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What is a Single-dose/Single-use Vial?


Vial of liquid medication intended for
parenteral administration that is meant for use
in a single patient for a single
case/procedure/injection. Single-dose or
single-use vials are labeled as such by the
manufacturer and typically lack an
antimicrobial preservative.

http://www.cdc.gov/injectionsafety/providers/provider_faqs_singlevials.html

CDC/HICPAC Guidelines Address Single-dose Vials

http://www.cdc.gov/hicpac/pdf/isolation/Isolation2007.pdf

Single-dose Vial Recommendations in
CDC/HICPAC Guidelines


Use single-dose vials for parenteral medications
whenever possible. Category IA



Do not administer medications from single-dose
vials or ampules to multiple patients or combine
leftover contents for later use. Category IA

http://www.cdc.gov/hicpac/pdf/isolation/Isolation2007.pdf

Outbreaks Associated with Single-dose Vials
• Since the CDC Safe Injection Guidelines were
published in 2007:
– At least 19 outbreaks associated with singledose vials or single use IV solutions
– 7 outbreaks of hepatitis B and/or C
– 12 outbreaks of bacterial infections
• High rates of hospitalization for BSIs

– Nearly all occurred in outpatient settings
• Pain clinics (n=8) and cancer clinics (n=5)

HCV Outbreak at Las Vegas Ambulatory
Surgical Center (ASC)

• Re-entered medication vials with used syringe
• Used single-dose vials of propofol for more than one
patient
http://www.cdc.gov/mmwr/preview/mmwrhtml/mm5719a2.htm

Infection Control Worksheet Used by CMS in ASCs

http://www.cms.gov/Regulations-andGuidance/Guidance/Manuals/downloads/som107_exhibit_351.pdf

“…the single dose vial policy for infection control which, as
currently written, is not only very expensive, but causes
numerous problems related to patient access, further it has not
been proven through evidence to be necessarily or medically
indicated.”

http://www.asipp.org/index.html

Injection Safety Recommendations
for 2007 CDC/HICPAC Guidelines

ASIPP Draft “Consensus Statement
of Infection Control Measures of
Single-dose Vials for Multiple
Patients”

IV.H.1. Use aseptic technique to avoid
contamination of sterile injection
equipment. Category IA

All doses must be drawn up by
licensed professionals whose scope of
practice includes administration of
parenteral medications and knowledge
of aseptic technique.

IV.H.2. Do not administer medications
from a syringe to multiple patients,
even if the needle or cannula on the
syringe is changed. Needles,
cannulae, and syringes are sterile,
single-use items; they should not be
reused for another patient nor to
access a medication or solution that
might be used for a subsequent
patient. Category IA

Not mentioned in ASIPP Draft
Consensus Statement.

Injection Safety
Recommendations for
2007 CDC/HICPAC
Guidelines

ASIPP Draft “Consensus Statement of Infection
Control Measures of Single-dose Vials for Multiple
Patients”

2. All doses from a given vial should be drawn-up and
IV.H.5. Do not
administered within a 12-hour period.
administer medications
from single-dose vials or
3. Only one vial of a given concentration of the medication
ampules to multiple
should be opened and used by the administrating
patients or combine
professional at any given time. A second vial of the same
leftover contents for
medication must not be opened until the previous vial is
later use. Category IA
discarded.

4. Any opened vials or filled syringes (contrast medium, local
anesthetic, steroids, or other drugs) must be discarded if
not used with 12 hours of the vial’s first puncture. Vials
must be labeled to document the time of first entry and
maintained at a temperature of 2-8 degrees Celsius (or 3646 degrees Fahrenheit) when not in use.
5. Residual amounts of these medications (either in the vial or
syringes) must never be pooled with medication from another
vial or syringe. If a patient requires more medication than is in
a single, drawn syringe, then medication from a separate vial
should be drawn into a separate syringe for administration.

CDC Position Statement on Single-dose Vials

http://www.cdc.gov/injectionsafety/CDCposition-SingleUseVial.html

CDC Position Statement on Single-dose Vials


In times of critical need, contents from unopened singledose/single-use vials can be repackaged for multiple
patients. However, this should only be performed by
qualified healthcare personnel in accordance with
standards in United States Pharmacopeia General
Chapter <797> Pharmaceutical Compounding – Sterile
Preparations. Following the USP standards is
imperative, as medication contamination and patient
harm can occur when repackaging (e.g. splitting doses)
is not done properly.

CDC Ongoing Activities Related to Single-dose
Vials




Discussions with partners including USP, FDA, and
CMS
Outreach to provider community to
 Educate about ongoing experience with outbreaks
associated with multi-patient use of SDVs
 Learn more about factors that that make dedicating
SDVs to individual patients challenging
• Reimbursement
• National Drug Shortage
• Access to the “right-sized vial” which may not be produced
by the manufacturer
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