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(Minimum PTV prescription) 

 (Minimum PTV prescription) 
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   Patient’s Initials (

   

   Patient’s ID Number

   

   

   

   (This question has been inactivated for this study) 

Patient’s Country of Residence
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Patient’s Insurance Status

mponent of the patient’s care be given at a military or VA facility?

4. Tool not available in patient’s language

dated Checklist used at study entry must be retained in the patient’s study file and will be evaluated during an 



( /ß)
beta ratio is high (





minimum



’



’

generic





Age  18

in situ

)

Pre-Registration Requirements for IMRT Treatment Approach

and select “Credentialing” and 
“Credentialing Status Inquiry”.



“Credentialing” and “RTOG”. Upon review and successful completion of the phantom irradiation, 

n review and successful completion of the “Dry Run” QA test, the ITC 

Pre-Registration Requirements for 3D-CRT Treatment Approach 

review and successful completion of a “Dry Run” QA test, the ITC will notify both the 

on of the institution’s first case:

Pre-Registration Requirements FOR CANADIAN INSTITUTIONS

0206) Health Canada’s Therapeutic Products 
Directorates’ Clinical Tria

Pre-Registration Requirements FOR NON-CANADIAN INTERNATIONAL INSTITUTIONS



“Data Center Login" an

registering site will have a copy of the registration for the patient’s record.  Two e

a case file in the study’s database at the DMC (Data Management 

5:00 p.m. ET. The registrar will ask for the site’s user name and password. This information is 

.

.





The maximum dose must not be within an “Organ at Risk” such as the Rectum, Bladder, or Penile Bulb

within the skin and outside all other critical normal structures and PTV’s is designated as 



)

; Prescription isodose surface coverage between   



causality.  Attribution to treatment or other cause must be provided. “On study” is 

Use the patient’s 

System as “expedited reporting NOT required” must still be reported for safety 
Sites must bypass the “NOT Required” assessment and complete and submit



“24 hours; 5 calendar days” –

“10 calendar days” 



system. Use the patient’s case number as the patient ID when 

.

component of the study, the site is required to submit the patient’s specimens as specified in Section 10.0 



must include the RTOG protocol number and patient’s case number. The patient’s name and/or 

. The form must include the RTOG protocol number and patient’s case number.

“
Tissue for Research” portion of 

,
,

.

15 unstained slides (please used charged or “Plus” slides) from 

unstained slides (please use charged or “Plus” slides) from the block shoul

contains tumor. The report must include the RTOG protocol number and patient’s 
case number. The patient’s name and/or other identifying information should be 



the form. The form must include the RTOG protocol number and patient’s case 

RTOG protocol number, the patient’s case number, and method of storage (for 



on the institution’s summary report with the institution’s regular case reimbursement.

)
Upon receipt, the specimen is labeled with the RTOG protocol number and the patient’s case 



—



  



–
25 has demonstrated reliability (Cronbach’s alpha >.90) and 

purposefully generic

gives us the ability to compare across and within diseases the “big picture” of what the experts 



ABMT compared with salvage CT for Hodgkin’s 

the VAS score are transformed into a utility score between 0 “Worst health state” and 1 “Best health 
state.” Either the index score or the VAS score can be used in the quality adjusted survival analysis 

–

=





Digital Data Submission to ITC (4/18/06)



Schoenfeld’s 

 

9509 that is similar to the patient population in this study (Gleason score  6, PSA < 10

Lan and DeMat’s alpha spending 
that behaves similarly to the O’Brien

 

patient population in this study (Gleason score  6, PSA < 10 



ce level  = 0.025. In addition, the Cox regression model

 

 

.

 

 



 statistical power will be calculated based on 

log(1/ )

  =  / 

= The normal for the significance level 

parameter . and 

: : 





TWiST = 

ziou’s multiple health
ziou’s method 



 

DeMets’s alpha

equally spaced. We chose the alpha spending function that behaves like the O’Brien

less than or equal to the nominal significance level boundary (

value  



be tested using Fleming’s

 0.2 vs. H  0.05

conclude that this treatment regimen is “tolerable” and continue accrual to the stu

summarizing the findings as soon as possible.  Following the study chairs’ review of the data, a 

recommendation to the RTOG Data Monitoring Committee (DMC) for the Committee’s 

until the last stage, then we will either conclude “tolerability” or not.

 0.2 and continue  0.05 and stop

 2  3
 3  4

 4  5

















Before you begin the study … 



During the study … 

(Weekly during radiation treatment) 

(Weekly during radiation treatment) 

…

…

…

(Every 3 months for the first 2 years 
following the start of radiation, every 6 months for the next 3 years, and then annually) 

(Every 3 
months for the first 2 years following the start of radiation, every 6 months for the next 3 
years, and then annually)



watched carefully for any side effects.  However, researchers don’t know all the side effects 



o –
o
o

o
o



Cancer Institute’s Web site at 
You can print a copy of the “Clinical Trials and Insurance Coverage” information 

[investigator’s name(s)],

[telephone number].



[name(s)]
[telephone number].

[name of center]
(telephone number).  

[Note to Local Investigator: Contact information for patient representatives or other individuals 
in a local institution who are not on the IRB or research team but take calls regarding clinical 
trial questions can be listed here.]   

[*Only applies to sites using the CIRB.] 

if you say ‘no’ to taking part in this 

You can say “yes” or “no” to each of the following studies



This “Quality of ife” study looks at how you are feeling physically and emotionally during your 





[IRB's phone number]

For NCI’s cli

For NCI’s general information about cancer, go to 



[insert total of number of pages]





Primary Tumor, Clinical (T) 

(e.g., because of elevated PSA)

(unilateral or bilateral)
(s)

(but not beyond)

Regional Lymph Nodes (N) 

Primary Tumor, Pathologic (pT) 



(continued)

Distant Metastasis**** (M) 

(s)
(s) 

(s)

Histopathologic Grade (G) 

(slight anaplasia)
(moderate anaplasia)

(marked anaplasia) 

Stage Grouping 



Ask a Pathologist to select area with tumor.





date and time, and clearly mark cryovials  “serum”.

case numbers, collection date/time, time point collected, and clearly mark specimen as “serum”.
– –

– –

date and time, and clearly mark cryovials “plasma”.

specimen as “plasma”.  
– –

– –

For a visual explanation of Buffy coat, please refer to diagram below. 

collection date and time, and clearly mark cryovial(s) “buffy coat”.



can be used to send plasma 
samples – see above instructions
Remove the buffy coat cells carefully and place into cryovials labeled “buffy coat” (it is okay if a few 
packed red cells are inadvertently collected in the process

Multiple cases may be shipped in the same cooler, but make sure each one is in a separate bag. 



–

–
–

–
–

–

aintain an “active” investigator registration status 

lity criteria have been met, and the study site is listed as ‘approved’ in the CTSU 



registrar will contact the RTOG within the confines of RTOG’s registration hours to obtain assignment o



4. Please affix the RTOG study/case label to all source documentation and redact the patient’s name.

’s consent, tumor tissue and blood will be collected for biomarkers research and banking. Submit 

All reports must include the protocol number and patient’s case number (or RTOG label attached). Surgical 
from the report; however, the patient’s name and/or 

Payments will be made in accordance with RTOG’s pathology payment cycle and forwarded to the enrolling sites 



Responsibility for assignment of the audit will be determined by the site’s primary affiliation with a Cooperative 


