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To: Etan Orgel, MD 

From: Ann Mohrbacher, MD 
Co-Chair, Clinical Investigations Committee 

Lisa Harton, MS 
CIC Coordinator 

Date: April 22, 2021 

Re: CIC Review of Protocol:  CHLA-21-4 A Phase 2 Randomized Trial of Caloric 
Restriction and Activity to Reduce Chemoresistance in B-cell Acute Lymphoblastic 
Leukemia (IDEAL2) 

Your protocol was reviewed by the CIC on April 22, 2021 and received approval 

      Priority Score:  1.8 
Outstanding 1.0-1.5 
Excellent 1.5-2.0 
Very Good 2.0-2.5 
Good 2.5-3.5 
Acceptable 3.5-5.0 

The study received approval 

The following materials were reviewed by the Clinical Investigations Committee: 

1. Disease Team Approval (04/01/2021)
2. CIC Protocol Submission Checklist
3. Protocol (03/30/2021)
4. Informed Consent (03/30/21)

Competing Trials: None 

Summary: This is a CHLA investigator initiated, randomized Phase II trial investigating the benefits from 
caloric restriction via a diet, exercise and activity versus routine education alone, to reduce 
chemoresistance in pediatric acute lymphoblastic leukemia (ALL).  The primary objectives are to examine 
the efficacy of improving diet and exercise in ALL (IDEAL2) via caloric restriction and activity intervention 
integrated into high-risk B-cell ALL induction to reduce incidence of end of induction (EOI) and to examine 
the efficacy of the IDEAL2 intervention to reduce gain in fat mass during induction.  The secondary objective 
is to assess the self-reported adherence (defined ≥75%) to the diet and activity components of the IDEAL 
intervention.  Patients between the ages of 10 and 26 newly diagnosed with B-cell ALL are eligible to enroll 
on this study.  A total of 240 subjects will be enrolled across all sites.  The study will be conducted by 
Therapeutic Advances in Childhood Leukemia and Lymphoma (TACL) consortium.   

The committee agreed with the points raised by the reviewers and voted for approval. 
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