Escala de avaliacao de causalidade

RUCAM-CIOMS

Objetivo: Avaliar probabilidade de a lesao hepatica ser provocada por agente

toxico

Variaveis, calculo e interpretagéo:

Suspected DILE or HILD
with ALT > SN or ALP> 2N

Al fizst presentation, mcavurement of serum ALT and ALP activities, each
expressed as a multiple of the upper limnil of

!

[ ReALTIALP |

Hepatocellular inju Cholestatic liver inj

1 1 1

Acconding to the liver injury type DILL and HILI casey are to be assesed for
causalily by the respective sesle of (he updated RUCAM

Items for Cholestatic or Mixed Liver Injury Score Result
1. Time to onset from the beginning of the drug/herb
o 5-90 days (rechallenge: 1-90 days) 2 °
o <50r>90 days (rechallenge: >90 days) =1 °
Altemative: Time to onset from cessation of the drug/herb
o (except for slowly metabolized chemicals: <30 days) + o
2. Course of ALP after cessation of the drug/herb
Percentage difference between ALP peak and N
o Decrease > 50% within 180 days 2 o
o Decrease < 50% within 180 days +1 o
«  Noinformation, persistence, increase, or continued drug/herb use 0 o
3. Risk factors
o Alcohol use current drinks/d: >2 for women, >3 for men) +1 °
«  Alcohol use (current drinks/d: <2 for women, <3 for men) 0 °
. Pregnancy +1 o
*  Age>55years 1 °
o Age<55years 0 0
4. Concomitant use of drug(s)/herb(s)
«  Noneor noinformation 0 °
e Concomitant drug/herb with incompatible time to onset 0 o
e Concomitant drug/herb with compatible or suggestive time to onset -1 o
o Concomitant drug/herb known as hepatotoxin and with compatible or s .
suggestive time to onset
e Concomitant drug/herb with evidence for its role in this case (positive 5 s
rechallenge or validated test)
5. Search for alternative causes "I;:h'\fe Tek Moot
Group 1(7 causes)
o HAV: Anti-HAV-gM o o
o HBV: HBsAg anti-HBe-IgM, HBV-DNA o o
. ° °
. V-IgM, anti-HEV-IgG, HEV-RNA ° °
. phy /colour Doppler sonography of liver " S
vessels /endosonography/CT/MRC
+  Aloholism (AST/ ALT >2) o °
o Acute recent hyp history (particularly if ing heart
disease) & <
Group II (5 causes)
o Complications of underlying disease(s) such as sepsis, metastatic
‘malignancy, autoimmune hepatitis, chronic hepatitis B or C, primary biliary o o
cholangitis or sclerosing cholangitis, genetic liver diseases
o Infection suggested by PCR and titer change for
. ) o o
. o °
+  HSV (antiHSV-IgM, anti-HSV-IgG) o o
o VZV(anti-VZV-IgM, anti-VZV-IgG) o o
Evaluation of group 1 and 1T
e All causes—groups I and Il—reasonably ruled out 2 °
o The7 causes of group I ruled out “a o
o Gor5causesof group I ruled ou 0 o
o Less than 5 causes of group I ruled out -2 °
o Alternative cause highly probable -3 o
6. Previous hepatotoxicity of the drug/herb
«  Reaction labelled in the product characteristics +2 °
«  Reaction published but unlabelled +1 °
«  Reaction unknown 0 o
7. Response to unintentional reexposure
o Doubling of ALP with the drug/herb alone, provided ALP below 2N 5 =
before reexposure 2
«  Doubling of ALP with the drugs(s)/herbs(s) already given at the time of - R
first reaction
e« Increase of ALP but less than N in the same conditions as for the first = .
administration
. Other situations o o

Total score for the case

Ttems foc Hepatocellular Injury Score Result
1. Time 10 oret from the beginning of the drug/herb
s sWdap uedullensgl Ty "2 o
o <50r>% days (rechallenge: >15 days) " o
,\mmuw Time to onsed from cessation of the drug/ herb
cept for slowly Js: >15 days) " o
2 Couseof ALT aftes comation o the drug/ hrb
Percentage difference ALT peak and
Decraaso > 50% within days 3 o
. roase > 50% within 30 days 2 o
* Nonformation or continued drug use 0 o
. rease 2 50% after the 0th day ©
o Decrease < 50%aiter the 30th day or recurrent increase 2 o
3. Risk factors
«  Alcohol use (current drinks/d: 2 for women, 3 for men) " o
o Alohol use (current drinks/d: <2 for women, <3 for men) 0 o
o Age>%yers N o
o Age<55years 0 o
4 Congonkant drugfe)/hess)
. information 0 B
¢ Concomitmnt drug/hsb with incocspatiletime toooset 0 o
. G dtant drug /herb 188 -1 ©
o Concomitant drug/herb k hepat ind iggest i &
anoet delete marking rightside above
. C rug /herb with evidence for its role in th (positi g =5 3
validated test)
o ’ Tick if
5. Saarch for alternative causes negative Tk ifnot done
Groupl 7 causes)
HAV: At HAVAgM o o
. tobil / colour Doppler e e
. A Ty HEVRNA K o o
¢ HEVANLHEVIgM,antHEV1gG HF\'RNA o o
. graphy of liver vessels/ P &
mdmonogupl“ /CT/MRC
. jsmm (AST/ALT > o o
e hypotension )\lslm (particularly if underlying heart disease) o o
(,m\lp e m.ss)
derlying di as sepsis,
hep-:lms chronic hepatitis B or C, primary bil ” hol genetic liver o o
diseases
o Infection suggested by PCRand
o MV (anh CMVIgM, anti CMV B B
¢ EBV(ani EBVIGM,ane o o
©  HSV (anti-HSV-IgM, anti HSV-IgG) o o
o VZV (anti-VZV-IgM, anti-VZV- lgC) o e
Evaluation of roups  and I
Al causes groups T and Ii-yoasenably ruled out 2 e
o The7 cusas of group I ruled ou “ o
¢ SorScamsesof grouplruled out 0 o
o Lessthan5 roup I ruled out 2 o
o Allecnativecame Mghly probable 3 o
6. Previous hepatotoxicity of the drug /herb
« Reaction labelled in the product characteristics 2 o
«  Raaction published but unlabelled = o
©  Raaction unknown 0 o
7. Response fo unintentional reexposure.
«  Doubling of ALT with the drug/herb alone, provided ALT below 5N before reexposure +3 o
¢ Doubling of ALT with the drugt)/ herbts) already gven a the tme o firstreaction " e
o Incrowe of ALT but less for the 2 o
o Othersituations 0 o
“Total score for the case o

Total score:

0 excluded causality
1-2 unlikely

3-5 possible

6-8 probable

>9 highly probable
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Calculador automatico:

https://www.rccc.eu/scores/RUCAM.html







