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AGENDA

• Teleforms, Paper Case Report Forms, Data Submission 
Schedule

• On study forms
• Contacts
• Adverse events
• RECIST
• Supporting documentation
• Specimen Submission
• Patient status

• Cycles
• Treatment & Dose Mods
• Adverse Events
• RECIST
• Patient status

• Off treatment
• Follow up
• Delinquency Report



TELEFORMS

• Found on the Alliance website (for older studies 
that are not in Rave) 
https://www.allianceforclinicaltrialsinoncology.or
g/main/

• Internet Explorer is the only recommended 
browser. 



TELEFORMS

Use your 
CTSU login



TELEFORMS

Search by 
protocol listing



TELEFORMS

Pick the disease site



TELEFORMS

Select the specific protocol



TELEFORMS

Select “Case Report Forms”



TELEFORMS

You will then get a list of all the 
possible forms

Pro Tip: Right click the form you 
need and select “open in a new 
tab”



SUBMITTING TELEFORMS

Pro Tip: If a field is not known 
or was not done, leave it 
blank. This will avoid queries!



SUBMITTING TELEFORMS

Note: if the confirmation page does not show up, the form did not submit 
properly. Reach out the Alliance Service Center for troubleshooting

Pro Tip: Print the confirmation page



HOW TO CORRECTLY AMEND

• Amended forms should not be submitted electronically, but can be faxed to 507-284-
1902 or mailed (our preference) to:

Alliance Data Center
Attention: Quality Assurance Office
RO FF-3-24-CC/NW Clinic
200 First Street SW
Rochester, MN 55905

• To submit "amended data" place an “X” (with a pen) in the amended data box in the 
upper right corner of the form, draw a line through data you wish to delete, add and 
circle the amended data, and initial and date the change. 

• On forms lacking a box, write "amended" at the top of the copy of the form, circle 
amended data, and initial and date the change. Everyone handling forms should follow 
these rules in order to track any changes that are made to the original notations. 



DATA SUBMISSION SCHEDULE

You can also find the 
Data Submission 
Schedule under CRFs 
on the Alliance 
website. This is helpful 
so you what forms to 
submit at what time 
points

Pro Tip: Look at this 
when you enroll your 
first patient on a new 
study!



DATA SUBMISSION SCHEDULE



CASE REPORT FORMS

• You can follow the same process to find paper CRFs 
of studies that are submitted exclusively through 
Rave. 
• These are helpful to use when you are new so you can 

complete all the data by hand before entering in Rave. 

Pro Tip: Review the case report forms up front 
when you enroll your first patient on a new study 
so you what to expect



Studies you 
have been 
invited to 
but 
haven’t 
accepted 
show up on 
the right 
side. 

Studies you have been invited 
to and accepted show up 
here.

RAVE

Pro Tip: Never decline a Rave 
invite



HOW PATIENTS ARE SET UP

Rave calculates due dates for you!



ON STUDY FORMS

• Disease site/Study specific
• May ask you about stratification factors, stage/grade of 

disease, prior therapies, comorbidities, and QoLs completed
• Baseline height, weight, performance status. 
• Baseline lab results – WATCH units, ULN, LLN



Pro Tip: Keep updated

ON STUDY – INSTITUTIONAL CONTACTS



ON STUDY – BASELINE ADVERSE EVENTS

May be “solicited” as above. May be an empty form where you have to 
add log lines. 



ON STUDY – RECIST MEASUREMENTS

Measureable lesions – have to enter lesion site, 
method of evaluation (CT, PET, etc), and lesion 
size (watch units cm vs mm).

Pro Tip: What is reported on “Metastatic Sites” must 
match what is on the baseline measurements form



ON STUDY- SUPPORTING DOCUMENTATION

May have to upload radiology reports, pathology reports, etc

Pro Tip: Watch out for Protected 
Health Information (PHI)!



ON STUDY – SPECIMEN SUBMISSION

Pro Tip: Don’t forget about 
BioMs!



ON STUDY – PATIENT STATUS



CYCLES - TREATMENT FORMS

• Will ask for dose level, total dose, units, modifications, start and 
end dates. May also ask for weight, BSA, performance status.



CYCLES - DOSE MODIFICATIONS

Modifications:
• Yes, planned – if according to protocol guidelines (e.g AEs, lab values)
• Yes, unplanned – if not according to protocol guidelines (e.g. mistake, vacation)
• No

Reasons come from the CTCAE book. “Other, not per protocol” is a choice.

If you select “Yes” a new form opens up to enter the reason



CYCLES – ADVERSE EVENTS

Solicited AEs will be listed. If 
event was evaluated but not 
present, record a grade 0. Enter 
attribution and answer whether 
an expedited report was done. 

Were (other) AE’s assessed?
• Yes, but no reportable events occurred
• Yes, and reportable events occurred
• No 

Start and stop dates?



CYCLES – OTHER ADVERSE EVENTS

• Log line to add each additional AE. It will ask all the 
same questions as the solicited AE form. 

Pro Tip: Read the instructions otherwise you may 
have to inactivate a line



Each study may have it’s own 
set of solicited AEs 

Pro Tip: Use study specific AE 
assessment forms



CYCLES – RECIST MEASUREMENTS

The form will ask the status of non-target lesions and for overall response. 
Report lesions in the SAME order as at baseline. Some fields will automatically
populate for you. 



CYCLES – PATIENT STATUS



CYCLES

• May also have to upload supporting 
documentation at each time point:
• Imaging, pathology

• Lab results – again watch units, ULN, LLN
• Specimen submission
• How many samples, if not collected, why, date/time 

collected, date shipped. 

Pro Tip: Make sure PHI is removed from all uploaded 
documentation and study #, patient ID, and patient initials are 
written on every page



OFF TREATMENT

This form will roll out when you select “none” for what treatment will the 
patient receive next cycle on the Patient Status form. 

Be as specific as possible for the “off treatment” reason – select from the 
drop down box. 



ADD EVENTS

• If something 
happens but there 
doesn’t appear to 
be a form in Rave, 
check the “Add 
Event” drop down 
box on the home 
page of each 
patient.
• Second primary
• Lost to follow up



FOLLOW UP FORMS

Note: If a patient’s last follow up is due on 12/31/2016 and you submit the 
forms with a contact date of 12/30/2016, Rave will automatically add an 
additional form



DELINQUENCY REPORTS

All sites you submit data for will be listed 
and you can run a report for each site. 




