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FORMS PACKET 
 

N04C2, An Exploratory, Randomized, Placebo-Controlled Trial of Depot Octreotide (Sandostatin LAR® 
Depot) for Symptomatic Ascites in Cancer Patients 
 
  Eligibility checklist (7/13/07) 
  Cancer Control Specific Forms Instructions (12/18/07) 
 * Forms completion instructions  
  On-study form (1/16/2006) 
  Baseline adverse events/symptoms (5/11/05) 
  Concurrent treatment log (2/11/05) 
  Evaluation/treatment form (2/11/05) 
  Adverse event log (5/11/05) 
  Paracentesis data collection form (1/16/06) 
  End of active treatment form (1/22/07) 
  Event monitoring form (2/11/05) 
  Blood specimen submission form (1/22/07) 
   Baseline VEGF specimen submission form (2/11/05) 
  VEGF specimen submission form (12/18/06) 
  Grade 4 or 5 non-AER reportable events/hospitalization form (2/11/05) 
  Booklet order form (8/22/05) 
  MML Fax Supply Order Form   
  Patient questionnaire booklet compliance form 1/22/07) 
  Booklet (via surface mail) 
 

designates revised/new forms 
 
* Forms completion instructions are available on the NCCTG web site under “Remote Data 

Entry Screen Instructions (Forms Completion).” 
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N04C2: Cancer Control Specific Forms Instructions 
 

Not all required forms may be covered in the following instructions. Please refer to Sections 4.0 
and 18.0 for completion and submissions timelines. ALL FORMS ARE FORWARDED TO 

THE RESEARCH BASE FOR THIS STUDY. 
 

General Information • Refer to the Remote Data Entry Screen Instructions 
(Forms Completion) on the NCCTG website for additional, 
non-specific forms instructions. Even though this is NOT a 
remote data entry study, you can still utilize these 
instructions.  

• The study is cycled as followed. Please note that a cycle 
begins on the injection date (located on 
Evaluation/Treatment Form) and ends prior to the next 
injection (cycle of treatment).   

 Cycle 1 = 1st treatment and month following 1st 
treatment (Month 1) 

 Cycle 2 = 2nd treatment and month following 2nd 
treatment (Month 2) 

 Cycle 3 = 3rd treatment and month following 3rd 
treatment (Month 3) 

 Etc… 
 

Baseline Blood 
Specimen Submission 

Form 

• This form is completed ONLY for Mayo patients. 

Evaluation/Treatment 
Form 

• The following form is used for Cycle 1 ONLY: 
 Evaluation/Treatment Form Cycle 1  

• The following form is used for all remaining cycles: 
 Evaluation/Treatment Form Cycle > 2 

• When answering the question, “Did the patient have 
paracentesis this cycle?” please note that “this cycle” refers 
to the month following the injection date. 

• The weight completed should be what was recorded on the 
date of the injection (day 1 of cycle).  
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Concurrent Treatment 

Log 
• There are two separate concurrent treatment logs, one for 

baseline and one for active monitoring. Please make sure 
you are submitting the appropriate form. (Do not use the 
baseline form for the active monitoring cycles or vice 
versus). 

• The active monitoring phase form is completed at the end of 
each cycle (same as the adverse event log). Only one 
concurrent treatment log should be completed for each 
cycle. 
 

Adverse Event Log 
 

 

• There are two separate adverse event logs, one for baseline 
and one for active monitoring. Please make sure you are 
submitting the appropriate form. (Do not use the baseline 
form for the active monitoring cycles or vice versus). 

• The pt should be evaluated for adverse events at the end of 
each cycle (same as concurrent treatment log). Only one 
adverse event log should be completed for each cycle. 
 

Paracentesis Data 
Collection Form 

• Please use whole numbers (do not use decimals) when 
completing the section for “Abdominal circumference at 
the umbilicus prior to paracentesis.” Round up to the next 
whole number for > .5 and round down for < .4. 

• This form is ONLY completed when a paracentesis is done. 
If no paracentesis was performed during a cycle, do not 
complete this form. 

 
VEGF Specimen 
Submission Form 

• There are two separate VEGF Specimen Submission Forms, 
one for baseline and one for active monitoring. Please make 
sure you are submitting the appropriate form. (Do not use 
the baseline form for the active monitoring cycles or vice 
versus). 

• This form is ONLY completed when a paracentesis is done. 
If no paracentesis was performed during a cycle, do not 
complete this form. If multiple paracentesis are done for a 
cycle, submit this form for each paracentesis. 
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Patient Questionnaires • There is one questionnaire/booklet in this study that is to be 

completed and cycled as followed: 
 Cycle 0 = Baseline 
 Cycle 1 = Two Weeks After Starting Study 

Medication AND Month 1 (1 month after 1st 
treatment) 

 Cycle 2 = Month 2 (1 month after 2nd treatment) 
 Cycle 3 = Month 3 (1 month after 3rd treatment) 
 ETC… 

 
Patient Questionnaire 
Booklet Compliance 

Form 

• Only enter this form if the entire Patient Questionnaire 
booklet was not completed. If a portion of the booklet was 
completed, then this form does not need to be completed. 

• The “Date this form completed” is the date you complete 
the form (not when the patient should have completed). 
 

Event Monitoring Form • Event monitoring begins after completion of active 
monitoring and is done every 6 months for 2 years from on-
study.  

• Patients who are on octreotide/placebo for the full two years 
do not go on to event monitoring.  

 
 





































 
Mayo Medical Laboratories 

Fax Supply Order Form – No Cover Sheet Necessary 
Fax to Kit Building @ 507-538-4103 

 
Study ID: ___N04C2_______________   
 
Investigator: _________________ 
 
Order Placed By: ___________________ Phone #: (       ) ____________                           
 
Email: ____________________________ Fax #: (       ) ______________ 
 
Name of Kit       # of Kits Needed 
 
N04C2 Ascites Fluid Research     ______ 
 
       Total Kits ______ 
Date Needed: _________________________ 
(Please be specific) 

 
ALLOW AT LEAST TWO WEEKS TO RECEIVE THE KITS. 

 
NOTE:  Kits will be sent via FedEx® Ground at no additional cost to the participating 
institutions.  Kits will not be sent via rush delivery service unless the participating institution 
provides their own FedEx® account number or alternate billing number for express service.  The 
study will not cover the cost for rush delivery of kits. 
 
Fed Ex account number (Rush deliveries only) ________________________ 
 
Address (kits sent to): 
   ___________________________________________ 
    
   ___________________________________________ 
 
   ___________________________________________ 
 
   ___________________________________________ 
 
Questions?  Contact the Biospecimen Resource Manager listed on the Protocol Resource 
page of the protocol. 
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