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Cambridge 6
Kingston 3
London 4
Ottawa 4
Windsor 13
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Changes to HS Protocol

• Sub-site investigator – more responsibility

• Better notification for hospital staff

Increased patient oversight – sodiums, CTs

Faster reporting of Serious Adverse Events 

• General Patient Oversight while in 

Hospital



Why did this happen?

FDA reservations before approval

Two SAE’s of hypernatremia

FDA inquisitive

ROC decision for better monitoring



What do we need to do?

Responsibility:  Co-Investigator 1572

Notification:  Flashy new info sheet to 
be carried in study kit, presented to ER 
Nurse

Paramedic document on ACR

Assure info sheet gets to chart



What do we need to do?

Increased serum sodium  monitoring

q8h sodiums for patients in ICU for first 
twenty-four hours

q6h sodiums for patients being treated 
with Mannitol or 3% Saline



What do we need to do?

Increased monitoring for SAEs or AEs

- Hypernatremia ≥ 160 

- Seizures due to hypernatremia     

- Increased Intracranial Hemorrhage

- Anaphylaxis



Who is going to do this?

Critical Care Research Team from TOH

Irene Watpool, RN

Tracy McArdle, RN

Mary Jo Lewis, RT

Julia Foxall, RT



Patient Oversight

OPALS STUDY LINE PAGE CCRC

CCRC  PHONES ER / ICU

CCRC Reinforces Sodium Regimen

Will phone back to obtain sodium and 
CT results.

Will phone daily to follow patient

Will begin SAE notification process if applicable



Re-Implementation

One site at a time as CTC approves
4REB approval
4Co-Investigator signs 1572
4Flashy new info sheet in study kits
4CCRC Plan in place
4MOH approval for EMS Service
4 Improved data collection plan



Data Collection Plan

Web access for Trauma Centers

4Electronic Signature

4On-line material for training

4Data entry quiz



Data Collection Plan

Review of Timelines

Review of Forms

Liaise weekly with Ottawa ROC



Data Collection Plan

Review of Time Lines

Enrolment  3 days

Ottawa will continue to enroll

Jane will email you the ROC ID #



Data Collection Plan

Review of timelines – due in 2 weeks
Pre Hospital Times
Pre Hospital Form
ED form
Resuscitation
Care Guidelines



Data Collection Plan

Review of Timelines – 2 weeks post d/c 
or 2 weeks post 28 days

Neurological Function Form

ICU Form

Hospitalization Form

Patient Family Consent



Data Collection Plan

Review of time lines – within 1 month

First follow-up - Shock at ~ 28 days 
post injury

First follow-up – TBI at 1 month post 
discharge



Data Collection Plan

Review of Timelines

TBI interview 
4At or near discharge
4At one month “if”
4At six months post date of injury



OPALS

Web Entry



OPALS

Episode List
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Episode Summary



Patient Enrollment Form



Pre Hospital Time Record

OPALS
Please remember to send Dispatch Record

0



Pre-Hospital Form

If BP documented as CNO check Not Detectable

Highest
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Pre Hospital Form

If unsure of pre hosp procedures 
contact BHP
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Pre Hospital Form
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Pre Hospital Form

If not documented - unknown



OPALS

Pre Hospital Form

Both!
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ED Admit Form
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Ed Admit Form
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ED Admit Form



OPALS

pH and Base Deficit

If only one ABG done just enter first



OPALS

pH and Base Deficit

pH: measure of 
acidity

- pH = 7 neutral  
[H+] = [OH-]

- normal blood 
pH 7.35 – 7.45



OPALS

Base deficit (BD)

Definition: Base deficit is the amount of 
base needed to restore a normal blood 
pH

Normal base deficit -2 to +2 mEq/L
Base deficit =  - (Base excess)



OPALS

pH and Base Deficit

pH = 7.16 or 7.52 ?  

Metabolic acidosis or alkalosis?

Shock → tissue hypoxia → anaerobic 
metabolism → metabolic acidosis 
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Pop Quiz

Which of the following  base excesses would you enter 
as the worst base deficit?

a) + 3.6 mEq/L
b) - 3.6 mEq/L
c) + 4.4 mEq/L 
d) - 4.2 mEq/L

Which of the following base deficits is the worst?
a) + 3.6 mEq/L
b) - 3.6 mEq/L
c) + 4.4 mEq/L 
d) - 4.2 mEq/L



OPALS

ED Admit Form 
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ED Admit Sheet
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ED Admit Sheet

Need 2nd form
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ED Admit Sheet
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How to add 2nd ED Form
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How to add 2nd ED Sheet
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Resuscitation Form

Please fax CT reports ASAP!
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Resuscitation Form

Please send complete list of injuries!



OPALS

Resuscitation Form



OPALS

1 unit of RBC = ? ml 

500Autologous
RBC

10Cryoprecipiate

50Platelets
250FFP

350Allogeneic
RBC

mlFluid (1unit)

Units & packaging 
can vary among 

hospitals - Please 
contact your hospital

pharmacy!
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Fluids - Crystalloids vs. Colloids
Crystalloid

A crystalloid can diffuse 
through capillary walls

Crystalloids contain 
water/electrolytes or other 
water soluble molecules 

Crsytalloids: NS, RL, 
Plasmalyte, D5W

Colloid

A colloid is relatively 
impermeable

Colloids contain larger 
insoluble molecules -
proteins, complex sugars 
& starch molecules

Colloids :  Albumin, 
Dextran, Hetastarch, and 
Pentaspan
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Resuscitation Form
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Resuscitation Form

Will be changing!
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Resuscitation Form
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ICU Form

All values to come from ~ 0800 

Expired = 
Discharged
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ICU Form
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ICU Form

Patient in PACU while awaiting bed in ICU
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ICU Form

All values to come from ~ 0800 

From ABG Chest X-rayCalculate PF Ratio

MoO

P 36,37
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Acute Lung Injury

ALI:

(a) Hypoxia with a PaO2/FiO2 ratio >200, ≤ 
300 and

(b) bilateral infiltrates on chest X-ray and

(c) no clinical evidence of increased left atrial
pressure or  a pulmonary artery pressure of 
<18mmHg*

If ALI or ARDS….send x-ray on CD
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Acute Respiratory Distress

ARDS:

(a) hypoxia with a PaO2/FiO2 ratio ≤200 and

(b) bilateral infiltrates on chest X-ray and

(c) no clinical evidence of increased left atrial
pressure or a pulmonary artery pressure of 
<18mmHg*

More in the MoO
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Is Your Patient Ventilated?

Indicate whether or not the patient is ventilated.  For the purpose 
of the protocol all of the following are considered unassisted 
breathing/not ventilated:

- Extubated with face, mask, nasal prong oxygen, or room air 
OR

- T-tube breathing, OR
- Tracheotomy mask breathing, OR

- CPAP ≤ 5 ( PS <8 or no pressure support; and 
without intermittent mandatory ventilation (IMV)
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ICU Form

Computer
generated

All values to come from ~ 0800 

Computer 
generated

0800
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Neurological Form

Best in 24 hour period
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Neurological Form
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Neurological Form

Computer
generated

?
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Neurological Form

Computer 
Generated
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Care Guidelines Form

Required on all records

Times will pre-fill
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Care Guidelines Form

Times will pre-fill



OPALS
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Enteral vs Parenteral Feeding
1) Enteral: within or by 

way of the intestine
- Oral feeding 
- Tube feeding 

Nasogastric, 
nasointestinal
Gastrostomy 
(PEG), 
jejunostomy

2) Parenteral: not within
the intestine
- Intravascular 

(bloodstream)
- TPN ‘Total Parenteral 

Nutrition’



Hospitalization Form



Hospitalization Form



Hospitalization Form

Pneumonia definition MoO p 62



Hospitalization Form



Hospitalization Form



Hospitalization Form

Both



Hospitalization Form



Patient Family Consent



Patient Family Consent



First Follow-Up

Ensure correct contact information!



First Follow-Up



Six Month Follow-Up



TBI Outcome Interview

• Done at or near discharge

• Done at one month if patient difficult 
to locate

• Done at six months

Be sure to check for accurate contact

information



Outcomes and Follow-Ups

We must strive for 100%



Data Collection Duties

Ensure patient Info letter on chart
Ensure flashy new info sheet on chart
Start data collection ASAP
Start entering data ASAP (Trauma)
Fax CT reports ASAP
Get CDs  or email images



Data Collection Duties

Liaise with Ottawa ROC RCC

Status report once a week

Assist with SAE reporting 

May need info STAT! due to SAE 
reporting guidelines!



Discussion

Part time data collectors

Holiday coverage

Alternate coverage

Back up person



Big Brother Watching!

Sodium Protocol Monitoring  Compliance 
Committee

4Close tracking of compliance

4Deviations from standard reviewed

4Poor performance = remediation

4No improvement = no participation



Together we can do it!
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Error Messages
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