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Ref: ICH GCP4.1.5 &8.3.24

	DELEGATION OF AUTHORITY FORM (Participating Site)

	Protocol Title: CYCLE RCT: An international, multi-centre, randomized clinical trial of early in-bed cycling for mechanically ventilated patients


	Sponsor: 
	Participating Site: 

	Research Ethics Board (REB) #:
	Local Principal Investigator(s) (PI): 

	Printed Name
	Signature 
	Initials
	*Role
	**Authorized Functions

(List all applicable functions from next page)
	Start Date

(dd/mmm/yy)
	End Date

(dd/mmm/yy)
	PI Initial’s

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	All staff involved with the protocol should be included on this form (including PI)
*Role includes but not limited to investigators, research coordinators, research managers, technicians, pharmacists, admin assistants, and data managers
** Authorized Functions: See next page:


	
	
	Common Functions By Role

	#
	List of Authorized Functions
	ICU therapist

(cycling + OM)
	Outcomes Assessors
	RC/RA
	PI

	1
	Complete and submit screening logs
	
	
	✔
	

	2
	Determine subject eligibility (For interventional studies, must be performed by physician investigator)
	
	
	
	✔

	3
	Recruit subjects
	✔
	
	✔
	

	4
	Obtain informed consent
	
	
	✔
	

	5
	Randomize subjects
	
	
	✔
	

	6
	Deliver randomized intervention (Cycling + Routine PT or Routine PT alone) until ICU discharge or 28 days (whichever comes first)
	✔
	
	
	

	7
	Perform strength and function assessments
	✔
	✔
	
	

	8
	Perform Intensive Care Psychological Assessment Test
	
	
	✔
	

	9
	Perform Research Coordinator ICU discharge and hospital discharge assessments
	
	
	✔
	

	10
	Perform 90 day post randomization questionnaire
	
	
	✔
	

	11
	Interpret results of samples or procedures (must be performed by physician)
	
	
	
	✔

	12
	Assess severity and causality of Adverse Event (must be performed by physician)
	
	
	
	✔

	13
	Study device management: may include storage, calibration or other (specify)

specify: ________________________________________________________________________
	✔
	✔
	✔
	

	14
	Case Report Form (CRF) completion and/or data query resolution
	✔
	✔
	✔
	

	15
	Signing of CRFs
	
	
	
	✔

	16
	REB submissions and communication
	
	
	✔
	

	17
	Perform statistical analysis (Biostatistician)
	
	
	
	

	18
	Maintain essential documents ​​
	
	
	✔
	

	19
	Archive
	
	
	✔
	

	20
	Train staff involved in trial
	✔
	✔
	✔
	

	21
	Other (specify)

specify: ________________________________________________________________________
	
	
	
	


Ref: ICH GCP4.1.5 &8.3.24

	DELEGATION OF AUTHORITY FORM (Participating Site)

	Protocol Title:

CYCLE RCT: An international, multi-centre, randomized clinical trial of early in-bed cycling for mechanically ventilated patients


	Sponsor: TBD
	Participating Site: TBD

	Research Ethics Board (REB) #: TBD
	Local Principal Investigator(s) (PI): TBD


	Printed Name
	Signature 
	Initials
	*Role
	**Authorized Functions

(List all applicable functions from next page)
	Start Date

(dd/mmm/yy)
	End Date

(dd/mmm/yy)
	PI Initial’s

	ICU therapist
	
	
	· Deliver cycling 

· Conduct S& F Ax’s (physical outcome measures)
	3, 6, 7, 13, 14, 20
	
	
	

	Physical outcomes assessor (blinded or unblinded)
	
	
	· Conduct S&F Ax’s (physical outcome measures)
	7, 13, 14, 20
	
	
	

	Research Coordinator
	
	
	· Screen, consent, randomize, collect and enter data, respond to queries, communicate with Methods Centre, conduct RC Ax’s (incl. IPAT, and 90 day questionnaire)
	1, 3, 4, 5, 8, 9, 10, 13, 14, 16, 18, 19, 20
	
	
	

	PI
	
	
	· 
	2, 11, 12, 15
	
	
	

	All staff involved with the protocol should be included on this form (including PI)
*Role includes but not limited to investigators, research coordinators, research managers, technicians, pharmacists, admin assistants, and data managers
** Authorized Functions: See next page: 
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