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CASE REPORT FORM

Thoracic epidural catheter vs. thoracic paravertebral catheter for postoperative pain treatment following elective thoracic surgery






Study Number Code___________


MRN___________





		


  



Inclusion Criteria - Must satisfy all criteria:
	1. Age 18 years old or greater, nonpregnant 
	Yes? 
	

	2. Having elective thoracic surgery
	Yes? 
	

	3. Not previously enrolled in study
	Yes?
	

	4. Able to conform to anaesthesia management protocol 
	Yes?
	

	5. Can be randomised to epidural or paravertebral pain 
     catheter?
	Yes? 
	

	6. Not chronic opioid use. Defined as > 20mg oral morphine equivalent per day on average, in past 4 weeks
	Yes?
	

	7. Subject signed and dated the informed consent form prior to any study specific procedures completed. All questions were answered. Copy of signed/dated ICF given to subject.
	Yes?
	




Signature_____________________________________			Date _____________________

Primary Investigator Contact Information
Dr Neil Hanson		206-223-6980	neil.hanson@virginiamason.com
Dr Donald E Low		206-223-6164	donald.low@ virginiamason.com

Site Investigators 
Dr Fredrik Klevebro, Dep. of Thoracic Surgery, Virginia Mason Medical Center

Patient Coding: Hospital Code + Number 
Virginia Mason Medical Centre – VM001 etc.


Pre-operative Patient Characteristics

Date of Birth (DD/MM/YY)		__________________________


Date of Surgery (DD/MM/YY)		__________________________


Gender (circle)				1. Male	2. Female


Weight (kg) _______________			Height (cm) _______________


ASA Score (circle)				1.	2.	3. 	4.



							Signature______________________________



Intra-Operative Management
	Anaesthesia Technique
	Answer

	Spinal Anaesthesia 
	Volume of 0.5% plain bupivacaine

	

	/ml

	Confirmation of standardised protocol:
	 IV/oral paracetamol intra-op
	 IV/oral NSAID intra-op
	 IV Dexamethasone 8mg 
	 2 doses of perioperative tranexamic acid 1g 
If protocol violation, note what and why here:


	If no protocol violation, write zero

	


        

	Confirmation to avoid other analgesics:
	 No intra-thecal morphine 
	 No clonidine or ketamine
If protocol violation, note what and why here:


	If no protocol violation, write zero

	

	Breakthrough IV fentanyl boluses
	If given, note total dose: 
	If no breakthroughs required, write zero

	

	/mcg


Confirmation of Catheter Positioning 
	X-ray image capture
	Answer

	Method for performing epidurogram and paravertebral contrast radiography
Using an aseptic technique, 5ml of sterile preservative free iopamidol 61 % (Isovue-M-300, Bracco Imaging, Monroe Township, USA) will be injected into the epidural/paravertebral catheter. A single anteroposterior x-ray image of thoracic spine will be obtained immediately following contrast injection.


	circle Yes to confirm this step has been done

	




      Yes?

	Result of the X-ray:
Correct position of catheter yes/no

	

	

	Change in catheter position: free text if no
	

	Change in pain management(if yes describe):yes/no comment


	


Post-operative Analgesia Management
	Catheter Infusion Regime
	Answer

	Confirmation of standardised protocol:
	8ml/hr 0.2% bupivacaine
If protocol violation, note what and why here:


	If no protocol violation, write zero

	

	Reminder to chart oral opioid + oral breakthroughs
Reminder to chart oral paracetamol + oral NSAID

	
        Yes?




Time of Analgesia Catheter Insertion
	
Write time of insertion (24hr clock)

	

	Time of surgery (surgical incision to last surgical dressing, in minutes)

	



	Intra-operative Adverse Events
	

	Describe event if occurred
comment






	
	



						Signature______________________________________

Post-Operative Day 1 – page 1 of 4
	Analogue pain score in mobilization – POD1
	Result

	To be done at 24 ± 2hrs from catheter insertion time on Day 0 

		

	If Assistive device was required, record the type used: 
	1. human support from 2 staff
	2. wheeled roller frame
	3. other (write down type) 
	

	Analogue pain score when cough – POD1
	Result

	To be done at 24 ± 2hrs from catheter insertion time on Day 0
	


	If Assistive device was required, record the type used: 
	1. human support from 2 staff
	2. wheeled roller frame
	3. other (write down type) 
	

	Analogue pain score at rest – POD1
	Result

	To be done at 24 ± 2hrs from catheter insertion time on Day 0
	


	If Assistive device was required, record the type used: 
	1. human support from 2 staff
	2. wheeled roller frame
	3. other (write down type) 
	



	Hemodynamic evaluation – POD1
	Result

	Number of episodes with mean arterial blood pressure <70 mmHg for more than 15 minutes for the first 24 postoperative hours
	

	Total intravenous fluid administration for the first 24 postoperative hours
	


	Dose and type of intravenous vasopressor 24 h +/- 2 hours after surgery:




	

	Change in catheter position:
	

	Change in pain management (if yes describe):



	


[image: ]

Post-Operative Day 1 – page 3 of 4
	Total opioid consumption – POD1 
	Answer

	To be assessed at 24hrs from catheter insertion time on Day 0 


	Search through medication charts
Write all opioids and doses given post-operative up to 24hrs after catheter insertion
(includes opioids given in PACU/recovery, and while on ward) 











 

	Convert to oral morphine equivalent dose using supplied chart
	

	/mg




Adverse Events related to the pain catheter or study activities day 1
	Describe event if occurred
comment









Post-Operative Day 1 – page 4 of 4
	Modified Brief Pain Inventory (Short Form) – POD1 
	Answer

	All seven questions to be scored by patient by ticking appropriate box
	1, 2, 3, 4, 5A, 5B, 5C



Signature ____________________________________________


[image: ]

Post-Operative Day 2 – page 1 of 3
	Analogue pain score in mobilization – POD2
	Result

	To be done at 24 ± 2hrs from catheter insertion time on Day 0 

		

	If Assistive device was required, record the type used: 
	1. human support from 2 staff
	2. wheeled roller frame
	3. other (write down type) 
	

	Analogue pain score when cough – POD2
	Result

	To be done at 24 ± 2hrs from catheter insertion time on Day 0
	


	If Assistive device was required, record the type used: 
	1. human support from 2 staff
	2. wheeled roller frame
	3. other (write down type) 
	

	Analogue pain score at rest – POD2
	Result

	To be done at 24 ± 2hrs from catheter insertion time on Day 0
	


	If Assistive device was required, record the type used: 
	1. human support from 2 staff
	2. wheeled roller frame
	3. other (write down type) 
	



	Hemodynamic evaluation - POD2
	Result

	Number of episodes with mean arterial blood pressure <70 mmHg for more than 15 minutes for the first 24 postoperative hours
	

	Total intravenous fluid administration for the first 24 postoperative hours
	


	Dose and type of intravenous vasopressor 24 h +/- 2 hours after surgery:




	

	Change in catheter position:
	

	Change in pain management (if yes describe):



	



					

Post-Operative Day 2 – page 2 of 3
	Total opioid consumption – POD2
	Answer

	To be assessed at 48 hrs from catheter insertion on Day 0


	Search through medication charts
Write all opioids and doses given in the 24 hrs since follow up on POD1
(ie. Time period from 24hrs to 48hrs after catheter insertion on Day 0)










 

	Convert to oral morphine equivalent dose using supplied chart
	

	/mg




Adverse Events related to the pain catheter or study activities day 2
	Describe event if occurred
comment









Post-Operative Day 2 – page 3 of 3
	Modified Brief Pain Inventory (Short Form) – POD2
	Answer

	All seven questions to be scored by patient by ticking appropriate box
	1, 2, 3, 4, 5A, 5B, 5C 



						Signature ________________________________________
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Brief Pain Inventory {Short Form) Modified

Please rate your pain by marking the box beside the number that best describes your pain at its worst inthe 25t 24
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Please rate your pain by marking the box beside the number that best describes your pain on the average.
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Please rate your pain by marking the box beside the number that best describes how much pain you have right

row.
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Inthe last 24 hours, how nnuch reief have pain treatrerts or medications provided? Please mark the box below
the percentage that most shows how nuch relef you have recelved?
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