DCP DELEGATION OF TASKS LOG

PROTOCOL INFORMATION
	Phase:
	Lead Protocol Organization: 

	Name of Lead Academic Organization Principal Investigator: 
	CTEP Person ID:

	DCP Protocol No:
	Protocol Title:



SITE INFORMATION
	Research Site Name:
	Site Address:
	CTEP Site ID:



CLINICAL INVESTIGATOR INFORMATION
	Name of Principal Investigator:
	CTEP Person ID:



IRB OF RECORD
	IRB Number:
	IRB Name:
	IRB Address:



LABORATORY INFORMATION
	Laboratory Name:
	Laboratory Address: 



The Principal Investigator will sign at the beginning of study and at study completion. If the staff member’s position or tasks change during the study lifecycle, use additional lines to record new position/tasks. (Reference: FDA Guidance for Industry Investigator Responsibilities – Protecting the Rights, Safety and Welfare of Study Subjects, 2009)

I, AS PRINCIPAL INVESTIGATOR, HAVE DELEGATED TO THE STAFF MEMBERS BELOW THE AUTHORITY TO PERFORM THE TASK(S) INDICATED, UNDER MY SUPERVISION. AS OF THE START DATE, THE STAFF MEMBERS WERE QUALIFIED TO PERFORM THE DELEGATED TASK(S) BASED ON EDUCATION, TRAINING OR EXPERIENCE.

	Principal Investigator Signature at Study Initiation:
	Date:

	
	



DELEGATION OF TASKS LOG
	Staff Member Name
	CTEP Person ID
	Position
	Task Code(s)
	Staff Member Signature
	Start Date
	End Date
	Principal Investigator 
Initials & Date

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	



Please add more rows to this table to accommodate all research team members.

	Principal Investigator Signature at Study Conclusion:
	Date:

	
	



[bookmark: _GoBack]DTL MASTER TASK CODES 
1. Agent Prescribing	12. Patient Screening/Recruiting
2. Clinical Investigator (CI)	13. Primary Study/Site Contact
3. Consenting Person	14. Rave CRA
4. DTL Administrator (DTLA)	15. Rave Investigator
5. Eligibility Assessments	16. Regulatory Contact
6. End Point Assessments	17. RT/Imaging Support
7. Enrolling Person/Treating Investigator 	18. Source Documentation Completion
8. History and Physical (H&P) Assessments	19. Study-related Interventions
9. IND Prescribing	20. Toxicity Assessment
10. Investigation Product Accountability	21. Unblinded Study Personnel
11. Pathology Lab Support	
Version 4.0, 25 September 2020

Appendix – I DCP CONSORTIA TASK CODE MAPPING DOCUMENT

	DTL MASTER TASK CODES
	DCP TASK CODE MAPPING

	Agent Prescribing
	6. Dispense Study Medication (Not IND) 

	Clinical Investigator (CI)
	7. Instruct Patients on Study Procedures
21. Site Investigator Out of Office Coverage

	Consenting Person
	9. Obtain & Administer Informed Consent

	DTL Administrator (DTLA)
	

	Eligibility Assessments
	5. Determine Patient Eligibility

	End Point Assessments
	4. Data Analysis
17. Research Analysis

	Enrolling Person/Treating Investigator
	10. Obtain Medical History

	History and Physical (H&P) Assessments
	13. Perform Physical Examinations

	IND Prescribing
	6. Dispense Study Medication 

	Investigation Product Accountability
	14. Perform Study Drug Accountability

	Pathology Lab Support
	11. Obtain/Prepare Lab Samples

	Patient Screening/Recruiting
	15. Recruit Patients

	Primary Study/Site Contact
	

	Rave CRA
	16. Report SAEs

	Rave Investigator
	2. Complete Case Report Forms
18. Review & Correct Case Report Forms
20. Sign/Approve Data Correction Forms

	Regulatory Contact
	8. Maintain Regulatory Documents

	RT/Imaging Support
	12. Other (specify)

	Source Documentation Completion
	3. Complete Source Documents
19. Review & Correct Source Documents

	Study-related Interventions
	7. Instruct Patients on Study Procedures

	Toxicity Assessment
	1. AE assessment/attribution
16. Report SAEs



