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Table 1. List of institutions participating in this study
Institution Institution Institution

NTT East Corporation Sapporo Hospital Tomioka General Hospital Osaka Red Cross Hospital
Chitose City Hospital National Hospital Organization Ibarakihigashi | Osaka Kaisei Hospital
Social Welfare Corporation Hokkaido Social | National Hospital Aizenbashi Hospital

Work Association OBIHIRO Hospital National Hospital Organization Mito Medical | Higashiosaka City General Hospital
Hokkaido Chuo Rosai Hospital Center Kinki University Faculty of Medicine
National Hospital Organization Hakodate National | Ashikaga Red Cross Hospital Kishiwada City Hospital

Hospital Utsunomiya Social Insurance Hospital Nara Prefectural Nara Hospital
Hakodate Municipal Hospital Matsumoto Kyoritsu Hospital Naga Municipal Hospital
Tohoku Kosei Nenkin Hospital Nagano Red Cross Hospital National Hospital Organization Minami
Japanese Red Cross Sendai Hospital Shinrakuen Hospital Wakayama Medical Center
Tohoku University Graduate School of Medicine | Sado General Hospital Graduate School of Medicine, Kyoto University
Tohoku Rosai Hospital Niigata Rinko Hospital Otsu Red Cross Hospital
Katta General Hospital Tachikawa General Hospital Kobe City Medical Center West Hospital
Yonezawa City Hospital Nagaoka Chuo General Hospital JA Fuchu General Hospital
Higashijyujyo Hospital Niigata Prefectural Muikamachi Hospital Kurashiki Central Hospital
Koto Hospital Niigata Rousai Hospital Simonoseki City Hospital
The Fraternity Memorial Hospital Nagoya East Municipal Medical Center Tottori Prefectural Central Hospital
Juntendo University Anjo Kosei Hospital Tottori Seikyo Hospital
Eiju General Hospital Toyota Kosei Hospital Aichi Prefectural Welfare | Takamatsu Red Cross Hospital
Tokyo Kouseinenkin Hospital Federation of Agricultural Cooperatives Tokushima Prefectural Central Hospital
Kanto Central Hospital of the Mutual Aid Aichi Prefectual Koseiren Showa Hospital Tokushima Municipal Hospital

Association of Public School Mie Prefectural General Medical Center Chikamori Hospital
Toho University Ohashi Medical Center KOMONO Hospital National Hospital Organization Kochi National
National Hospital Organization Tokyo Medical | National Hospital Organization, Mie Chuo Hospital

Center Medical Center Harasanshin Hospital
Kyorin University School of Medicine Hashima City Hospital Sasebo City General Hospital
Showa General Hospital Gifu Prefectural General Medical Center Nagasaki Medical Center of Neurology
Saitama Red Cross Hospital Nishimino Welfare Hospital Isahaya Health Insurance General Hospital
Dokkyo Medical University Koshigaya Hospital | Ogaki Municipal Hospital Oita Prefectural Hospital
Sannoh Hospital Medical Center Yaizu City Hospital Medical Corporation KEIAI-KAI Oita Nakamura
Tokyo Dental College Ichikawa General Hospital | Kanazawa Red Cross Hospital Hospital
Showa University Fujigaoka Hospital Ishikawa-ken Saiseikai Kanazawa Hospital Japan Labour Health and Welfare Organization
Seirei Yokohama General Hospital Kanazawa University Hospital Kumamoto Rosai Hospital
Yokohama Sakae Kyosai Hospital Fukui Red Cross Hospital University of Miyazaki Hospital
Fujisawa City Hospital University of Fukui Hospital Kagoshima Seikyo Hospital
Sakuramichi Clinic Fukui Social Insurance Hospital
Maebashi Red Cross Hospital Fukuiken Saiseikai Hospital
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|Enrolled patients 264 |
—{ Number of case report forms not received 2 ‘
Number of case report forms received 262 |
Excluded from safety analysis* 43
Violation of register 28
CAM** not administered 14
Failure of follow up 8
Safety analysis set 219
Excluded from efficacy analysis * 66
Missing data (laboratory test, signs/symptoms etc.) 51
“Unable to evaluate” efficacy 12
Ineligible for differentiation of disease type 8
Less than 3 days of CAM treatment 5
CAM* * treatment within 1 week 4
Ineligible for disease 3
Efficacy analysis set 153

*Including patients with duplicated reasons for exclusion.

**CAM: clarithromycin

Fig. 1.

The analysis sets of this study.

Table 2. Patient characteristics

No. of patients (%)
Age (years) 453*21.3
(16-93)

Gender Male 59 (38.6)
Female 94 (61.4)
Place of treatment Outpatient 93 (60.8)
Inpatient 60 (39.2)
Underlying disease No 119 (77.8)
Yes 34 (22.2)
Complication No 128 (83.7)
Yes 25 (16.3)
Relevant medical history No 136 (88.9)
Yes 17 (11.1)

Data are presented as mean * SD (range) or number.
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Table 3. Clinical findings

First visit End of treatment
Body temperature 37.7 £ 097 36.5 £ 0.48
(35.1-40.1) (35.7-39.2)
Pulse rate 88.5 = 15.6 752 £ 11.8
(45-140) (53-142)
Respiratory rate 17.6 £ 4.19 15.7 = 3.23
(10-42) (1024)
Dehydration Yes 11 —
No 142 -
Impaired consciousness Yes 153 -
No 0 —
Peripheral leukocyte count 8,980 *+ 4,297 6,312 + 2,283
(3,020-28,400) (2,550-19,900)
C-reactive protein level 7.8 £7.0 14 = 36
(0.01-32.8) (0-27.4)
SpO2 <90% 10 —
>90% 143 -
Extent of shadows on chest None 0 54
radiography images
<1/3 of one lung 116 63
>1/3, <2/3 of one lung 30 5
>2/3 of one lung 6

Data are presented as mean = SD (range) or number.

Table 4. The result of rapid diagnosis or serum antibody test

Diagnosis method

No. of patients* No. of positive
patients (%)

Mycoplasma pneumoniae 125 63 (50.4)
Antibody levels 92
PA  Single 39
Pair 26
CF  Single 16
Pair 12
ImmunoCard® 43
Chlamydia (Chamydophila) pneumoniae 63 17 (27.0)
Antibody levels 63
Hitazyme® Single 41
Pair 22
Streptococcus pneumoniae Urine antigen levels 72 5(6.9)
Legionella pneumophila Urine antigen levels 53 0( 0.0)

PA: particle agglutination
CF: complement fixation
*Including patients with duplicated count
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Mild Moderate Severe
117 32 Inpatient 4
Outpatient Inpatient Outpatient | Inpatient
79 38 14 18
I I
Outpatient Inpatient
93 60
I
|
Suspected atypical pneumonia Suspected bacterial pneumonia Pneumococcal pneumonia
109 39 5
Outpatient 76 Outpatient 16 Outpatient 1
Inpatient 33 Inpatient 23 Inpatient 4
Fig. 2. Initial diagnosis by JRS2005.
Table 5. Efficacy rate by therapeutic method
Suspected atypical Suspected bacterial Pneumococcal Total
pneumonia pneumonia pneumonia
CAM monotherapy 97.6% (80/82) 71.4% (10/14) — — 93.8% (90/96)
Combination therapy 92.6% (25/27) 92.0% (23/25) — (5/5) 93.0% (53/57)
Total 96.3% (105/109) 84.6% (33/39) — (5/5) 93.5% (143/153)
Table 6. Efficacy rate by severity
Suspected atypical Suspected bacterial Pneumococcal Total
o
pneumonia pneumonia pneumonia
Mild 96.0% (95/99) 88.2% (15/17) — (1/1) 94.9% (111/117)
Moderate 100.0% (10/10) 83.3% (15/18) — (4/4) 90.6% (29/32)
Severe — (0/0) — (3/4) — (0/0) — (3/4)
Total 96.3% (105/109) 84.6% (33/39) — (5/5) 93.5% (143/153)
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Postmarketing surveillance for clarithromycin in patients
with community-acquired pneumonia
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We conducted postmarketing surveillance for clarithromycin (CAM), a macrolide antimicrobial, and as-
sessed its efficacy and safety in adult patients with community-acquired pneumonia. We considered 262 pa-
tients registered in the surveillance for validation of “Guidelines for Management of Community-Acquired
Pneumonia in Adults (revised 2005)” during July 2006—March 2007 from 97 participating institutions across
Japan. CAM was selected according to the basic early treatment flowchart in the guidelines. Safety and effi-
cacy analyses were respectively performed for 219 and 153 patients.

The mean age of patients for efficacy analysis was 45.3 years; the severity of community-acquired pneumo-
nia was assessed using the severity scoring system in the guidelines (A-DROP scoring system), and the dis-
ease severity in patients was categorized as mild, 117 patients (76.5%); moderate, 32 patients (20.9%); and se-
vere, 4 patients (2.6%). On the basis of the pneumonia type, patients were categorized as having suspected
atypical pneumonia, 109 patients; suspected bacterial pneumonia, 39 patients; and pneumococcal pneumonia,
5 patients. Further, patients were treated in accordance with the guidelines, and the treatment regimen in-
cluded CAM monotherapy or CAM combined with other antimicrobials as per the attending physician’s
judgment, in which the average dose was for 10.0 days.

The response rate was 96.3% (105/109) in patients with suspected atypical pneumonia and 84.6% (33/39)
in patients with suspected bacterial pneumonia. Among the 109 patients with suspected atypical pneumonia,
only CAM was administered for 82 patients and CAM in combination with other antimicrobials was adminis-
tered for 27 patients, with response rates of 97.6% and 92.6%, respectively. In 39 patients with suspected bac-
terial pneumonia, only CAM was administered for 14 patients and CAM in combination with other antimi-
crobials was administered for 25 patients, with response rates of 71.4% and 92.0%, respectively. In 5 patients
with pneumococcal pneumonia, CAM was administered in combination with other antimicrobials, and the
treatment was shown to be effective in all patients.

During safety analysis, adverse reactions were observed in 7 of 219 patients in the safety analysis group;
thus, the incidence of adverse reactions was 3.2%. The major adverse reaction observed was laboratory ab-
normalities in 4 patients; no other serious events were observed.



