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ROC Enrolment

BC 9
Dallas 3
OPALS 30
Seattle 61
Toronto 37




OPALS Enrolment

Cambridge
Kingston
London
Ottawa
Windsor

Toronto Air




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?

o Increased serum sodium monitoring

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

g6h sodiums for patients being treated
with Mannitol or 3% Saline




What do we need to do?

Increased monitoring for SAEs or AEs

Hypernatremia 2 160
Seizures due to hypernatremia

Increased Intracranial Hemorrhage

Anaphylaxis




Who Is going to do this?

Critical Care Research Team from TOH
o Irene Watpool, RN
o Tracy McArdle, RN
« Mary Jo Lewis, RT
o 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

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




Data Collection Plan

e Web access for Trauma Centers

» Electronic Signature

» On-line material for training

» Data entry quiz




Data Collection Plan

e Review of Timelines

e Review of Forms

o Liaise weekly with Ottawa ROC




Data Collection Plan

e 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

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

o First follow-up — TBIl at 1 month post
discharge




Data Collection Plan

e Review of Timelines

o 1Bl interview
» At or near discharge

» At one month “if”
» At six months post date of injury




Web Entry

ROC

Hypertonic Saline Protocol

General Material

References +« For data entry, enter a new episode or choose an episode for wiewing

« Web Instructions
o Schedule of Forms
Form Worksheets Enter a Enter data for an existing episode:

I'IEZN To fnd the episode in the box below,
episode: begin troing the HS 1D,
Then ciick the button fo display the episode detalls,

Cifck the button } . .
below to enter & CTT I Find Episade |

neEw eofsode
(rote: oy must
know the date
gnd time of the
eoisode )

Mew Episode |
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HS ID
i

OTT-00161HS-9
OTT-00160H%-0
OTT-00147HS-3
oTT-00142HS-2
OTT-00141H5-4
OTT-00125HS-2
OTT-00124H5-4
OTT-00123H5-6
OTT-00119HS-5
OTT-00102H5-3
oTT-00100H%-7

Date of Episode

25-10-2006
£5-10-2006
16-10-2006
11-10-2006
11-10-2006
03-10-2006
29-09-2006
£8-09-2006
28-09-2006
19-09-2006
13-09-2006

Time

22:
0

13

23
13:
i

13

15:
a9
13:
12
1449

oo

228

5

13
53

a7

0z2:

34
50

Pt

s

Episode List

Site-linking ID Cohort

05-407059
03-9167145
06-11370770
19-90=20350
12-16091354
19-90158611
05-400493
19-9017575
19-90174935
12-16083113
12-160581Z2385

Shock
TBI
TBI
TBI
TBI

Shock
TBI

Shock

Shock
Both

Shock

Fatient Enrollment

Lo S e A o A o TR o R o BN e BN e BN e B e B

Fre-Hospital Time Recaord

Lo S e NN o A o O o R o SN o BN e BN e B e B o

Fre-Hospital

Lo A e A o A o TR o R o S e BN e B e B e B o

ED Admit

[

|mm R R AR s R,

Fesuscitation/Injury Characteristics

o mom S m s ma mo m

Intensive Care Linit

L]

Fleurologic Function/Management

[on I = A o A =

Care Guidelines

=R -]

?*

PR

¥

?*

Hospitalization

H =
o K
= £
T =]
= [ ]
— )
[ah] _
:
o = i
cﬁ ~ b
- += z
m i m
— =T (W
- C C R
P R
= ? C
P ? R
- 'y C
- i R
- ? C
= 'y R
- ? R
- 7 C
= ? C

First Follow-up

ral

?*

ok

Tk

?*
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Episode Summary

Episode summary information for H8 IhO: OTT-00142H5-2
Episode Active _ Episode cre
S Date Printable Page on
1) Enrollment

Patient Enrollment EE"Er;E"t Enrollment Confirmation Page

Current

Pre-Hospital Time Record (c) Enrollment Confirmation Page

Current

Pre-Hospital (c) Enrollment Caonfirmation Page

Custom

ED Adrmit Empty {R) Enrollment workSheet

Resuscitation/Injury Current : :
Characteristics {E} Enrollment Confirmation Page

. . ] Custom
7
Intensive Care Unit Empty (2} Admitted to ICU WorkSheet

Customn
waorkSheet

Care Guidelines Ernpty(?#*) May be needed in future waorkSheet
Haospitalization Ernpty(?*) May be needed in future warkSheet
TBI Cutcome Interview Ernpty{?*) May be needed in future WorkSheet

Meurologic Function/Managerment Empty (R} Enrollment

Custorn
rd
Alert CTC Empty (?) Enrallment WorkShest
Custonn

Patient/Family Consent Empty {R) Enrollment workSheet
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Patient Enrollment Form

EMS Agency that provided study intervention:

Agency Name & Mumber Vehicle name

» 1

Study fluid bag #: |
Was more than one victim treated with Etud'll Fluid dl.ll‘ll'lg this incident?

™ ¥es — Mumber of uu:bn‘rE:I

{7 Mo

Inclusion criteria

Yas No
F_Elunr. or penetrating trauma — If "Mo", complete Alert CTC form
{7 Pre-hospital SBP = 70 mmHg
{7 Pre-hospital SBP 71-90 mmHg &KND HE = 108 » If "Ma” to all 3 — complete Alerk CTC form

" Pre-hospital GCS = & {without paralytics)

r Intended to enrall in hypatensive cohart
r [ntended to enrall in TEI cohort

Exclusion criteria: (If "Yes® to any exclusian criteria, compiete Alert €TC foram)
Yas Mo

™ Known or suspected pregnancy

Age = 14 years or weight < 30 kg il age unknown

Ongoing pre-hospital Cardiopulmonary Resuscitation (CPR)
fdmin of = 2 L crystalloid or any ozlloid or blood product
Severe hypothermia (suspected T < 28 C)

Drowning or asphyxia dus to hanging

Burns TESA = 205

Isolated penatrating injury to the head

Inability to obtain pre-hospital intravenous aocess

Time of call received at dispatch to study intervention = 4 hours
Known prisoner

o CF O OF R OFOF OOF O OO
OSSO0 08000




Pre Hospital Time Record

15t 911 call r at dispa I:h

Emrolling wehicle disgatch time
Enralling wehicle wstudy fluid a
¢ Tluid hung
Riesus. terminabed due to dea trrg

1st ED &

Please remember to send Dispatch Record




Pre-Hospital Form

1. Vital signs:

Initial SBP: I mmHg | Mot Detectable
Initial RR: | breaths/min | NA/NR

Initial GCS (prior to intubation and for paralytics):

Qualifying GCS (without paralytics): I

Qualifying SBP prior to study fluid: I_ mmHg | Mot Detectable
* If qualifying SBP 71 - S0, enter gualifying HRI— bpm
H ig hest Best field SBP after study fluid: |_ mmHg ' Not Detectable " NA/NR
I—

Highest field HR: bpm
Lowest field SEP: I mmHg [ Not Detectable

If BP documented as CNO check Not Detectable




Pre Hospital Form

2. Procedures:
XYes No

(" [ ngvanced airway attempted:
If Yas . complete box below

es No Paled If unsure of pre hosp procedures

c o LA, contact BHP
'S o Combitube

'S o ET Tube

(] (] Cricothyrotomy

" Meedls tharacdstomy

O Gther, specify: |

3. Medication givemn:
7 No — Skip bto ibem 4
- Yes —¥es Mo

" ' paraitics
Marcotics
Benzodiazepines
Mannitol
Lidocaine
Etamidate
Cther, E-D-!-Cif'.r:l
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Pre Hospital Form

4. Fluids given:

Stwdy Mwid: Ir = 250 mil, complete the Alert CTC Tform

Normal Saline: Greater than 2 L given before study fluid?

Lactated Ringers: ©" yes . completa the Alert CTC form

" Mo
Plasmalyte:

RBC's: » Given befare study Fluid?

" wes . completa the Alert CTC form
" Mo

5. Transportation:
Agency
Transport vehicle - Transport mode: © Ground

Agency
Transport vehicle - Transport mode: O Ground
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Pre Hospital Form

6. Demographics:

a. Age [estimated from PCR) I

i 8 E-HEEJ"E‘H'II“-EH"' fCI'J-E'I':.'-: all that E,L'lll.'l'_|.-'_.|
Hispanic or Latindg
Whita
African-american/Black
American-Indian/alaska Native
Asian
Mative Hawalian/Pacific Islandei
Qther
Linknowin/ndt notad

If not documented - unknown

c. Gender [check one omniy)
[ mMala
" Female
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Pre Hospital Form

7. Did any adverse events occur during pre-hospital care?
[ Mo

 Yes — Explam:l (30) —» Complate the Abert CTC form,

8. Disposition: (check one only)
(™ Died at scene |_
" Died &n route |
[~ Admittad b ED — Complete ED Admit form

If death in Pre-hospital satting, comglete item 9

9. Cause of death:

Primary {check ome only) Secondary [check ome only)

Hypovolemic shock
Hypoxia

Cardiac Ij':.'E-IrI.I MeC Liam
TEI

Anaxic brain injury
Lhmkomonsm

Other, specify balaw: Other, specify below:
30 I (0}

Hypavolemic shock
Hypaxia

Cardiac dysfunction
TBI

Anoxic brain injury
LInkmawn

Both!

6 I I B B WD T
B 0 0 D B WD I
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ED Admit Form

1. ED admit information:

ED admittance date: I- ;|_ ;|_ (mmy/ddivyyy) ED admit time: |_ : |_ {hh:mm)

ED name: l -

ED City: l

2. Demographics:
a. Birth !I'-EEHI {¥¥y¥y¥)

b. Race: {check all that appiy)
American-Indian/alaska Mative
Asiam
Black/alrican-Amarican
Mative Hawaiian/Pacific [slandei
Wihit=
Unkmowen/mat nobad

c. Ethnicity:
(" HI‘EFIEII'II{ or Lating
[ Mot Hispanic or Lating
(" Unknown/nat noted
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Ed Admit Form

3. Vital signs within 4 hours of ED admit:

First ED GCS: E-I . R size .;mm;.:l » Reactive? © ves T Mo

Lsize.:mm]_l + Reactive? © ves T Mo

1-':| . Intubated? T yes T No

M: « Chemically paralyzed? O ves T Mo
First ED BP: | ;I mmHg  First ED heart r'-EI'I:E-I b

Lowest ED BP: | ;l mmtg  Highest ED heart raIE:I bpm

First Temperature: | e U F U Ma/NR

| . souree: © Rectal
O haillary
" oral
O Tympanic
T core
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ED Admit Form

4. Labs within 4 hours of ED admik:

Arterial Blood Gases?
i HNo

i~ Yes — % FiO3z pH pCO32 po2 Salz Base deficit Time
(decimal) (oH units) (mmHg) (mmHg) (%) fhrzmm,
2ahr clock )

First: | ]

Worst: .
(rased on PH) I ' I

Lactate obtained?

£ MO
" Y85 Indicate unit of measure: | megt. T mmelib  © mgfaL
F||E-'[:I T||'|'|E-.| . fah:mm)

Hemoglabin cbtained?
i HNo

(" YES — podicate unit of measure: | mgidl O oged O ogil

First Hgb: [~ mime:[~ [T ¢hmimm)
owesttgb: [ mme:[T T chhemm)

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




4. Labs within 4 hours of ED admit:

Arterial Blood Gases?
T No

O Yes— ABG % FiO2 pH pco2 pO2 sm@ Time
(decimal) (pH units) (mmHg) (mmHg) (%) (hh:mm,
24hr clock)

First: | | | l | | |

Worst: .
- s [ I e s s s

O
O
D
>
U
()
O
D
D
D

Continuing from page 2 - Item 6

@Dﬁepeﬁcit (measured in mmol/L or mEg/L, which are eguivalent

Hours Fmﬁfteﬁi'“e o value NA/NR

0-12  Date: | | | -
Time: | |

12-24 Date: | | | -
Time: | |




pH and Base Deficit

= pH: measure of 4
acidity

Acidity

- pH = 7 neutral
[H'l'] — [OH.] Helit!ai -

 Houshold

- normal blood i 3
pH 7.35 - 7.45 1




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)




PH and Base Deficit

= pH=7.16 or 7.52 ?

= Metabolic acidosis or alkalosis?

= Shock — tissue hypoxia — anaerobic
metabolism — metabolic acidosis




Pop Quiz

=  Which of the following base deficits is the worst?
a + 3.6 mEq/L
- 3.6 mEq/L
+ 4.4 mEq/L
-4.2 mEqg/L

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

+ 3.6 mEq/L
- 3.6 mEqg/L
+ 4.4 mEqg/L
-4.2 mEqg/L




ED Admit Form

Coag Panel obtained?
i HNo

 Yes — Complete the following:

MA MR Done

" (" First INR: I
" " First PT: I SaCamnds
" (" First PTT: I caronds

[ndicate units afl measure, then enter value far the rDII’_".-aln-;
a  First Platelet 0 O w10l U ox10%L O x 10%mie |

C " First Fibrinogan: © mgral O oiL |

5. Did the patient have any vantricular arrh',rlhmias requlring iAterveantion {l--E-. shock and for
medication)?
" Yes

i No
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ED Admit Sheet

5. Intubation:

" HNot intubated

" Arrived intubated
i Intubated in EC
-

Surgical airmay in ED
F. Angio suite for hemorrhage contral?
" Ho

" ¥es —+ Embolization? T vas [ No

8. Were any adverse events uncovered during the ED Admit [(incomplete study fluid administration,
imclusion criteria mnot met, atc)?

i Ko

i Yeg — E:ltplaiﬂ-l (30} — Complete the Alark TTEC form.
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ED Admit Sheet

9. Disposition:
(" QOperating Room
[cu
[ntermediate Care Unit
Ragular ward/telematry
Discharged
Left AMA
Death in ED

Transter to another ED — Complete another ED Admit form
" Adr

- .
Arrival r.u'nel : I { 24hr clock hh:mm)
¢ Ground f

Need 2Md form

10. Date and time of ED disposition (or death):
D-EIIE:I fl / {mmaa vy

Tinne: I : I { 24 clock hh:mm)

It death in ED complete ems 11 - 1.2, otherwise STOP.
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ED Admit Sheet

11. For patients who died in the ED, please indicate cause of death here:
Primary {chack one oniy) Secondary {check one aniy)

Hypowvolemic shock Hypowvolemic shock
Hypaxia Hypooadia

Cardiasc I:|'r'5rl.lﬂi_-[il:l|'l Cardiac l:|}'5fl.l MeC B
TEIL TBI

Anoxic brain injury Anasic brain injury
Unknawn Unikmown

Other, specify below: Cther, specily belaw!
I {30) "L

12. For patients who died in the ED, please indicate if any ED procedures were parformed hare:
T no

o Mo N N0 N0 N0 WD

" wes — Complete box below

Date
Procediumne Procedure numeric code
{mmsan eyl

. 1f Other, describe: | oy [ i /]
. If Other, describe: oy [ [

i
« I Other, describe: (30 I ! !

—
. If Other, describe: o[-
r

« If Other, describe: {300 I !

d

ED Procedures Key
1. Thl:ll'al:l:ll-"_‘-l'l'ly
2. Pa Catheter
3. CWP Catheter
4, Other

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPO



HS ID
i

OTT-00161HS-9
OTT-00160H%-0
OTT-00147HS-3
oTT-00142HS-2
OTT-00141H5-4
OTT-00125HS-2
OTT-00124H5-4
OTT-00123H5-6
OTT-00119HS-5
OTT-00102H5-3
oTT-00100H%-7

How to add 2"Y ED Form

n
o
B
]
&
T]
]
m
=
]
=
=
=
=
o
—
™
=
o
T
=
i
bt
[

Date of Episode

25-10-2006
£5-10-2006
16-10-2006
11-10-2006
11-10-2006
03-10-2006
29-09-2006
£8-09-2006
28-09-2006
19-09-2006
13-09-2006

Time

221
4z
231
15:
a7
15:
a9
13:
12
1449
22

13

13

oo

5

13
53

a7

0z2:

34
50

Pt

s

Site-linking ID Cohort

05-407059
03-9167145
06-11370770
19-90=20350
12-16091354
19-90158611
05-400493
19-9017575
19-90174935
12-16083113
12-160581Z2385

Shock
TBI
TBI
TBI
TBI

Shock
TBI

Shock

Shock
Both

Shock

Fatient Enrollment

Lo S e A o A o TR o R o BN e BN e BN e B e B

Fre-Hospital Time Recaord

Lo S e NN o A o O o R o SN o BN e BN e B e B o

Fre-Hospital

=R - R RE - On ED Admit

Lo A e A o A o TR o R o S e BN e B e B e B o

o mom S m s ma mo m

Intensive Care Linit

L]

Fleurologic Function/Management

[on I = A o A =

Care Guidelines

=R -]

?*

PR

¥

?*

Hospitalization

H =
o K
= £
T =]
= [ ]
— )
[ah] _
:
o = i
cﬁ ~ b
- += z
m i m
— =T (W
- C C R
P R
= ? C
P ? R
- 'y C
- i R
- ? C
= 'y R
- ? R
- 7 C
= ? C

First Follow-up

ral

?*

ok

Tk

?*
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How to add 2"d ED Sheet

Episode summary information for H8 ID: OTT-00160HS-0
Episode
Type
1) Enraollment
Current
{C)
Current
{C)

Pre-Hospital EE"E;EM Enrollrment

Patient Enrallment Enrollment

Pre-Hospital Time Record Enrollrment

ED admit Current Enrollment

ED adrmit w Transferred to another ED

Resuscitation/Injury Current

Characteristics {(E) Enrollment

Intensive Care Unit Empty (?) admitted to ICU

mMeurologic Function/Managerment Empty (R} Enrollrment

Adrnitted to ICUAOR/

Care Guidelines Empty (R) Intermediate
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Resuscitation Form

1. Injury type: [check ali that apoly)

I Blunt jcheck ail that agoly)
[ Fall [T MvC-motoreyelist [ MWC-unknown

[T Machinesy [ MWC-cyclist [T Struck byfagainst {assault)

[ MC-pocupant [ MVC-pedestrian [ Dthe:,-:les-:ml:e-'

I Penetrating (check alf that appiy)
[ GEW [ Stab{knifa)

[T Impalement [ Other, cles-:ril:e:l

. Head CT done within 7 days of episode date:

cT Date Time Marshall Head CT Category NA/NR Evidence of
increased

intracranial
bleading?

(mm/dd yyy)  (Rhemm) NAYNR (enter 1-5 code below; if 5, please specify) Yes® Mo
1 I-.I'I-II_I- I- [~ I-]T-::lther. spe-:m,.-:' — —
2 I-.I'I-II_I- I- [~ I-]T-Elther. Epe-:ufw,.-:l e o
w [T [T [ atother, specity: | e

* If "Yes"” to evidence of increased intracranial bleeding, please complete Alert CTC form

Diffuse Injury 1 {no visible imtracranial pathology seen on CT scan)

Diffuse Injury 11 {cisterns are present, with midline shift 0-5 mm, and/or there is no high or mixed density lesion > 25 cc)
Diffuse Injury 111 {cisterns comprassed or absent with midline shift 0-5 mm, no high mixed density lesion » 25 o)
Diffuse Injury I8 {midline shift > Smm, no high or mixed density lesion > 25 o)

Mass Lesion (any lesion surgically evacuated high ar mixed density lesion = 25 oo not surgically evacuated)

DikFer

thin b Ly pa =

Please fax CT reports ASAP!

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




Resuscitation Form

3. Anatomic injuries: /List 3 worst injuries in each anatomic region; if no injury to an anatomic region, enter “0°)

Injury Abbreviated Injury Score | 7-digit score)
Head/neck: 1] | ]| 4| 1 £ |

Eheﬂ: 1:||_:|_ z:ll_:l_
Abdomen: lfll_-l_ EIII_.I_

2)

Extremity: 1)

External: 1) . 23

Was AIS data based on autopsy results? ¢ ves [ No

4. Injury Severity Scores:
Mew Injury Severity Scoore (NISE)

[njury Severity Score (I55)
Revised Trauma Scare (KT3)
TRISS Prob Outcome [TRISS)

Please send complete list of injuries!
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Resuscitation Form

5. Fluids (based on time call received at dispaktch ):

0-12 hours 12-24 hours
From From Tox

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

Pre-hospital ED/ hospital
{from Pre-hospital form)

Lactated ringers {mil): I— I_
Mormal saline {mil): . o
Plasmalyte {ml): |— |—
Other crystalloid {mil): |_
Other colloid (mi): |_

3% saline (mi):

Allogeneic RBC's {mi): |

FFP (ml):

Fluids

Platelets (mil):

Cryoprecipitate {mil):

Autologous blood transfusion {mil):

Intraoperative EBL {ml):




1 unit of RBC =? ml

Fluid (1unit)

ul

Allogeneic
RBC

FFP

Platelets

Cryoprecipiate

Autologous
RBC

Units & packaging
can vary among
hospitals - Please
contact your hospital
pharmacy!
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Fluids - Crystalloids vs. Colloids

Crystalloid Colloid

= A colloid is relatively
Impermeable

= A crystalloid can diffuse
through capillary walls

= Crystalloids contain
water/electrolytes or other
water soluble molecules

= Colloids contain larger
Insoluble molecules -
proteins, complex sugars
& starch molecules

= Crsytalloids: NS, RL, Colloids : Albumin,
Plasmalyte, D5W Dextran, Hetastarch, and
Pentaspan
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Resuscitation Form

5. Labs (based on time of ED admit):

a. Labs .:' ingicate units of measura then entar vaiue OR check NASNRE for not availabile/nol F
Highest Lactabe units: ':_' MEgyL ':_' s L { ey dll
Cate /Timea

Froim
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Resuscitation Form

Worst Base Deficit (measuraed in mmalfL or mEgfL, which are equivalent

Hours

Cabe/ Tinme

Value HNASfMNR
From To /

o-12

Diate: l r
Time: I

Cate: I r

Time:

b. Electrolytesia, O sad K4 are measured in either mEg/L ar mmal/L, which are eqguivalent; for nol
availabiesnot recarded check NaysNR )

Highest:

Ma Cl K+

r—— r——

Ma Cl K+

Will be changing!

Haurs Value My ME Value My MNE Value

MUY R

4-12

12-24

24-36

36-48
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Resuscitation Form

aifty for
wihich are egwivalent; for not available,

. If done. Day 1 equals the date of infury pit
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|ICU Form

1. Imitial ICW admit
Data: I J I _-'I (mmfdd’yyyy)  Tima: I C I { Rk

2. Cardiovascular failure (day 0-28): )
Day Date Heart Rate HAP Cvp PRESSORS Discharged Readmitted

o T/ L1 r M EXxpired =
I_ fbprml (mmHg) (mmHg) NANRE e iSCharged

o 4

=232 2222 [E

—I

uE i | e | | um | e | s | B | e

-
-
-
-
-
-
-
-
-
-
-
-

1 e
[ |
S ) ) )

All values to come from ~ 0800
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ICU Form

Date (da i pyry) Time call received at dispatch (24h clock)
2Rl 09:02:05 (hhemrmnss) D estimated @' Frarn dispatch

HS ID Site-linking ID (optiona)) Incident Murmnber (cptonad)
OTT-00124HS-4 15-400493

. Initial ICU admit:
Date: [ 29-09-2006 ] (ddmmdpryy) Time: [ 17:25 ] thhemm)

. Cardiovascular failure {day 0-28):

m Date (d2smmdrrrr) | Heart Rate MAP “ PRESSORS | Discharged | Readmitted
0 ] []

29-09-2006 |

30-09-2006 {bprn} {rmHg)  (mmHg)  MNasNR fes Mo
01-10-2006 [ 911 [ 771 [ 1 [ ® O
02-10-2006 [ ] [ ] [ ] ] QO
03-10-2006 [ 951 [e 1 [ 1 [ @ O

[ [
1 [
[ [
L] L]

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




ICU Form

Date (dammddpryy) Time call received at dispatch (244 clock)
Ll 22128 rthhrmmiss) @ estimated O Frarn dispatch

HS ID Site-linking ID {optiona!) Incident Mumber foptonad)
OTT-00100HS-7 12-1e0alzad

. Inmitial ICU admit:
Cate: [ 14-09-2006 ] (@dfmmdypyy) Time: [ 15:55 ] (hbemm)

. Cardiovascular failure {(day 0-28):

| Day | D HeartRate | MAP |  c¥P | PRESSORS | Discharged | Readmitted
0 ] [

13-09-2006 l l l

14-09-2006 {bprn) {mrmHg} (mmHg} MNAMR  Tes Mo ]
15-09-2006 [ ] 1 11 O QO ]
16-09-2006 [ 11z ] [ 97 ] [ 1 Fl O @ | El

O OO []

17-09-Z006 [ ] [ ] [ ]

Patient in PACU while awaiting bed in ICU

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




ICU Form

a. N Hever ventilated — Skio do tem 5
Initial imtubation — Date: I { I ! I (mmidd vyl Time: I . I {Fhzmim)

From ABG Calculate PF Ratlo

I:Ill:crll
Diate Wantl Y P PEEF infiltrates? ALI ALIfARDS

I—

| Exiubated
| Reintubaled

Yas No

I

HNo Yus +
H|;| |'|:|-r.|:|n'|a|:| -:mqu'l il kg o

—
———
| I
———
e
———
===

All values to come from ~ 0800

1

B T T N I T T A A T e T I e T O T I O I O I

LI T T S I P B U

S S N I N T O A B N R T B O N A T O O |
= 111 I I N 1 I R
a(a(ala(a|aa|aa|™Na|ala]n
= 111 I I N 1 I R
EimiEimimimiEiEniEiEEiEIEiEl
I 181 O W

0 T s T N e T I T s T e e T B
B T T N T O T I e O
TR TH] TR TR TR TF] T

[
—
-
—
[
—
-
—
—
—
-
—
—
—
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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




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




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

(0] 34
T-tube breathing, OR
Tracheotomy mask breathing, OR

CPAP = 5 ( PS <8 or no pressure support; and
without intermittent mandatory ventilation (IMV)

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




|ICU Form

8. Other organ failure (day 0-28): (Date points collected every obher day, in ICU only)

Inaicade Uil of meaasure,
Day Date then anter vaiue or chack MASNR for nol avallable/nol recordead [

Platelets Biliruban Crearkimine

I O x 107/l
B * ¥ £ migdL

-
C x10%L MANR nahg L

I ' mmaliL T mrenoliL
1 o 103/ mil¥

—
—
—
—

1111

B R

1
1l
1l

1
11
11

=
=
=
=
=
=
=
=
=

(1]
11
i

Rl

EilnlimimiiniininiEiniaininiEi=in

IRRALRIALL
TLERRRAENL

|
11
|

All values to come from ~ 0800
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Neurological Form

Best GCS

Best in 24 hour period

. ICP Monitoring?
7 Mo

[ ¥es . Date placed: /] {mmyddipvvy)
+ Time placad: : {hi:mm)

» Opening ICP: | mmHg - Initial EPP:I mimHg

Highest
Icp # hes # hrs  Total gm/kg
{mmHg) ICP>25 CPP <60  Mannitol  NA/NR

Date:l
Tima: | I ‘Ir

Date:l

-

Time: |

Date:l

Tirme! |

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




Neurological Form

2. ICP Monitoring?

A /
{# Tes . Date placed: IE .-"IE .-"'IZDEIE (ddimmndpyy)

— Time placed: |21 Dlzo (Rhemmn) iPrefill ICP Times: |

— Dpening ICP: |_1_z mrmHg — Initial CPP: |5|:|

/e i/ /oot
i
i
FE

|24

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




Neurological Form

3. Other interventions for intracranial hypertension (from the time of 1%* ED Admit)?

T Mo

" yes — Complete box

Delow

Date/Timea

Hyper-
ventilation
3% Saline (COz < 30)

Crani-
otomy

Venkric-
ulostomy

Ventric
drainage

Fronn

Date:

Time:

Date:

Time:

Date:

Time:

Date:

Time:

Date:

Tirme:

Date:

Time:

Ciate: |
Q6-120

Tirme: I

Yes No eg Mo

i L >

s Mo

"

Tes Mo Dfc'd

> O £

mil

Other 1, specify:

Other 2, specify:

Other 3, specify:

(oo rrr)  Time: I : I {hhzmm)

fmmiogyyyry)  Time: I : I fhh:mm)

(g yrrr)  Time: I : I fhh:mm)

—
—
—
—
—
—
—
?

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




Neurological Form

4. Any seizures?
" Mo
(" ves — Complete box below

IF yes bo seizures,
Was Seizure

activity while on
Crabe f Time Seirures? anticenvulsant?

Fromn Tes Mo Feg Mo

R i~

|

|

I

|
Complter

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY



Care Guidelines Form

1. EWR/PA Catheter used during first 48 hours of resuscitation (from ED Admit):
Frem Ta
Date: | |
Time: I I

et ha
o OJP Cakhetar
™ PA Catheler

Required on all records

IF PATIENT DISCHARGED PRIOE TO DAY 2, STOP HERE

Insulin from day of episode:

Indicabe units of measure For glusese: T mgedl 0 el

Day/ Date

Highest Glucose  Insulin Drip?

Walue

M R

Jll u
-l-ll u
51 r

Yo Mo

[

e Times will pre-fill

[

3. Transfusion from day of episode:

Indicate units of measure for Hg: i g/ diL

O ogal O

Dy Date

Lowest Hgb

Transfuzion?

Walue

M B

3-|| N
-llll u
Sll u

Vet Na
N

I

i

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




Care Guidelines Form

4. Sedation from day of episode:

Bavy/ Date Banzo drip?

Marcobc drip?

Yes Mo
R

I

Fag ko

A

[

I—-
-l-ll A
I—-

B A [

Mutrition from day of episode?

Bavy/ Date Enteral Farenteral
nutrition? nutrition?

o Mo Yas Ko
. i I [ [

!-ll S S

Times will pre-fill

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY



7 (PALS

ONTARIO PREHOSPITAL ADVANCED LIFE SUPPORT STUDY




Enteral vs Parenteral Feeding

1) Enteral: within or by
way of the intestine

- Oral feeding

- Tube feeding

o Nasogastric,
nasointestinal

o Gastrostomy
(PEG),
jejunostomy

2) Parenteral: not within
the intestine
- Intravascular
(bloodstream)
- TPN ‘Total Parenteral
Nutrition’




Hospitalization Form

1. Date admitted to hospital: I / I / I (mm/dds ¥y

2. Major procedures:
[~ Mo — Skip toitem 3
~ Yes —

Procedures Code Date (mm/dd/yyyy)
1: fl
/)
/)
d)
/)
/
/
/
/]
/|

(e IO - RS T v T s T - Y ¥ ]

[y
=

Tracheostomy

Laparotomy

Laparotomy with enteric injury

Thoracotomy/sternotomy / VATS

Percutanecus drainage of empyema, lung abscess, intra-abdominal abscess
Peripheral vascular {by pass grafting, or major vascular repair)

Open fixation of fracture (includes fasciatomy for extremity compartment syndrame)
Craniotomy

Meck exploration

Angiographic control of hemorrhage

e e AR R T

[




3.

Hospitalization Form

Infection?
. Skip to item 5

" Mo
" Yes

Infection

Location code Dabe {mm,/dd/yyyy)

Organism ocode

1:

[T O s N = N T T

/|

4

/|

4

/l

d|

d

d

/]

d)

/]

d)

/l

d|

/l

d

/]

d)

/]

i)

Priedmonia
Bloodstream infection
Ul

Menimgitis

(LD CF

. Cholecystitis

. Emnpyema

. Pseudomembransus colitis
. Line infection

. Wound infection
. Intra-aboominal abscess
. Dstaamyelitis

Infecting oroanism kev codes bo e ysed in above LaDles

. Gram {+) Coag.neg.

staphylacocci

. Gram (+) 5. aureus

. iGram {+) Entercocius

. iGram {+) Strep. Preumoniae
. iGram (+) Strep. Wiridans

. Gram {+) not otherwise

specifiad

. Gram (-) E. coli
. faram i(-) Enterdacter species
. Gram (-] Klebsiella pnaumaniae

Gram -} Sarratia marcesoens
Gram [-} Pseudomonas
&eruginosa
Gram {-} Hemaphilus influenzae
Gram (-} Stenotraphonmonas
Gram {-} Acinetobacter
Gram {-} Proteus
. Gram -} not otherwise spacified
. Anaesrobes: Clostridivm sp
. fAnasrobes: Bacteroides sp

Amaerobes: not atherwise
spacilied

Ful'lgl. Candida sp

Fungi: Aspergillus sp

Ful'lgl. nat otherwise specified
wiral: Cytomegalavirus

Wiral: Other Herpes virus
Wiral: nat otherwise E-FlEl:iﬁEl:I




Hospitalization Form

4. Pneumonia diagnosis method:{If one of the infections above is pneumania, indicate diagnasiz method. Check

ane anly)

" Bronchoalvealar lavage
" Protected specimen brushing

[ positive sputum gram stain

Pneumonia definition MoO p 62

5. Mon-infectious complication?

" Mo

 Yag —

. Skip to item 6

Complications Code Date (mm/dd/yyyy)

1:

O00000000C
OOOOOODa0E

=
Lo

Lomplications key codea;
. Fat embalism syndrome
. Cardiac arrest
. Myacardial imfarction
. Cersbral infarction

. Deep wenous thrombosis (DVT)

. Pulmonary emizzius

. Abdominal comgartment syndroms
. Extremity compartment syndrome



Hospitalization Form

&. Date and time af hﬂﬂ-l:”lal ﬂiﬁth-ﬂl‘gﬂ aorf death?
Date of discharge of I:IE-aLh:I ;l | (MM ad Y

Tirme af discharge o u:leaLh-I :I 24 Ihr chock (hhimn)

F. Total ICUW ll:IinI!i:I

8. Since original hospital admission, was patient transferred to another hospital?
T HNo
" es — Mame and lacation of discharge hospital

Hosgpital name:

Clity:

State/Praovince: I




Hospitalization Form

9. Was TBI coutcome interview administeraed prior to hospital discharge for TBI patients?
 Yasg

Mo — Why not?

Fatient unawvailabla
Family unavailable
LAR unawvailabla
Rafused consant

10. Disposition at discharge:/check one omly)
" Inpatient rehalzilitation racility

Skilled nursing racility

Mursing home

Hoane with servicoes

Homnme

Another acute care facility —Specily reason for tuanirer:l
Jail
Against medical advice
Death — Place of death: {check one oniy)
(" Operating room
(L
Intermediate Care Unit

o lo lo e lo lo o B

Eegular ward/telemetbry
Oither: l




Hospitalization Form

11. Cause of death:

Primary {check one omly)

secondary [check one only)

B Bk Tk Bk Tk B o s Bk Bha

Hypovidemic ShdsCk
Sepsis

Hypoaia

—ardiac dysfumnCtion
TBI

Anaxic brain injury
Multiple argan lailure

Fulmonary ambalism
Uniknowin

Other, spacify below:
(3

P B0 Bo B0 Bo o o o B

Hypowalemic shadk

Sepsis

Hypaxia Both
Cardiac dysfunction

TBI

Anoxic beain injury

Multiple argan fzilure
FPulmanary embalism

Unkmnasn

Other, specify below:
| (300




Hospitalization Form

12. Was care withdrawn prior to death?
" Mo
" Yes — Reason!

Yes No
(" CHNS Issues (&g, Drain death, devastating or aon-survivable head infury)

" Organ failure

(" Other, describe: {30) |

13. Were any adverse events uncovered during the hospitalization? (. 9. found o be pregaant after hospital

Samit)
" N

" Was — Explaun:l {30} — Complete the Alert CTC form.




Patient Family Consent

1. Was patient and/or family and for LAR notified that patient was in study?
7 Was — Wha was notilied?

[~ Family — I::-ate:l fl II (mmydd/yyyy)

[T Patient — Data: I_ .I'I II { /o vy )

™ LaR - Date: /| /] {mmy/ddfyyyy)

T ho*

4. Did patient and/or family and /for LAR consent to continuation in study?
¢ Yes — Wi gave comsent?

™ Farmily — I:IaLE:I II | [ mmsaddvyyy)

[~ Patient — Date:l ,‘I /| [mm/adlyyyy)

™ LAR — I:late:l II /| ()
 No* — Wivy not? (check all that appiy)

r Patient/Ta I'I'II|'r' LAR refusad comsent

| Mot applicablefexpired
" Dthers




Patient Family Consent

3. Did patient and/or family andfor LAR consent to a 1 and 6 month follow-up call?
i Yas — Who gave comsenty?

[~ Family — Date: | /| | {mmyad yyyy)

[~ Patient — Date: | ,‘I | {mm/ad vy yy)

LR Date /| | (mmy/ddfyyyy)
¢ No* — Why not? {check all that apoly)

r Patientffa ITII|'r' LAR refusad conseant
[ Mot apolicabie/axpired
" Others

4. IF any of the starred bubbles are checkad above [and greater than 1 month since the episode ), explain
the attempits madea:

(&0
1e0)
1e0)




First Follow-Up

1. Was the pallenl I:_ﬂi‘ patient l‘EPI‘-EEIEI'ItﬂH'HE]- HHEEEES'“"! contacted?
T Mo Why not? | {30)

© veswpate: [~ /[ /| {mm/dddeyyy)

Where contacted?  Home U SNF T Rehab

2. Was the patient difficult to contact?
[~ Mo
™ Yes — Administer the TBI Qutcome Interview (for TEL patients only)

3. Follow-up conducted with whom?
[ Patient

~ Family
i~ Other: I

4. Vital status:
" Alive

(" Dead — Date of u:lear_h:l .fl .-'I (mmyddyfwyyy); 11 day of death is not a-.-ailal::-le-l .n'l {mmSyyyy)

Any available information on cause of death?
i N
" Yes —f (30}
| (30}

Ensure correct contact information!




First Follow-Up

4. Vital status:
~ alive
" Dead — Date of -:Iear.h:l_ .r|_ .-'|_ {mmyddfyyyy): I day of death is not a-.-ailal:He.I_ .-'|_ { vy
||:||I'I'r' gvailable inlormation on cause af death?
" No
" es —f (30}
| (30}

5. Was the patient re-hospitalized after discharge?
™ Mo
™ Unknown

(" ¥es — Length of stay! I (days)

Reason: I




Six Month Follow-Up

1. Was the patient (or patient representative) suceessfully contacted?
M Wiy n&t?l (30)

(" fas -[:-ate:| .r| x| {mmy gy

2. Follow-up conducted with whom?
" Patient
i Farmily
B Dtner-l

3. Vital status:
" alive -+ Complete the TBI Outcome Interview form
" Dead — Date of death: | .-'| J'| {mmyaddvevy): IF day of death is not a».-ailal:ule:l jl [ MY VYY)
Any available information on cause of death?
i~ Ma

7 vas




TBIl OQutcome Interview

 Done at or near discharge

 Done at one month if patient difficult
to locate

e Done at six months
Be sure to check for accurate contact

Information




Outcomes and Follow-Ups

« We must strive for 100%




Data Collection Duties

o Ensure patient Info letter on chart

o Ensure flashy new info sheet on chart
» Start data collection ASAP

o Start entering data ASAP (Trauma)

« Fax CT reports ASAP

« Get CDs or email images




Data Collection Duties

o Liaise with Ottawa ROC RCC

o Status report once a week

o 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

» Close tracking of compliance
» Deviations from standard reviewed
» Poor performance = remediation

» No improvement = no participation




Together we can do it!




Error Messages

Form Verification Exceptions

sufficient timne
m the i farmm. Either you b
u did not p 2 arge that form. Just override this
so that we can know tha intraforrms could not be run.

- 00000000000000n00n0n0n0n0n0n0nnnn0nnnnnnnnnnnnnnnnnnnnnnnnnnnn0n0nnnn0n0n0n0n0nnn0n0n0n0n0nnnnnnnnnnnnnon000000000000000oooooooooo]
Confirmation Page
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