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Exceptional Results

Introduction

Approximately 1.2 million new cases of invasive cancer will be diagnosed this year in the United States and ap-
proximately one half of these patients will receive radiation therapy as part of the management of their malignancy.
Radionecrosis following radiation therapy occurs in approximately 5 percent of those patients receiving therapeutic
radiation. These severe complications characteristically occur after a latent period that varies from several months to
several years. The etiology of Radionecrosis is not fully understood though most would agree that endarteritis, tissue
hypoxia and fibrosis are consistent findings and are certainly major contributors to pathogenesis. Historically, con-
servative management of Radionecrosis has been unsatisfactory. Hyperbaric Oxygen Therapy (HBOT) is offered as
adjunctive therapy to surgical and medical management in patients who have failed conservative measures as
research has demonstrated that HBOT reverses hypoxia, induces the release of macrophage derived angiogenesis
factors, and promotes angiogenesis, fibroblast proliferation and collagen synthesis in these compromised tissues.

Problem

Although the literature is robust in case reports and case series which illustrate the efficacy of HBOT in patients with
Radionecrosis, unfortunately there is a paucity of randomized controlled trials. Recently, several insurance carriers
have concluded that HBOT is not justified as medically necessary in the treatment of Radionecrosis and have started
to deny authorization and payment for HBOT. ' In comparison to other hyperbaric indications, radionecrosis requires
a greater number of treatments to realize benefit. These cases of radiation injury substantiate a 40% of the HBOT
treatment market at current patient volumes. For most hyperbaric programs, loss of the revenue generated from this
therapy will lead to program closure, as they will no longer be self-supporting.

ACHM Response

The American College of Hyperbaric Medicine (ACHM) has initiated a project to provide the necessary data to dem-
onstrate the clinical efficacy of HBOT in the treatment of Radionecrosis. The Radionecrosis Research Registry (RRR)
is designed with the goal of compiling outcome data in a large group of patients (2000) with Radionecrosis who
have been treated with hyperbaric oxygen therapy, and then comparing these results with historical controls. Re-
search registries are considered to be equivalent to randomized controlled trials, and can be viewed as superior to
RCT if the registry is of significant size. The registry data will be reported in a White Paper and used to contest the
arbitrary decision by insurance carriers.

The ACHM Response to a Hyperbaric Crisis:
A Preliminary Analysis of the Radionecrosis Research Registry

Radionecrosis Classification
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Radiation Proctitis
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Bloody Stool
Reported Symptoms Post HBO Treatment
™ Resolved Improved No Change/Worse
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Bleeding Fistula Pain Ulceration
Reported Symptoms Post HBO Treatment

™ Resolved Improved No Change/Worse
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Reported Pain Symptoms at Completion of HBO Treatment
™ Resolved Improved No Change/Worse

Radiation Cystitis
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Fistula Frequency Hematuria
Reported Symptoms Post HBO Treatment
™ Resolved Improved No Change/Worse

Osteoradionecrosis
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Reported Symptoms Post HBO Treatment
™ Resolved Improved No Change/Worse
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Research Design

The ACHM has developed an online data collection
tool. Participating sites are reviewed for IRB compli-
ance prior to approval for data entry. To date, 117
institutions have been approved and have started to
enter data. Participation is limited to placement of
non-identifiable medical information related to
patient disease specific symptoms and response to
HBOT into a research database (i.e., the RRR). An
inferim data analysis of 1472 patients is summa-
rized.

Conclusion

The use of HBOT in patients with Radionecrosis is
jeopardized as it is currently being denied by insur-
ance carriers. The ACHM is nearing completion of
a large scale research registry to provide outcome
data regarding HBOT in Radionecrosis.  Interim
analysis of the Radionecrosis Research Registry
favorably supports the utilization of HBOT for this
group of patients.
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