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1.0 INTRODUCTION 
1.1 Lung Cancer and the Medically Inoperable Patient 

Lung Cancer is the most frequent cause of cancer death in the United States.  Cancer statistics 
for 2008 estimated 215,020 new cases and 161,840 deaths due to lung cancer, making it the 
leading cause of cancer mortality in both men and women (Jemal 2008).  Eighty percent of lung 
cancers are non-small cell (NSCLC) in histology. Approximately 15-20% of NSCLC patients 
present with early localized disease (Jemal 2008).
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selection. This survey noted that the majority (52%) of practitioners were employing a 48 Gy/4fx 
schedule, This schedule appears to fit with anecd
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Additional benefits from a prospective clinical trial will include correlating clinical outcomes 
against standardized and uniform delivery of SBRT. It should be noted that the SBRT 
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2.2.5 Association between biomarkers and primary tumor control and/or grade 2 or higher radiation 
pneumonitis.  





http://www.rtog.org/pdf_file2.html?pdf_document=CTSU-IRBCertifForm.pdf
http://www.rtog.org/pdf_forms.html?members/forms=Intl_LOI_Form.doc
http://rpc.mdanderson.org/rpc
http://atc.wustl.edu
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specific to this SBRT protocol. Each institution must submit the completed Facility 

http://itc.wustl.edu
http://rpc.mdanderson.org/rpc
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http://phrp.nihtraining.com/users/login.php
http://www.rtog.org/members/webreg.html
http://www.rtog.org
mailto:websupport@acr-arrs.org
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b. 4D CT-simulation: An internal target volume (ITV) around the GTV, accounting for tumor 

motion may be defined from the 4D CT dataset. The PTV will include the ITV plus an 
additional 0.5 cm margin uniformly applied to the ITV. 

 
These margins will be used at all institutions, even if a particular 
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Arm 1: One Fraction (34 Gy) 

Serial Tissue Volume Volume Max (Gy) Max Point Dose 
(Gy) 

Endpoint (�Grade 3) 

S e p i n l  T C r d  < 0 . 3 5 G c cS< 1-2.7( .2 cc)-5 

180 Gy
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6.7.2 Treatment Delivery Compliance  

Setup films will be compared to digitally reconstructed radiographs from the same beam’s eye 
view. Deviations of less than 0.5 cm in the transverse plane and 1.0 cm in the craniocaudal 
plane will be considered compliant. Deviations from 0.5-1.0 cm in the transverse plane and 1.0-

greater than those listed as minor will be considered as Deviations Unacceptable. 
6.8 R.T. Quality Assurance Reviews 

Treatment planning images and dosimetry planning information in accepted format will be 
submitted to the Image-Guided Therapy Center (ITC), Washington University, St. Louis, MO, for 
QA purposes in all cases. See Section 12.1 for data submission. 

 
 The Principal Investigator, Dr. Videtic and his Co-Investigators, Drs. Singh and Chang, will 

perform an RT Quality Assurance Remote Review after complete data for the first 20 cases 
enrolled have been received at ITC. Drs. Videtic, Singh, and Chang will perform the next review 
after complete data for the next 20 cases have been received. The final cases will be reviewed 

rget accrual or as soon as complete data for all 
cases enrolled have been received at ITC, whichever occurs first.  
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conve
s that the patient is able to  perform the PFT test to a result
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Adverse Event Reporting Requirements. January 2005; 
http://ctep.cancer.gov/reporting/adeers.html] 

 
 Definition of an SAE: Any adverse experience occurring during any part of protocol treatment 

http://ctep.cancer.gov/reporting/adeers.html
http://ctep.cancer.gov
http://www.rtog.org/members/toxicity/main.html
https://webapps.ctep.nci.nih.gov/openapps/plsql/gadeers_main$.startup
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 Any event that meets the above outlined criteria for an SAE but is assessed by the 
AdEERS System as “expedited reporting NOT required” must still be reported for safety 
reasons. Sites must bypass the “NOT Required” assessment and complete and submit 
the report. The AdEERS System allows submission of all reports regardless of the 
results of the assessment. 

 
 CRITERIA FOR AdEERS REPORTING REQUIREMENTS FOR ADVERSE EVENTS AND 

SERIOUS ADVERSE EVENTS THAT OCCUR WITHIN 30 DAYS OF THE DATE OF THE 
LAST PROTOCOL TREATMENT 

3 3 4 & 5 4 & 5 
Unexpected Expected 

  

With 

http://ctep.info.nih.gov
http://www.rtog.org/members/toxicity/main.html
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Adverse Events (AEs) and Serious Adverse Events (SAEs) that meet the criteria defined above 
experienced by patients accrued to this protocol must be reported via AdEERS.  SAEs must be 
reported within 24 hours of discovery of the event. Contact the CTEP Help Desk if assistance is 
required. 
 

http://ctep.cancer.gov/forms/index.html
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10.3.6

mailto:RTOG@ucsf.edu
http://www.rtog.org/pdf_document/RTOG_STUDY_LIST.pdf
http://www.rtog.org/biospecimen/tissuefaq.html


http://ctep.info.nih.gov/protocolDevelopment/docs/recist_guideline.pdf
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Evaluation of Non-Target Lesions 

Regional Failure 
(RF) 
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http://atc.wustl.edu/forms/DDSI/ddsi.html
mailto:itc@wustl.edu
http://atc.wustl.edu
mailto:itc@wustl.edu
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13.0 STATISTICAL CONSIDERATIONS 
13.1 Primary Endpoint (7/26/10) 
 The rate of 1-year grade 3 or higher adverse events definitely, probably, or possibly related to 

treatment for the following adverse events: 
x Grade 3-5 Cardiac Disorders 
Á Pericardial effusion 
Á Pericarditis 
Á Restrictive cardiomyopathy 

x Grade 4-5 Gastrointestinal Disorders 
Á Dysphagia 
Á Esophagitis 
Á Esophageal fistula  
Á
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13.4 Sample Si<e   
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13.6.2 Analysis of Secondary Endpoints
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Projected Distribution of Gender and Minorities 
 

 Gender 
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APPENDIX I 
 

Informed Consent Template for Cancer Treatment Trials  
(English Language) 

 
RTOG 0915 (9/3/09) 

(NCCTG N0927) 
 

A Randomized Phase II Study Comparing 2 Stereotactic Body Radiation Therapy (SBRT) 
Schedules for Medically Inoperable Patients with Stage I Peripheral Non-Small Cell Lung Cancer 

 
This is a clinical trial, a type of research study.  Your study doctor will explain the clinical trial to you.   Clinical 
trials include only people who choose to take part. Please take your time to make your decision about taking part.  
You may discuss your decision with your friends and family. 
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If you are in Group 2 (often called “Arm 2”), you will receive 4 SBRT treatments, 1 each day for 4 consecutive 
days, for 48 Gy. 
 
B    T you begin the study  (8/19/10) 
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At 12 weeks after the SBRT: 

x A physical examination  
x Checking your weight 
x Evaluation of your ability to carry out daily activities 
x Tests of your breathing and lung function 
x A CT scan with contrast 
x Blood tests 
x
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How long will I be in the study? 
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What are the costs of taking part in this study? 
 

http://cancer.gov/clinicaltrials/understanding/insurance-coverage
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 *You may also call the Operations Office of the NCI Central Institutional Review Board (CIRB) at 888-657-3711 
(from the continental US only).   [*Only applies to sites using the CIRB.] 
 
Please note:  This section of the informed consent form 

http://www.rtog.org/tissue%20for%20research_patient.pdf
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Risks  
 
The greatest risk to you is the release of information from your health records. We will do our best to make sure that your 
personal information will be kept private.  The chance that this information will be given to someone else is very small.  
 
Making Your Choice  

Please read each sentence below and think about your choice

http://cancer.gov
http://cancer.gov/clinicaltrials
http://www.cancer.gov/cancertopics
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APPENDIX II 
 

STUDY PARAMETER TABLE
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APPENDIX IV 
 

Staging System 
 T U M O R  ( T )  
The primary tumor (T) is classified according to the followinc catecories: 
TX:

 Tumor cannot be evaluated or tumor is proven by the presence of cancer cells in the sputum or 
bronchial washings, but it cannot be seen during imaging or bronchoscopy ("occult" tumor) 

T0: No evidence of primary tumor 

Tis: Carcinoma in situ 

T1: Tumor 3 centimeters (< 3 cm) or less in greatest dimension, surrounded by lung or pleura, 
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APPENDIX V 
 



mailto:RTOG@ucsf.edu


http://www.ctsu.org/rss2_page.asp
http://ctep.info.nih.gov
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