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Limited use of generics in Japan has been justified on the basis of problematic quality, distribution and informa-
tion. Of these three problem areas, the state of provision of information in particular has never been objectively evalu-
ated. We therefore sought to evaluate information according to its necessity and importance to medical practice. To es-
tablish criteria for evaluation, we weighted 36 separate pieces of drug information found in package inserts and inter-
view forms according to necessity and importance, based on the results of a survey of nationwide medical institutions
with DI offices. We then used the evaluation criteria to evaluate currently available drugs with 20 or more products per
formulation. We evaluated 14 formulations (324 products) . Generic drugs were found to have 25.3+18.7 to 46.1+14.2
% (Mean=S.D.) the information of brand name drugs when products were compared for quantity of information by
formulation. However, comparison according to manufacturer returned a larger range of variation at 14.4+£8.6 to 64.3
+14.2% (Mean=+S.D.). These data reveal that manufacturer differences play a large role in the provision of drug infor-
mation. Drug information was also compared separately by category for both brand name and generic drugs. Generic
drugs were found to have insufficient information on clinical data, pharmacokinetics, safety, side effects, and nonclinical
tests. Brand name drugs also scored low points for information on pharmacokinetics. It is imperative that both brand

name and generic drugs provide more information on pharmacokinetics.
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Table 1. Drug Information Evaluation Criteria Score Chart

of Bi F;

1. General outline (1)Development process 1.8 1.9 1.8

(2)Characteristics and usefulness of product 3.6 3.1 3.4

(3)Sales situation abroad 1.7 1.9 1.8

2. Active ingredient (1)Description 3.1 2.6 2.9

(2)Hygroscopicity 3.7 3.0 3.3

(3)Stability 34 3.0 3.2

3. Properties of the product  (1)Description 3.2 2.8 3.0

(2)Additives 2.1 2.3 2.2

(3)Stability 33 3.0 3.2

(4)Drug interactions 4.1 33 3.7

(5)Dissolution test 1.4 2.2 1.8

4. Clinical data (1)Signature reason 4.4 3.4 3.9

(2)Clinical efficacy 3.8 3.2 3.5

(3)Clinical pharmacology review 2.4 2.6 2.5

(4)Exploratory trial 1.3 2.0 1.6

(5)Confirmatory trial 1.3 2.0 1.7

(6)Therapeutic use 2.6 2.8 2.7

5. Pharmacology (1)Mechanism of action 4.1 3.2 3.7

(2)Efficacy tests 2.4 2.8 2.6

6. Pharmacokinetics (1)Blood concentration ~ (DParameter (Tmay, Crmaxs Ti1/2, AUC, CL) 2.5 2.8 2.6

(QEffective concentration 3.3 3.2 3.2

(®Toxic concentration 3.0 3.2 3.1

(2)Distribution (DBlood-brain barrier penetration 2.6 2.9 2.8

(@Placental barrier penetration 2.8 3.0 2.9

(®Distribution to milk 2.9 3.0 3.0

(@Distribution to cerebrospinal fluid 2.2 2.8 2.5

(3)Metabolism (DMetabolic pathway 3.5 3.1 3.3

(@Metabolic enzymes 2.3 2.7 2.5

(®Percentage first-pass effected 2.2 2.7 2.4

(@®Percentage metabolized 2.2 2.6 2.4

(®Parameter of active metabolite 1.9 2.5 2.2

(4)Excretion 3.5 3.1 3.3

7. Safety 4.2 3.3 3.8

8. Side effects 4.1 3.3 3.7

9. Non-clinical tests (1)Pharmacological effect 1.6 2.2 1.9

(2)Toxicity study (IDsy, EDsg, ICsq) 1.5 2.3 1.9

Total 100.0
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Table 2. Number of Package Inserts and Interview Forms
Studied

Companies Package Interview

inserts forms
Alfacalcidol 23 23 19
Allopurinol 23 23 15
Ambroxol hydrochloride 30 30 24
Atenolol 22 22 18
Cilostazol 20 20 20
Cimetidine 29 29 24
Enalapril maleate 23 23 21
Loxoprofen sodium 26 26 25
Lysozyme chloride 21 21 11
Oxatomide 23 23 21
Pravastatin sodium 23 23 22
Probucol 20 20 11
Trimebutine maleate 20 20 14
Ubidecarenone 21 21 15

Comparison of Information Points Allocated to Each Drug Information Item between the Second Edition and the Third Edi-
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