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Decades of extensive

with jet injector devices.

Multi-use nozzle jet injectors
(MUNIJIs) demonstrated to generate
cross contamination.

Safer disposable-syringe jet
injectors (DSJIs) developed.

established.

DSJI technology becomes available
for use in clinical trials and
programs.

established
for relabeling of vaccines for “jet
injection” use.

requirements|
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Jet injection: Mechanism of action

Jet injectors deliver vaccines and medicines
without using needles; instead, jet injectors
generate a pressurized liquid stream that
pushes through the skin, penetrating it to
deliver injections into the tissue. PharmaJet DSJI injection in action.
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ID injection with a DSJI. SC injection with a DSIJI. IM injection with a DSIJI.

$PATH

All photos: Bioject



« MUNIJI/hybrid MUNJI devices:

- Challenge to demonstrate
safety—risk/benefit.

- Shift in size of multi-dose vials.
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Jet injectors—Ilessons learned: DSJIs

Value proposition
« Technology uptake—experience with auto-disable syringes.

« Price comparison—economies of scale.
1994 AD syringe price: 11.8 cents
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Regulatory pathway shift = £

 General indication versus vaccine relabeling. = =

EOOB: Auto-disable syringe for fixed dose
PGS code: [E008/050
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« Technology class category—“jet injection” N
« SRA versus NRA e
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tiple dose vial for jet injec-

i use. See package insert. ')
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U.S. Food and Drug Administration

Protecting and Promoting Your Health
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YELLOW FEVER VACCINE

YF-VAX®
Caution: Federal (USA) iaw prohibits dispensing W

[ For special instructions on use of Yellow Fever fQET INJECTOR USE )see other side of insert. I
C—————

Cosmetics | Radiation-Emitting Products | T

Vaccines, Blood & Biologics

© Home © Vaccines, Blood & Biologics @ Vaccines @ Questions about Vaccines

FDA Updated Communication on Use of Jet Injectors with

Inactivated Influenza Vaccines

DESCRIPTION

YF-VAX®, Yeliow Fever Vaccine, for subcutaneous use, is prepared by cuituring the 17D strain of yellow f
virus-free (ALV-fres) chicken embryos. The vaccine, containing sorbitol and geletin as a stabilizer, is Iyo
under nitrogen. No preservative is added. The vaccine must be reconstituted immediately before use
(Sodium Chloride Injection USP — contains no preservative). YF-VAX® is formulated to contain not less 1
Units (PFU) per 0.5 mL dose. The vaccine appears slightly opalescent and light orange in color after recoi

YF-VAX® complies with official potency tests and other requirements of the US Food and Drug Administ
Organization (WHC).

Labeling note:

Questions about Vaccines

Date Issued: October 26, 2011
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Purpose: The Food and Dr DA)is.
sterile needle and syringe to administer inactivated influenza vaccines.

Summary of the Issue

FDAhas recenty received questions regarding the use of jetinjector devices to administer inactivated
luenza vaccines that are approved by the FDA have information in their

D)

such as, by

(1) or

the vaccines should be
administration. The FDAIs clarifying its October 21, 2011,
i injactinn are

to inform the

dla and

Jet injectors (single-use, autodisable, needle-free syringe injectors) as medical

devices (Class 1) are requlated by National Regulatory Authorities. A jet injector
prequalified by the WHO PQS programme to deliver medications and vaccines is to
be used according to label to deliver ONLY those medications and vaccines that
have been approved by the relevant Authorities.
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