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1. BHEH (Table 1)
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Table 1. Patient characteristics 1

CAM+ CAM-

Total numbers 28 26
Sex male 21 22
female 7 4
~49 2 1
~59 3 10

Age ~69 12 6 NS
~79 11 6
80~ 0 3
Sq 15 15

Histology Adeno 12 11 NS
Large 1 0
I 1 0
mA 4 2

S NS
tage mB 11 17
v 12 7
0 7 5
1 17 17

*P.S. 2 3 4 NS
3 1 0
4 0 0

*P.S.: Performance status
CAM: clarithromycin
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KMmms 6 5 (MHKERAFO{ FE3I M, Hx=
AR 1M, 2VAFre1H), BARRKHD) —
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2. BN EMMMORE

(1) TPO¥#B (Fig. 1)

CAM #58, FREMELICAELERI LV,
CAM #58Ti12 3 »ABICMPHEnE, 6 »ARICIE
KSRV BERL, RGBT 3 MPARICI

Table 2. Patient characteristics 2
CAM+ CAM-
Total numbers 17 9

Sex male 16
female

~49
~59
Age ~69
~79
80 ~
Sq 10
Histology Adeno
Large
I
mA
mB
4

N8

NS

O 3 ® e s | e

NS

Stage NS

*P.S. NS

cCoMwWRAlo e O ==
C O W N ek~ OO WA= Ol
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*P.S.: Performance status
CAM: clarithromycin

Table 3. Basic chemotherapy and response of survivors at 6 months

CAM+ 17 cases CAM-— 9 cases
Basic Therapy
*MVP 4 *MVP 2
Radiation 2 Radiation 3 NS
MVP + Radiation 9 MVP + Radiation 3
No therapy 2 No therapy 1
Response
CR 1 CR 0
PR 4 PR 1
NC 9 NC 7 NS
PD 1 PD 0
No therapy 2 No therapy 1
Response rate (5/15) 33.3% (1/8) 12.5%

*MVP: Cisplatin +Vindesine + Mitomicin C
CAM: clarithromycin
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Mm%, 6 »HRICIRRIERERLY.

) Alb O¥#B (Fig. 2)

CAM 5B T 3 2 ARKCAHRZHMERD = (p<
0.05)c 6 2 AR IZ BRI L KRTIRARZIIBD 20
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Table 4. Outcome in patients studied

Bh ol

(3) ChE 0 #:# (Fig. 3)

CAM #58T 3 »AK (p<0.01), 62 AK (p<
0.06) ([CHELMMERDAL, FEERTIXAEL
ERERD LMoz,

(4) Hb O#B (Fig 4)

WAL S 3VARICHELZHMME RN (CAM &5

CAM+ CAM- B o< "
A ——— R ' p<0.01, CAM ##58: p<0.05)o CAM 5
Patients expiring within 6 months 4 10 P=0.0286 26 PARICHAERLBMMEBD A (p<0.01),
Reasons for drop-out BERTIR6NARICRARLENIRD Lh o7
i) Other drug 2 (5) VY RREMOH#B (Fig. 5)
ii) Admission 4 CAM # &%, FRERRXICARLZEDIRD 2N
iii) Unknown 7=
Total numbers 28 26 (6) NKMBEHO#S (Fig. 6)
CAM: clarithromycin
Total Protein
CAM+ (n=17) CAM- (n=9)
(g/dD 'FNS% (g/dD) ’N—NS_‘
s

78T 78+

767 76T

147 747

721 721

701 704

Entry 3 months 6 months
CAM: clarithromycin

Fig. 1.

Entey 3 months 6 months

Changes in total protein levels in patients.

@ =receiving 400 mg/day of CAM, O =control.
CAM treatment started on entry. Values are means+SE.

(g/d1) CAM+ (n=17)
NS

4.4 p<0.05

4.2

4.0

38

3.6

A=

Entry 3 months 6 months
CAM: clarithromycin

Albumin

(g/d1) CAM- (n=9)
NS
X
4.4 NS
1
4.2
4.0
3.8
3.6
=

Entry 3 months 6 months

Fig. 2. Changes in albumin levels in patients.
@ =receiving 400 mg/day of CAM, O =control.
CAM treatment started on entry. Values are means+SE.
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Cholinesterase

CAM+ (n=17)
p<0.05
T
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(tun)
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4501 )
400

Entry 3 months 6 months
CAM: clarithromycin

Entry 3 months 6 months

Fig. 3. Changes in cholinesterase levels in patients.
@ = receiving 400 mg/day of CAM, O =control.
CAM treatment started on entry. Values are means+SE.

Hemoglobin
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Entry 3 months 6 months
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Fig. 4. Changes in hemoglobin levels in patients.
@ =receiving 400 mg/day of CAM, O =control.
CAM treatment started on entry. Values are means+SE.
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(8) Quality of Life ®#¥&t (Fig. 8~11)
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Lymphocyte counts
CAM+ (n=17) CAM- (n=9)
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Entry 3 months 6 months

Fig. 5. Changes in lymphocyte counts in patients.
@ =receiving 400 mg/day of CAM, O =control.
CAM treatment started on entry. Values are means+ SE.

NK cell activity
CAM+
NS
[

(Ufml) NS (U/ml)
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n=8 n=4
A= A
0 0
Entry 3months 6 months Entry 3months 6 months

CAM: clarithromycin

Fig. 6. Changes in NK cell activity in patients.
@ =receiving 400 mg/day of CAM, O =control.
CAM treatment started on entry.
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Body Weight '
(kg) CAM+ (n=10) k) CAM~- (n=3)
60 60

® “O\o\o

Entry 3 months 6 months Entry 8 months 6 months

CAM : clarithromycin
Fig. 7. Changes in body weight in patients.
@ = receiving 400 mg/day of CAM, O =control.
CAM treatment started on entry.

Chages in QOL score
(%) CAM+ (n=8) (%) CAM- (n=3)
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Fig. 8. Changes in physical state levels in patients.
@ =receiving 400 mg/day of CAM, O = control.
CAM treatment started on entry.
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Fig. 9. Changes in psychological state levels in patients.
@ =receiving 400 mg/day of CAM, O = control.
CAM treatment started on entry.
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Fig. 10. Changes in social state levels in patients.
@ = receiving 400 mg/day of CAM, O = control.
CAM treatment started on entry.
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Fig. 11. Changes in functional state levels in patients,
@ =receiving 400 mg/day of CAM, O =control.
CAM treatment started on entry.
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Long-term clarithromycin treatment for inoperable non-small cell lung cancer

Shoji Teramoto”, Keiichi Mikasa", Masayoshi Sawaki’, Kaoru Hamada",
Mitsuru Konishi”, Koichi Maeda”, Masahiro Sakamoto”, Masayuki Tsujimoto",
Kei Mori?, Eiji Kita? and Nobuhiro Narita”

Y Internal Medicine I, Nara Medical University, 840 Shijocho Kashihara, Nara 634, Japan
¥ Bacteriology, Nara Medical University

We found that long-term clarithromycin (CAM) treatment prologed the survival times of prima-
ry inoperable non-small-cell lung cancer patients. In the present study, we examined changes in
clinical parameters including serum total protein, albumin, cholinesterase, hemoglobin, lymphocyte
counts and body weight during CAM treatment. The study included 54 patients with primary
inopelable non-small-cell lung cancer. They received chemotherapy, radiotherapy or both. After
discharge, they were allocated randomly into the CAM-group and the non-CAM group on the
first visit to the outpatient clinic. The CAM-group consisted of 28 cases (24 males and 4 females),
with an age distribution of 41-77 years old (66.0+9.0) and the non-CAM group included 26
cases (22 males and 4 females), with an age distribution of 49-84 (64.0211.0). There were no
significant differences between the two groups in age, sex, clinical stage, tissue type,
basic treatment or response rate. Four out of 28 patients in the CAM group died within 6
months of treatment, while 10 out of 26 patients in the non-CAM group expired. In the CAM
group, serum total protein, albumin, cholinesterase and hemoglobin were elevated to a significant
extent as compared to the non-CAM group. The patients in the CAM group put on weight dur-
ing treatment. These results indicate that treatment with CAM prolongs survival times and
improves quality of life for inoperable non-small cell lung cancer patients.



