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	Study Title:
	Principal /Qualified 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, a simple flowsheet such as that below can help ensure that all protocol required procedures are performed appropriately. This flowsheet can be customized 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 one or two visits, it might help to adjust the flowsheet to reflect practice. This template must be customized to each study specific protocol/visit required.
	Date
	Procedure
	Estimated Time
	Actual time
	Initials

	Baseline
___ /_____ /______

	 Patient identified as having an acute stroke
	
	
	

	
	 Stroke team notified
	
	
	

	
	 Complete physical exam and NIH Stroke Scale
	
	
	

	
	 Complete Historical Ranking Scale and Modified Barthel Index
	
	
	

	
	 Obtain Informed Consent
	
	
	

	
	 Review Inclusion/Exclusion Criteria
	
	
	

	
	 Complete Screen Worksheets
	
	
	

	
	 Ensure second IV (Saline Lock)
	
	
	

	
	 Obtain CT Scan and complete CT Scoring Sheet
	
	
	

	
	 Ensure there have been 3 readings of vital signs as well as weight and temperature
	
	
	

	
	 Ensure 12-lead ECG is completed (with 2 original copies)
	
	
	

	
	Obtain CXR (if clinically indicated)
	
	
	

	
	 Obtain study drug from ICU fridge and prepare initial IV bag.
· Reconstitute one “White Labelled Bottle” to 500 mls ) 0.9% Normal Saline. Use multi-path transfer set (retransfer twice)
	
	
	

	
	 Complete lab requisition and have it ready for lab staff when blood is obtained
	
	
	

	
	 Obtain study drugs and PK just prior to start of study drug (at Time 0)
· Urinalysis (at least 40 mls)
· Hematology, chemistry, urinalysis, pregnancy test, drug screen and alcohol level
· Baseline PT if taking Warfarin
· If receiving Phenytoin or Digoxin, obtain drug levels
	
	
	

	
	Baseline Notes:


	
	
	
	
	

	Day 1 
(0-24 hours)
___ /_____ /______
	 Initiate study drug at infusion rate of 20 ml/hour
	Time 0
	
	

	
	 Complete lab worksheet of estimated times (pink). 
·  Give to lab staff to be taken with specimens to lab
	
	
	

	
	 Ensure, VS q 30 min x 2 then q 4h x 24 hrs (30 min, 60 min, Hr 4,8,12,16,20,24)
	
	
	

	
	 Complete all lab requisitions in patient Lab box.
·  Ensure lab box goes to floor with patient
·  Ensure drug kit also goes to floor with patient. (*KEEP STUDY DRUG IN FRIDGE)
	
	
	

	
	 Complete Nursing Checklist “Estimated Times”
	
	
	

	
	 Lab Specimen to be obtained
· PK sample
· If receiving Phenytoin &/or Digoxin-obtain drug levels
· PT sample if receiving Warfarin
	

(Hour 2)
	
	

	
	 Lab Specimen to be obtained
·  PK sample
·  If receiving Phenytoin &/or Digoxin-obtain drug levels
·  PT sample if receiving Warfarin
	

(Hour 6)
	
	

	
	 Administer POC and adjust infusion rate accordingly (see chart)
	(Hour 6)
	
	

	
	 Lab Specimen to be obtained
·  PK sample
·  If receiving Phenytoin &/or Digoxin-obtain drug levels
·  PT sample if receiving Warfarin
	

(Hour 12)
	
	

	
	 Administer POC and adjust infusion rate accordingly (see chart)
	(Hour 12)
	
	

	
	Day 1 Notes:


	
	
	
	
	

	Day  2 
24-48 hrs
___ /_____ /______
	 Ensure, VS q 4h (Hr 28,*32,36,*40,44,*48)
·  NVS q8h (NIHSS if deteriorated)
	
(24-48 hrs)
	
	

	
	 Change IV bag prior to this time
	(Hour 30)
	
	

	
	 Complete NIH Stroke Scale
	(24-36 hrs)
	
	

	
	 Lab Specimen to be obtained
· [bookmark: _GoBack] Hematology, Chemistry, & Urinalysis
·  PK sample
·  If receiving Phenytoin &/or Digoxin-obtain drug levels
·  PT sample if receiving Warfarin
	
(24-36 hrs)
	
	

	
	 Ensure the 12 lead ECG completed
	(24-26hrs)
	
	

	
	Day 2 Notes:


	
	
	
	
	




	Day  3 
48-72 hrs
___ /_____ /______
	 Ensure, VS q 4h (Hr *52,56,*60,64,*68)
·  VS  q4h (weight and temperature once)
·  NVS q8h (NIHSS if deteriorated)
	
(48-72 hrs)
	
	

	
	 Change IV bag prior to this time
	(Hour 54)
	
	

	
	 NIH Stroke Scale
	(48-72 hrs)
	
	

	
	 Lab specimen to be obtained just prior to ending study drug infusion. Ensure
·  PK sample
·  Phenytoin &/or Digoxin levels if taking these meds
·  PT if receiving warfarin
	

(Hour 72)
	
	

	
	 Discontinue Study Drug infusion
	(Hour 72)
	
	

	
	Day 3 Notes:


	
	
	
	
	

	Day  4 
72-96 hrs
___ /_____ /______
	 Ensure, VS q 4h (Hr *52,56,*60,64,*68)
·  VS  q4h (weight and temperature once)
·  NVS q8h (NIHSS if deteriorated)
	
(72-96 hrs)
	
	

	
	Lab specimen to be obtained just prior to ending study drug infusion. Ensure
·  Hematology, Chemistry & Urinalysis
·  PK sample
·  Phenytoin &/or Digoxin levels if taking these meds
·  PT if receiving warfarin
	
(84-96 hrs)
	
	

	
	 Ensure 12-lead ECG
	(84-96 hrs)
	
	

	
	 Complete
·  NIH Stroke Scale
·  Rankin Scale
·  Barthel Index
	
(84-96 hrs)
	
	

	
	Day 4 Notes:
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