
SERIOUS ADVERSE EVENTS      
IN PHASE I



ÁSponsor: Club Phase I
ÁSurvey sent to 

ÁCROs

ÁCICs (Centre dôInvestigation Cliniques ïINSERM/University)

ÁScope:   Healthy subjects
Phase I studies (oncology)
SAEs ïGCP definition

ÁData: 5 years ï(2004-2008)®

® Brit J Clin Pharm, 2006; 62: 502-3
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ÁSAEs types:     All

Deaths

Worrying SAEs

Related or not to IMPs

ÁReliability/completude: 

> 90% of French activity
ǐ8/9 CROs

ǐ50% CICs (all CICs # 2 % of French activity)
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2004 2005 2006 2007 2008 5 years

Total 5458 9928 5927 5782 6331 33426
Yearly mean

6692
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2004 2005 2006 2007 2008 5 years

Total 5458 9928 5927 5782 6331 33426

Young 

men
79% 73% 61% 71% 71%

71%

April 2009 5MS.CH Registers



2004 2005 2006 2007 2008 5 years

Total 5458 9928 5927 5782 6365 33460

Young 

men
79% 73% 61% 71% 71% 71%

Young 

women
14% 24% 27% 26% 25%

25%

Regularwomen inclusions
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2004 2005 2006 2007 2008 5 years

Total 5458 9928 5927 5782 6331 33426

Young 

men
71%

Young 

women
25%

Elderly

men
3% 1% 7% 1% 1%

Elderly

women
3% 1% 5% 2% 1%

No elderly progression

4%
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SAEs
5 year

period

Yearly

number

All 144 15 to 44
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SAEs
5 year

period

Yearly

number

Yearly incidence

in healthy subjects

All 144 15 to 44

per thousand

4
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SAEs
5 year

period

Yearly

number

Yearly incidence

in healthy

subjects

All 144 15 to 44 4 per thousand

Stable incidence

4  //  3.5  //  7  //  2.5  //  4  %0
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Deaths 5 year period

All 4

Cancer (lung): elderly woman

Motorbike accident: 1 young man 

Suicide: elderly

Suicide: middle-agedman
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Deaths 5 year period

All 4

Related
None
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SAEs

5 year

period

All 144

Related 51
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SAEs

5 year

period

All 144

Related

Lessthan a half are related

35%
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SAEs

5 year

period

Yearly incidence

in healthy subjects

All 144 4 per thousand

Related 51

per thousand

1.5
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Worrying

& related
SAEs

5 year

period

Yearly incidence

13 0.4 per thousand

Very low incidence
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Worrying

& related
SAEs

5 year

period

13

Liver (3 hepatitis & 1 lithiasis)-4 cases
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Worrying

& related
SAEs

5 year

period

13

Heart rhythm
2 cases long lasting atrial fibrillation 

(1-elderly woman)
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Worrying

& related
SAEs

5 year

period

13

Allergic reactionsɀ1 case
(1 anaphylactic shock)
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Worrying

& related
SAEs

5 year

period

13

Rash and feverɀ2 cases
(allergic ?)
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Worrying

& related
SAEs

5 year

period

13

Convulsions-2 cases
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Worrying

& related
SAEs

5 year

period

13

Agranulocytosis - 1
Rhabdomyolysis-1
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SAEs 5 year

period

Yearly incidence

Non related 93/144
. (65%)

2.8 per thousand
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SAEs 5 year

period

Yearly incidence

Non related 93/144 3 per thousand

Screening default:  26 SAEs
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SAEs 5 year

period

Yearly incidence

Non related 93/144 3 per thousand

Intercurrent diseases:

Cancer, Infection, Surgery

Traumatisms. 

Miscellaneousé
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Pop. All SAEs Worrying and 

related

Young 31708 120      3.7/1000 12    0,3/1000

Elderly 1718
24 14/1000 1     0,5/1000

Elderly:  

# 4 times 

more  !!!

?
Same



ÁSponsor: AGAH

ÁQuestionaires: translated French template

ÁRecipients: all AGAH members

ÁScope: all SAEs from Phase I trials,

excluding oncology trials

ÁYears: 2007 and 2008
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ÁExact number of sites conducting Phase I in 
research in Germany is unknown
ÁExact number of volunteers participating in 

Phase I research per year is unknown
ÁExact number of Phase I trials conducted in 

Germany per year is unavailable
ÁNo central data base for volunteers
ÁBfArM?
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ÁNo. of replies/centres: 10
ÁTotal No. of participants: 3191
ÁHealthy male: 1446
ÁHealthy female: 612
ÁElderly male: 71
ÁElderly female: 73
ÁSpecial populations: 82, m & f

- COPD, cystic fibrosis, hypertriglycaemic, 
PSO, genotyped, Japanese
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