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ABSTRACT —— Objective. Multimodality therapy is essential to improve surgical outcomes of potentially re-
sectable malignant pleural mesothelioma (MPM), but optimal treatment has not yet been established. To assess
compliance and safety of a multimodality therapy consisting of preoperative chemotherapy, surgery and postop-
erative radiation, a prospective clinical study is planned. Method. We conducted this prospective study as a pro-
ject of the “Comprehensive approach of asbestos-related diseases” supported by the “Special Coordination Fund
for Promoting Science and Technology of the MEXT of Japan”. Results. A multi-institutional feasibility study was
approved and is now ongoing. Eligible patients will be treated with 3 cycles of chemotherapy using cisplatin and
pemetrexed, followed by extrapleural pneumonectomy and postoperative hemithoracic radiation. Primary end-
points are the rate of complete resection and the mortality rate. The expected number of eligible patients partici-
pating in the study is 40 during the next 3 years. Conclusion. When this study is completed and the feasibility of
multimodality treatment for resectable MPM is confirmed, a phase II study to assess the efficacy may be planned.
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Resectable malignant pleural mesothelioma
TO-3, NO-2, MO
No previous treatment
Age: 20-75 years
PS : 0-1

l

Preoperative induction chemotherapy :
Cisplatin (60 mg/m) +Pemetrexed (500 mg/m2) day 1
every 3 weeks for 3 cycles

l W sease (PD)

Surgery:
y Off study

Extrapleural pneumonectomy (EPP)

l Incomplete resection

Postoperative radiation : Off study

Hemithoracic radiation
(Total 54 Gy)

*Study design: Feasibility study
*Endpoints:
1) Primary: Rate of complete resection, mortality rate
2) Secondary: Response rate (induction chemotherapy), overall and
disease—free survival, compliance and safety of therapy

*Expected number of patients: 40 patients for 3 years

Figure 1. Schema of a feasibility study of multimodality therapy consisting of preoperative induction
chemotherapy, extrapleural pneumonectomy and postoperative hemithoracic radiation for resectable
malignant pleural mesothelioma.
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Table 1. Major Eligibility Criteria of the Study

1. Pathologically-proven malignant pleural mesothelioma
2. Resectable disease

3. Clinical stage I-IIT (T0-3, NO-2, and M0)

4. No previous treatment

5. Age, > 20 years and < 75 years

6. Performance status, 0-1

7. Predicted forced expiratory volume
in one second after surgery, > 11

8. Sufficient major organ function
9. Written informed consent
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