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Appendix  No.  15 – Accrual in Clinical Trials – Initiated by an investigator of the applying institution (Investigator initiated trials – IITs - only) -
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PI:  Provide the last name and first initial of the Principal Investigator.
Title:  Provide a concise title for this trial/study.
Site:  Identify the anatomic cancer site(s) on which the trial or study is focused. If a trial or other clinical study is applicable to a number of potential anatomic sites, enter the term “multiple” in this column.
Type:  Identify the type of trial or clinical research study, as follows:

· Therapeutic (The) Trial: Clinical trials with therapeutic intent using drugs, radiation, surgery, other biological agents, or behavioral or other interventions.
· Prevention (Pre) Trial: Clinical trials for the modulation of cancer risk and inhibition of cancer progression using chemoprevention drugs, nutritional, dietary, behavioral, or other interventions.
· Supportive Care (Sup) Trial: Clinical trials intended to improve the comfort and quality of life for the patient using drugs, nutritional, dietary, behavioral or other interventions.  

· Screening (Scr), Early Detection (Det), or Diagnostic (Dia) Trials: Clinical trials directly testing the efficacy of devices, techniques, procedures; or tests for earlier or more accurate detection or diagnosis of disease.
· Epidemiologic (Epi), Observational (Obs), or Outcome (Out) Trials: Studies among cancer patients and healthy populations that involve no intervention or alteration in the status of the participants, e.g., surveillance, risk assessment, outcome, environmental, and behavioral studies. 

Phase: For clinical trials, provide the study phase. Acceptable phases are pilot, feasibility, I, II, III, IV, or combinations such as I/II.  For other studies, indicate “N/A.”

Accrual Start: Provide the date that this protocol or study was opened to accrual (dd.mm.yyyy).
Accrual End: Provide the date that the accrual for this protocol or study is expected to be closed (dd.mm.yyyy).
Targeted Accrual: Total number of patients or participants needed for the entire study as stated in the trial protocol (no target range).
Accrual in 2009 / 2010: Number of patients enrolled in 2009 and 2010 (until 30th September), respectively, in the applying center only.
Multi-Centered: Indicate whether the trial/study is conducted at more than one medical center or clinic.
Sponsor - AMG: In accordance to AMG (Pharmaceutical Act) indicate the sponsor of this trial. Otherwise indicate “N/A.”
Financial Sponsor: Indicate who financially supports this trial/study by a grant.
Peer-Reviewed: If the trial is supported by a grant: indicate whether the grant application has been peer-reviewed (Yes/No), otherwise, indicate "N/A".
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