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Table 1. Protocol summary
Primary objective To evaluate clinical efficacy and safety of HMR 3647 600 mg and 800 mg given once daily in pneumonia in
a randomized, 2 arm parallel-group double-blind comparative study
Study design Multicenter, double-blind, randomized, 2-arm parallel-group comparative study
Subjects Pneumonia patients at least 16 but less than 80 years old
Number 104

Table 2. Clinical sites and investigators

Clinical site Investigator (M.D.)
Kurashiki Daiichi Hospital Hiroki Hara
Kasaoka Daiichi Hospital Junichi Nakamura
Yagi Clinic Susumu Yagi
Inoue Clinic Masatoshi Watanabe

Moriya Osamu Clinic Osamu Moriya
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Table 3. Results

Study period Apr. 18,2000 (study drugseton) -
May 1, 2000 (last patient enrolled)
Subjects
Screened 4
Enrolled 2
Completed 2
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Recruiting subjects for an antimicrobial agent clinical trial
—Report 1: Private—practice group participation—

Yoshihito Niki", Toshiharu Matsushima', Hiroki Hara”, Naoyuki Miyashita®,
Junichi Nakamura®, Susumu Yagi', Masatoshi Watanabe®, Osamu Moriya®,
Isamu Kaneko' and Makoto Ono’

" Division of Respiratory Diseases, Department of Internal Medicine, Kawasaki Medical School,
577 Matsushima, Kurashiki, Okayama 701-0192, Japan

“Kurashiki Daiichi Hospital

"Kasaoka Daiichi Hospital

'Yagi Clinic

*Inoue Clinic

“Moriya Osamu Clinic

"Clinical Research Center, Aventis Pharma Ltd.

We organized a group of physicians in private primary medical care practice (private—practice group) to
take part in an antimicrobial agent clinical trial with higher—level medical institutions to determine their
ability to recruit trial subjects and conduct clinical trials effectively. With timely TV and newspaper
advertising recruiting trial subjects, the private—practice group of 2 hospitals and 3 clinics near Kawasaki
Medical School took part from mid-April until early May in an ongoing multicenter, double-blind, dose—
finding clinical trial of telithromycin in patients with pneumonia at 58 trial sites nationwide. Investigators
and institutions of the private—practice group were selected by qualification criteria including sufficient
clinical trial experience at Kawasaki Medical School Hospital or its affiliate, Kawasaki Hospital, and
suitability to requirements of Good Clinical Practice (GCP). For effective, safe conducting of the clinical
trial, Clinical Research Coordinators (CRCs) were allocated and trial sponsor monitors visited these
institutions frequently. The private—practice group recruited 2 subjects who completed trial treatment with
reliable, evaluable data. Because their participation was very short, the private—practice group recruited
only 2 subjects, we confirmed that qualified private practitioners may participate effectively in an
antimicrobial agent clinical trial and recruit subjects not previously treated with another antimicrobial
agent and therefore suitable for such a trial.



