8%8B%E0%B8%B5%E0%B8%99
http://haamor.com/th/%E0%B9%80%E0%B8%94%E0%B9%87%E0%B8%81
http://haamor.com/th/%E0%B8%9C%E0%B8%B9%E0%B9%89%E0%B8%AA%E0%B8%B9%E0%B8%87%E0%B8%AD%E0%B8%B2%E0%B8%A2%E0%B8%B8
http://haamor.com/th/%E0%B8%A7%E0%B8%B1%E0%B8%84%E0%B8%8B%E0%B8%B5%E0%B8%99
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84-%E0%B8%AD%E0%B8%B2%E0%B8%81%E0%B8%B2%E0%B8%A3-%E0%B8%A0%E0%B8%B2%E0%B8%A7%E0%B8%B0
http://haamor.com/th/%E0%B8%A2%E0%B8%B2%E0%B8%A3%E0%B8%B1%E0%B8%81%E0%B8%A9%E0%B8%B2%E0%B9%82%E0%B8%A3%E0%B8%84/
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http://haamor.com/th/%E0%B8%A3%E0%B8%B0%E0%B8%9A%E0%B8%9A%E0%B8%A0%E0%B8%B9%E0%B8%A1%E0%B8%B4%E0%B8%84%E0%B8%B8%E0%B9%89%E0%B8%A1%E0%B8%81%E0%B8%B1%E0%B8%99%E0%B8%95%E0%B9%89%E0%B8%B2%E0%B8%99%E0%B8%97%E0%B8%B2%E0%B8%99%E0%B9%82%E0%B8%A3%E0%B8%84/
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84-%E0%B8%AD%E0%B8%B2%E0%B8%81%E0%B8%B2%E0%B8%A3-%E0%B8%A0%E0%B8%B2%E0%B8%A7%E0%B8%B0
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84-%E0%B8%AD%E0%B8%B2%E0%B8%81%E0%B8%B2%E0%B8%A3-%E0%B8%A0%E0%B8%B2%E0%B8%A7%E0%B8%B0
http://haamor.com/th/%E0%B8%AA%E0%B8%B2%E0%B8%A3%E0%B8%A0%E0%B8%B9%E0%B8%A1%E0%B8%B4%E0%B8%95%E0%B9%89%E0%B8%B2%E0%B8%99%E0%B8%97%E0%B8%B2%E0%B8%99/
http://haamor.com/th/%E0%B8%AA%E0%B8%B2%E0%B8%A3%E0%B8%A0%E0%B8%B9%E0%B8%A1%E0%B8%B4%E0%B8%95%E0%B9%89%E0%B8%B2%E0%B8%99%E0%B8%97%E0%B8%B2%E0%B8%99/
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84-%E0%B8%AD%E0%B8%B2%E0%B8%81%E0%B8%B2%E0%B8%A3-%E0%B8%A0%E0%B8%B2%E0%B8%A7%E0%B8%B0
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84-%E0%B8%AD%E0%B8%B2%E0%B8%81%E0%B8%B2%E0%B8%A3-%E0%B8%A0%E0%B8%B2%E0%B8%A7%E0%B8%B0
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84-%E0%B8%AD%E0%B8%B2%E0%B8%81%E0%B8%B2%E0%B8%A3-%E0%B8%A0%E0%B8%B2%E0%B8%A7%E0%B8%B0
http://haamor.com/th/%E0%B8%A7%E0%B8%B1%E0%B8%84%E0%B8%8B%E0%B8%B5%E0%B8%99
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84-%E0%B8%AD%E0%B8%B2%E0%B8%81%E0%B8%B2%E0%B8%A3-%E0%B8%A0%E0%B8%B2%E0%B8%A7%E0%B8%B0
http://haamor.com/th/%E0%B8%9B%E0%B8%A7%E0%B8%94
http://haamor.com/th/%E0%B9%82%E0%B8%A3%E0%B8%84-%E0%B8%AD%E0%B8%B2%E0%B8%81%E0%B8%B2%E0%B8%A3-%E0%B8%A0%E0%B8%B2%E0%B8%A7%E0%B8%B0
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2.2 NSADUALBITIANLTEE (Cell-mediated immune response: CMIR)
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% Center for Disease Control and Prevention, "What Would Happen If We Stopped Vaccinations?,"
[Online] Accessed: 20 February 2016. Available from: https://www.cdc.gov/vaccines/vac-gen/whatifstop.htm

% Herd Immunity (QRAuAuszavguyw) nshiiadulundazaudy uenainasdinadenisdesiula
vospuiuudl Juiliiagidudulsadduyuyuniosanit Herd Immunity 1 Wugfiduiuiiiaduainnisiidl
Srudsznslugurunanefivzvliliamnsadinduaufidulsn uazunsnszaelsagyanadulaon Herd Immunity
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2.1.5 nsEUauMTIRERAILILAzN1sANUgUaIndy *°

nswaniafudunsruiunsidudeu gernuagldszoznauuninagld
wAnSusadusnldlussrinsent Uszneudevanstuneu fusnisAnyiineimians
ﬁugm/miﬁqaﬁumﬁw N1SAUNILBUALIN N1snageuinduddenluseduniaddn
sefuadiin nstunsdeu nswdalusedugaaivnssy n1anszateiadu (Distribution)
wagn1sadrnaiugfdudulsn vedlunsidouasiauitaduawitludnisudn
Tusgdugnamnssuiuannsowdseentdidu 3 ssoedsd »

1. 528YN1SANYINIEVUAY (Exploratory stage 138 basic research)
d' ¥ U . U a a a v U aa
\eavesiy Virology (115ane1) Immunology (InenuAunY) Pathology (We15I81)
Lag Epidemiology (Anennisseunn) Wudu svegilldsvezinarussanm 2- 4 U laeilnng
AuN1IAINBUINIUURA U eI URNI5NA (Good Laboratory Practice: GLP)
TunisAuninaudaunduszansninlunisdesiunas/nsasnuwi1lsa UNTENa
Todudagudqiden (Candidate vaccines)

2. Tardeted Research tJums3dewau1indu “sesunsnatin” (Preclinical

research) way “s¥aumain” (Clinical research)

131970 “n1sundausEAUNIAALN” (Pre-clinical phase) laln “in vitro” uag

“ . . ” £ 6 k74 a = 1 a A v A £% = £%

in vivo” Tudninnass 19aa1 1-2 U lunisfneianneudiaunisingusiiaondale
HUsgAnSamuInign Aranu1sanIzdun1snevansInegiAuiy (Immunogenicity) 194
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- nisvnassludnd (Animal testing 38 in vivo testing) “n15NAa D4
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19

n152389dulussaumdin (Clinical research)
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(Safety) \Uumén miﬁﬂ‘mszEJ3ﬁé’ﬂﬁ§mqﬂszaqﬁlﬁaﬂmﬁmmﬁummaﬁﬂ%uﬁmmzam (L6t
flagnspiuliAnnisnouaussasssuugiduiuiivnsan nqudognsszesiagiisnulion
oglutas 10-100 518 freanismadouiaaasnfeaziiignisvaaeunisndinszosi 2

5382l 2 (phase I 1Jun1s@nviainaiuisalunisnszdugiduiy
M38N1370VANBIYRITEUUNTANAY UazAluUasnievesindu Tngdduiueranadas
Tuvssmnanguidhmnednunniueglundnies

s3esdi 2 B (phase lIb :Test of concept study) Junisnaaeuinfeduiu
fuwnliufiaglsinavdolsi 1y test of concept nouthlgszexd 3 iodudulsavsuavesindy
Fetfunisneaeulussesd 28 1Hunsussfiudosturasnimaasutssdniuavesinidu
foRueasroyil 28 Rellunsdlainsrvinlsndunigiduiuerlsiiamisndesiulsald
wazldlunsdinliannsavinlmAnlsaludn e

szuzdi 3 (phase lI) Wunisnadeuiiiedudulszansua (Efficacy)
wazauUaendevesinduluenaiadassiuiundniu (Large-scale tests) iielidanan
TndiAsadunisiniadululdate saufaiiefnuiiies side effect kazar1uvaonie
(Fosenunaemstaies) Saunsolfidundngulissduniaienstung foutadu

f¥aduiuivszaninanasvanasefaiusatirfeyaldvetunsiiou
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szeefl 4 (phase IV) 1Ju Post-marketing study sA g3 un1sidnseys
ArumNUaanie (Safety surveillance) #3081393gAnNBILUU head to head comparison
fieniiu outcome, new dosage 3o new formulation (@n3in3v)

3. Product Development 1Jun15i13agudidiunisnageuniulasndis
LLazﬂizﬁ‘w%mammﬁﬁﬂmmaaqmm%umzLﬂsJuLLazwﬁmImﬁmmwQuQmmw
noufliziluldfuuszrnsluianing sseznanistunsdentaduldinan 12 -18 ey
Tnodoyalunis@nwiideifvsiviinliazgniiuivssuanaiioldudoya
Usznaunst unzileuadudsdodudotfuvesnussna drdnanuamgnisunis
amnsuazen (ae.) lugnugmhemuauiiuiaduvessumalnelaussnenasideruldidu
ICH CTD (International Conference on Harmonization Common Technical Document)
Faonansiililunsdusivetunzdeusiusnduluau ACTD (ASEAN Common Technical

Dossier)*

Usginalnoiduusyimanidsfifinisuantadu Jednrsdinuanig
v0983An15ouTalandelddnuaszuuyseiuauaiwdmivuseinaguan iady
(WHO vaccine quality assurance system for vaccine producing countries) & UUILNBUAIY
Aanssundn 6 Aanssu laun mﬁﬂ’m@uﬁwﬁ’uaLLaﬂﬁi%umsLﬁauﬁW%’U (Marketing
authorization) mammﬁa‘uLLazmuau@mmwamuﬁwam (Regular GMP inspection)
ns¥usesurdns i iaduieusensiniiendaldsunstunsideusi¥u (Lot release)
N1INTIVADUAMNINHEN TN TATY (Laboratory access) N13AIUANAIAUGLANITANYIITE
Teguluuywe (Clinical evaluation) La¥n1305I3a0U ANAIY WastdnseTanandninguy
naalnsungidousisuen (Post marketing surveillance) 11UfdRlunsuseiunazaiuay
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31 \Spaienaniy, win 127-128.
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1. Marketing Authorization and Licensing ([ i
P & 5o

LActivities : n']sﬁ'n]ﬁ‘un']ﬂ‘.l@“aﬂ'ﬁﬁ‘uﬂﬁﬁjﬁluﬂ'\w

( : ! o =y o
2. Regulatory GMP Inspection : 1N5ASIHDULAY ] ( 2y, : nqim'maaaummuuammﬂﬁ”‘m
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! AIUANAMATEDLTNER | qunm driinen )
> 7 ' a o )

3. NRA lot release : Mmsfusassunisuaniafunou [¥ J— s P p h

O 2 =
I sens e kR nitling S aniudiaing nsudnendandnisunm
% 7

' R 's N
4. Laboratory Access : A5ATIIFIUAMAN il oar -

. - annvudaing nsudnendandnisuwnd
‘Nammhﬁw ) L : )

5. Authorization/Approval clinical trial : 11§

AruAuMAY qua nsdnsnidetrduluined
\ J

{ ] o a . . o
- 99 . : nguen¥aing uagnduenlua d1inen
- angnssunsadusssumsideluau

6. Post marketing Surveillance including AEFI :

msesadavdanuuanihsednini s Tadunds
afunsisuddusn

T11111

(- 99. : noswsuUAEIIMS
- dwinssuaing nsupauAulsa
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1. Marketing Authorization and Licensing Activities : N15AUANANAUQUA
ANSTUNLLTYUAISU NUILNUNTURATBULAENTIAD d1UN87 E1UNITUBIUITHAL YN

{ Y a

nsgnsastsnguinedfidvszasdozvotunsifoudiiued 2 Ussinndedudn
msﬂuﬂizmmazrg’ﬁ']w%aéi’ﬁﬁ%umiuwummﬁm Tnefndnnnssd

11 fuedoslluoyanandn hnse de1/Indu

1.2 aalin1sdnmIsulona1sngtiousuingunin ASEAN Harmonization
(ASEAN Common Technical Dossier: ACTD) Susiod19na1unmugnssunI5oIMIshasen
TnaiilomndnUszneuseneazsonves

« Starting material

« Manufacturing process

« Quality control testing

* Non-clinical data

« Clinical data

« Stability data

Felunisfansuinislimzidou uanvzdosuuunidedoiuses
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2. Regulatory GMP Inspection: msmi’;’i]aa‘uLLazﬂ’JUqummwamuﬁmﬁm
ndrgunsuRareulagnsifie d1dnen @1nueIMITUaeY NTENTINEITITUGY
IngnUIeUAINGg1I9EInAME LUATINEDUAIUANAMAINNITHAR LA UANEATAT UATS

= & g Yo o a o N v A
Fadunalnildedulunisvelueygn win 1 viseds o1/3ndu

v A

3. NRA lot release: 115505835 UN1THAATATUABUDONTINUIENATLATY

Jungiloud1$u lngazdndnvseundrindudesdetoyaasunseuiun1sngn (summary
production protocol) maajuﬂfmL.Lazéhasmmémﬁmsﬁmﬂﬁwmmmﬁ%’uﬁmaumwaa‘u
Fedninanuanznssunsems wazenlduoumnely aantudaing nsinermansnisunme
n3gN519a15150a WudSuinreu niradeununInkazeanilsdesusesiunisnan
lngdai1vuavretesAniIsoudelaniinundin1ssusessun1snaneg1etiodasiiansan
‘UizLﬁumﬂL@ﬂﬁ?iﬁ@UﬂizmumiNﬁ@ (summary production protocol review and evaluation)

a ct & A a
N1379IATIENINTULTBIETY

(% (S

4. Laboratory Access: 1137153380 UAMNNKAAANUITATY LagdnannTalndn

IS 4

Tgudeosdidoyanasuinduauirlinulgruiisuianyaunsisasuaualn
Mheuisuiinveulaunsafe @a01tuTITNg NIWINOIAEATNITUNNE NTENTIETITUGY
Fevimthinduieslifinisnarsesdszme Wensivaeududuqunimmudetivun

vownAnlnsuauiRanmsUunseue uazdedivandsnnderimuavessamatazana

o w =

5. Authorization/Approval clinical trial: N19A3UANNINY QLA N13AN®YII8

U
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LarAasIIy FINsAnwLaITusnandssdulumumndninasmiaina Good clinical Practice (GCP)

[

6. Post marketing Surveillance including AEFI: N15a53980URAANMLaZIHN5ETS
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a3 Yumaumsiiuguadady inisaiiuay 2 Yunsundnee

1.n15A1MugQuanauaangnann (Pre-marketing/Pre-licensing process)
Usenaume 3 Jumsuvdnde 1) nseugintmvsedeinguiinunlunverandnsiensidy
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n1elenan  resipsa loquitur (Thing speaks for itself) %aﬂawmuﬂuwé’ﬂﬂgwma

! Richard AEpstein, Cases and Materials on Torts, 6 ed. (Little Brown and Company, 1995), PP.727-72,

gsdisludinen siiana, ngraneausuiiadeaudsmeiiiaiuainduiinlivasads, wii 37.

2 Winter bottom v. Wright, 152 Eng. Rep.402 (Ex.1842).
3 MacPherson v. Buick Motor Co., 111 N.E 1050 (N.Y.1916).
% Escola v. Coca cola Bottling Co., 24 Cal. 2d 453 (1944).
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foau1lumfd Greenman v. Yuba Power Products,inc.’ vWudnada 7 d1n
wagsindulaeinine Traynor Iaeland (Mr.Greenman) 1@1’%’11&%61;@qﬂmaﬁmémﬁaﬁwm
I 9uveswiyannieland desnsenindlduniniesilosisnan landldsuuiadvaniaain
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Greenman 1 “mﬁﬁ%ué’wamwaﬁ’mﬁwiuﬁamamLﬁums%’uiaﬂmﬂ%madwﬁué’wﬁu
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* Richard A.Epstein, Cases and Materials on Torts, p.741, 813fisludnan sfianag, nguuieaiiusuinening

demeiiniuandumilivasade, win 38-40.

& H.william Smith Ill, "Vaccinating Aids Vaccine Manufacturers against Product Liability," Case Western

Reserve Law Review 42, 207 (1992): 211.

" Greenman v. Yuba Power Products,Inc., 377 P.2d 897 (1963).
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LAgLUIRNKLIARYBETININY Traynor Ustesnandungvuievesansgeisng
(The American Law Institute) lafin1sthlusnsialiuunns 402A 48 The Restatement™

(Second) of Torts Tul a.A.1965 Falunannguuisuazidunguuigdndieainuiuiie

saaudeneNinvuandudtlivasaiy (Product Liability) adelvddwasgdiulng

e

voUszInAansgoiusnifutonldilunguuneaisluvesuady wazidvinasderia

wazaenslfeansvesissimaanigaiuini ' ¥ Section 402A ¥83 The Restatement

0%

(Second) of Torts UgyeJ#an

a Y

“1, VIWU’]EJﬁHﬂ’WIEJEJI‘LJﬁﬂ’]‘WUﬂWiEJ\‘iEJuEJ’H]ﬂ@IMLﬂ@@umi’lﬂlfrﬂﬁﬂlmamﬂ’Ji
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wgldvIaguslnavTenindduresyananingn’ FasfuinfionnuderenianienIn

MAnTuuAdlivTosuSInAYaNeIvsonSNEAUTaIUARARINGTY 111N
N. §U18UsENoURANUBFUAIAINGTT WAz

v, dumdendiilanndelleglivseguilaalaglalafinisiufsuutasanin

Y
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agiitdAyannandumiugnung

® avia AuUTed, "dudanfdsinsseineg dudanfiieituanuiuinvesnandumsiedunseanuuundngiue,"

nanIn 54, 1 (UNIIAU-LUwI8Y 2550): 156.

? yilnd quin, MosunsANuSURnsan BB TARTuN FuAliUasade, Wt 19-20.

1% The Restatement fanwagadeUszananganeus lifinagnii nengusnenaglifetidufiinveangmne
walldvSnanisnudnsema uazmnuadginseLiuitnaszan andfvydiveusazuasganaiueludungwuneg
aeluresuaigle

1w = v s =~ Sa X s v I
ANAT SUANE, ﬂQ‘Viil’]EJﬂ’JWiJiUN@G]Bﬂ’J']iJLﬁ?JW']EJWLﬂWUUﬂ']ﬂﬁ‘uﬂ'WthUﬁ@@mEJ N1 19 Lag39.
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n. fueldldanuszdnsy Tegadunudilunisndnwagieduffnan way
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(Defective design) WAZLIOINUINUDINNER

Y A v =

UAINIzAoURBULLTAUA (Duty to warn)

fa)))
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[
v A

Dudsznuddnlutlagiu wadiinasudly Section 402A Tule..1997 Tu The Restatement

(Third) of Torts : Product liability Lats e uveeani1 “defect”Tayaj@in “@unn
gaulilvannfeLiinnalvIeniednnszany daulivasnierlasainnisuan Jal0y
ldvasndeiiiosainniseankuy usalminulivasnduidssandAidenseniifau

Talieane”

12 Section 402A of the Restatement (Second) of Torts

“(1) One who sells any product in a defective condition unreasonably dangerous to the user or
consumer or to his property is subject to liability for physical harm thereby caused to the ultimate user or

consumer, or to his property, if
(a) the seller is engaged in the business of selling such a product, and

(b) it is expected to and does reach the user or consumer without substantial change in the condition

in which it is sold.
(2) The rule stated in Subsection (1) applies although
(a) the seller has exercised all possible care in the preparation and sale of his product, and

(b) the user or consumer has not bought the product from or entered into any contractual

relation with the seller.”

13 o ¢ = ) = s v o
BUUR Qu%iiaﬂ’]ﬂi, ﬂQ‘Vm’]EJﬂ’ﬁLEJEJ’JEJ’]glﬂiUﬂ’J’]ﬂJLﬂEm’]EJ‘iﬂﬂﬁu@’] U 125.

18 product is defective when,at the time of sale or distribution, contains a manufacturing defect, is

defective in design, or is defective because of inadequate instructions or warnings”
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> The Restatement (Third) of Torts: Product Liability (1997) Section 2 “A Product : (a) contain a
manufacturing defect when the product departs from its intended design even though all possible care was
exercised in the preparation and marketing of the product;

16 The Restatement (Third) of Torts: Product Liability (1997) Section 2 “A Product : (b) is defective in
design when the foreseeable risks of harm posed by the product could have been reduced or avoided by the
adoption of a reasonable alternative design by the seller or other distributor, or a predecessor in the commercial

chain of distribution, and the omission of the alternative design renders the product not reasonably safe;
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1%
0y

2 ¢ i a v a ) i Y a a v oA a A Y] Y a
LLNNUﬁ%I'EJGUUlI’]ﬂLLG\ﬂ@']"\]Lﬂ@NaGU']QLﬂENL%UﬂEJFLVLﬂWQNLLW NIDNALAYDUE @Quu%mam

WIeRUeduAREinTh s useultineiudunsieeaintule

asaziulaanfisannguuisvesUssimalneiiiesannduaildvasnde

mufienuveanns ¢ liswenudalivasndeainussgio

Usznisfides Wungrunefneeguumen res ipsa loquitur (Thing speaks for

itself) Feilnavinlinsznisiigarvesidenia(and) anasluegreuin iesnlidesiigay

6 1

InanduAUssumduideniuanUszumiduiae lungraneazidia we “iieafigandn

EY

(%
Y

duAiudaulivaends” (R1NNIRERFUAT N15RBNKUVAUAT UTTYAN W3iin13Fiou

7 4596 AuUSIE, "dunaEnffannsUseine ﬁ’mﬁaﬂﬁLﬁ'snﬁumm%ﬁmmaqﬁm%mﬁuﬁw&iaﬁumwmﬂqumﬁmﬁm%‘,"
AANIN : 152.

'8 The Restatement (Third) of Torts: Product Liability (1997) Section 2 “A Product : (c) is defective because
of inadequate instructions or warnings when the foreseeable risks of harm posed by the product could have been
reduced or avoided by the provision of a reasonable instructions or warnings by the seller or the distributor, or a
predecessor in the commercial chain of distribution, and the omission of the instructions or warnings renders the

product not reasonably safe.
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4.1.3.1 aszmsigadvasland

Aannannualutneiu luad Escola (Ua.e. 1944) gfimnen Traynor

v .

UNEn res ipsa loquitur 4119119 “a1szn1sfigatvesidenie(land) anaq”

a L3 a 6 1

Aoliifeeligaudn guanduAusenmiduide Wewldumeduiiaali

U Y
1) dumdulidasndy nalitinAINuAgrI8wASI9INIY NIONSNOAUY

299lann

2) anuliddasnduifiosarnn1suanduai(Manufacturing defect)

(% 6

N1508NkUUANA1(Design defect) Uqsiau (Packing defect) v3aiinsiiousldliiiesne

(Warning defect)

¥ @nen stinng, nguaneanusulindeaudemeiiiatuindumnlivasasie, v 44-56.
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%0 Geraint Howells, Comparative Product Liability (Dartmouth Publishing Company Limited, 1993), p.214.
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*1 k. Unavoidably unsafe products. There are some products which, in the present state of human
knowledge, are quite incapable of being made safe for their intended and ordinary use... An outstanding example
is the vaccine for the Pasteur treatment of rabies, which not uncommonly leads to very serious and damaging
consequences when it is injected. Since the disease itself invariabily leads to a dreadful death, both the marketing
and the use of the vaccine are fully justified, notwithstanding the unavoidably high degree of risk which they
involve. Such a product, properly prepared, and accompanied by proper directions and warning, is not defective,
nor is it unreasonably dangerous. The same is true of many other drugs, vaccines, and the like,.... The seller of such
products, again with the qualification that they are properly prepared and marketed, and proper warning is given,
where the situation calls for it, is not to be held to strict liability for unfortunate consequences attending their use
merely because he has undertaken to supply the public with an apparently useful and desirable product, attended

with a known but apparently reasonable risk

32 Dorit Reiss, "Vaccines and "Unavoidably Unsafe Products"," [Online] Accessed: 20 May 2018. Available

from: http://momswhovax.blogspot.com/2013/11/vaccines-and-unavoidably-unsafe-products.html
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2 Mary Beth Neraas, "The National Childhood Vaccine Injury Act of 1986: A Solution to the Vaccine
Liability Crisis?," Washington Law Review : 149-152.

™42 U.S.C. § 300aa-21(a) Authority to bring actions

(a) Election

After judgment has been entered by the United States Court of Federal Claims or, if an appeal is taken
under section 300aa-12(f) of this title, after the appellate court's mandate is issued, the petitioner who filed the
petition under section 300aa—-11 of this title shall file with the clerk of the United States Court of Federal Claims—

(1) if the judgment awarded compensation, an election in writing to receive the compensation or to file
a civil action for damages for such injury or death, or

(2) if the judgment did not award compensation, an election in writing to accept the judgment or to file
a civil action for damages for such injury or death.

An election shall be filed under this subsection not later than 90 days after the date of the court's final
judgment with respect to which the election is to be made. If a person required to file an election with the court
under this subsection does not file the election within the time prescribed for filing the election, such person shall

be deemed to have filed an election to accept the judgment of the court. If a person elects to receive

compensation under a judgment of the court in an action for a vaccine-related injury or death associated with

the administration of a vaccine before October 1, 1988, or is deemed to have accepted the judgment of the court

in such an action, such person may not bring or maintain a civil action for damages against a vaccine

administrator or manufacturer for the vaccine-related injury or death for which the judgment was entered.

For limitations on the bringing of civil actions for vaccine-related injuries or deaths associated with the

administration of a vaccine after October 1, 1988, see section 300aa—-11(a)(2) of this title.
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" Health Resources & Services Administration, "National Vaccine Injury Compensation Program." [Online]

Accessed: 17 January 2018. Available from: https://www.hrsa.gov/vaccine-compensation/index.html

7 Health Resources & Services Administration, "Frequently Asked Questions," [Online] Accessed: 17

January 2018. Available from: https://www.hrsa.gov/vaccine-compensation/FAQ/index.html

' Daniel A. Cantor, "Striking a Balance between Product Availability and Product Safety : Lessons from

the Vaccine Act," The American University Law Review: 1887.

42 U.S.C. §300 aa —22(b) Unavoidable adverse side effects; warnings

(1) No vaccine manufacturer shall be liable in a civil action for damages arising from a vaccine-related
injury or death associated with the administration of a vaccine after October 1, 1988, if the injury or death resulted
from side effects that were unavoidable even though the vaccine was properly prepared and was accompanied by

proper directions and warnings.
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05Article 2 (3) As used in this Act, the term "manufacturer, etc." means any one of the following:

1. any person who manufactured, processed, or imported the product as business (hereinafter called
just "manufacturer");

2. any person who, by putting his name, trade name, trade mark or other feature (hereinafter called
"representation of name, etc.") on the product presents himself as its manufacturer, or any person who puts
the representation of name, etc. on the product in a manner mistakable for the manufacturer;

3. apart from any person mentioned in the preceding subsections, any person who, by putting the
representation of name, etc. on the product , may be recognized as its manufacturer-in-fact, in the light of a
manner concerning manufacturing, processing, importation or sales, and other circumstances.

106 L & I S Q)Lyq./ = a v 7
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107 g, wih 131,

108 5 e, wih 132,

109 Article 3 The manufacturer, etc. shall be liable for damages caused by the injury, when he injured
someone's life, body or property by the defect in his delivered product which he manufactured, processed,
imported or put the representation of name, etc. as described in subsection 2 or 3 of section 3 of Article 2 on.

However, the manufacturer, etc. is not liable when only the defective product itself is damaged.
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3 Article 4 In cases where Article 3 applies, the manufacturer, etc. shall not be liable as a result of
Article 3 if he proves;

1. that the state of scientific or technical knowledge at the time when the manufacturer, etc. delivered
the product was not such as to enable the existence of the defect in the product to be discovered; or

2. in the case where the product is used as a component or raw material of another product, that the
defect is substantially attributable to compliance with the instruction concerning the specifications given by the
manufacturer of the said another product, and that the manufacturer, etc. is not negligent on occurrence of the
defect.

1% | uke Nottage, Product Safety and Liability Law in Japan from Minamata to Mad Cows pp.124-125.
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1948)
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11> dingn silanag, nguraneaNusuiatenudsmeniatuaindumilivasnss, v 142.

116 g1fud Junslenins, nguanemadneglasuaudemenndud, v 154.

17 fnen siieng, ng*mmamm%‘uﬁmﬁiammL?ﬁwwaﬁLﬁmﬁumﬂﬁuﬁwﬁlﬂﬂaamﬁ&J Wi 142,

"8 Article 1 The purpose of this Act is to contribute in maintaining the health of the people as well
as promptly aiding adverse effects from vaccinations by implementing vaccinations and taking other necessary
measures from the viewpoint of public health to prevent the outbreak and spread of infectious diseases.wlaann
m‘tﬂﬁjﬁﬂ% japanese law translation, "Immunization Act," [Online] Accessed: 20 february 2017. Available from:
http://www.japaneselawtranslation.go.jp/law/detail/?ft=1&re=02&dn=18&x=38&y=16&co=01&ia=03&ky=vaccination

&page=5
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1% peter Doshil and Akira Akabayashi, "Japanese Childhood Vaccination Policy " [Online] Accessed: 20
February 2017. Available from: https://www.cambridge.org/core

120 Article 15 (1) If a recipient who underwent a routine vaccination, etc. while living in an area of
municipality that becomes infected with a disease, develops a disability, or dies, and the Minister of Health, Labour
and Welfare certifies that the disease, disability, or death was caused by the relevant routine vaccination etc., the
mayor of the relevant municipality is to as provide payment pursuant to the provisions of the following Article and

Article 17.
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Quality Control for Vaccines

SIX CONTROL FUNCTIONS _l

s
R&D
Candidate Pre-Clinical Licensing
(1)
Selection .

Pilot Scale : ol Industrial

Production Scale

for CT E Production / GMP Inspection

®)
cGMP

R&D = Research & Development
GLP = Good Laboratory Practice
GCP = Good Clinical Practice

GMP = Good Manufacturing Practice

AN : http://nvi.ddc.moph.go.th/attach/vaccourse2010/16-06-

10/13.50%20Ppt.Registration%20pre paredness%20for%20new%20vaccine%20lisensing.pdf*

! imild dodbiay, "Registration preparedness for new vaccine licensing” [eauland] dhiaile 1 Tnureu 2561. unasfian:
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