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Therapy with PMX-DHP for Acute Exacerbation of

Interstitial Pneumonia -retrospective analysis and its aspects-

We retrospectively analyzed the efficacy of PMX-DHP absorption therapy for acute exacerbation of
idiopathic pulmonary fibrosis. One month survival of IPF-AE patients tended to improve in case of showing

improvement of P/F ratio after PMX absorption therapy. Prospective randomized study is needed to clarify

the efficacy of PMX-DHP for IPF-AE.
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A Randomized, Double-blind, Multicentre, Controlled Trial of Inhaled
N-Acetylcysteine in Patients with The Early Stage of
Idiopathic Pulmonary Fibrosis in Japan

S. Homma!, A. Azuma®, H. Taniguchi®, T. Ogura’,
Y. Mochizuki®, Y. Sugiyama®, S. Kudoh’, Japan NAC Clinical Study Group.

‘Department of Respiratory Medicine, Toho University School of Medicine, Tokyo, Japan
*"Department of Internal Medicine, Nippon Medical School
*Department of Respiratory and Allergy, Tosei General Hospital
*Department of Respiratory Medicine, Kanagawa Cardiovascular and Respiratory Center
SDepartment of Internal Medicine, NHO Himeji Medical Center
$Division of Pulmonary Medicine, Jichi Medical University

Objective: To assess the efficacy and safety of inhaled N-acetylcysteine (NAC) mono-therapy in
the early stage of idiopathic pulmonary fibrosis (IPF), we conducted a prospective, randomized, double-
blind, controlled clinical trial at 27 centres in Japan. Methods: Eligibile patients were aged 50-79 years,
had a confident clinical and radiologic diagnosis of IPF with disease severity classified as Grade I (PaO,:
more than 80 torr at rest) or Grade II (PaO,: 70-79 torr at rest) according to the Japan Respiratory Society
criteria, and more than 90% of SpO2 during a 6-minute walking test. A total of 100 patients were randomly
assigned to a NAC-treated group (Group A, N=51) to receive 352.4 mg of inhaled NAC two times daily or
a non—NAC-treated control group (Group B, N=49). The primary endpoint was the change from baseline
in forced vital capacity (FVC) at 48 weeks. Results: Of 100 patients, 76 were included in the per protocol
set (38 assigned to Group A, and 38 to Group B). Although there were no significant overall differences in
the change in FVC between Group A and B, NAC therapy significantly stabilized the subset of patients with
initial %FVC values less than 95% of predicted (A=24, B=25) and initial %DLco values less than 55% of
predicted (A=8, B=13). The differences between Group A and B were statistically significant by ANCOVA
(p=0.0213 for the initial %FVC values less than 95% of predicted group; p=0.0086 for the initial %DLco
values less than 55% of predicted group). The differences in the mean change from baseline in FVC between
Group A and B were 0.12 liter in the former subsetgroup and 0.17 liter in the latter subsetgroup. There were
no serious adverse events in the treated group. Conclusion: Therapy with 352.4 mg of inhaled NAC two
times daily preserves FVC in IPF patients with initial %FVC values less than 95% of predicted or initial
%DLco values less than 55% of predicted better than no therapy. This study was partly supported by a grant
to the Diffuse Lung Diseases Research Group from the Ministry of Health, Labour and Welfare, Japan.
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Current status of chemotherapy for lung cancer with
idiopathic pulmonary pneumonias:

National survey on chemotherapy —related acute exacerbation of I1Ps

Akihiko Gemma
Internal Medicine, Department of Pulmonary Medicine, Infection and Oncology, Nippon Medical School, Tokyo

Idiopathic interstitial pneumonias (IIPs) are one of the most common complications in patients with
lung cancer. In lung cancer patients with IIP, the most serious toxicity is acute exacerbation of IIP caused by
anticancer treatment in Japan. However, there has been no consensus and no evidence presented, regarding
optimal treatment for advanced lung cancer with IIP. We conducted national survey by the questionnaire
and got answers for 396 patients from 19 institutions. Our survey showed that 52 of the 396 patients had
chemotherapy-related acute exacerbation and most of chemotherapy regimens were paclitaxel (PTX) in
combination with carboplatin (CBDCA) or etoposide (ETOP) in combination with platinum agents. We
considered that CBDCA+PTX or platinum agents+ETOP could be candidate regimens for treatment of lung
cancer patients with IIP. We plan detail additional survey about treatment effect and risk factor of acute

exacerbation.
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