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[bookmark: _Toc440600861]Nursing Checklist Sample
	Study Title:
	Qualified /Principal Investigator:

	Protocol Number:
	Product:

	Site Number/Name:
	Participant ID:



Suggestion: When a clinical trial involves several study visits with various different procedures and tests at each visit, it might be helpful to develop a simple flowsheet to help ensure that all protocol required procedures are performed appropriately. Customize this flowsheet for a particular trial. It is usually helpful to list procedures in the order that they would be done during a real study visit. After a visit or two, it might help to adjust the flowsheet to reflect practice. 
	Visit Number
	Procedure
	Time (if needed by protocol)
	Initials

	Baseline
___ /_____ /______

	 Patient identified as having an acute stroke
	
	

	
	 Notify Dr.______________  (phone#)
	
	

	
	 Obtain Baseline Vital Signs (BP, HR & RR) 3 readings.
 Pulse ________  BP ____/____  RR________
 Pulse ________  BP ____/____  RR________
 Pulse ________  BP ____/____  RR________
· Patient excluded from study if:
Systolic BP is >210mmHg or <110mmHg
Diastolic BP is >110mmHg or <60mmHg
(confirmed by 3 readings prior to randomization)
	
	

	
	 12 Lead ECG
· Make 2 original copies (chart research coordinator)
	
	

	
	 Ensure CT scan is completed
· CT Scan will be performed prior to initiation of study drug
· CT Scan will be interpreted by Dr. __________
	
	

	
	 Obtain urine specimen of at least 50 mls
·  Send approximately 10 mls to lab for routine urinalysis
· [bookmark: _GoBack] Provide at least 40 mls urine to lab technician so it can be sent in kit with blood specimen
·  Order urine pregnancy test for women of childbearing age (enter order into computer)
	
	

	
	 Initiate 2 IVs
·  Saline Lock   0.9% Normal Saline TKVO
	
	

	
	Obtain Weight__________ Height__________
	
	

	Baseline Notes:


	
	
	
	

	Day 1 (0-24hrs)

___ /_____ /______
	 Obtain Pharmokinetic Sample Baseline Study bloodwork at time of study drug initiation
·  Phone lab for blood pick-up (ext 0000)
	
Time 0
	

	
	 Record initiation time of study drug infusion (Drug will be initiated by study coordinator)
	
Time 0
	

	
	 Obtain Vital Signs (BP, HR, & RR) q 30 minutes x 2
 2nd Vital Signs
	30 min
60 min
	

	
	 Ensure lab specimen is obtained
·  Phone lab for blood pick-up (ext 0000) if not completed by “Estimated Time”
·  PK sample, Phenytoin &/or Digoxin levels if required
·  PT if pt taking warfarin
	

Hour 2
	

	
	Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration, complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	

Hour 4
	

	
	 Ensure lab specimen is obtained
·  Phone lab for blood pick-up (ext 0000) if not completed by “Estimated Time”
· PK sample, Phenytoin &/or Digoxin levels if required
·  PT if pt taking warfarin
	


Hour 6
	

	
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration, complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 8
	

	
	Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration, complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	Hour 12
	

	
	 Ensure lab specimen is obtained
·  Phone lab for blood pick-up (ext 0000) if not completed by “Estimated Time”
·  PK sample, Phenytoin &/or Digoxin levels if required
·  PT if pt taking warfarin
	
	

	
	Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration, complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	Hour 16
	

	
	Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration, complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	Hour 20
	

	Day 1 Notes:


	
	
	
	

	Day 2 (24-48hrs)

___ /_____ /______
	Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration, complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 24
	

	
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration, complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 28
	

	
	 Obtain urine specimen (10 mls) to be sent to study labs
·  Phone Lab for blood pick-up (x0000) if not completed by end of “Estimated Time”
·  Hematology & Chemistry
·  Urinalysis
·  PK sample (if receiving Phenytoin &/or Digoxin-drug levels)
·  PT if receiving warfarin
	
Hour 24-36
	

	
	 Obtain 12 Lead ECG
·  Enter order into computer NOTE: “Stroke Study- 2 original copies”
·  Make 2 original copies ( chart  research coordinator)
	

Hour 24-36
	

	
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 32

	

	
	 Obtain Vital Signs (BP, HR, & RR)
	Hour 36
	

	
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 40
	

	
	 Obtain Vital Signs (BP, HR, & RR)
	Hour 44
	

	
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 48
	

	Day 2 Notes:


	
	
	
	

	Day 3 (48-72hrs)

___ /_____ /______
	 Obtain Weight__________Temperature_________
	Hour 48-72
	

	
	Obtain Vital Signs (BP, HR, & RR)
	Hour 52
	

	
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 56
	

	
	 Obtain Vital Signs (BP, HR, & RR)
	Hour 60
	

	
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 64
	

	
	 Obtain Vital Signs (BP, HR, & RR)
	Hour 68
	

	
	 Ensure lab specimen is obtained at time of study drug discontinuation
(Drug will be discontinued by Study Coordinator)
	
Hour 72
	

	
	Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 72
	

	
	 Study Drug infusion discontinued by Research Coordinator
	Hour 72
	

	Day 3 Notes:


	
	
	
	

	Day 4 (72-92hrs)

___ /_____ /______
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 80
	

	
	 Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 85
	

	
	 Obtain urine specimen (10 mls)to be sent to study labs
·  Phone Lab for blood pick-up (x0000) if not completed by end of “Estimated Time”
·  Hematology & Chemistry
·  Urinalysis
·  PK sample (if receiving Phenytoin &/or Digoxin-drug levels)
PT if receiving warfarin
	

Hour 84-96
	

	
	 Obtain 12 Lead ECG
· Enter order into computer NOTE: “Stroke Study- 2 original copies”
Make 2 original copies (chart research coordinator)
	
Hour 84-96
	

	
	Obtain Vital Signs (BP, HR, & RR) and Neurovitals
 If deterioration complete NIH Stroke Scale and contact Research Coordinator @XXX-XXX-XXXX
	
Hour 96
	

	
Hospital Discharge: Notify PI prior to patient discharge so she can meet with the patient




Research Coordinator Signature_________________________________Date___________________________
Please contact Research Coordinator if any questions/concerns:  (XXX) (XXX-XXXX)



adapted from UTHSC-H GCP Guidelines 7/12; content from Bayer Acute Stroke Clinical Trial							
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