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For better or worse...

not this pain study

* Definitely for worse
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I'VE JUST SUCKED ONE
YEAR OF YOUR LIFE AWiinuy




Recent changes — study-wide

Inclusion criteria
broadened to
include HR 2115

e Also met by having a shock index
=20.9

Other inclusion
criteria
unchanged

e Going to UCSD-Hillcrest Trauma
* Pain score 5 or greater (out of 10)




Recent changes - local

PAIN study drug moved from SDFD engines to Falck

ambulances

e Not currently IRB-approved for AMR ambulances
e (Technical issue, not a quality or willingness issue)

Overall number of drug kits being increased to

account for the move

* Was 26, will go to 60-70



Current enrollment status

CVFD: 2 patients

SDFD: 1 patient




Potential enrollments (March 2026)

28 patients met inclusion
criteria in SDFD

Of those, 18 also had at least
one exclusion criterion
(screen fail)

e 7 of these met the shock index inclusion criteria mathematically
but not when using the quick-reference card estimates

Of the remaining 10, 8 were with
units that did not have study
medication

The remaining 2 were missed
enrollments
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Falck
Mobile Health

San Diego, CA
March 2026

rehospital
nalgesia
tervention Trial
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The is a 1:1 randomized, double blinded, multicenter, EFIC clinical trial that

compares Fentanyl vs. sub-dissociative Ketamine for prehospital pain management.
N =994 (497/arm)
N =160 as of March 20, 2026



INCLUSION Criteria

. Must Have Heart Rate > 115 .
SI=HR = SBP OR SI=HR = SBP

1. T t after injury to UCSD .
ransport arter injury to Meet S| Criteria in Green to Quali

Hillcrest.
Shock Index
2. NRS Pain score of 5-10, at time of

enrollment. 80 09 | 09| 1.0 11 |11 12 (13|13 |14 ¥V
S 85 08 1 09| 09 10 |11 /111212 (13| vV
#:,\.KHeart Rate of 115 or greater y % |08]08]09 09|10 1111|1212 v
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a Shock Index of at least 0.9 or I 100 0.7 08| 08 [ 09 0910|2011 ]|11] V
: 105 070708 |08 [09/09]|10[10]|10] Vv
greater, at any time during patient O™ 110 {06 07| 07 | 08 |08|09|09]|20]|10]| ¥
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EXCLUSION Criteria

No IO: Must have |V access.

. No Pediatrics: Cannot be under 18 years old.

. No Prisoners: Transferred from jail or in police custody.

. No female patients under 50 years old.

. No SBP greater than 180mmHg at the time of enrollment.
No patients with known allergies to Fentanyl or Ketamine.

. No advanced airway prior to the first dose of study medication.
No objections to the study by patient or family member.

. No contraindications to pain medication based on local protocols.

0. No Bracelet: Wearing a “NO PAIN STUDY” opt-out bracelet o NI




DOES MY PATIENT MEET THE CRITERIA
B> A 0 RI I Q) D W "o ENROLLZ

Ay Traumatic Injury &
Transporting to UCSD- Hillcrest No
vES 1
Nale 18 Years & Older
or NO >
Female S0 Years & Older
vES 1

vES 1

HR 115 or Greater
e J = 4
Shock Index 0.9 or Greater

Heart Rate
Svstolic BP

I G- DO NOT ENROLL I

N O =

Pain Score 5-10 I NO S>>

vES |

I SBP Greater thhamn 100 &

NO >

Less Tham 180

YES |

I NOT Handcuffed or Detained I N O >

vES |

I Iv Established? I NO

YES 1TMmIZ/10kg, slow IVP over 2-5 minutes._

NMay repeat in 15 minutes if pain score
remains 5 or greater.
I ENEROLL

Scan OR code on package. Leave
Ppackage at thhe ED.




Study Medication Kits and Dosing

Double-blinded, prefilled syringes of study medication.
* Equal volumes of administration.

* Concentrations selected for weight-based dosing. Dosing volume is 1Tml/10kg.
2 doses per kit. All kits are 100% Fentanyl or 100% Ketamine. There are no mixed kits!

* Administered as a slow IV bolus over approximately 2-minutes.

* Maximum of 2 doses per patient.

* Asecond dose may be administered 15-minutes after the initial dose if the NRS
Pain Score remains in the range of 5-10.
DOSING:
Ketamine: 0.25mg/kg
Fentanyl: 1Tmcg/kg

Patient receives a volume of
TmUU/10kg. Max 10ml total volume

per dose.
CONCENTRATION: Max Ketamine (per dose): 25mg
Ketamine: 2.5mg/ml Max Fentanyl (per dose): 100mcg

Fentanyl: 10mcg/ml



PAIN Study Medication
STERILE ANALGESIC
SOLUTION FOR INJECTION
10 mL Pre-Filled Syringe

Ketamine C-III 25 mg/10 mL

(2.5 mg/mL)
or
Fentanyl C-II 100 mcg/10 mL
(10 mcg/ mL)
LOT: 12345

EXP: 01/01/1900
Kit Number: 001

Scan QR Code to
complete study reporting:

Directions: Administer 0.1 mL/kg IV,

slowly over 2 minutes. Dose may be

repeated after 15 minutes if patient
continues to meet criteria.

Date Compounded: 01/01/1900
Store at Room Temperature
Excursions permitted -20°C to 40°C
Caution: New Drug - Limited by
Federal (or United States) law
to investigational use.
If treatment arm must be known,
call either:




QR Code and Documentation

* WASTE ALL UNUSED MEDICATION VIA LVTE
FALCK POLICY! St i

* Patient transport to UCSD Hillcrest. —

* After transfer of care at UCSD
Hillcrest, the Paramedic must scan
the QR code on the medication kit

L

Name of Medic:

Brief description of patient (e.g., gender, race, approximate age, etc. Do not include PHI.:

packaging and answer the 9 Did the patient meet all inclusionc_r‘i:gsria an;l;gt meet any of the exclusion criteria?
associated questions. i P Mt s

* After scanning the QR code, place the e o e S
study medication packaging in the '
dropbox at UCSD Hillcrest.

* The Paramedic must document the kit e N
number, SI, and NRS Pain Score in the T

ePCR.




Please scan the QR

code to mark your

attendance at PAIN
Training!

“Be good, be kind, be safe”
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