A phase Ⅰ clinical trial of sonodynamic therapy combined with radiotherapy for brainstem gliomas
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Inclusion and exclusion criteria
Inclusion Criteria: Subjects meeting all of the following criteria could be considered for enrollment: (1) All subjects or their legal representatives must voluntarily sign an informed consent form approved by the Ethics Committee before starting any screening procedure. (2) Age <70 years old and gender is not restricted. (3) Histologically or cytologically confirmed BSGs (refer to WHO (2021) Classification of Tumors of the Central Nervous System) with evaluable lesions on imaging results. (4) Karnofsky performance status (KPS) score ≥70. (5) Subjects with expected survival ≥ 3 months. (6) Subjects without serious hematopoietic abnormalities and abnormal cardiac, pulmonary, hepatic, renal functions and immunodeficiencies. (7) Subjects whose toxic response to antitumor therapy received prior to administration of the test drug has been reduced to grade 1 or below, or who have fully recovered (as determined by the investigator) from previous surgery.
Exclusion Criteria (Subjects meeting any of the following criteria cannot be enrolled): (1) Known allergy to hematoporphyrin. (2) Use of other photosensitizing drugs (tetracyclic antibiotics, sulfonamides, sulfonylurea hypoglycemics, thiazide diuretics, and pallidomycin) within 4 weeks prior to administration of the test drug. (3) Subjects with any of the following: difficult-to-control epilepsy, high cranial pressure, hypertension, hyperglycemia, cardiovascular and pulmonary disease, malignant status, or subjects who are not expected to tolerate SDT combined with RT. (4) Subjects with other malignant tumors that have not been effectively controlled within the last 5 years. (5) Subjects with an uncontrolled mental illness/social condition that is expected to limit compliance with study requirements or impair the ability of the subject (or his/her guardian) to sign the informed consent form. (6) Females who are pregnant or breastfeeding. (7) Other reasons judged by the investigator to be unsuitable for participation in this trial.

