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* World Health Organization, " Pharmacovigilance : ensuring the safe use of medicines,” World Health

Organization (2004): 1.

Awvailable at: http://apps.who.int/medicinedocs/en/d/Js6164e/
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® Drug or medicine or cure or remedy or medication.

7 "Drug Definition". Stedman's Medical Dictionary. Retrieved 2014-05-01 — via Drugs.com.

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

% Pharmaceutics

10 \What is Pharmaceutics? &#124; Pharmaceutics". Sop.washington.edu. Retrieved 2013-08-26.

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

12 pharmaceutical formulation
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¥ Pharmaceutical manufacturing
4 Pharmaceutical technology
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1 idiosyncrasi
YGlucose-6-phosphate dehydrogenase deficiency (G6PDD)
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8 pharmacovigilance

19 http://www.effective-medical.com/

Nebeker JR, Barach P and Samore MH, " Clarifying adverse drug events: a clinician's guide to
terminology, documentation, and reporting," Annals of Internal Medicine 140 (2004), 797.
available at:https://www.ncbi.nlm.nih.gov/pubmed/15148066

2! Nystatin.

22 Hydroxocobalamin.

2 Immunosuppressive or Nntineoplastic drugs.

2 World Health Organization(WHO)

% Laurence.

% |_aurence D, Carpenter J. A dictionary of pharmacology and allied topics, 2nd edn.
Amsterdam: Elsevier, 1998: 8-9.
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2" an injury resulting from medical intervention related to a drug.
%8 Edwards, Aronson, Adverse drug reactions: definitions, diagnosis, and management, For
ggersonal use only, The Lancet Journal, Vol 356, 2000, p1255.
Ibid.
%0 Adverse effect.
3! Toxic effect.
%2 Side effect.
%% Calcium antagonist.
% s related to the pharmacological properties of the drug.
% https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=312.32
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% Adverse reaction.

37 Adverse effect.

%8 Edwards, Aronson, Adverse drug reactions: definitions, diagnosis, and management, For
personal use only, P1256.

% https://www.medicalnewstoday.com/articles/196135
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“8 1n 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)
" 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 ....( https://jade.io/j/?a=outline&id=116375)

%0 Diethylstilbestrol DES.

51 https://www.courtlistener.com/opinion/1281579/belle-bonfils-m-bl-ctr-v-dist-court/

52 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)

5% 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/cp9831len.htm)
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5 Many children in the 1960s, 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. ...and
...(https://helix.northwestern.edu/article/thalidomide-tragedy-lessons-drug-safety-and-regulation )And
see:(Contempt and the Thalidomide Case :D. G. T. Williams ,The Cambridge Law Journal ,Vol. 32, No. 2
(Nov., 1973), pp. 177-181/ http://www.thalidomide.ca/summary)

% Brief Fact Summary. The Plaintiff, Sindell (Plaintiff), developed cancer as a result of a drug her mother
tookwhilepregnant. ( 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)

% Contaminated haemophilia blood products were a serious public health problem in the late 1970s 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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% see: james Kim and Anthony scialli, "Thalidomide: The Tragedy of Birth Defects and the Effective
Treatment of Disease",toxicology jornal, 122(2011): 4.

.( http://toxsci.oxfordjournals.org/content/122/1/1.full.pdf+html)


http://scholarship.law.berkeley.edu/cgi/viewcontent.cgi?article=2234&context=californialawreview
http://www.al-monitor.com/pulse/originals/2015/07/fabius-trip-tehran-infected-blood-hiv.html
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61 Development risk
62 Defence of Development risk
83 EC Product Liability Directive (1985) )
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% Christian von bar, Non-Contractual Liability Arising Out of Damage Caused to Another (Berlin: Walter
de Gruyter, 2009), 1023.

® 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.
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7% https://www.ncbi.nlm.nih.gov/books/NBK430827/

! International Covenant on Civil and Political Rights.

72 https://www.ohchr.org/en/instruments-mechanisms/instruments/international-
covenant-civil-and-political-rights
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https://en.wikipedia.org/wiki/International_Covenant_on_Civil_and_Political_Rights
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" http://fda.gov.ir/item/1780
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8 Elmiron.

8 pentosan polysulfate sodium.
¥ interstitial cystitis(IC).

5

https://www.janssen.com/canada/sites/www_janssen_com_canada/files/prod_files/live/elmi
ron_cpm.pdf

8 Teva Branded Pharmaceuticals( Pennsylvania).

87 Janssen Pharmaceuticals(New Jersey).

% Johnson & Johnson.

8 interstitial cystitis.
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% https://www.napolilaw.com/article/prescription-drug-elmiron-may-cause-vision-loss/

%! Nieraj Jain.

%2 Emory Eye Center in Atlanta, Georgia.

% Ronald Melles.

% Amar P. Patel.

% Robin A. Vora.

% 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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%" https://www.napolilaw.com/article/prescription-drug-elmiron-may-cause-vision-loss/
% Asia-Pacific Journal of Ophthalmology.

% https://www.drugwatch.com/elmiron/lawsuits/

199 jeanette Milburn.

1% vzalarie Hull.

192 Kimberly Pelczar.

193 pigmentary maculopathy, vision degradation, retinal injury and retinal hemorrhage.
104 https://www.sokolovelaw.com/dangerous-drugs/elmiron/
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195 Multidistrict litigation cases (MDLs).

106 https://www.njd.uscourts.gov/elmiron-pentosan-polysulfate-sodium-products-liability-
litigation

97 Depakine.

1% valproic acid.

199 https://www. france24.com/en/live-news/20220105-class-action-against-sanofi-wins-
french-court-backing
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10 sanofi.

11 Apesac( Association d'Aide aux Parents d'Enfants Souffrant du Syndrome de I'Anti-
Convulsivant).

12 https://www. fiercepharma.com/pharma/sanofi-ordered-french-court-compensate-
epilepsy-drug-side-effects-report

13 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

14 0i 2016-41 du 26 janvier 2016 de modernisation de notre systéme de santé.

15 https://www. legifrance.gouv.fr/loda/id/JORFTEXT000031912641

118 https://www. france-assos-sante.org/wp-content/uploads/2019/01/Action-de-groupe-en-
sante.pdf
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118 Réseau d'Entraide, de Soutien, d'Informations sur la Stérilisation Tubaire.
119 B

ayer
120> Association d’aide aux victimes des accidents de médicaments (AAAVAM).
121 A 4

gréal.
122 The Federal Institute for Drugs and Medical Devices.
12 Medicinal Products Act.
124 .

adverse drug reaction.

125 Side effect.
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128 The Medicines and Healthcare products Regulatory Agency (MHRA)

127
http://webarchive.nationalarchives.gov.uk/20141206000813/http://www.mhra.gov.uk/NewsCentre/ CON254
872

128Medicines Control Agency (MCA)
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2Medical Devices Agency (MDA)

30 \www.gov.uk/mhra

BINational Institute for Biological Standards and Control(NIBSC)

32The 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, "Obituary — Bill Inman — Medical researcher who revolutionised drug safety rules
after the thalidomide crisis,"” The Guardian (2005): 4 November.

B8http://yellowcard.mhra.gov.uk/

37 https://yellowcard.mhra.gov.uk/the-yellow-card-scheme/

138 The Therapeutic Goods Administration(TGA)

*Therapeutic Goods Act 1989
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4% Medicines, Poisons and Therapeutic Goods Act 2008

141 Reporting adverse events to medicines and vaccines(2014): 2.
https://www.tga.gov.au/publication/reporting-adverse-drug-reactions
2 Food and Drug Administration(FDA)

3 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
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