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STUDY DESIGNSTUDY DESIGN
PROSPECTIVE, DESCRIPTIVEPROSPECTIVE, DESCRIPTIVE

INCLUSION CRITERIAINCLUSION CRITERIA

PATIENTSPATIENTS AGEAGE 18 YEARS OLD18 YEARS OLD
DIAGNOSED CHRONIC KIDNEY DISEASE ON  AND/OR AFTERDIAGNOSED CHRONIC KIDNEY DISEASE ON  AND/OR AFTER
ADMISSION; STAGE 3, 4, AND 5 ACCORDING TO COCKROFT AND GAULTADMISSION; STAGE 3, 4, AND 5 ACCORDING TO COCKROFT AND GAULT

HOSPITALIZED IN GENERAL MEDICINE WARD AT DR. RAMELAN NAVYHOSPITALIZED IN GENERAL MEDICINE WARD AT DR. RAMELAN NAVY
HOSPITAL IN NOVEMBER 26, 2007 TO FEBRUARY 15, 2008HOSPITAL IN NOVEMBER 26, 2007 TO FEBRUARY 15, 2008

METHODMETHOD



The 8th Asian Conference on Clinical Pharmacy: “Toward Harmonization of Education and Practice of
Asian Clinical Pharmacy”

1-4 July 2008, Hyatt Regency Surabaya Hotel-Indonesia 4

NONPROBABILITY SAMPLING

INCLUSION
CRITERIA

SAMPLE COLLECTIONSAMPLE COLLECTION

PURPOSIVE SAMPLING

DATA COLLECTIONDATA COLLECTION

DATA COLLECTION
TECHNIQUE

BED-SIDE
APPROACH

OBSERVATION INTERVIEW

DOCUMENTATION



The 8th Asian Conference on Clinical Pharmacy: “Toward Harmonization of Education and Practice of
Asian Clinical Pharmacy”

1-4 July 2008, Hyatt Regency Surabaya Hotel-Indonesia 5

DATA ANALYSIS

DATA ANALYSISDATA ANALYSIS

DESCRIPTIVE

ADR FREQUENCY
NARANJO

ALGORITHM

PATIENTSPATIENTS’’ CHARACTERISTICCHARACTERISTIC
N (%) Of all patientsN (%) Of all patients

Mean (SD) of allMean (SD) of allMean [(SD) in each chronic kidney disease stage]Mean [(SD) in each chronic kidney disease stage]

7.327.32
(4.63)(4.63)

2.682.68
(1.46)(1.46)

61.7361.73
(6.88)(6.88)

56.0 (10.89)56.0 (10.89)51.4851.48
(11.75)(11.75)

58.3358.33
(5.16)(5.16)

61.8061.80
(16.98)(16.98)

Age (years old)Age (years old)

2.2 (1.26)2.2 (1.26)1.811.81
(1.04)(1.04)

2.732.73
(1.16)(1.16)

1.201.20
(0.84)(0.84)

Number ofNumber of
comorbidscomorbids

8.6 (5.38)8.6 (5.38)8.508.50
(5.01)(5.01)

10.4010.40
(7.33)(7.33)

9.409.40
(4.56)(4.56)

Length of stay (days)Length of stay (days)

43 (51.0)43 (51.0)19 (45.2)19 (45.2)15 (68.2)15 (68.2)9 (60.0)9 (60.0)00FemaleFemale

Total(% of all pts)Total(% of all pts)Gender [N (% in each chronic kidney disease stage)]Gender [N (% in each chronic kidney disease stage)]

84 (100.0)84 (100.0)42 (50.0)42 (50.0)22 (26.2)22 (26.2)15 (17.9)15 (17.9)5 (6.0)5 (6.0)

23 (54.8)23 (54.8)

Stage 5Stage 5--HDHD

7 (31.8)7 (31.8)

Stage 5Stage 5

5 (100.0)5 (100.0)

Stage 3Stage 3

41 (48.8)41 (48.8)6 (40.0)6 (40.0)MaleMale

Total(% of all pts)Total(% of all pts)Stage 4Stage 4
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PATIENTSPATIENTS’’ CHARACTERISTICCHARACTERISTIC
Total (% of all pts)Total (% of all pts)

Total (% of all pts)Total (% of all pts)N (% in each chronic kidney disease stage)N (% in each chronic kidney disease stage)Final ConditionFinal Condition
60 (71.4)60 (71.4)30 (71.4)30 (71.4)13 (59.1)13 (59.1)13 (86.7)13 (86.7)4 (80.0)4 (80.0)DischargedDischarged
5 (6.0)5 (6.0)1 (2.4)1 (2.4)3 (13.6)3 (13.6)1 (6.7)1 (6.7)00Discharged byDischarged by

preferencepreference

10 (11.9)10 (11.9)2 (4.8)2 (4.8)4 (18.2)4 (18.2)4 (26.7)4 (26.7)00CHDCHD

Stage 5Stage 5--HDHDStage 5Stage 5Stage 4Stage 4Stage 3Stage 3

19 (22.6)19 (22.6)11 (26.2)11 (26.2)6 (27.3)6 (27.3)1 (6.7)1 (6.7)1 (20.0)1 (20.0)DeathDeath

12 (14.3)12 (14.3)5 (11.9)5 (11.9)4 (18.2)4 (18.2)2 (13.3)2 (13.3)1 (20.0)1 (20.0)Heart failureHeart failure

38 (45.2)38 (45.2)8 (19.0)8 (19.0)15 (68.2)15 (68.2)13 (86.7)13 (86.7)2 (40.0)2 (40.0)DiabetesDiabetes

67 (79.8)67 (79.8)37 (88.1)37 (88.1)17 (77.3)17 (77.3)12 (80.0)12 (80.0)1 (20.0)1 (20.0)HypertensionHypertension

N (% in each chronic kidney disease stage)N (% in each chronic kidney disease stage)ComorbidsComorbids

RESULTRESULT

Adverse Drug Reaction

72
85.7%

12
14.3%

ADR-not suspected

ADR-suspected



The 8th Asian Conference on Clinical Pharmacy: “Toward Harmonization of Education and Practice of
Asian Clinical Pharmacy”

1-4 July 2008, Hyatt Regency Surabaya Hotel-Indonesia 7

ADR FREQUENCY

7.1% 2.4% 1.2% 2.4% 1.2%

50.0%

16.7%
8.3%

16.7%
8.3%

0.0%

30.0%

60.0%

90.0%

Cough

Hypoglycemia

Stevens Johnson Syndrome

Increased creatinine serum
Hypokalemia

ADRs

ADR frequency of all patients
ADR frequency of all ADRs

RESULTSRESULTS

7.1 (6 pts)7.1 (6 pts)

2.4 (2 pts)2.4 (2 pts)

1.2 (1 pts)1.2 (1 pts)

1.2 (1 pts)1.2 (1 pts)

2.4 (2 pts)2.4 (2 pts)

FrequencyFrequency
(% of all pts)(% of all pts)
(N)(N)

CoughCough

SerumSerum
creatininecreatinine
increase >30%increase >30%
baselinebaseline

SJSSJS

HypokalemiaHypokalemia

HypoglycemiaHypoglycemia

ADRsADRs

50.050.0

16.716.7

8.38.3

8.38.3

16.716.7

FrequencyFrequency
(% of all(% of all
ADRsADRs))

Probable (+5)Probable (+5)GentamicinGentamicin,,
levofloxacinlevofloxacin

Doubtful (0)Doubtful (0)

Probable (+5)Probable (+5)

Probable (+6)Probable (+6)

Probable (+8)Probable (+8)

NaranjoNaranjo
AssessmentAssessment

CaptoprilCaptopril

CiprofloxacinCiprofloxacin--
ceftriaxoneceftriaxone

SPSSPS

InsulinInsulin

DrugsDrugs
SuspectedSuspected
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CONCLUSIONCONCLUSION
14.3% patients experienced14.3% patients experienced ADRsADRs
The most commonThe most common ADRsADRs occurred:occurred:

hypoglycemia due to insulinhypoglycemia due to insulin scored +8 according toscored +8 according to naranjonaranjo
assessment (probable ADR)assessment (probable ADR)

IncreasedIncreased creatininecreatinine serum due toserum due to gentamicingentamicin oror levofloxacinlevofloxacin bothboth
scored +5 according toscored +5 according to naranjonaranjo assessment (probable ADR)assessment (probable ADR)

Though 7.1% patients experienced cough in this study (50.0% of aThough 7.1% patients experienced cough in this study (50.0% of allll ADRsADRs), it), it
only scored 0 (doubtful ADR due toonly scored 0 (doubtful ADR due to captoprilcaptopril).).
This finding demands the clinical pharmacist awareness about theThis finding demands the clinical pharmacist awareness about the existence ofexistence of
this problem and cause to prevent unexpected outcomes which coulthis problem and cause to prevent unexpected outcomes which could worsend worsen
patientspatients’’ morbiditiesmorbidities..

THANK YOUTHANK YOU………………
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NARANJO ALGORITHMNARANJO ALGORITHM

001Was the adverse event confirmed by objective
evidence?10

001Did the patient have a similar reaction to the same or
similar drugs in any previous exposure?9

001
Was the reaction more severe when the dose was
increased, or less severe when the dose was
decreased?

8

001Was the drug detected in the blood [or other fluids] in a
concentration known to be toxic?7

01-1Did the reaction reappear when a placebo was given?6

02-1Are there alternate causes [other than the drug] that
could solely have caused the reaction?5

0-12Did the AR reappear when drug was readministered?4

001Did the AR improve when the drug was discontinued or
a specific antagonist was administered?3

0-12Did the adverse event appear after the suspect drug
was administered?2

001Are there previous conclusion reports on this reaction?1

Don't
knowNoYesQuestionNo.
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SourceSource: A METHOD FOR ESTIMATING THE: A METHOD FOR ESTIMATING THE
PROBABILITY OF ADVERSE DRUG REACTIONSPROBABILITY OF ADVERSE DRUG REACTIONS --
NARANJO et alNARANJO et al

SCORING FORSCORING FOR NARANJO'sNARANJO's ALGORITHMALGORITHM

•• > 9 = definite ADR> 9 = definite ADR
•• 55--8 = probable ADR8 = probable ADR
•• 11--4 = possible ADR4 = possible ADR
•• 0 = doubtful ADR0 = doubtful ADR


