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	NAME: ___________________________________________

MR#: ___________________DOB: ________/______/_______
Case #: _______________________

DATE: _______/_______/_20_____

	                 PROGRESS REPORT: Clinical Trial S1400
	TIMEPOINT: End of Front Line Treatment Regimen
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Documentation: Update Case Binder with the following documents.
□    Final progress note from front line treatment

□    Cumulative Drug Administration Record for front line treatment

□    Updated Concomitant Medication List

□    RT End of Treatment Summary, if applicable

□    Other, ______________________________________________________________
Imaging
When physician schedules post-treatment imaging, CT scans must be ordered. No PET scans permitted for sub-study screening in the event progression is confirmed. 

Date of Planned Imaging: ____________________________________________________

Instructional Radiology fax sent in advance of imaging date?   □ Yes    □ No
Response spreadsheet completed?  □ Yes    □ No
Was progression evidenced by imaging?  □ No    □ Yes, specify below
□    ≥20% increase in the sum of appropriate diameters of target measurable lesions over the smallest sum observed, as well as an absolute increase of 0.5 cm.

□    Unequivocal progression of non-measurable disease in the opinion of the treating physician.

□    Appearance of new lesions (Note: pleural effusions or ascites are not acceptable as the only evidence of disease)

CRFs: If no progression, next survival RAVE reporting due ______________________.
Research Nurse Signature ____________________________          Date _____________
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Consent update required? (  )  No   (  ) Yes, complete box





Informed consent version date: _______________  Reviewed with patient by: ______________________  


Subject signed ICF? (  )  No   (  ) Yes, date ____/____/____





Were any study procedures performed prior to the signing the ICF?  (   ) No   (   )Yes   


Were all subject questions answered about the sub-study and the consent?   (   ) No   (   )Yes   


Subject expressed understanding & given copy of ICF?   (  )  No    (  ) Yes, date____/____/____           
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