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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.

Keywords: Medicine, Side Effects, Warning, Development Risk, Product
Liability.
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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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https://www.napolilaw.com/article/medication-caused-side-effects-lead-to-lawsuit/
40. Social Cost
SNgazo Mg (63,509 b Mg s 3l (8L (e Clstnn (b 588 5 Liglah (ppe oline S Y
X OYAF)AY TF 04y g dors c(ilas glasdllas ol yor 4) aiso )5

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.



oMoy cibly Jgeanme Lol 3,515 (clia, 13 48 o] (3 omo 9o 23 it g sy M
Eseta ks s 3 3 oy ot o o oo 140 cr8l i i B
51> Sod)gly® igely dnigi 5 3u8 b Sygeo 0 e )3 bl Wl g iyl ME s
O oo o &y cume aSH S0 295505 355 s> g ey 255 Wl g Sl
O (380 4 53 0392 gy 145 (Sluye Ml g (23] 0 4dbog usld o0 45 55 o
Ol g 3 ol sS4 gy po S350 5 Slodio (1l Lo § el o084 bgie 5250 g oy
4 dogbye oyl 03155 Casl (Siae (398 sy 2 09V oo ol &y Blale (&S 50
1 5] i ) 0155 3o dialsib Aisyle 55 de 45 oS 3,95 s (5 5 sty (o
99 4 paseis Sl S 3l ) (2)los Olgicoe S b 950 I o Gl sl 53 59 4
13903 o dlwd
o Al b3 3 3858 0l s 2oyt 3 3055 Ol 9 oISl oS infoe ()
M ™ ) sl )38 b oAiiS b mo 5 oMb S alauslgdy g3 Aoy 0155 S
534355 Oloj )3 5y 11> 9 el s JSd Sl 4y )l o Cusd 41 ((2)ls) (S 9ol
"Il gla (U2)lse) 4 i 905 Sl o)) gl ayle st CllB gla anye
(33,3 (Sl (g L ol 3l oo 5l 595 LS sl gylo g SMSUte ) (i 2 o8
2348 3903 o)l 39 o g B by (ol Olop3 9 (55Kee a3y 5l (6l
i S o s 55 i 3 JIS el ) g O o Sl i
P )3 i (38) (o b xSy B> )3 00 1y B Glpo diguns LS 00D dpe
CEA L3 oS 1 10) SlaSb crjs L33 b bl g s pyg ctants b oS s ) s Al
30 (L)) 055948 olaie olusl b (a3 (i) w2 b o xS ¢ Sopudl (el Y
T 08e et S b939:5 Bg5y gl Clygi 395 o oS b Juoldo et dnds
215 el Saaye Mo i 5] (G5 Culytana gy 3l 03omag Sguaic § ™ ] 02005

42. See: http://www.fda.gov.ir/item/2174
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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://i09.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/cp983 len.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.

58. https:/helix.northwestern.edu/article/thalidomide-tragedy-lessons-drug-safety-and-regulation
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64. Christian von Bar, Non-Contractual Liability Arising out of Damage Caused to Another (Berlin:
Walter de Gruyter, 2009), 1023.

65. Greenman v. Yuba Power Products, Inc. was a California torts case in which the Supreme Court of
California dealt with the torts regarding product liability and warranty breaches.

66. Second and Third of Tort (1965)
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68. Informed Consent

69. Parth Shah et al. Informed Consent (Treasure Island (FL): StatPearls Publishing, 2024)

70. International Covenant on Civil and Political Rights

71. Entry into force: 23 March 1976, in accordance with Article 49, Available at: https://www.ohchr.org/
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85. 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

86. Teva Branded Pharmaceuticals (Pennsylvania)

87. Janssen Pharmaceuticals (New Jersey)

88. Johnson & Johnson

89. Interstitial Cystitis

90. Napoli Shkolnik, Prescription Drug Elmiron 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

96. Kaiser Permanente, commonly known simply as Kaiser, is an American integrated managed care
consortium, based in Oakland, California, United States, founded in 1945 by industrialist Henry J.
Kaiser and physician Sidney Garfield.
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97. Shkolnik, Op. Cit.

98. Asia-Pacific Journal of Ophthalmology

99. Michelle Llamas, Elmiron Lawsuits, August 2, 2024, Available at: https://www.drugwatch.com/
elmiron/lawsuits/

100. Jeanette Milburn

101. Valarie Hull

102. Kimberly Pelczar

103. Pigmentary Maculopathy, Vision Degradation, Retinal Injury and Retinal Hemorrhage
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104. Ricky A. LeBlanc, Elmiron Lawsuit, August 1, 2024, Available at: https://www.sokolovelaw.com/
dangerous-drugs/elmiron/

105. Multidistrict Litigation Cases (MDLs)

106. 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

107. Depakine

108. Valproic Acid

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

110. Sanofi
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