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Non-Discrimination Statement and Multi-Language Interpreter Services information are located at 
the end of this document. 
 
Coverage for services, procedures, medical devices and drugs are dependent upon benefit 
eligibility as outlined in the member's specific benefit plan. This Evidence-Based Criteria must be 
read in its entirety to determine coverage eligibility, if any. 
 
This Evidence-Based Criteria provides information related to coverage determinations only and 
does not imply that a service or treatment is clinically appropriate or inappropriate. The provider 
and the member are responsible for all decisions regarding the appropriateness of care. Providers 
should provide BCBSAZ complete medical rationale when requesting any exceptions to these 
guidelines. 
 
The section identified as “Description” defines or describes a service, procedure, medical device 
or drug and is in no way intended as a statement of medical necessity and/or coverage. 
 
The section identified as “Criteria” defines criteria to determine whether a service, procedure, 
medical device or drug is considered medically necessary or experimental or investigational. 
 
State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological 
product approved by the U.S. Food and Drug Administration (FDA) may not be considered 
experimental or investigational and thus the drug, device or biological product may be assessed 
only on the basis of medical necessity. 
 
Evidence-Based Criteria are subject to change as new information becomes available. 
 
For purposes of this Evidence-Based Criteria, the terms "experimental" and "investigational" are 
considered to be interchangeable. 
 
BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks 
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and 
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the 
property of their respective owners, which are not affiliated with BCBSAZ. 
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Description:  
 
Intraoperative radiotherapy (IORT) is delivered directly to exposed tissues during surgery and may allow 
higher radiation doses by excluding nearby radiation dose-sensitive tissues. Different IORT modalities are 
available that impact both the dose distribution and method of application. IORT techniques include 
electron beam IORT, high-dose rate brachytherapy based IORT, and low-energy x-ray IORT. 
 
IORT increases the intensity of radiation delivered directly to tumors. The tumor and associated tissues at 
risk for micrometastatic spread are directly visualized during surgery. IORT is delivered directly to the 
tumor, and normal or uninvolved tissues are not exposed to radiation because they are removed or 
shielded from the treatment field. 
 
The INTRABEAM® system was first approved for use by the U.S. Food and Drug Administration (FDA) for 
intracranial tumors in 1999 and was subsequently approved for whole body use in 2005. INTRABEAM 
spherical applicators are indicated for use with the INTRABEAM system to deliver a prescribed dose of 
radiation to the treatment margin or tumor bed during intracavity radiotherapy or IORT treatments. In 
1998, the Mobetron® mobile electron beam accelerator, designed for use during surgery, was cleared for 
marketing by the FDA through the 510(k) process. Xoft® Axxent® electronic brachytherapy system is also 
available and was approved to deliver high dose rate X-ray radiation for brachytherapy in 2008. 
 
 
Criteria:  
 
 Use of intraoperative radiotherapy for the treatment of rectal cancer with positive or close margins 

with T4 lesions or recurrent disease is considered medically necessary.  
 
 Use of intraoperative radiotherapy for all other oncologic applications not previously listed or if above 

criteria not met is considered experimental or investigational when any ONE or more of the 
following criteria are met:  

 
1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 

Administration); or 
2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 
 than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 
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CPT: 0735T, 77424, 77425, 77469 
 
CPT copyright 2023 American Medical Association. All rights reserved. CPT® is a registered trademark of 
the American Medical Association.  
 
 
History: Date: Activity: 
   
Medical Policy Panel 09/03/24 Review with revisions 
Medical Director (Dr. Raja) 08/08/24 Review with no revisions 
Medical Policy Panel 09/21/23 Review with revisions 
Medical Policy Panel 08/01/23 Review with no revisions 
Medical Policy Panel 08/16/22 Approved guideline (Effective 09/19/22) 
 
 
Policy Revisions: 
 
09/03/24 Updated: Resource section 
09/21/23 Added: “Insufficient evidence to support improvement of the net health outcome; 

or”, and “Insufficient evidence to support improvement of the net health 
outcome as much as, or more than, established alternatives, or” to 
experimental or investigational criteria. 

09/21/23 Revised: “Insufficient evidence to support improvement outside the investigational 
setting” from #3 to #5 in experimental or investigational criteria. 

09/21/23 Updated: Description, Resources, and Coding sections. 
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BCBSAZ’s Civil Rights Coordinator, Attn: Civil Rights Coordinator, Blue Cross Blue Shield of 
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