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1. Cohen MH, Johnson JR, Chen YF, et al.
FDA drug approval summary: Erlotinib
(Tarceva®) tablets. The Oncologist.
2005; 10: 461-6.

2. C. Gridelli et al.: Clinical significance
and treatment of skin rash from erlotinib
in non-small cell lung cancer patients:
Results of an Experts Panel Meeting.
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Oncology/Hematology 66 (2008)
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Trial( ADOPT) ~ Diabetes REduction

Outcome

Assessment  with  ramipril  and
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f=  Rosiglitazone Evaluated for
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Regulation of  Glycemia in
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-
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Steven E. Nissen 1345 42 B 7@/
3R 5 i€ 7 meta-analysis 4 7 0 & &
*+ 2007 # 6 " 11 The New England
Journal of Medicine - 3% %
rosiglitazone P & 3 4r myocardial
infarction # 2 kK e 4 o Bep
RS A iRk R AT B AR e
Afr AR AP FARIY LA
Diabetes
Trial( ADOPT)## Diabetes REduction

Outcome  Progression

Assessment  with  ramipril  and
rosiglitazone Medication( DREAM) -
The ADOPT study = %% ~
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General disorders and administration site. .
Investigations

Cardiac disorders

Hepatobiliary disorders

Nervous system disorders

Respiratory, thoracic and mediastinal. .
Skin and subcutaneous tissue disorders
Metabolism and nutrition disorders
Evedisorders

Gastrointestinal disorders

0.0% 5.0% 10.0% 15.0% 20.0% 25.0% 30.0%

# = ~ Rosiglitazone 2. 7 % F &gk 2 MedDRA 4 7

MedDRA SOC JFEAR

edema(9)

edema face(2)ﬁi

General disorders and administration site conditions(14) |easy hunger(1)

leg edema(1)

malleous edema(1)

elevated liver enzymes(8)

liver function multiple abnormal(1)

Investigations(11)
PT interval prolonged(1)

weight gain(1)

Cardiac disorders(6) AMI(1)
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MedDRA SOC

AR

chest pain(1)

dizziness(1)

edema extremities(1)

generalized edema(1)

palpitation(1)

Hepatobiliary disorders(6)

hepatitis(4)

jaundice(1)

liver toxicity(1)

Nervous system disorders(4)

dizziness(2)

headache(2)

Respiratory, thoracic and mediastinal disorders(4)

dyspnea(3)

pulmonary edema(1)

itching(2)
Skin and subcutaneous tissue disorders(4)

skin rash(2)
Metabolism and nutrition disorders(2) hypoglycemia(2)
Eye disorders(1) eye swelling(1)
Gastrointestinal disorders(1) stomachache(1)

S R A B0 AU kP - BPRTEAFR® > 2 - bl LR EE KL E K 4 tnk

N

1=

FEfe¥ 1 )48 £ 3 +c (weight gain)
Fido FIFEHT 2RZTGE M
Mo 2 ¥ - B RS R
FRFR 5 3 4p
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38 BEBIEG 46 B LE
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S R SE TR

(diverticulosis) # 2
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administration site conditions ¥ 24 i*
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i£ 1k 13.0% ; cardiac disorders 5 5
ik 10.9%
disorders % 4 ©# it 87%

gastrointestinal

musculoskeletal and connective tissue
disorders + 3 i it 6.5% ; endocrine

disorders ~ renal and urinary
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7B 1 #(%) 7E P i (%)
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General disorders and administration site. .
Investigations
Cardiac disorders
Gastrointestinal disorders
Musculoskeletal and connective tigsue. .
Endocrine disorders
Renal and urinary disorders
Respiratory, thoracic and mediastinal . .

Skin and subcutaneous tissue disorders

0.0% 10.0% 20.0% 30.0% 40.0% 50.0% 60.0%

# - ~ Pioglitazone 2. % % ¥ Jig g 2 MedDRA 4 #7

MedDRA SOC JEAR

edema(11)

leg edema(9)

General disorders and administration site conditions(24) face edema(2) '

chest pain(1)

fatigue(1)

elevated liver enzymes(4)

Investigations(6) ight gain(2)
weight gain

congestive heart failure(2)

Cardiac disorders(5) pulmonary edema(2)

peripheral edema(1)
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MedDRA SOC

Gastrointestinal disorders(4)

abdominal discomfort(1)

diverticulosis(1)

flatulence(1)

oral ulceration(1)

Musculoskeletal and connective tissue disorders(3)

myalgia(3)

Endocrine disorders(1)

hypoglycemia(1) **

Renal and urinary disorders(1)

oliguria(1)

Respiratory, thoracic and mediastinal disorders(1)

pleural effusion(1)

Skin and subcutaneous tissue disorders(1)

lip swelling(1)
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