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Alectinib (Chugai Pharmaceutical Co.) is a second-generation ALK (anaplastic lymphoma kinase)
inhibitor, given orally; its efficacy and safety have been initially reported in adult patients with
non-small-cell lung cancer NSCLC). We previously reported that alectinib showed favorable
clinical activity and was well tolerated in patients with ALK-positive anaplastic large cell
lymphoma (ALCL) who had progressed or relapsed on standard chemotherapy. At this time, we
will plan an investigator-initiated phase 2 study to assess the activity of single agent alectinib in

patients with newly diagnosed ALK-positive ALCL.

The objective of this project is to develop a protocol of “A phase II study of alectinib for newly
diagnosed ALK-positive anaplastic large cell lymphoma”.

The outline of the trial draft is as follows.

Title A phase II study of alectinib for newly diagnosed ALK-positive

anaplastic large cell lymphoma.

Objectives To assess the safety and efficacy of single agent alectinib in patients
with newly diagnosed ALK-positive ALCL.

Study design Phase II, multicenter, single arm study.
Investigational drug / | CH5424802 (alectinib)

Intervention The investigational product is administered orally at 300 mg BID
for 21 days, which is regarded as 1 cycle. In subjects weighing less
than 35 kg, the investigational product is administered at 150 mg
BID.

Key inclusion criteria | Patients aged 6 years or older and are able to take capsules with
untreated histologically proven ALK-positive ALCL.
Patients having measurable lesions defined by the Revised

Response Criteria for Malignant Lymphoma. And so on.

Primary endpoint 2 year progression-free survival (PFS) rate

Number of patients 32

Duration of study Inclusion period: 3 years, Follow-up period: 2 years

On 9th November 2021 and 20th January 2022, we had received the PMDA pre-consultation opinion
for this trial draft. They said, to include adult patients into this trial, to evaluate efficacy only in
this exploratory trial, and to use the PFS as an endpoint in this single arm trial were crucial

issues. And they concluded this developmental project needs to be reexamined.

The number of children newly diagnosed as ALK-positive ALCL was 20 to 25 per year. We think it
1s not realistic to evaluate the efficacy of alectinib by randomized trial, thus we had abandoned

this an investigator-initiated trial.



