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Radiation Therapy

Oncology Group IND Exemption Justification

Study Title/ | PHASE Il TRIAL COMPARING CONVENTIONAL

No. ADJUVANT TEMOZOLOMIDE WITH DOSEINTENSIVE

RTOG 0525

TEMOZOLOMIDE IN PATIENTS WITH NEWLY
DIAGNOSED GLIOBLASTOMA

Review criteria for IND Exemption per 21 CFR Part 312.2(B) (1) (1-5)

IND Exemption Criteria

Criteria Met

. The study is not intended to support FDA approval of a new
indication or a significant change in the product labeling.

[7] Yes No

. The study is not intended to support a significant change in the

advertising for the product. [ JYes [XINo
. The investigation does not involve a route of administration of
dosage level or use in a patient population or other factor that [JYes XINo

significantly increases the risks (or decreases the acceptability of
the risks) associated with the use of the drug product.

. The study is conducted in compliance with institutional review
board (IRB) and informed consent regulations set forth in parts 56
and 50 (21 CFR parts 56 and 50).

Xl Yes [ |No

. The study is conducted in compliance with §312.7 (promotlon and

charging for investigational drugs).

Xl Yes [ |No

Recommendation:

requirements of an IND filing.

| have reviewed this proposal to determine if the regulationsg pertaining to the requirements
for filing an IND application to perform this trial of marketed agents for the treatment of
patients with (newly diagnosed glioblastoma). it is my opinign that this trial meets the
criteria for a claimed exemption from the IND regulations as defined in 21 CFR Part 312.2
(b)(1-5) and recommend to the Group this study may be consldered exempt from the

: N} /
Signature:
Regulatory Officer Date
Wilma Hoffman, RN,BSN, CCRC, RAC 4/25/07
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