OPTICC trial

Data Collection


Canadian Trauma Trials Collaborative
Occult Pneumothorax in Critical Care (OPTICC):
Standardized Data Collection Sheet

Study Centre:

Institution:  _________________________________________



City / Province: _____________________ / _______________
Patient Demographics:

First Name: __________________________________

Health record number ___________________________



Last Initial:  _________

Gender:
____ male



____ female

Date of Birth  (yyyy/mm/dd) ________ / _____ / _____

Date and time of study enrolment  (yyyy/mm/dd) ________ / _____ / _____     (hh:mm) _____:_____
Randomized to:
____ chest tube   (NB: If bilateral occult pneumothoraces, was right or left side randomized? __________________________)


____ observation
Key Dates and Times (yyyy/mm/dd  hh:mm):

	
	Date (yyyy/mm/dd)
	Time (hh:mm)
	Comments

	Injury event
	
	
	

	Arrival in the trauma ED
	
	
	

	Hospital admission
	
	
	

	ICU admission
	
	
	

	OPTX diagnosis (i.e., date/time when chest CT was done)
	
	
	

	Mechanical ventilation first initiated
	
	
	

	Insertion of first chest tube to treat OPTX
	
	
	

	ICU discharge
	
	
	

	Hospital discharge
	
	
	


Pre-existing medical conditions:
Smoker? (select one) 
_____ never

_____ current smoker

 


_____ ex-smoker
_____ not documented

	
	No
	Yes
	Specific condition(s)
	Comments

	Cardiac
	
	
	
	

	Respiratory
	
	
	
	

	Renal
	
	
	
	

	Hepatic
	
	
	
	

	Neurological
	
	
	
	

	Endocrine
	
	
	
	

	Other
	
	
	
	

	Other
	
	
	
	

	Other
	
	
	
	


Injury Information:
Mechanism of Injury 
_________________________________________________________________________________________________

Nature of Injury(ies): 
_________________________________________________________________________________________________
Glasgow Coma Scale:





	
	Pre-hospital
	On Arrival to the Trauma

Emergency Department
	ICU Admission

(or Hospital/Trauma Unit Admission)

	Best eye response (1-4)
	
	
	

	Best verbal response (1-5)
	
	
	

	Best motor response (1-6)
	
	
	

	Total
	
	
	

	ETT and/or chemically sedated/paralyzed when assessed? (yes/no)
	
	
	


	Anatomic injury scores / ISS

	Component

Score

head and neck (1-6)

face (1-6)

chest (1-6)

abdomen, pelvic contents (1-6)

abdomen, pelvic girdle (1-6)

external (1-6)

ISS




 Chest Radiograph: On Arrival to the ED (or ICU/Hospital Admission)
	
	Right Hemithorax
	Left Hemithorax

	
	No
	Yes
	Comments
	No
	Yes
	Comments

	Pneumothorax
	
	
	
	
	
	

	Pulmonary contusion
	
	
	
	
	
	

	Subcutaneous emphysema
	
	
	
	
	
	

	Hemothorax
	
	
	
	
	
	

	Rib fractures
	
	
	(# fractured ribs?)
	
	
	(# fractured ribs?)

	Flail chest
	
	
	
	
	
	


Chest CT:  On Arrival to the ED (or ICU/Hospital Admission)
	
	Right Hemithorax
	Left Hemithorax

	
	# of CT cuts __________
	# of CT cuts  __________

	
	No
	Yes
	Comments
	No
	Yes
	Comments

	Pneumothorax
	
	
	
	
	
	

	
	if “yes”:  widest dimension in mm:  __________
	if “yes”:  widest dimension in mm:  __________

	Pulmonary contusion
	
	
	
	
	
	

	Subcutaneous emphysema
	
	
	
	
	
	

	Hemothorax
	
	
	
	
	
	

	Rib fractures
	
	
	(# fractured ribs?)
	
	
	(# fractured ribs?)

	Flail chest
	
	
	
	
	
	


Respiratory Data:
Reason for intubation:
______  n/a - not intubated

(check all that apply)
______  decreased LOC/GCS




______  respiratory distress / thoracic trauma




______  for safe patient transfer (i.e., to protect airway en route to CT, etc.)




______  pre-op for OR



______  other (please specify): _______________________________________________________________________
Date last intra-pleural drain removed (on side with randomized OPTX): 
(yyyy/mm/dd)
 ________ / _____ / _____ 









________ not applicable (no intra-pleural drains placed)
Total ventilator days ____________ (enter “0” and go to next page if intubated only for an operative procedure and extubated immediately following)
Date of first extubation (yyyy/mm/dd) 
________ / _____ / _____
Re-intubated?  
______  no (go to next page)



______  yes 
→ 
date of reintubation 
(yyyy/mm/dd) 
________ / _____ / _____
→ 
date of 2nd extubation
(yyyy/mm/dd) 
________ / _____ / _____
Re-intubated?  
______  no (go to next page)



______  yes 
→ 
date of reintubation 
(yyyy/mm/dd) 
________ / _____ / _____
→ 
date of 3rd extubation
(yyyy/mm/dd) 
________ / _____ / _____
Re-intubated?  
______  no (go to next page)



______  yes 
→ 
date of reintubation 
(yyyy/mm/dd) 
________ / _____ / _____



→ 
date of 4th extubation
(yyyy/mm/dd) 
________ / _____ / _____

Daily Physiologic and Laboratory Data:  First 7 days in ICU/Hospital
	
	ICU / Inpatient Day 

	
	Day 1*
	Day 2
	Day 3
	Day 4
	Day 5
	Day 6
	Day 7

	Mean arterial pressure (MAP) - minimum
	
	
	
	
	
	
	

	Mean arterial pressure (MAP) - maximum
	
	
	
	
	
	
	

	Heart rate - minimum
	
	
	
	
	
	
	

	Heart rate - maximum
	
	
	
	
	
	
	

	Ventilated at any point during the day? (yes/no)
	
	
	
	
	
	
	

	   If ventilated: PaO2/ FiO2 ratio - minimum
	
	
	
	
	
	
	

	   If ventilated: PaO2/ FiO2 ratio - maximum
	
	
	
	
	
	
	

	   If ventilated: mean airway pressure - minimum
	
	
	
	
	
	
	

	   If ventilated: mean airway pressure - maximum
	
	
	
	
	
	
	

	   If ventilated: PEEP - minimum
	
	
	
	
	
	
	

	   If ventilated: PEEP - maximum
	
	
	
	
	
	
	

	If not ventilated: maximum supplemental O2 
(please indicate litres/min or % / FiO2)
	
	
	
	
	
	
	

	Intra-abdominal pressure (IAP) - minimum
	
	
	
	
	
	
	

	Intra-abdominal pressure (IAP) - maximum
	
	
	
	
	
	
	

	Intra-abdominal hypertension (IAH) at any point?
(yes / no / unknown)a
	
	
	
	
	
	
	

	Abdominal compartment syndrome (ACS) at any point? (yes /no / unknown)b
	
	
	
	
	
	
	

	Minimum and maximum WBC
- units of measurement:____________________
	
	
	
	
	
	
	

	Minimum and maximum lactate
- units of measurement:____________________
	
	
	
	
	
	
	

	Arterial blood gas results**

   pH

   PCO2
  PaO2

  base excess

  HCO3 
  O2 sat (measured)
  FiO2 (enter 0.21 if on room air)
	
	
	
	
	
	
	
	
	
	
	
	
	
	


* Day 1 = time of admission to 23:59 of the same day
a IAH = 3+ consecutive (4-6 hours apart) standardized IAP readings  ≥ 12 mmHg, or 2+ consecutive (1-6 hours apart) standardized abdominal perfusion pressures ≤ 60 mmHg 

b ACS = 3+ consecutive (1-6 hours apart) standardized IAP readings  ≥ 20 mmHg and single or multiple organ system failure that was not previously present

** If more than one ABG done on a given day, enter two:  the one with the lowest PaO2 and the one with the highest PCO2
Weekly Physiologic and Laboratory Data:  Day 8 of Admission to Hospital Discharge or The End of Week 6
	
	ICU / Inpatient Week

	
	Week 2
	Week 3
	Week 4
	Week 5
	Week 6

	Mean arterial pressure (MAP) - minimum
	
	
	
	
	

	Mean arterial pressure (MAP) - maximum
	
	
	
	
	

	Heart rate - minimum
	
	
	
	
	

	Heart rate - maximum
	
	
	
	
	

	Ventilated at any point during the week? (yes/no)
	
	
	
	
	

	   If ventilated: PaO2/ FiO2 ratio - minimum
	
	
	
	
	

	   If ventilated: PaO2/ FiO2 ratio - maximum
	
	
	
	
	

	   If ventilated: mean airway pressure - minimum
	
	
	
	
	

	   If ventilated: mean airway pressure - maximum
	
	
	
	
	

	   If ventilated: PEEP - minimum
	
	
	
	
	

	   If ventilated: PEEP - maximum
	
	
	
	
	

	If not ventilated: maximum supplemental O2 
(please indicate litres/min or % / FiO2)
	
	
	
	
	

	Intra-abdominal pressure (IAP) - minimum
	
	
	
	
	

	Intra-abdominal pressure (IAP) - maximum
	
	
	
	
	

	Intra-abdominal hypertension (IAH) at any point?

(yes / no / unknown)a
	
	
	
	
	

	Abdominal compartment syndrome (ACS) at any point? (yes /no / unknown)b
	
	
	
	
	

	Minimum and maximum WBC
- units of measurement:____________________
	
	
	
	
	

	Minimum and maximum lactate
- units of measurement:____________________
	
	
	
	
	

	Arterial blood gas results**

   pH

   PCO2
  PaO2

  base excess

  HCO3 
  O2 sat (measured)
  FiO2 (enter 0.21 if on room air)
	
	
	
	
	
	
	
	
	
	


a IAH = 3+ consecutive (4-6 hours apart) standardized IAP readings  ≥ 12 mmHg, or 2+ consecutive (1-6 hours apart) standardized abdominal perfusion pressures ≤ 60 mmHg 

b ACS = 3+ consecutive (1-6 hours apart) standardized IAP readings  ≥ 20 mmHg and single or multiple organ system failure that was not previously present

** If more than one ABG done during the week, enter two:  the one with the lowest PaO2 and the one with the highest PCO2
Indicators of Respiratory Distress / Adverse Events -- To Hospital Discharge or the End of Week 6
NB:  Please photocopy this sheet if more space is needed

For each of the following, please indicate the date and time of onset of any events.  Please document all events, including (if applicable) multiple events per day.  
	
	Event Date and Time (yyyy/mm/dd and hh:mm)

	
	Event 1
	Event 2
	Event 3
	Event 4
	Event 5

	Any new pneumothorax

(please indicate right, left or bilateral and size)
	
	
	
	
	

	Any worsening pneumothorax

(please indicate right, left or bilateral and size)
	
	
	
	
	

	Any new pleural effusion

(please indicate right, left or bilateral and size)
	
	
	
	
	

	Any worsening pleural effusion

(please indicate right, left or bilateral and size)
	
	
	
	
	

	PaO2/ FiO2 < 300


	
	
	
	
	

	Unplanned and non-procedural acute increase in FiO2 of 0.2 or more
	
	
	
	
	

	Pharmacologic paralysis to improve ventilation


	
	
	
	
	

	Urgent hand-bagging for acute distress


	
	
	
	
	

	Prone ventilation


	
	
	
	
	

	Urgent placement of a chest drain

(please indicate right, left or bilateral)
	
	
	
	
	

	Non-urgent placement of a chest drain

(please indicate right, left or bilateral)
	
	
	
	
	

	Insertion of a tracheostomy 


	
	
	
	
	

	Acute respiratory distress syndrome (ARDS)


	
	
	
	
	

	Hemothorax 

(please indicate right, left or bilateral)
	
	
	
	
	

	Culture-proven ventilator associated pneumonia (VAP)

(please specify organism isolated)

	
	
	
	
	


Indicators of Respiratory Distress / Adverse Events (continued) --  To Hospital Discharge or the End of Week 6

NB:  Please photocopy this sheet if more space is needed

For each of the following, please indicate the date and time of onset of any events.  Please document all events, including (if applicable) multiple events per day.  
	
	Event Date and Time (yyyy/mm/dd and hh:mm)

	
	Event 1
	Event 2
	Event 3
	Event 4
	Event 5

	Culture-proven empyema

(please specify organism isolated)

	
	
	
	
	

	Other documented adverse respiratory event 

 (please specify type of event)
e.g., episodes of SOB, stridor, self-reported respiratory distress, etc.
	
	
	
	
	

	Cardiac shock or use of vasopressors


	
	
	
	
	

	Creatinine > 140 units or initiation of CRRT


	
	
	
	
	

	Other documented organ dysfunction

(please specify)

	
	
	
	
	


Chest Tube Complications: For the Tube Used to Treat the Randomized OPTX (document complications for other tubes above)

For each of the following, please indicate the date and time of any complications.  Please document all events, including (if applicable) multiple events per day.

	
	Complication Date and Time (yyyy/mm/dd and hh:mm)

	
	Event 1
	Event 2
	Event 3
	Event 4
	Event 5

	Malposition of chest tube noted on x-ray/CT
	
	
	
	
	

	Non-functioning chest tube
	
	
	
	
	

	Inadvertent removal of chest tube
	
	
	
	
	

	Replacement of chest tube
	
	
	
	
	

	Bleeding
	
	
	
	
	

	Infection
	
	
	
	
	

	Other
	
	
	
	
	


Transfusion Requirements During ICU Stay (Or Trauma Unit Stay if Never Admitted To ICU)
Were any PRBCs (or whole blood products) infused during the ICU stay?:
_____ no










_____ yes

If “yes”, please indicate total amounts infused:


_____ units PRBCs 


_____ units whole blood

Follow-Up Imaging During ICU Stay (Or Trauma Unit Stay if Never Admitted to ICU)
Total number of follow-up chest radiographs (not including initial radiograph): __________
Total number of follow-up chest CTs (not including initial CT): __________

Disposition

ICU discharge: 

_____ alive




_____ deceased (please indicate date (yyyy/mm/dd): ________ / _____ / _____)

Hospital discharge:
_____ alive




_____ deceased (please indicate date (yyyy/mm/dd): ________ / _____ / _____)
If deceased, cause of death: ​​​​​​​​​​​​​​​___________________________________________________________
Any Additional Comments:

Post-Discharge (30-60 Days) Follow-up

Contacted by: 
_____ principal investigator



_____ other site investigator (please specify: ___________________________)

Date of follow-up  (yyyy/mm/dd) ________ / _____ / _____
Respondent
____ patient

____ proxy (please specify: ​​​​​​​​​​​​​​_____________________________________)

Patient location:
____ home

____ other (please specify: ______________________________________)

Supplemental O2: 
 

____ no
____ yes (please specify: _________________________________)

If “yes”:  Was patient on O2 before his/her injury?

____ no
____ yes (please specify: _________________________________)

Respiratory Symptoms/Care
Do you (or “Does the patient”) have any breathlessness or breathing difficulties when at rest?

____ no
____ yes   → 
_____ mild

→ Is this new since the time of injury?
_____ no



_____ moderate





_____ yes



_____ severe

Do you (or “Does the patient”) have any breathlessness or breathing difficulties on exertion? 

____ no
____ yes   → 
_____ mild

→ Is this new since the time of injury?
_____ no



_____ moderate





_____ yes



_____ severe

Are you (or “Is the patient”) able to work and exercise like you did before your injury without having any breathing difficulties?

____ no

____ yes
____ n/a   → 
had breathing difficulties with work/exercise before the injury

____ n/a   → 
not currently working/exercising

Since discharge, have you (or “has the patient”) required any medical care for breathing-related complaints?

____ no
____ yes → please specify:  ___________________________________________________

     ___________________________________________________

     ___________________________________________________

Other comments:

_________________________________________________________________________

__________________________________________________________________________

__________________________________________________________________________
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