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ABSTRACT

From the point of view of production, the current
era can be considered as the era of complex
products, because we have passed from the era
of traditional products to the industrial one and
we are witnessing the strong role of industry in
the current life of people from life to death. One
of the examples of the expansion of industry can
be It was clearly observed in the production and
supply of pharmaceutical products. Products that
are directly related to human health and life play
a role in this sensitive valley. The lack of access
for all to different biomes in order to obtain
traditional medicines is definitely a matter of
praise, especially if the producer goes through all
the production steps well and without any defects,
which will be highly appreciated. If the procedure
is carried out properly, it still brings unwanted
side effects, which of course, the extent of these
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side effects also has severity and weakness, and naturally its destructive effects
are also different. In the upcoming article, Pira's Warning Duty we will pay
attention to the unwanted side effects of medicine and in order to identify the
person responsible for the warning, we will stick to the descriptive-normative
method. The doctor's consensus has pointed out that we will explain and
examine this issue in detail in the next article.
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Extended Abstract]
One of the examples of the expansion of the industry in the present era can be

seen in the production and supply of pharmaceutical products. Products that are
directly related to human health and life play a role in this sensitive valley. Of
course, the use of industry along with the seasoning of scientific discoveries in
the production and supply of medicine, considering the vastness of the world
and the lack of access for all to different biomes to obtain traditional medicines,
is a commendable thing, especially that the manufacturer also goes through
all the production stages well and without any defects, which will be highly
appreciated. Because access to treatment and medicine when needed is one of
the most fundamental human rights. The said right exists in several documents,
such as Article 12 of the International Covenant on Economic, Social and
Cultural Rights approved on December 16, 1966, by the United Nations
General Assembly. The provision of the said right to access to medicine is not
particularly difficult in most countries except the extremely poor countries,
and it can be provided in a relatively favorable way due to the expansion of
drug manufacturing companies. However, in this regard, one of the things that
threaten the patients who consume the drug is the unwanted side effects of
the drug. that despite going through the stages of drug production correctly,
due to the relativity in the constituent elements of the medicinal product, it
may become a problem for the patient and sometimes it also produces many
destructive effects. For this reason, the legal systems must identify the person
responsible or responsible for risk management in this regard so that if he is
not able to deal with the side effects, he can at least warn and inform the patient
and as a result reduce the harmful effects of using the medicinal product in
some way. The need to investigate the duty of warning about the unwanted side
effects of the medicine is also confirmed by some case examples as follows: For
example, Epidemiological studies show that side effects are the fourth or sixth
cause. It has been the cause of death in the United States and in some countries
it is one of the top ten causes of death. Given the importance of the issue that
has been dealt with from a legal and biological point of view, in the next article,
we will examine and explain the duty of warning about complications in the
current laws and practices of Iran and some countries from the perspective of
comparative law. And from the point of view that the issue at hand was not a
place of legal discussion, the present report can be important.

Three main goals in this article have been pursued by the authors as follows:
1: Explaining and explaining the rights of the consumer (patient) against the
violation of the duty to warn about the unwanted side effects of medicine,
which may not be given due attention by drug manufacturing and distribution
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companies.

2: Reminding the pharmaceutical companies about the existence of the
aforementioned duty, so that they do not forget the above duty during their
development efforts and do not cause harm to the consumer more than it is.

3: Development of legal concepts in Iran, focusing on pharmaceutical rights.
A cursory review of legal works published in Iran shows that pharmaceutical
law is a neglected part of those studies. therefore; Considering the extent of
pharmaceutical sciences and related industries in the country, it is necessary to
explain this branch of law in the form of legal anthologies.

In the upcoming article; which is collected in a descriptive Method, after
explaining the concept of unwanted drug side effects, we are trying to answer
the question; Who is responsible for warning about the mentioned complications
in front of possible claims of consumers? Our assumption in Ferraro's ballad is
that; The above task can be assumed to be the responsibility of the manufacturers
of pharmaceutical products. However; In the laws of Iran, England, Germany
and Australia, no violation of this hypothesis was found in the following article.
but; In American law, doctors are also responsible for warning about unwanted
drug side effects.
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47. In 1981, over six hundred people in Spain died from a mystery illness. Panic mounted as people
across Europe read the news. Eventually, the epidemic was declared the result of food contamination
- but some scientists think there’s more to the story. see: http://io9.gizmodo.com/what-caused-this-
deadly-epidemic-in-spain-in-1981-1665574317

48. Ryan v Great Lakes Council [1999] FCA 177, (05 March 1999) ATPR (Digest) 46-191 Negligence
- Representative claim on behalf of consumers of oysters who contracted hepatitis A from
contaminated oysters - Growing area management standards and practices .... See: https://jade.io/
j/?a=outline&id=116375

49, Diethylstilbestrol DES

50. BELLE BONFILS M. BL. CTR. v. Dist. Court, 763 P.2d 1003 (Colo. 1988) , Supreme Court of
Colorado, See: https://www.courtlistener.com/opinion/1281579/belle-bonfils-m-bl-ctr-v-dist-court/

51. Hines v. St. Joseph’s Hospital527 P.2d 1075 (1974)86 N.M. 763 Paul Hines and Tommie Hines,
Plaintiffs-Appellants, v. ST. JOSEPH’S HOSPITAL, a non-profit corporation, and Blood Services, Inc,
d/b/aBlood Services of New Mexico, Defendants-Appellees.No. 1316. Court of Appeals of New Mexico.
September 18, 1974, See: http://law.justia.com/cases/new-mexico/court-of-appeals/1974/1316-1.html

52. Judgments of the Court in Cases C-157/96 and C-180/96. The Queen v Ministry of Agriculture,
Fisheries and Food ex parte: National Farmers’ Union and Others United Kingdom v Commission
of the European Communities. See: http://curia.europa.eu/en/actu/communiques/cp98/cp9831en.htm

53. Many children in the 1960’s, like the kindergartner pictured above, were born with phocomelia as a
side effect of the drug thalidomide, resulting in the shortening or absence of limbs. See: https://helix.
northwestern.edu/article/thalidomide-tragedy-lessons-drug-safety-and-regulation. and see: D. G. T.
Williams, “Contempt and the Thalidomide Case”, The Cambridge Law Journal, 32, 2(1973), 177-181.

54. Sindell v. Abbott Laboratories, 26 Cal. 3d 588, 607 P.2d 924, 163 Cal. Rptr. 132, 2 A.L.R.4th 1061,
CCH Prod. Liab. Rep. P8648, Mar. 20, 1980. See: http://www.casebriefs.com/blog/law/torts/torts-
keyed-to-prosser/causation-in-fact/sindell-v-abbott-laboratories. and See: http://scholarship.law.
berkeley.edu/cgi/viewcontent.cgi?article=2234&context=californialawreview

55. Contaminated haemophilia blood products were a serious public health problem in the late 1970s
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through 1985. These products caused large numbers of haemophiliacs to become infected with HIV
and hepatitis C. and http://www.al-monitor.com/pulse/originals/2015/07/fabius-trip-tehran-infected-
blood-hiv.html
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57. James Kim and Anthony Scialli, “Thalidomide: The Tragedy of Birth Defects and the Effective
Treatment of Disease”, Toxicology Journal, 122, 1(2011), 4.
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64. Christian von Bar, Non-Contractual Liability Arising out of Damage Caused to Another (Berlin:
Walter de Gruyter, 2009), 1023.
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California dealt with the torts regarding product liability and warranty breaches.

66. Second and Third of Tort (1965)
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69. Parth Shah et al. Informed Consent (Treasure Island (FL): StatPearls Publishing, 2024)
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Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



Ol sl (2302 s 0pld cpl 53 9 Cal g gt o Colo) gy (Ko Al e 5550
Sl oo (BT g0 53 o ey el Sl 4y 3> ol (286 2155 00 529 gyl aalgs b o lse
e Slayd gy (3Nl 0529 pas Cgo 10 b aygl s e (635 L Sl gl 4
RESRWe

S & g Al ot Slie 0918 i (gl (slaodyslyd &y Cud Ol g 5
RPN dgdno Aol aislays gyl cuw g Al adld Ml axd] Lol 2903 0yl digad
P gy oy Ml Bbind a5 led

WYE/ IV Cgao Salil g (5)55 dlge g syl g (St 90l o 4y gy o (156 -

San Sl Mol 5 Bl ol jors 4

QAYEV/ Y/ Y Cguma Sy o590) 9 Oloyd «Culbgs &lig cinllog o S 6 - ¥

im Mol 5 Sl ol e

VWES/ E/YY Cgan il 9 il g Sawoli] g 3395 dlge (ygil8 -

VAN YA Coan (BAGS Gpao Gois 5| Colos (g6 ¥

WWEVIANYIYY Cgan Sloyd g ciiildgy jool ciogSs il yiad (1318 —0

OB 31 (32 48 ot gyl Joall 5o 5 Al iy aalis jgu50 (ilgd LS )o e
235 d)lae Ao 0315 o)Ll gl dtwles b o lge dlis & s L b Lowiiianno

)13 913 (lojlo 13 (gyld Cudy 4ol syl -

o> slalbas 5 (2)lge b Joallygins -¥

bwgs ag)l> sl b (o)los (cwpp 9 o 350 4 (29)15 G2)lse (IS Josllgs —F

o) oS s 5 0l el

ol o e clmodgld oISy Ll Bl ol Lanllygtod —F

Lndebicyl 9250 (3155 4 92 3 (Sl o 4 s e 2l 3l s 51 Telo
i) osas ool 1y g Slelllas Lols asl] )3 45 by penlyss 55 (sl Lasll 20 4
2 8 5y ey Alio 1> cpoled o)1) (ool sl Y gl Com 3l 4T 31 ) 013 el
3 e S b oA A5 Culgins e 5 £95 S 3 ame Culgiane (Slise 5l (58,5 S8

en/instruments-mechanisms/instruments/international-covenant-civil-and-political-rights

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and YAZ
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

bt 5l gl awlesl o)l (ojlade dalbe / Flie M I



YAo

VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

pis 3 (e o) adie y ogde |t (a3)lads adiog Sl sl pdod g saelsd
S sl o oo o 21l K03 Clagiy )3 5 s S il i 5 )
(St 31 ey S 32 Lol g 3 Jne Calgis O e ) ol 5]
2 0ledl g2y b )bl (e 4 2,5] Anlssd oo 4y 515 dtalsS b (2)lse (igel g 015155
Bt 4] dogie ) pasbolie allis woes Cydgioes blod b g llas iy (3381 4i5e e
(e eo o) 3303 ol S L ol bl a8

VWA s g EAS o 5 5| Cglos (358 oyl B 3 dlizasl LB (1558
o ASa bty s ¥ odle 13 asl dlse 13 Cllan] g Slodie fyuess 5 ms 35 o
1l 42513 pyo jer30 03lo sl 03503 alB Jgtun Loled (B)Ain o Mg jeal 4 Carnas ]
IS S 5 leds o VIS EAS im0

N 1345 e Dl sysio L olyads Coanl Colais £33 oo 033131, 45 |y gleabicilais )

s &) YEAS G o 4y bl 01 3 Aoy i) 5 Slods oyl LY o

L] 4 055 G b iy 1 pido (slo BT (el CuiS £ Lolis oY ML) Y

i )8 GBS Gyaao Jlis] ) Gras

asliar g s 1,8 (BN Bpan > (2m0 13 B9y S |y )Ll )3 39250 (YIS digei Y

EAIS G pno Ml 31, VIS Lol lastio 1l 35 g oKigd 3 o3l igles 1S

(o A kioyy

2 plie sla 2Ty e zoly s3las 5 lgige |y md)ais o Cul gy L oy
gl Sl 4 Gl 4 53,8 Y 03lo pod iy 434S (e

o)Ll 355 \W¥F ogue ilige g ol g Sali] 5 (32,5 dlgo (158 41 g o0 3 sl o
Gy 5l Lol g5 a8 JB15 Clwo ;00 1l 4]y yyia 5oSho (B VY edlo 4> IS 6 3ges
e Slig st il WS bl (ol 93,5 o0 piitie ol Sy g e )0 Sl
i Sgizme Byl b Gty (g5 Ul unylé Las 4y 03,90, £55 1 350 0, oY Clasetis
i sl Jyo 0.5k LI 3 (55 19 b Sy Jpos o8 (5350 5 il 35
led 53 (s Sy ) O Sl o)l 5 ok (600 g 4 B, Jgpazms gy L ke

IVASINY piion (i o L (il folin VY

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



bt 5l gl awlesl o)l (ojlade dalbe / Flie M

(A Al pgSoms Uy )15 Canss 6,150 gty 31 Caaly sl 4y o0l ) ol o 5 il
93905 Cudly (ol 51 1y 0aiSug sl aibsg (g o 31 Hlxisl (g jyho yai aS w65 slons
Sypediy pogas ol ey ol

Lael BB Shle WYY Cgao Sloyd g ctiligy jael iogSs il y5as (9B Y'Y 00lo pizmon
9y 2 SNl iy Sleibge GBLSIIE 4dS) Cunl b (pdr &5 3> ogas il
o le] g 5 s gy el 5 Aisles Bl 555 (6155 (6lmodgl § Cguameo 4,15
4 clseio g 039 p > yol (5l AlSS diled 53 990 e ENgaa (45) 30, (Bpae &0)0)
29 g0 poSne ) Slacjlone

Jby sl3» Cangd fleo b s doy 2 9l = Jol 450

Jby 132 12l oo b (608 oy 2 —pgd aidye

L) Ogeee S #leo b (608 doy > —pouw 4y

Yl (5, 65255 L ol dlanlga 45 3,98 amlsss 3 6500 o 4y yg250 Slse 5l 5
ol il on LB ool ) bl e (2lse gl e 4 gllas (el wiilsn T ulS
ol @l (o)los (B3)]adn (ogas )3 (29)>dlge oaiiSabye 5 gl Culgiue 335 oo

b il oSl (30,95 Slge 5 gl oSy yoel e ko 4 i o 2ol 5o
3,5 Wl ol (gl oo 2 Ladipo (1158 (S 53 e S gl 9 132 Olojls bawogs o8
Jolas 9 (paasd )l (29> aalSb (2)lse Ggely (230 po3) dtine 4 45 3900 o)L
29230 Tl 7 03le ) Cusl o3ygl Gleo & (5 uiMggSleylb &y dogi pgi) sl g Sl sy
Gl ClSo (29)) Jpazme Sy b Wl (2l 1 e )3 39290 i) )13 ke
A g 58 51 L oS s > O e g de alils Blod L 9)50 s |y o Sl
Jyaze (2g)ld IS5 ()1 038 (gt (05 S 5o dgo bodle (pliand Cuplog 59
tled &l (S g0l g Oleyd ublige Slig &y

(el Fge dlge bodle (lhends Jgayd g l> Su i pb g (Mellipm (colaislpns ol (A

Cu (ool JLA5 g pb s g a8y Slasiie aod ( og)l> JSb (og)l> )18

Jyaze ol Cad g ol SLiS 5 b Joames

73. Deductive reasoning

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

YA



YAY

VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

S oy Mg (B gy i pamme dlSiiie clip) CudS g oS 4 bgy o Ol (0

g (e g Jgpazee 5yl Sllllan gl < Jgame (olod 5 g5 (> adgl dlgo CudeS

sy (sl Olalllae lio o3l &9 53 9 Clojly b A5 gl 5o 3590 Lalyo g SIS

) Sl

5 el p Jloind (olse s b gl Mite il awlibges & bgyye cledlbl (¢

Gl sl 3 O ol g Jols et st «caliioloyes il g 0oy elsal oo Slas

Sy el 5 Oleyd bl iy 2l 3y90 s aliler 136 (5l

5 9 Blgw 9 (b (il el (b Sllllas lo g gy 4 bgrye SIMLI (5

g Oyli b 390 CByuao Al 81 (5a)l5 sy Jgameo 00S Gpune (slygiS b

oSy 590l 9 Oleyd

e 22l b )2 s 45 Sjlus g0 yyea NS U () iz g g shoo 4 225
g gl Sl 13 Vgeno oS |y (Gilugyls (SlaCS) sy cpnat 13 5 0332 O By
295 553 & CilSa iy cm o9l A 4y Caled 53 03905 Sy (O s Sl g S
Gl 63905 dtulgs

sl 03,8 0,L0] 125 caiys 4y M998 o6 Aliuns &) e yolods 55 ygh s VY 03Lo 5
il g 2l Cul cibge ()]s SNgiaze Cd dlgy colo tiudns )3 39290 g i)
S8 b 3 b g Ly 1) 1558 53 g i ooy A5 3 02800y 53yl VSIS 5 gllaal
Oylig 1y ol SleMbl g am )15 (cwyp g sl 3)90 postsns poboty @o(8d Slunsia
e 5 gxlyo 4S5l 38 oMol s you50 &g iles )} (S Sigel 5 oy utlagy
S0 )3 5 5yl 5 Sy 30 b olydl oaliad elys g pglan § 8L g § (S pine
OgsmnsS Sly b pg3) Cgo 3 58 Sl gy 5 Ll ] ol ol s piio pgac Sl o)
bads slajorme b g ol gy 98l b g 3alai b i b g Mol o 98 (ol (V4) 03lo £ 5290
(43,5 42l3 g o syl sloodglyd 5 olge 3959

Saals 23 )ik Jsiws |y 0iiS 1) £lBCSyd oS wuiS oo otnlio 35 VF o3l 1o 3
ailsgls 13 gyl abye (8 Jgime Syl pgi) & &S ja030 o AY o3lo ;3 Lol .l 63903
(gn A5 iy Slge (o poguas oyl 53 0AIS I il St 09V bl o 0]

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



bt 5l gl awlesl o)l (ojlade dalbe / Flie M

3905 25 S b isings ) oy 3 Logas abe oma 8 b e 20050 Cigaly
AlolisLalis)ls > agls slmodyglyd g dlse (98 5 aps e )3 S9250 (agi e el
&S (oMol 32 gyl 43l ) ool sl jlorn gy o (35 Jotama syl Oyl Co Ladh sl 31,0
5 Oloyd ulige Slig pOMel 31l b g bigypo yutno aens )| 5 Sy 32928 p3linws O g8
ol Sy s bl 433 g oYl Cun i s> (S ol

29 )len & (ol opglie B &) cbgo gl bgod )3 il gyl (38 Jgtums slug)ls -V opad
P o2l g Span e« ge (2g)l JEI b a5 )3 (ol (pilge b plae 350 3929 g0
Abbe B9 d)lse @y Sy Sy 4 (e 20 4 Sluyedbl i b jlew gl Shbas
5 3t e Pl 306005 Lol geusd (1135 0956 ol s Sy igel 9 (o> ublige Sl
b e Mo gale CS)lin L) j50 Silig 4 (uagasens Jpol g (oole cnilge b plas b
(S o el g o5

Sl 31 Camio &S T3l gyl [Ty il Gl el Sleyd 3846 10 ()l dgy ot
3 yolaiod 9> oo g |y ings B 01 0)Lil [SSgy 392 wudlgs Cal (Mol
e il 53 398 S yho )3 Cunl 03903 lsie (29)1> 2)lse Sl (il Jlas o
S ) 4 aculled tomts Caa & did A Bl5 )l o ISSgy Cusl ol ¢
Ggi> B> Caz )3 9 Bgdi e el 9 P Sl lacudlie gl Ol (o carge
(bl e g (6l ot CuiS (£l 5 g oe

Ol Obly JBlas 4y g (g jolateds 9 9> gusmo 2920) Cax > (315 gl JSSop
Solelyo gy (Byma pgd 25w 3 sl 00 (55 it 5 Ohliasyy Sl omld L2)lse
35 Juol Lisu YL e Gl 03,8 Glo (ag)ld (o)les Conds (il BBlas 4y jiwes cble
h el> p2)lss ladlis g @Men Ojle oo g Cunl 03ls olass] (IS bg)) Cone ],
aalal 3 led 352 (201> Cogane Soailits g eMe azilin e S g 00l el sloss &y
Caaass B3yl &y Cibogo |y ()l 9 Oyl yy (aud gMbT Sy 4y g aiS Ol g)ld Bpuao
alh gl> aze 3She (3 Jytue g 00iiSIlg Clstune pogde cplplhy sl 03905 (29

'Mlo')?f 099“»‘ L)"‘ 0 ).u ul)L.w): uujw

74. https://shpmc.sbmu.ac.ir/uploads/%D8%AF%D8%A7%D8%B1%D9%88%D8%AF%D9%87%D-
B%8C_%D8%B5%D8%AD%DB%8C%D8%AD.doc

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

YAA



YAQ

VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

03lo 1 .05 0,Lsl 3.5 7515 13 (sl 3 (€ gyl Cadn Aol yol A lgs oo (393 igite 2 ogdle
ol Wles 48 i &y ol 008855 €85 S 1, gl il ol Linlyo (it 4oyl 1O
53V &y 31 g 251381y ISl s 5515 g Lo ] 03905 Sl 23 gt
21> (&S bl g 9l (Sl o)l ()5S 5 Coglaen o) (ui¥gRgsS o lb soly sl ol
oo 3l EM by o DB S § (BS54 p3Y Sl 2igel 5 (il g9 51 2y
oles prl )31y yloslo

Py (i3 53 s sl BB 557 0g)l> Clogile g g il - balyo YL ylge  ogMle
W05l 3lg0 31 V¢ 3590 yeu> 0dal (563 ye 13 45 (AME) W5 b Jguol CldBlgo jodus sl
2ASIg b 5113 09l W5 5 C5 e )3 (29> alss b (o)les) (Sl 2)lse 250 poy)
atwlgd b jo)lgs aliwe bye g ddgi (Jloy 10 B 03, dlueld (65950 dylae 3l 1y ()] 5 63903 ASTT
Silad Jatio

C 3 ye 290 (2)los (2355 Jeallygind 4 Ul oo (o)l (pp sy )3 (pizean
dugan Sline 248 557 2g)15 043y g 05l (Sa Sy bansgs lagyls aalgSb o )ls (cup g
Oizeod sl 0100,5 EMl g 1305 W gyld 359 5 Sl  S3l8 (oS VWAF/ Y/ VY & o0 dul>
2 o MgsSle)b saly slonl Copgpio ds Jol (isr Y g\ ity )3 45 iy Jollygasd 53 23,5 o)l
sl del walys oS (i 4 (o)l pogas )3 (RILn po3) (rrizmen 01iSI5 BCS )
355 oduyCeliay Sodygld LS 1 g8 5 Culsiins plordl jgliaiods gl S8 y2 =V) il
S5 & Comd § 25 J10)55 0 iMageS e dise ) (cmlin oituas 3] &' Cusl ibbga
Sy =Y 00,5 dpaie ogyld EMSie b dyg3y 10 poy) &8lge > aibe 5 cuslio Cloldl
4 by i 1) iMigsSlo)b dinej )3 o3 stsal 5 Jgto ()8 Aty oo ciogo )l
ol (golod 53 1l 415 )90 3,3 diled (Bpae Ol slag)ls aslssl 2)lse (awyp 9 S5 Sy
s> Lslse o 41 208 48 (classSay 1l axtls pY g LA Sledlbol uiMlipgeSlels
S0 dbosi o Sy a5l Slaodyglyd sy 9 s sl b)) 9 gl s o8 ke

75. See: https://fda.gov.ir/item/2289
76. See: http://fda.gov.ir/item/1780
77. See: http://fda.gov.ir/item/250

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



bt 5l gl awlesl o)l (ojlade dalbe / Flie M

GBoi> 53 yol ool 4y Cad s dus luslids S5 oo ol oyt Clolllas 5l al s 5o
Aoy 3Sye (8 e (¥ ()3 048 Ced) 0aiSI]gi (1 1y d 48 St (5> gy a5 L )
Sowr b o yo> gbliie 3 9 (Sloyd 35150 53 sla yo> oy 3 bl 9 Oyl (Y (wlsg)1)
Gl
) o> 5ulyS g o 5y Al .58 i b 4553 S )
bt 1935 o > o 3550 63 Ol i 5p0 95 Consn Ll ol S 2513
3 3550 ol 3l (Ko dneler Lagi ordioanliio ggl> (2)lse SIS S g Cglae>
s oo iy el iy 3 et Sl gl Jo g (e VYV o
SlMb] Jols & gias (slayedS ol 5 55550 Glajlo b 98T Oloy o 31 g sl o asbdy
re9Sye GEalS 0dd C8byd (ogld (2los gy il B 3jlap 0 29)l> (2)lse dine 5
b Jaallygron WWAD Jlo olo cyage 5 ol gl 585 ) 63y 5 gl (2)ls 31 (b
Sy G590l 9 Oloyd bz g 5B L 615 5138 Chslao (S5 ag)ld slallas 5 2)loe
B 1958yl oy 3 g3 Hlays sttty o 5 (St pole (slaslStls 45 o
L $55e oo & oaotnlie Lugs lalls 5 inlge 55 4 pile baycsd e 45 5 23
g3 3559 5 s S8 CogmaneS (5ly 2L WAY Jlo )3 cyuizeas 2503)5 "0y5 233 5 o3l
2o o 05 lmodygly e 4 by o sla bl Syl 4 cibge glog)ls slacsy
o 3o ) 428 )5 05T 300 Sl 563 Laallygtans ) o0le ,5 Iatore syl oS o
o)) glaan 2 8o 4Ly 35 B b (o lse 4 Coms |y o & Jain &) ailsg
Yoo splads Jarllgios V) oole b llaon :csloy snlss anlgsSh oyles igelye dluols
Jlo)l ( ogyls slallas g (5)lae cud g (20 4155 Joadlygiwd Glais Coi \WAD/NV/YY & g0
sl slaodyslyd Grae & S5 (a2 g0 (ogas )3 aply Gl 5 (o)l )5S
s3bim el 3 ) el FA L 1935 o (sleys - ihige 5T 5 bl
0ALS AR5 Oylae «Syo &y o > Slallas g olss alS laie Cododle (pl > (gin 3)lge
Oliylowr )3 G (St &1 yxio 330« o3ld g paSeien g all b SIS 4 ot lge Dl
Joadlygiwd VY odle b 3ollan poizmon .Cuwl ol iy yai (601350l (slas)lxinl & e 30 4

78. See: http://fda.gov.ir/item/2174
79. See: http://fdo.behdasht.gov.ir/uploads/114 1364 25 zard.pdf

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

Y4



a9

VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

gl 5 Jgtuns clius)lany (38 Jgtno b usdy Sl €08 48 Sy il 2 )3 5o
090 o i yslaieds leidly pl adlie 3Spe 4 Jlol 5 (2g)l> lallas 5 (o)les la ]S
S olsl ] oS (el 428 pabas joS e Jelygiand Slao gln) gy Ingyliaylan 3,Slas
9958 (2> Cantd (95 p Syl 5 (61IT ks die )3 50 Slge g gyl gl Oyl
gyl 2355 5 ()35 Cmd «lyly b g 8osko 51 )13 yos (ynels Slypio g Lalgs ol g (g5
sy« g 8 (65540l y Slaanly (gl aS” S )lol pl pols b jo o)ls Cllad jaiS jo
sl soygly® (BLS Slagls (S8 Cov g e slagls (Sl sl dlge (i g
a8 Wlyod (Ul Slagyls (298 g oy Slgd alpns bl g)ls yoel 5 (ag)l> Slogsle
Sl (2)lse) lagyls wwlssb (2loe pupn 9 C5 3550 gl (ate Spas g 1S (4y9iS
Syl yg30 y90l sl (b Ollllas deS wls g3 5 Mpgous g lagls (Sluye Mol (53550

kel oo

Fr S )0 (2910 awlgSl (plge el (BOl0is Adnby oy -T-Y
g8
Sl ) o5 934y dygisS' (S SPB o9 )3 o Jlool il dalllae 4y 39)9 5l i
led oo 0,Li) Canl 00 048 5 oliad WSToee 4y aS" ig)ld dtwles b o)lse (ygelym
TOgmall dlyp -
Ll Oleyd (sl a8 Cunl Chumis (455 0418 3.8, SO o Sldgus L oy b (g puoll
o3l g o dilie Hlid 533 el S ryo 3o (Gylowy SO nlin St b Loy Ao 5)0 b
odlatu] ol Gt Gloyd (Sly &S gpaall Bpan aS a0 o Glis i Slalllas g 0
o2lse e o )18 ol (old Cuwd ) g ey SYMST o Ml Jlas (o gm0 )0 jlows g oo
283550 i by o] Cusl iy 45 3l oy 4 35 480 4 Wl o gl s ol
5385 4 yoxio Blgi o 0adlly yobody aS g ol (01D Cuwd 3l Eely 5 Sy gl 3yl olgs
oranc 4]0 Gl a1 il o s g 13905 allas Cllas b 51 lilass e o3l

80. See: http://www.fda.gov.ir/item/1106

81 Drug And Poison Information Center (DPIC)
82. Elmiron

83. Pentosan Polysulfate Sodium

84. Interstitial Cystitis) 1C)

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



000,50 730 (S lassle (laisdy didS o dosle 10 Ggpmall il g a5y 10 06,50 o

AD

.39.3
095 3 (550 &5 M qy 955 1 puilr 9 il )3 155 Slapl &) CS5i 93 hawngs gyl
ol b VAR 5l gl 03,6l,8 ol 05 o ape Jfil a4 el Mgl § guily ilog)d
b s i M olin Cutuw 4 Cgymo dilio Sy (g5laws (511> &S (61,8 (gly Sy
Oandan S 3l Ly NS 9,55 |y il g ST sl 53 po 30 350 Mo 3,8 Wi o Cucly aS M Aoy

o) g pols b 3 i (35 el i 9 85 00 g9 (uslis Costaan 3] oo YL )3 465
Vil 0433,F S FDA Lawgs a8 o s lo (ylows ol 0loyd (sl (agpuoldl 31

Lol 33 i 3y 4 & o] Mo 53,5 o o3l gyl (<o)l 51 Jlo VO d9ds &S o
o 48 (gl Al 485 i Ol 45 dg05 0gls wae Bl 51 ol gl yol oyl g o samline
O O»L.u] Ol .)‘.)L;o.’ Oles JM ‘) 3% LS)LQ».’).U ulj u_{w): odgy axlllas 9 FVIRY
VN |y 4oy 4 gl ol lassle Glgisds Cunl San Ggpmall aS 0l lain il Kon 4y
us‘“’)’ Sl = j> S M')ﬁ O#?‘) 9 wuu’)‘*“ W‘&.)“'L" JJB9) dL‘z’r’b 4 )ii) Lg"*’)" A C)il)ft‘f f3)9]
oo &y A4Sl By yannd 4 Mine (4 jlowy S &8 wizBlyd 5 60,5 dislen |y 365 (Lo duw ¢

Jlows Oaades ¥ /Y iy S du ol &5 s g plogl ol 23505 o0 o3l (gpmall 51 Yol

85. ELMIRON: pentosan polysulfate sodium, Capsules 100 mg (Toronto, Ontario: Janssen Inc, 2020),
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86. Teva Branded Pharmaceuticals (Pennsylvania)

87. Janssen Pharmaceuticals (New Jersey)
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90. Napoli Shkolnik, Prescription Drug EImiron May Cause Vision Loss, April 20, 2020, Available at:
https://www.napolilaw.com/article/prescription-drug-elmiron-may-cause-vision-loss/

91. Nieraj Jai

92. Emory Eye Center in Atlanta, Georgia

93. Ronald Melles

94. Amar P. Patel

95. Robin A. Vora
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www.france24.com/en/live-news/20220105-class-action-against-sanofi-wins-french-court-backing

110. Sanofi

111. Apesac (Association d’Aide aux Parents d’Enfants Souffrant du Syndrome de 1’ Anti-Convulsivant)

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

yag



Y40

VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

0,5 13,5 o o3zl g))> 1 51yl iy 3 Lzl oo a8 SIS 4 g BB Sloso
BYeee oIl by o gylo opl dlagy Slolde iyl 5 Lo M TayS aall 1) ioes (glesd
ol 83,8 3l gl (15358 13 omnas sy pSB Yoo BVS e g g )louinl 390 Fe e s
L VEFO ( Sb,3 YEFY i3)ls (658485 ol (Slug]) gy oyl Sb,3 083687 plly yoss]
Iy Lings (lged oyl YAV Jlo do )3 Laspe ezl sl Olgieds Sl M50 VWA (i
o3lo b3 48 TGI (glaow Sy O Sow 5 (Bl aule Cunlye il g o3l b Cojgeo b
A 03 padd Yoo dwdlyd )0 Vo VT 45il5 g duilyd tbligy i (gal jyde (B VAY
Aol s g0l basiye (sla K5 g b pess] Lawgs lges dold] jo150 (y3l8 13 '°.5905 dold]
"V 03l oilel miligg 9 293 (slaodygly Cuygmme bilel e 381 g Sl Coles Canlgs
oy BBy il (e (glged YoVY gl 0 )0 )3 (oS> (b )l 0B
Aoy 2l wlal p g Jotus |y Bgilw 8o ( Sdo OB ATFD o VYF+ dlao yolul p g Cusld
485 1Sy & po 22 9> Mg el (rizmes (Sloyedbl 4 ISl (Jass g (a3l
ol 03,8 03y (1b5 iy 4o p3ke |y CS s () Az 13 3905 Dol juniie Cal 03,5 a3l
hSplas g pads G (o dbaly 9 Jpaseo )3 pall (b 39)9 45 3900 o3l Glol 3 0801
3l e 2g)> dwlgd b o )los (g0l cunlio  20)laia pas 3 Lol Culstume ) ables &)
Oloyd 3l glitel domis 43 «Bylaio g Jgtno Jlain] 5l Cungymms |y il 7 jlas Cusyd (10ld Cawd
Slo sl VA0 an3 ot gl ¢ b M8 o (o 5 e i (s 55
9 b g)lwal (YL 5 adang b as Cd)S 4ai )0 olals ity 3939 & jo (loyd sl (Sloyd
) & e cuslio (BO)lEs pas w2 53 Slgylly (om0 )3 (38)5 118 5] (B gy LS
3 oo 9 M a3 3550 (6910 51 e Sloyd g (sl oyl 4By (sl ol Gl ald Cuwd

112. Zoey Becker, Sanofi ordered by French court to compensate for epilepsy drug side effect: report,
May 16, 2022, Available at: https://www.fiercepharma.com/pharma/sanofi-ordered-french-court-
compensate-epilepsy-drug-side-effects-report

113. Marina Fabre Soundron, Depakine: le tribunal estime que Sanofi a commis une faute et valide
le principe d’une action de groupe, 6 janvier 2022, Available at: https://www.novethic.fr/actualite/
gouvernance-dentreprise/entreprises-controversees/isr-rse/depakine-le-tribunal-valide-le-principe-d-
une-action-de-groupe-contre-sanofi-150466.html

114. Loi 2016-41 du 26 janvier 2016 de modernisation de notre systeme de santé

115. LAW No. 2016-41 of January 26, 2016 on the modernization of our health system, Available at:
https://www.legifrance.gouv.fr/loda/id/JORFTEXT000031912641

116. Santé Info Droits 01 53 62 40 30, Droits des Malades: L’action de Groupe en Santé, Available at:
https://www.france-assos-sante.org/wp-content/uploads/2019/01/Action-de-groupe-en-sante.pdf

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



bt 5l gl awlesl o)l (ojlade dalbe / Flie M

o s by 720 Lastie gla o p puSby i ol Jleas g (Kl (g bl lalllae
245 358 szl Slae e i gy & Lislyio YIS s gy (0 s )y 4 25
Sy 4 oyl 4y o801 Ll dtandly by S dlayly ¢ cale Cunlad pie g0 1 ol ool
b olse Gle > (ol wlel a8 Cuns SleMbl (ol 41> 4 odisdanens (glalin a5
&S Sloy b Ly (pl g Ml asdld dgprg (S cmas SYMS] Jlast 5 Sijgil 3 slas cgld  Jlois]
VeorF agli YO B VA do YV 5l cpl by )08 o i 43 29 oMol Yo+ 2 aigili YO 5 yaisgy
sl g gy SYMS] (6l Yo e F gl YO U Y-+ ) gl 5l 9 (60150l (slag syl (gl
Moagsedly jlaca |y p3Y el pas gyls
295 (S9ed puilSe ) Kol b ggled ol Eloiwl CulilB 4ol o130 (o)lse ogas jd
Cudybo &y )l (6Bl )0 cuolio ad)laid pae Cujamo b 50 ;500 (slosd 90 A Cogo
1338 o8] Sy il 3upa o ndildgg ¢ 29yl s S )i

bwgs snisdll) (§jlopadis (scidiad 3 3350 s (liwly jo b CSb ade 1) Jlsed

Dged 4oldl Sy ()]

Sobw CSyb ade |y Llged M Hgyld Eoles Lk 8 4 SaS el Yo VA palg p3 =Y

i ST

Lo ol 5 (il s asllao -

Sledl -1y

2330 3985 3 el Glall 588 loyjSyy aalllas Cgr ke g it 3l &S (6,585 oyl

117. Dépakine: une décision inedited, 13.01.2022, Available at: https://www.editions-legislatives.fr/
actualite/depakine-une-decision-inedite/

118. Réseau d’Entraide, de Soutien, d’Informations sur la Stérilisation Tubaire

119. Bayer

120. I’Association d’aide aux victimes des accidents de médicaments (AAAVAM)

121. Agréal

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

a1



yay

O gy sy a5 ol B8 ag S o8 T Sty s o> s
Cllad (S Slpaad g g)ls b ladipe Pluws ploo g (ogls awlsslb yo)lse d Cos 0392 y9S
&y 9315 CeogSo g)l3 4y Cad Yo+ 0" Jlos igann gy slaosyglyd g3l el 55 .iles o
25 aaS _Be T ogyld algs b o lgen 51 399 (18 ) .l 03905 CaSS yuani 03493 oyl
U255 93905 30,85 5 jien &S 568 lad g didy Hleo 4 e i Sl Sh Oyle 5l Lol sl
1 Sl IS0 )15 1) sbil Cubls oguas ol 13 s Conl dlgd b (olee 5l wel sl
3 Bam b aS g)ld (slmedygld annles b (sla jziSTon Iy Sl olse 19530 (1g5l8 ¥ odle VY uis
O o)y yie 3.5 ¥ 0dle VY Ay ) pizred (Cuuwl 03903 (i 425 (ol plio (6080 395 3953
@l o2yl A Cag Sloy I Cupgme by (b Sl gy YT ks jhio 534Sl LS
O P93 4 g5 (o0 (P IS a3l (B9 OB ) + 03l j3 ogMedy Cal sl (4900
aolal )3 . led o o)Ll eaiiS A se o g5 lawgl 30 o (slagyly 13 v ogyld dwled b jo)lee
el o SleMb] &l 245 c\gTJJ\?mc\gjsoj 0,Lisl 555 e (yil8 VY edle ¥ iy 51 F 3550 4 g 0 35
s M a ke ¥ 51 (h) 390 4y bl ailed oo 18T oS ui s g a5 bawss azlssh o s
@ Slop 8 Lol GleMbl 535 |y dunlgs b (o)lse 1) (s dg 3l JB jogas oyl )
Iy asye 9 2,k jazee 03yl £YD oslo 31 Y w53 Sl 363 3)lae y 0gMe .l 63903 diwlgs b
3970 00310 35 FYD ool 31 0 0k 43 pized (Cawl 03505 oridis i o)l astwlgd b jo)lge Jgtue
L4 (Sl iyl 35 ) 5 cawyp Jatms olo i o (sl s gyl dioye 5l Cunss Jlo 40 Uy aoye
X ol oy s J8le 305V 0ole Y s 31 o s 4 Ll dtnily _pgld diwlgd b o las (a0l s
wuwlssb o)los Ggelye sl 4 (Sloye Ml Jotua ) (6l)13) g)ls oaiiSazpe 1550 (23 Jtus

RACOMLE o

58S 53 gy Waled LS jaiS Cla gy pables Gl dulal adlllas (lgisds a5 (6)9iS yuogd

122. The Federal Institute for Drugs and Medical Devices
123. Medicinal Products Act

124. Adverse Drug Reaction

125. Side Effect

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



e shaie 3l agyld awlgs b (pylee a0yl aiby / Folie M

Ol 5 305 Sy )sob> 9 300 58 O o 2)lee Altus o slysiS oled ale &5 5250
i 3 T ole)d g Culige 5 gyl Sy walati o] (S5 By (S0 2350 SLLs g
W ol 4238 g ae gl Al b Loglse oyl e Gl 4 SladSH gy Ol
" Sy Jilug ool g ( gyld) (S JpuS ool pledl LYY o o Clyyde wulais o)l
3,5 PlEal ™ _Suielen S 5 35kl Lo dummsgo b oylal T Y0¥ gl )5 o LS
4 918 O JI gl &S 138 Lol oae xl VAT e GladS gl (8 aolllas
295853 598 )l gy 2 Slogle Jd (pe 4 sl Sy sl o lse dlius
o el s (ol Slojlucigyd (sla Jeallygius § (515 (sladal ol p  Jie 45 905
4Bl Cawd a4 00 (pgl> wrwlgSb (o)l Ogalynr (898 )9S 53 5yl gy (o )
236 sl e 3l g gl 0,518 (o bl 5l e eASA S8 o adlog () 45
o> g o lse 311, 008 e b sl i oudat o))3] s s ng] iy o
235 p8 &S oo 1S5 sl oY iS5 Sl 53 255 8 5 Sy T Ales 0T By
pole )3 oo bausgi (o] 45 6o oguuns Axog el (63915 5| o SleacdS3l el 515120
)l adelog o8 o35 by )3 318 390 B9 TS M VASF o 1 T len] e b (S
OBAESAIg |y (858 SlwyeMbl > sage 1y Clyyio wulail o)lol 4 (o)lae (a0l e

yls eage g OBAS Gpas o by (OSKDy (BuSas,e « Sleyd 3S1he

126. The Medicines and Healthcare products Regulatory Agency (MHRA)

127. Medicines and Healthcare Products Regulatory Agency expands, 28 March 2013, Available at:
http://webarchive.nationalarchives.gov.uk/20141206000813/http://www.mhra.gov.uk/NewsCentre/
CON254872

128. Medicines Control Agency (MCA)

129. Medical Devices Agency (MDA)

130. Medicines & Healthcare products Regulatory Agency, Available at: www.gov.uk/mhra

131. National Institute for Biological Standards and Control (NIBSC)

132. The Medicines Act (1968), Available at: http://www.drugwise.org.uk/what-are-the-uk-drug-laws/

133. Reporting Adverse Events to Medicines and Vaccines (2014), Available at: https://www.tga.gov.au/
publication/reporting-adverse-drug-reactions

134. Bill Inman

135. Caroline Richmond, Bill Inman: Medical researcher who revolutionised drug safety rules after the
thalidomide crisis, The Guardian, 2005, Available at: https://www.theguardian.com/society/2005/
nov/04/health.medicineandhealth

136. Yellow Card reporting site, Available at: http://yellowcard.mhra.gov.uk/

137. Yellow Card reporting site, Available at: https://yellowcard.mhra.gov.uk/the-yellow-card-scheme/

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

YaA



¥a4

VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

LIl ol ==Y

T Sle s ENgae o)) 4 iy 558 5> sl Uyl (el ke 5l oy S (G 928
o yd Y guass dioye ¢ 0Jg5 0 Oyl Cdgiune a5 Canl  Sloyd (YIS (6ly Wyl S9l8 los
8L ) w9z ke YA Sloys YIS (s 5 51ET 45 dlos ol .3)l5 epe p caliseo Jbolio 31,
SIS 5 gl (slaosghd i) 5 Sl il 50 g5 el o s 36 oS>
@i il oo 5l el g il (2)lse 2 )l O e ogrg 3l (Seg 2o 00 oy Loy
O 3 pogate o9 jomedg) pol cpl GludSil ke 5 Wiyl 5 45 S b 5050 5928 5
(g el Cuwd domS A 4 Y AT e Slo)d GV 5 Lag)ls 8 (5] g 5 Cand
SR (el Sy )3 do g LB (S5l udS i SlaygaSTL )98l 55 ey Sl
g ol 03905 Gl 4ol slovr (Wl (yedlye 4 Solanoy 2)lge Oigalym (23] &) S
Gk 3l yg230 (@)t & s Ul tl bl &g 48 Wl oo e pelocnl a3 2 5

sl 03905 dltald 3,0 it Jsts 3551, 008 At LSl 5lsel il

(55 o oo YLl -F-¥
u)])9 LY) c\.wb LSLQ.)LQ{ )‘ ‘_;i; WYK.:.)AT 0l u\JU ‘_;>9)|D 9 u.,l.xs 3‘99 D)‘.)l ).u K})ﬁ] e
o £l ¢ Lais gt sorp0 o)la] 45 el S0l odoeie VU il lats 5 ubligy
i sl LeSo _sS5 Nguaeo i g st 52 oyl g oalais o ) dnolsr oDl
ooz YU )3 4515 515 (rgalyes 6yl 5 poguaio sl e 51 sl iyl a5l g Scibseals
=Y+)\V-Y--v¥-)aay JL.» )‘ ;il.}’?'bo)bb‘ g0 &9)3 9 u.’].)..c .)|9A u.w] 9 uw‘).w).ko u,u‘ss
(P 1 2)lgs (ogas D AB)S g Bl dy gl L S ey (oged 3 Al Tl YN Y
i pllss )3 b b sl 39055 3501 yaseine ninge ISl g 0kels e 4y g o

138. The Therapeutic Goods Administration (TGA)

139. Therapeutic Goods Act 1989

140. Medicines, Poisons and Therapeutic Goods Act 2008

141. Reporting adverse events to medicines and vaccines (2014), Op. Cit. 2.

142. Food and Drug Administration (FDA)

143. Food and Drug Administration Modernization Act 1997; FDA Food Safety Modernization Act 2011;
Food and Drug Administration Amendments Act of 2007; Food and Drug Administration Safety and
Innovation Act 2012

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



bt 5l gl awlesl o)l (ojlade dalbe / Flie M

4 4255 b Sanily )9S s ilo 0ALSII Codgians 2 B 55 )95 O (o)l gy 5 S0l
)5S ol 3l gliiie  idew odzio SV oguas ol §3 dasy g0yl 4y 4id)S g0 Cli,iods
il 33 o & dMS jabody &S )15

3 el B> 53 gl dalssb (o)lse (osas )3 (m2)late adby (gl Ol
340 p o Oalss (slealay Fuuly 10 (8D pl bl il o (Ll 20lio) 4 powse 18D
Le),o o5l bl (alawlg) (oleo g183 3 Cunl 03505 Ll Slisgy &y p3Y (sl L)1 L1y 55
oo ply u2)las pogas > (a3)luin il (S jsbas oaiS Span b jlow &) Siojy il 53
Sl S5 omoed Cal BTl o)lse e (og)ld Cunlo g 559 40 G pbs S 231
Oleo Bl (2ol (lgie o Sy 28l 53 25 0 0l Ul gy ol 31 ol po yigy 3 ]y jlaws
AJM@ m@mdwu A fsy 59 L;i) .xsuo Jos 2)lse Oy,l s omg,m 90155@
w oJJ)L.u &Sl Lgl) ol5ald dgzg oyl b cdd sod )lm Olylaw 4 gl LS».’L'> Syl oyl
21> edes (Sliiwl du Uly _oolo saclB adl )l oage ) jlow plys jo 20)liin adulsg

VS5 i )l Sloodyglyd g gyl )3 (¥

ol B o)loe Cogelye (200 adbg oae i (85T 18 (pusypr 390 5y g Alio 5 el
25 potde pogas g O pludl g)ls iy LB 51 LIS (e G o 22 9
w0l g 31 (S g Ol 5 )l gy 5 olsd e 511, SUNBG8 adelog g (5)l> anlys
polais] oy a4 & b oyl )3 4 jsbods @313 )18 gy 9y90 (AndaS 63509 L
B olSol> sl gyl slmodgld ags 5 (S o3lg o (2)lss 4wl dps il 0 3

144. Buckner v. Allergan Pharmaceuticals, Inc, 400 So.2d 820,821 (Fla. App. 1981)

145. Corticosteroid

146. James Beck and Anthony Vale, Drug and Medical Device Product Liability Deskbook (New York:
Law journal press, 2004), 890.

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

Yoo



| VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

Sl Fu,61y3 09 o diwn )5 bl g €8 b 5)ld &S el dlawlgds laylds g 039 2255
o] lasle a8 1550 1) (goumio S Jus (63)lge 10 a8 ol Bodgy jer50 (2)les yseo )lﬂ
029 4 Lol maled 155 (09l (Glodygl® (oulyi o5 wadged 12 )B5 iy 45 LSl 185 o &
gy 5 Olyl (3168 15 (awpy 3l e «02)les Ogolym (B0 gt (Byme (slinl, o Lol
0S5 5l el o dw SBLal Ly b s aS 05 Lol do oyl b Joadlygiws
Alol> i L)ld odge ) cpmien atibog gl> dope 3STp0 (B pde Cpizmed Ol g Oty
0,Lil Lyl gy yin Al s 0 Celiay il Yo o b anl &S s Sl L Wl el 5 S
ko) &) pgwge (2183 (s b 0 pel 5928 e Gl ol 3 Sl olitod BB dges
ol 0315 )48 Lol 1 ol o s slaws pilys 0 Sigyodge ) (20l addsg (bl (alawlg)

Y", \ Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



e shaie 3l agyld awlgs b (pylee a0yl aiby / Folie M

&l S ped
b alie ()
AYAY L] ol C8pd i) 105 A s Bois Lol o0lymmsld Al g dyws
bl Sl 105 s cas ) o3 Clstuns Ogaly Ui du . ieS sk 5 Ve lite -
Ayay
35 32 63,505 b 35 el (B o Clsinnr 555 5 5 (il (e Do ol -

DF-YA (VWAF)AY VY oyl o udoes 0 ikad (lasdllas ol pod &) aisey )| 5 CYguamco
) gle (@

- “CFR - Code of Federal Regulations Title 21”. 2024. Available at: https://www.accessdata.
fda.gov/scripts/cdrh/ cfdocs/cfcfr/cfrsearch.cfm?fr=312.32

- “Drug Definition”. Stedman’s Medical Dictionary. Retrieved 2014-05-01. Available at
Drugs.com

- Apesac: Association d’Aide aux Parents d’Enfants Souffrant du Syndrome de 1’Anti-
Convulsivant.  Available at:  https://metropole.nantes.fr/infonantes/association/23208-
association-daide-aux-parents-denfants-souffrant-du-syndrome-de-lanti-convulsivant-

- Beck, James and Anthony Vale. Drug and Medical Device Product Liability Deskbook.
New York: Law journal press, 2004.

- Becker, Zoey. Sanofi ordered by French court to compensate for epilepsy drug side effect:
report. May 16, 2022. Available at: https://www.fiercepharma.com/pharma/sanofi-ordered-
french-court-compensate-epilepsy-drug-side-effects-report

- BELLE BONFILS M. BL. CTR. v. Dist. Court, 763 P.2d 1003 (Colo. 1988). Supreme
Court of Colorado. See: https://www.courtlistener.com/opinion/1281579/belle-bonfils-m-bl-
ctr-v-dist-court/

- Brazier, Yvette. “All about side effects”. 2017. available at: https://www.medicalnewstoday.
com/articles/196135

- Buckner v. Allergan Pharmaceuticals, Inc. 400 So.2d 820,821 (Fla. App. 1981)

- Class action against Sanofi wins French court backing. 05/01/2022. Available at: https://
www.france24.com/en/live-news/20220105-class-action-against-sanofi-wins-french-court-
backing

- Dépakine: une décision inedited. 13.01.2022. Available at: https://www.editions-
legislatives.fr/actualite/depakine-une-decision-inedite/

- District of New Jersey. Elmiron (Pentosan Polysulfate Sodium) Products Liability
Litigation. Available at: https://www.njd.uscourts.gov/elmiron-pentosan-polysulfate-sodium-
products-liability-litigation

- EC Product Liability Directive (1985).

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.

Yoy



Yoy

VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

- Edwards, I. R. & J. K. Aronson. Adverse drug reactions: definitions, diagnosis,
and management. The Lancet Journal, 356, (2000), 1255-1259. doi: 10.1016/S0140-
6736(00)02799-9

- ELMIRON: pentosan polysulfate sodium, Capsules 100 mg, Toronto, Ontario: Janssen
Inc, 2020. Available at: https://www.janssen.com/canada/sites/www_janssen_com_canada/
files/prod_files/live/elmiron cpm.pdf

- Entry into force: 23 March 1976, in accordance with Article 49. Available at: https://www.
ohchr.org/en/instruments-mechanisms/instruments/international-covenant-civil-and-political-
rights

- FDA Food Safety Modernization Act (2011)

- Food and Drug Administration Amendments Act (2007)

- Food and Drug Administration Modernization Act (1997)

- Food and Drug Administration Safety and Innovation Act (2012)

- Hines v. St. Joseph’s Hospital527 P.2d 1075 (1974)86 N.M. 763 Paul Hines and Tommie
Hines, Plaintiffs-Appellants, v. ST. JOSEPH’S HOSPITAL, a non-profit corporation, and
Blood Services, Inc, d/b/a Blood Services of New Mexico, Defendants-Appellees.No. 1316.
Court of Appeals of New Mexico.September 18, 1974. See: http://law.justia.com/cases/new-
mexico/court-of-appeals/1974/1316-1.html

- Judgments of the Court in Cases C-157/96 and C-180/96. The Queen v Ministry of
Agriculture, Fisheries and Food ex parte: National Farmers’ Union and Others United
Kingdom v Commission of the European Communities... . see: http://curia.europa.eu/en/actu/
communiques/cp98/cp9831en.htm

- Kim, James and Anthony Scialli. “Thalidomide: The Tragedy of Birth Defects and the
Effective Treatment of Disease”. Toxicology Journal, 122, 1(2011), 1-6. doi: 10.1093/toxsci/
kfr088

- Laurence, D.R. & J.R. Carpenter. A dictionary of pharmacology and allied topics.
Amsterdam: Elsevier, 1998.

- LAW No. 2016-41 of January 26, 2016 on the modernization of our health system.
Available at: https://www.legifrance.gouv.fr/loda/id/JORFTEXT000031912641

- LeBlanc, Ricky A. Elmiron Lawsuit. August 1, 2024. Available at: https://www.
sokolovelaw.com/dangerous-drugs/elmiron/

- Llamas, Michelle. EImiron Lawsuits. August 2, 2024. available at: https://www.drugwatch.
com/elmiron/lawsuits/

- Many children in the 1960’s, like the kindergartner pictured above, were born with
phocomelia as a side effect of the drug thalidomide, resulting in the shortening or absence of
limbs. See: https://helix.northwestern.edu/ article/thalidomide-tragedy-lessons-drug-safety-
and-regulation

- Medicines & Healthcare products Regulatory Agency. Available at: www.gov.uk/mhra

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



bt 5l gl awlesl o)l (ojlade dalbe / Flie M I

- Medicines and Healthcare Products Regulatory Agency expands. 28 March 2013.
Available at: http://webarchive.nationalarchives.gov.uk/20141206000813/http://www.mhra.
gov.uk/NewsCentre/CON254872

- Medicines, Poisons and Therapeutic Goods Act (2008)

- Nebeker Jonathan R, Paul Barach & Matthew H Samore. “Clarifying adverse drug events: a
clinician’s guide to terminology, documentation, and reporting”. Annals of Internal Medicine,
140(2004), 795-801. doi: 10.7326/0003-4819-140-10-200405180-00009

- Reporting Adverse Events to Medicines and Vaccines (2014). Available at: https://www.
tga.gov.au/publication/reporting-adverse-drug-reactions

- Richmond, Caroline. Bill Inman: Medical researcher who revolutionised drug safety rules
after the thalidomide crisis. The Guardian, 2005. Available at: https://www.theguardian.com/
society/2005/nov/04/health.medicineandhealth

- Ryan v Great Lakes Council [1999] FCA 177. 5 March 1999. ATPR (Digest) 46-191
Negligence - Representative claim on behalf of consumers of oysters who contracted hepatitis
A from contaminated oysters - Growing area management standards and practices .... See:
https://jade.io/j/?a=outline&id=116375

- Santé Info Droits 01 53 62 40 30, Droits des Malades: L’action de Groupe en Santé.
Available at: https://www.france-assos-sante.org/wp-content/uploads/2019/01/Action-de-
groupe-en-sante.pdf

- Shah, Parth, Imani Thornton, Danielle Turrin & John E. Hipskind. Informed Consent.
Treasure Island (FL): StatPearls Publishing, 2024. https://www.ncbi.nlm.nih.gov/books/
NBK430827/

- Shkolnik, Napoli. “Medication-Caused Side Effects that Can Lead to a Lawsuit”. 2020.
Available at:  https://www.napolilaw.com/article/medication-caused-side-effects-lead-to-
lawsuit/

- Shkolnik, Napoli. Prescription Drug Elmiron May Cause Vision Loss. April 20, 2020.
Available at:  https://www.napolilaw.com/article/prescription-drug-elmiron-may-cause-
vision-loss/

- Sindell v. Abbott Laboratories, 26 Cal. 3d 588, 607 P.2d 924, 163 Cal. Rptr. 132, 2
A.L.R.4th 1061, CCH Prod. Liab. Rep. P8648. Mar. 20, 1980. See: http://www.casebriefs.
com/blog/law/torts/torts-keyed-to-prosser/causation-in-fact/sindell-v-abbott-laboratories

- Soundron, Marina Fabre. Depakine: le tribunal estime que Sanofi a commis une faute et
valide le principe d’une action de groupe. 6 janvier 2022. Available at: https://www.novethic.
fr/actualite/gouvernance-dentreprise/entreprises-controversees/isr-rse/depakine-le-tribunal-
valide-le-principe-d-une-action-de-groupe-contre-sanofi-150466.html

- The Medicines Act (1968). Available at: http://www.drugwise.org.uk/what-are-the-uk-
drug-laws/

- Therapeutic Goods Act (1989)

Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and ‘“, i
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



| VEY 5ol O oyled VY 000 ¢ Bgi> clouing dlxe

- von Bar, Christian. Non-Contractual Liability Arising out of Damage Caused to Another.
Berlin: Walter de Gruyter, 2009.

- Williams, D. G. T. “Contempt and the Thalidomide Case”, The Cambridge Law Journal,
32, 2(1973), 177-181. https://www.jstor.org/stable/4505666

- World Health Organization, “Pharmacovigilance: ensuring the safe use of medicines”.
Geneva: World Health Organization, 2004. Available at: http://apps.who.int/medicinedocs/
en/d/Js6164e/

- Yellow Card reporting site. Available at: http://yellowcard.mhra.gov.uk/

tcoluog (z
1) (oW ywd VY LY ..\1> .u_w)lé 489 &m)ﬁ L;o)’tw\” 4ad)| ;é)lao.”o;l.) M;o -

http://lib.eshia.ir/23017/3/572/%D8%AF%D8%B1%D9%85%D8%A7%D9%86

13D Loyiawd iy daliitild . Jolgil -
https://daneshnameh.roshd.ir

- http://fda.gov.ir/item/1780

- http://fdo.behdasht.gov.ir/uploads/114 1364 25 zard.pdf

- http://i09.gizmodo.com/what-caused-this-deadly-epidemic-in-spain-in-1981-1665574317
- http://webarchive.nationalarchives.gov.uk/20141206000813/

- http://www.fda.gov.ir/item/1106

- http://www.fda.gov.ir/item/2174

- http://lwww.fda.gov.ir/item/2174

- http://www.fda.gov.ir/item/250

- http://www.pharmtech.com/about-pharmtech

- https://shpmc.sbmu.ac.ir

‘ﬂ, 0 Mashayekh, Milad. “The Duty of Adverse Drug Reaction Alerting from the Perspective of Laws, Current Practices, and
Guidelines ...”. Jour. of Legal Res. 23, no. 59 (October 21, 2024), 265-306.



This Page Intentionally Left Blank



