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About the
Proposed OTC

Naloxone
The drug is delivered as an
intranasal spray with a single dose
of 4 mg. Adverse effects noted
during the FDA Advisory Committee
Meeting on February 15, 2023,
include withdrawal and vomiting.
The molecular structure of naloxone

is in the image above.

Considerations for

OTC Naloxone &
Beyond

The idea of OTC naloxone
seems to be a step in the
right direction amidst the
opioid crisis. Afterall, we do
want increase the
availability of naloxone and
have it reach individuals
needing it. However, the
opioid crisis is an evolving
situation. Will a 4mg
intranasal spray of naloxone
withstand emerging
syntheticse Will we see
decreasing health
disparitiese Will this step
decrease the stigma
associated with SUD or will
stores be reluctant to carry
ite There are many
questions out there, but in
this evolving crisis, we need
fo look at data —fo
effectively target problems,
form solutions and monitor
progress.

REFERENCE:

FDA Panel Gives Unanimous
Thumbs Up to OTC Naloxone -
Medscape - Feb 16, 2023.

https://www.fda.gov/advisory-

committees/advisory-committee-

calendar/february-15-2023-joint-

meeting-nonprescription-drugs-

advisory-committee-and-anesthetic-

and-analgesicttevent-information

The FDA Advisory
Committee
Meeting on 2/15/23

All expert FDA panelists
recommended making OTC
naloxone available with some
minor caveats such as labeling
issues. It seems like OTC naloxone
will be approved this year with

updates to follow in late March.



https://www.fda.gov/advisory-committees/advisory-committee-calendar/february-15-2023-joint-meeting-nonprescription-drugs-advisory-committee-and-anesthetic-and-analgesic

NEMSIS: Non-fatal Opioid Overdose Dashboard
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The NEMSIS (see citation below
for full name) dashboard is a result
of a collaboration between the
National Highway Traffic Safety
Administration and the White
House Office of National Drug
Control Policy.The dashboard relays
information from EMS encounters
about non-fatal opioid overdoses
nationally. California does
participate in the NEMSIS
dashboard.As of February 16,
2023, the dashboard was down for
maintenance.

The images to the left depict EMS
activations for opioid-related
overdoses and behavioral/ mental
related issues. Note the similarities
in trends for both activation types.
Perhaps there is a seasonal pattern
to EMS activations.

Data from this dashboard will be
helpful in curbing opioid overdose
deaths.

National EMS Information System (NEMSIS),
(2022) NHTSA Office of EMS, Department
of Transportation, 2021 Data Report.



X. Dong et al

Table 3

Top 50 important features for OD prediction.

Opioid Overdose Prediction Factors Per
Elecironic Health Records

Analysis

Journal of Biomedical Informatics 116 (2021) 103725

Rank Category Description Importance Measurement
(AUROC score decrease)
1 Medication NO2A: Opioids 0.070492
2 Clinical Event Pain Scale Score 0.061711
3 Medication AQ7D: Antipropulsives 0.054692
4 Medication NO1A: Anesthetics, general 0.051445
5 Clinical Event Alcohol Use 0.040293
6 Medication NO2B: Other analgesics and antipyretics 0.032074
7 Clinical Event Blood Pressure 0.019784
8 Medication NO5C 0.018649
9 Laboratory Test Mean Corpuscular Hemoglobin 0.018202
10 Laboratory Test Red Blood Cell Distribution Width (RDW) 0.01609
11 Medication MME 0.010222
12 Clinical Event Smoke, Exposure to Tobacco Smoke 0.010002
13 Medication GO02A: Uterotonics 0.009293
14 Laboratory Test Blood Urea Nitrogen 0.008829
15 Medication RO5D: Cough and cold preparations 0.008315
16 Laboratory Test Alkaline Phosphatase, Serum 0.007975
17 Clinical Event Heart Rate 0.006447
18 Laboratory Test Chloride, Serum 0.006336
19 Clinical Event Height 0.006055
Weight
BMI
20 Laboratory Test Monocyte Count 0.004942

In a study analyzing at medical records of more than 5.2 million patients across over 600 healthcare facilities, 1000+ opioid
overdose predictive factors were determined. Amongst those factors, the top 20 factors are listed above. The importance
measurement signifies how heavily a factor influences the event of an overdose in the next hospital visit. Hopefully, the study
will help inform clinical decision support systems. Please see the article below for complete details.

Dong X, Deng J, Hou W, Rashidian S, Rosenthal RN, Saltz M, Saltz JH, Wang F. Predicting opioid overdose risk of patients with
opioid prescriptions using electronic health records based on temporal deep learning. J Biomed Inform. 2021 Apr;116:103725.
doi: 10.1016/j.jbi.2021.103725. Epub 2021 Mar 9. PMID: 33711546.
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