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Agranulocytosis by
analygesics

Stratified Rate Ratio Multivariate Rate Ratio
Drug Case Controls Estimate Estimate
(n=221) (n=1425) (95% Confidence (95% Confidence
Interval) Interval)
Dipyrone
Ulm(west germany)/west 27 12 213 (11.7-389) 237 (87-64.4)
Berlin/barcelona(spain)
Israel/Badapest(Hugary) 17 50 15 (0.8-2.7) 0.8 (0.4-1.8)
Other pyrazolone
(aminopyrine,propyphenazone,an 18 58 21 (1.2-3.7) 1.2 (0.6-2.5)
tipyrine)
Salicylates 43 129 24 (1.6-3.6) 1.6 (1.0-2.7)
Acetaminophen 25 78 1.6 (1.0-2.6) 1.0 (0.5-1.9)
Butazone 11 11 5.2 (2.2-12.0) 3.8 (1.3-10.7)
Indomethacin 10 7 6.7 (2.8-16.1) 8.9 (2.9-27.8)

Other nonnarcotic analgesics
(ibuprofen,diclofenac,naproxen,piro 5 24 1.5 (0.5-4.0) 0.9 (0.3-3.1)
xicams)




Aplastic anemia by
analygesics

Stratified Rate Ratio Multivariate Rate Ratio
Estimate Estimate
(95% Confidence Interval)  (95% Confidence Interval)

Drug Case Controls
(n=221)  (n=1425)

Dipyrone
Ulm(west 27 12 213 (11.7-38.9) 23.7 (8.7-64.4)
germany)/we
st Any
Berlin/barcelo 12 7 16.5 (7.2-38.0) 20.4 (5.6-74.1)
na
(spain)
Israel/Badape 17 50 15 (0.8-2.7) 0.8 (0.4-1.8)
st =3d
(Hugary) 10 23 2.0 (0.9-4.4) 1.2 (0.4-3.7)
Other pyrazolone An
(aminopyrine,prpyphenazo y 18 58 2.1 (1.2-3.7) 1.2 (0.6-2.5)
ne,antipyrine) =3d 6 16 2.1 (0.8-5.4) 0.9 (0.2-3.1)
. Any 43 129 24 (1.6-3.6) 16 (1.0-2.7)
Salicylates
=3d 24 56 2.7 (1.6-4.6) 19 (1.0-3.8)
. Any 25 78 1.6 (1.0-2.6) 1.0 (0.5-1.9)
Acetaminophen
=3d 12 42 14 (0.7-2.9) 0.8 (0.3-2.0)
Any 11 11 5.2 (2.2-12.0) 3.8 (1.3-10.7)
Butazone
=3d 8 6 6.7 (2.6-17.5) 6.3 (1.8-22.3)
. Any 10 7 6.7 (2.8-16.1) 89 (2.9-27.8)
Indomethacin
=3d 8 4 9.0 (3.2-25.4) 14.2 (3.7-54.4)
Other nonnarcotic analgesics Any 5 24 1.5 (0.5-4.0) (0.3-3. 1)

(ibuprofen,diclofenac,naprox

en piroxicam ) >3d 3 19 10 (03-37) KQPEHM Fgmacosp 1;"3;; o
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Data Mining X| &

Target AE All other AE
Target Drug A B
All other Drugs C D
H 1 & ZH|(Proportional Reporting Ratios , PRR)
- 538 A4=0| tiet EF woliAre(adverse event, AE)2| &= LHE <
=0]| Cict S8 AES| 222 LIz A
— PRR={A/(A+B)} / {C/(C+D)}
— Signal THCH7|=: PRR 22, 7}0|X|& >4 and A>3
UK Yellow Card

H 11 @ & H|(Reporting Odds Ratios , ROR)

E8 A=0| ==& Ao Lot £ AE 2l R=F CHE 24=0f
Oict 58 AEEd =2 Lz A

ROR=(A/B)/(C/D)

Signal ZtEEH7|&: ROR 22, 7}0|XN|& 24 and A>3
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Actual Projected 95% confidence interval
use use for projected use

Prevalence of non-selective NSAID or COX 2 inhibitor use ——

Hospital admissions for upper gastrointestinal haemorrhage==-- - -- -
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