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Table 2. Details of Clinical Trial tragedies and their root cause.

S.No | Name of Trag- Date of Date of Drug Drug Medical FDA ap- Indicated for Trial outcome / Causes Refer-
edy Approval with- in the Authority proval use in adverse effects ences
drawal market Holder
1 Tuskegee syphilis 1932 1972 40 years Penicillin - - Syphilis Mortality-28 Unethical experiments [10-12]
Experiment
/bad blood/ 100 subjects dead
Doing bad in the of related complica-
name of Good. tions.
“Last Chance for
Special Free Treat-
ment
2 Sulfanilamide September 1938 - Sulfanila- S.E. Mas- - Streptococcal | Kidney failure, urine [ Due to deadly poison [15, 16]
Disaster/Taste of —October mide sengill sore throat stoppage, severe diethyl glycol-an
Death/Taste of 1937 company infection abdominal pain, antifreeze agent.
Raspberry/The of Bristol, nausea, vomiting, No regulations estab-
1937 Elixir Sulfa- Tennesse. stupor, Convulsions. | lished and preclinical
nilamide Disaster trial conducted for
Death cases more safety.
than 100 in 15 states.
3 Guatemala syphilis 1946 1948 2 years Penicillin - - Syphilis Mortality 83. Unethical experiments. [23-25]
experiment Morbidity 1500.
4 Thalidomide 1957 March 2 5 years Thalido- Chemie No Respiratory Phocomelia/ absent | Lack of scientific data. [27-31]
Tragedy / The 1962 mide Griinenthal infections, in- | limbs or short limbs Human safety data
Canadian Tragedy (German somnia. /flipper like limbs. unavailable
pharma- Peripheral neuritis. | Marketing of drug not
ceutical Mortality - 2000 Approved by regula-
company) serious birth defects tory authorities.
occurred more than
10000.
5 Clioquinol tragedy 1960 1970 10 years Clioquinol CIBA- - Diarrhea and Cases of SMON Spinal long tracts [36-39, 41]
(1962-1970) GEIGY gastric disor- (sub acute myelo- | lesions and optic tracts
Japan ders. optic neuropathy) in | e.g. distal dominant
Japanese people only. axonopatly.
6 Tragedy of Ac- 1982 2009 27 years Accutane | Hoffmann- Yes To treat severe Crohan’s disease, Due to close resem- [42-45]
cutane LaRoche acne congenital anomalies, | blance to retinoic acid
(Isotretinoin) Inc 160 babies affected, | birth defects found.
depression, etc.
7 Tragedy of 1988 29-Mar 19 years Pergolide Eli Lilly Yes To treat Parkin- | Heart valve damage. | Incompetency of heart | [47-49, 51,
Permax 2007 son’s disease. valves 52,76]
(Pergolide)
8 Baycol disaster 1997 August 4 yeats Baycol Bayer Yes Cholesterol Severe Rhabdomy- [ Kidney failure result- | [53-55, 59]
(Cerivastatin) 2001 (Cerivas- Pharma- Lowering olysis ing in death.
tatin) ceuticals property. 31 people died. Detection of increased
levels of myoglobin
in blood.
9 Tragedy of Rezulin January March 3years Rezulin Parke- Yes Type 2 diabetes. Liver failure. Laboratory findings of [60-64]
(Troglitazone) 1997 2000 Devis Morbidity-90. clevated liver enzymes.
Mortality -63. Approval of drug
even after poor clinical
safety data
10 Raplon 1999 March 2 yeats Raplon Organon - Muscle relaxant | Fatal bronchospasm. | Premarketing safety [65, 66]
(Rapacuronium) 2001 Inc given with anes- Morbidity 90. results were not sig-
thetic drug. nificant
11 Vigor May 1999 | September | 5.3 years (Vioxx) Merck Yes Anti-inflam- Myocardial infarc- Increased risk of [68-71]
(Vioxx GI Out- 2004 Rofecoxib matory tion and stroke. blood clotting.
comes Research) Morbid-
study ity-(88,000-140,000)
Mortality-27000.
12 Tragedy of Efali- 2003 September 6 years Raptiva Serono Yes Moderate to | Fatal brain infections [ Immune suppression. | [72-74, 76]
zumab 2009 Europe severe chronic e.g. progressive
(Raptiva) Limited plaque psoriasis. [ multifocal leukoen-
cephalopathy (PML).
13 Tragedy of Lo- 9 February | November | 0.8 years Lotronex Glaxo Yes Diarrhea with Ischemic colitis. Inadequate blood flow | [76, 77][79,
tronex (Alosetron 2000 2000 Smith Irtitable bowel Morbidity-70 to the colon. 80]
hydrochloride) Kline syndrome (IBS) Mortality- 3
in women.
14 Tragedy of Ri- June 2006 October 2 years Rimona- Sanofi- No Treatment of Risk of Psychiatric - [76, 83, 84]
monabant (Acom- 2008 bant Aventis obese patients. | side effects, severe
plia/ Zimulti) Decreasing depression, sui-
apetite. cidal ideas, nausea,
Vomiting,
Mortality—2 people
died.
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15 Tragedy of Baxtra | November 2005 3.3 years | Valdecoxib Pfizer Yes Anti-inflam- Cardiac complica- - [88, 89]
(Valdecoxib) 2001 matory tions e.g. heart attack
and stroke.
16 Tragedy of 2005 December 2 yeats Lumira- Stellige Symptomatic Serious liver prob- Elevated serum [76, 90, 91]
Lumiracoxib 2007 coxib Frexocel treatment of lems. transaminase.
osteoarthritis Detection of auto
of hip and antibodies
knee.
17 SCOUT Study 1997 9 October | 11 years | Sibutramine | Abott labo- Yes Weight loss in Serious complica- Increased blood pres- 192, 94
(Sibutramine 2010 (Meridia, ratories obese patients tions like stroke , sure and tachycardia.
cardiovascular Reductil) and in over- Heart attack.
Outcome Trial) weight patients.
(Reductil)
18 | Tragedy of Zelmid 1981 March 83 2 years Zimelidine | Astra AB Yes Antidepressant. Zimelidine syn- - [95-98]
drome,
Guillain-Barré
syndrome.
Suicidal thoughts.
19 Tragedy of Tic- 2 May 1979 1982 3 years Ticrynafin | Smith Cline Yes Hypertension Hepatitis and Drug induced liver cell | [99, 100]
rynafin Jaundice. antigens and auto-
antigens alteration
followed by sensitiza-
tion.
20 Tragedy of Om- 30 January 3 June 5 months | Temafloxa- | Abott labo- Yes To treat lower Temafloxacin Immune complex [101-104]
niflox 1992 1999 cin ratoties respiratory syndrome formation leading to
(Temafloxacin) infections, (Allergic reactions destruction of red
genital , hemolytic anemia, blood cells.
Urinary infec- | liver and kidney de-
tions. fects). Mortality=3
21 Tragedy of 1993 2007 14 years Trasylol Bayer Yes To control Myocardial infarc- Approval of drug [105-107,
Trasylol Pharma- bleeding during tion. with unsafe preclinical | 109, 110]
(Aprotinin) ceuticals Heart surgery. Kidney failure. studies.
Cardiac failure.
Mortality more than
22000.
22 Clinical trial 2005 2008 3 years Tigecycline Wyeth - For the treat- Severe adverse Post operative hemor- | [111-115]
in Bhopal gas (Antibiotic) ment of skin events. rhage,
Tragedy. and soft tissue Morbidity -279. Ventricular fibrillation,
(Unethical clinical infections, Mortality- 12 pulmonary embolism.
trials) intra-abdominal
infections,
hospital ac-
quired pneu-
monia,
heart attacks
and unstable
angina.
23 Cytokine storm March 2006 - - TGN1412 | Boehring-er B cell Immuno- Erythemia vasodila- As a result of sud- [116-119]
/North wick (MONO- | Ingelhe-im | chronic lym- Modulators. tion, den and rapid release
Clinical Trial CLONAL phocytic hypotension, of proinflammatory
march ANTI- Leukemia loss of conscious- cytokines
2006The Elephant BODY)/ (B-CLL). ness, renal failure, | human subjects’ mem-
Man Clinical (CD-28 Rheumatic lymphocytopenia ory T-cells lost their
Trial’/ Super Arthritis. signs of pulmonary | sense of direction and
First in Man Trial MAB) deterioration, started migrating into
of TGN 1412 lung injury unwanted areas of
disseminated intra- | the body and induced
vascular coagulation, damage.
monocytopenia, Dissimilarity of
Morbidity- 6 preclinical and clinical
Multi organ failure. results
24 Clinical Trial at January 2008 2.5 year 1. Zinc - Zinc defi- 49 babies died. Unknown - [120, 121]
ATIMS New Delhi, 2006 tablets ciency. Mortality
India. 2. olmesar- Blood pres- | rate was 1.18
tan sure related percent.
3. Valsartan problem
4. Rituxi- Blood pres-
mab. sure
5.Gene Chronic
activated fetal en-
human cephalitis.
glycocetebr- For the
osidase treatment of
Gaucher’s
disease af-
fecting liver.
25 Bill gates polio 2011 - Oral polio - Polio eradi- - Non polio acute Production of virulent [122]
vaccine program vaccine cation. flaccid paralysis strains by polio
me (NPAFP) more vaccine.
severe than polio
infection.
Morbidity -47500.
Mortality-540.
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