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Table 1. Comparison between the guidelines for clinical trials of antibacterial drugs in Japan, the U. 8. A. and Europe
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Table 2. Clinical trials-Differences between Japan, the U. S. A. and Europe
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Table 4. Indications for oral cephalosporins
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Olndicated; @ Indicated only for adult preparations; % Not indicated.

CEX: cephalexin, CXD: cefroxadine, CCL: cefaclor, CFIX: cefixime, CFTM-PI: cefteram pivoxil, CPDX-PR: cefpodoxime proxetil, CXM-AX:
cefuroxime axetil, CTM-HE: cefotiam hexetil, CFDN: cefdinir, CETB: ceftibuten, CEMT-PI: cefetamet pivoxil, CDTR-PI: cefditoren pivoxil
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Table 5.

Indicationa for injectable cephalosporins
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O Indicated; ¥ Not indicated; Upper respiratory tract infection: tonsillitis and pharyngitis; indications for topical drugs are excluded.

CET: cephalothin, CEZ: cefazolin, CTM: cefotiam, CXM: cefuroxime, CMD: cefamandole, CFX: cefoxitin, CMZ: cefmetazole, CTT: cefotetan,
CBPZ: cefbuperazone, CMNX: cefminox, CMX: cefmenoxime, CPZ: cefoperazone, CZX: ceftizoxime, CTX: cefotaxime, CPM: cefpiramide, CAZ:
ceftazidime, CTRX: ceftriaxone, CPIZ: cefpimizole, CDZM: cefodizime, CPR: cefpirome, CFPM: cefepime, CZOP: cefozopran, LMOX: latamoxef,

FMOX: flomoxef, CFS: cefsulodin
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Table 6. Revisions to be made to the new guidelines
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Problems encountered in clinical trials of antibacterial drugs

History of the development of (draft) (new) guidelines for clinical assessment of antibacterial drugs
intended for use in future clinical trials and development of antibacterial drugs

Keisuke Sunakawa, Keizo Yamaguchi, Koya Shiba, Shoichi Onodera,
Yuji Hanatani and Kan Chiba

Group for “Research on Adequate Use of Antibacterial Drugs as Measures to Counteract Nosocomial
Infection”, Welfare Scientific Research Project, Ministry of Health and Welfare, Japan

The (draft) “Guidelines for Indications for Antibacterial Drugs” published in 1987 have since
been in effect as the guidelines for clinical trials of antibacterial drugs in Japan, and
are associated with a variety of problems in conducting such clinical trials. The Guidelines
Research Group organized by the Ministry of Health and Industry, Japan, for deliberating on the
guidelines, decided to initially collect data relating to the problems associated with the currently
enforced guidelines for clinical trials of antibacterial drugs in Japan, and then to compile new
guidelines aimed at resolving the problems and taking into account consistency with similar guide-
lines already published for clinical evaluation of antibacterial drugs in Europe and the U. S. A.
This paper describes the history of the new guideline compilation with particular reference to dif-
ferences between the guidelines in effect in Japan and those used in Europe and the U. S. A,
the problems encountered in conducting such clinical trials in Japan, and the goals with which
the compilation of the new guidelines has heretofore been carried out, including resolution of the
aforementioned problems.



