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Introduction and Safe Injection
Practices




Safe Injection Practices

* This issue should be on the radar screen of every
Infection preventionist and hospital

* Do you know the ten requirements for safe injection
practices by the CDC?

= Are you familiar with the provisions of the CMS
hospital worksheet in infection control that includes
qguestions that will be asked on safe injection
practices by the surveyors?

= Are your familiar with the CMS hospital survey
memo on what hospitals should be doing on safe

Injection practices?



Safe Injection Practices

* Have you implemented the ISMP IVP guidelines?

* Does your hospital have a policy on safe injection
oractices?

= Are all staff educated on safe injection practices
Including your physicians?

= Are all nurses educated in orientation and
periodically on safe injection practices?

= \We do not want to see headlines that discuss
unsafe practices that result in patient injury and
death



Have You Reviewed the New Pharmacy 1Gs?

DEPARTMENT OF HEAILTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard, Mail Stop C2-21-16
Baltimyore, Maryland 21244-1850
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Center for Clinical Standards and Quality/Survey & Certification Group

Ref: S&C: 16-01-Hospital

DATE: October 30, 2015
TO: State Survey Agency Durectors
FROM: Direcror

Swrvey and Certification Group

SUBJECT: Revised Hospital Guidance for Pharmaceutical Services and Expanded Guidance
Related to Compounding of Medications

AMemorandum Summarwv

Haospital Appendix 4 Updared: The Centers for Medicare & Medicaid Services (CMS) has
updated the State Operations Manual (SOM) Appendix A with respect to both the hospital
survey process and the interpretive guidelines for the pharmaceutical services Condition of
Participation (CoP). The update inclhides the following features:

* Pharmaceutical Services: Revisions were made to portions of the pharmaceutical

services CoP to bring them into alignment with current accepted standards of practice.
To improve clarity, the revised guidance addresses: accepted professional pharmacy
principles, including United States Pharmacopeia (USP) standards: compounding of
medications. particularly compounded sterile preparations (CSPs); determining
bevond-use dates (BUDs): safe and appropriate storage and use of medications: and.




CMS Revised Pharmacy Guidelines

= Addresses compounding sterile preparations
(CSP)

= Determining beyond use date (BUD)

= Safe and appropriate storage and use of medication
= Safe injection practices

= Preparing CSP outside the pharmacy

* Must follow acceptable standards of practice

* Final November 20, 2015 and CMS has revised the
manual to include these ten revised tag numbers



Safe Injection Practices Posters

T Needle
1 Syringe
+ 1T Time
O Infections

Injection safety, or safe injection practices, are practices intended to
prevent tramsmission of infectious diseases. Patients and healthcare
providers must both insist on nothing less than One Needle,

e Syringe. Only One Time for each and every injection.

For more information, please visit:




Headlines We Do Not Want
to See




Headlines We Don’t Want to See
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Hepatltls C outbreak

Strikes 8 endoscopy patients of B’klyn clinic




Headlines We Don’ tWant to See
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5 deaths linked to infections tied to
hospital linens
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Every patient doc treated for 5 years
should be tested, health officials say AS
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Fungal Meningitis Related To Contaminated Epidural Steroid Shots What is Fungal
Meningitis?

Fungal meningitis is
rare and usually the result
of spread of a fungus
through biood fo the
spinal cord. Although
anyone can get fungal
meningitis, people with
weak immune sysiems,
like those with AIDS or
cancer, are at higher risk.

The Centers for Disease Control has identified eleven deaths and
more than 100 cases of Fungal Meningitis as related to
Contaminated Epidural Steroid Shots. CDC is currently
conducting a mufii-state outbreak investigation. Steroid injections of
Methylprednisolone Acetate are believed to have been tainted with
a fungus. The particular type of meningitis this has caused is called
fungal meningitis. Three lots of the product were disinbuted
nationwide. The steroid solution has now been recalled and the
factory's operations have been shut down.

111

The most common cause
of fungal meningitis for
people with weak immune
systems is Cryptococcus.
This disease is one of the
most common causes of

adult meningiis in Africa.

News reports indicate that as many as 13,000 patients may have
been affected. News reporis link the outbreak to patients in
Tennessee, Michigan, Virginia, Indiana, Flonda, Maryland,
Minnesota, North Carolina and Ohio.

A map showing current outbreak stalistics is available at from the
CDC. New cases are being reporied on a daily basis. Evenifyou ° Learn more about
are outside the area of the current reports, you may have been affected. Fungal Meningitis
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http://www.contaminatedsteroids.com/fungal-meningitis.html
http://www.contaminatedsteroids.com/fungal-meningitis-articles.html
http://www.contaminatedsteroids.com/fungal-meningitis-links.html
http://www.contaminatedsteroids.com/about-our-lawyers.html
http://www.contaminatedsteroids.com/contact-our-lawyers.html
http://www.cdc.gov/HAI/outbreaks/meningitis.html
http://www.usatoday.com/story/news/nation/2012/10/08/steroid-related-meningitis/1620717/
http://www.cnn.com/2012/10/06/health/meningitis-exposure/index.html
http://www.cdc.gov/hai/outbreaks/meningitis-map.html
http://www.contaminatedsteroids.com/fungal-meningitis.html

Fungal Meningitis Outbreak

= CDC and FDA investigated outbreaks of meningitis
(Exserohilum and Aspergillus)

= In patients who received a steroid injection from a
contaminated product into the spinal area developed
fungal meningitis (67%)

= Patients suffered strokes and fungus infection in a
joint space (2%) such as the knee or shoulder and

death

= Some patients ended up epidural abscess, vertebral
osteomyelitis, discitis and arachnoiditis near the

Injection site



Fungal Meningitis Outbreak

* From a preservative-free steroid (methylprednisolone
acetate 80mg/ml) from the NECC

= New England Compounding Center in Framingham, Mass which has now filled a bankruptcy

= Symptoms can occur 1-4 weeks after injection

* There were a total of 14,000 patients affected
Including 48 deaths in 23 states

= This form of meningitis is not contagious
* Federal law on compounding is passed as a result

= CDC issues diagnostic and treatment guidance to
help physicians and staff

www.cdc.gov/hai/outbreaks/clinicians/guidance _asymptomatic_persons.html



Staph Infections Reuse Single Dose Vials

4 b | @ Centers for Disease Control and Prevention
| @ CDC 24/7: Saving Lives. Protecting Pecple.™ | |

1

Morbidity and Mortality Weekly Report (MMWR)  Www.cdc.gov/mmwr/preview/mmwr
html/mm6127al.nhtm?s_cid=mm61
27a1_vy€4
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Invasive Staphylococcus aureus Infections Associated with Pain Injections and Reuse of
Single-Dose Vials — Arizona and Delaware, 2012

Weekly
July 13, 2012 f 61(27);501-504

Transmission of life-threatening bacterial infections can occur when health-care personnel do not adhere to Standard Precautions and instead use
medication in containers labeled as single-dose or single-use for more than one patient (1). This report summarizes the investigation of two outbreaks
of invasive Staphyilococcus aureus infection confirmed in 10 patients being treated for pain in outpatient clinics. In each outbreak, the use of single-dose
or single-use vials {(SDVs) for more than one patient was associated with infection transmission. In both investigations, clinicians reported difficulty
obtaining the medication type or vial size that best fit their procedural needs. These outbreaks are a reminder of the serious consequences that can
result when SDVs are used for more than one patient. Clinician adherence to safe injection practices, particularly when appropriately sized SDVs are
unavailable, is important to prevent infection transmission. If SDVs must be used for more than one patient, full adherence to U.5. Pharmacopeia
standards is critical to minimize the risks of multipatient use.

Pain Management Clinic — Arizona
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Staph Reuse of Single Dose Vials

= CDC issues a report on invasive staph aureus
associated with patients who got pain injections

* Reused single dose vials which is a violation of
CDC safe Injection practices standards

= Two outbreaks in ten patients treated in an
outpatient clinic in Arizona and Delaware

» Used a single dose or single-use vial (SDV) on
more than one patient

= CDC said clinicians need to adhere to safe injection
practices



Staph Reuse of Single Dose Vials

* Physicians did not wear face mask when doing
spinal injections which is a CDC guideline

* Reused a vial of bipivacaine 30 ml which is for
single dose use on multiple patients

= 7 patients suffered a staph infection and were
admitted for septic arthritis or bursitis

= 2 MRSA patients have an epidural steroid injection
and one a stellate ganglion block

* Two staff members who prepared the medication
were colonized with staph aureus



Identify Risks for Transmitting Infections

= Hospital and ASC in Colorado where surgef: &
with Hepatitis C infection steals Fentanyl and
replaces it with used syringes of saline infecting 17

patients as of

= Kristen Diane

December 11, 2009 and 5,970

patients tested (total 36 for 3 facilities)

Parker in 2010 gets 30 years for drug

theft and needle swap scheme

= \Worked at Denver’'s Rose Medical Center and
Colorado Springs’ Audubon Surgery Center

= Patients often

fill lawsuits when this occurs

= 1 www.krdo.com/Global/link.asp?L=399119



Kristen Parker Sentenced for Fentanyl Theft

Aoy 188, 2010 Jp Licps

Kriztan Parker; Photo: Denver County Sheriff's
Oftice

Back to the blog

About a year ago awaman named
Krizten Diane Parker, a surgery tech
who worked in hospitals the Denver
area, made the news, including an
LawversAndSettlerents.com. I wrote 2
couple of shart pieces about her, She
waz addicted—mavbe still izs—to
Fentanyl,

Alzo known as Duragesic, Fentanyl iz a
prescription pain medication—quite a
strong one—and quite an addictive one
by all accounts, Kristen Parker was so
addicted to the stuff that she would
zteal suringes from hospital surgery
carts where she warked—zvyringes that
ware fillad with Fentanyl—and inject
herself. She would then fill the uzed
syringes with saline and replace them.
Juzstin case this isn't crystal clear—
post-operative patients were being
administered saline in used syringes
inztead of their prescribed pain
medication,

&h, but it gets warse, Parker ended up
infecting some 36 people with hepatitiz
Z, a currently incurable wiral infection

which leads to chronic liver inflammation, and in some cases liver cancer. Parker, who shared
needles when injecting heroine, iz hepatitis C positive—zomething she claims she didnt know

when she was fizing her needles,

Thankfully, M=, Parker got careless, and she got caught. Mo surprize there, given the state
she must have been in: Fentanyl iz 20 to 100 times stronger than moarphine, Eventually,
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Pleads Guilty

= 34 yo pleads quilty

* He pleads quilty to 16 federal drug charges

= He worked as cardiac tech and former lab tech In
18 hospitals in 7 states

= 46 patient confirmed with his strain of Hepatitis C

= 32 iIn New Hampshire, 7 in Maryland, 6 in Kansas,
and 1 in Pennsylvania

= Stole fentanyl and replaced it with saline and used
dirty needle

= Stealing drugs since 2002 and pleads guilty Aug 2013



David Kwiatkowski Infects 46 Patients

Hepatitis C Outbreak: In Wake OFT -~
Kwiatkowski Guilty Plea, Patients
Seek Accountability

By HOLLY RAFMER 1 i t il —_—

o
0 ik Ed 17 people like this. Be the first of vouwr friends. e 'ﬂ" E

k= = o o s GET HEALTHY LIWING
MEWSLETTERS:

COMNCORIDD, M. H. — Patients at a INew Hampshire hospital who were infected with
hepatitis O by a traveling medical technician with a drag problem are pleased swith his
guilty plea but are still pushing to hold others acecountable.

David Kwiatlhowslki, 34, pleaded guilty last weelk to 16 federal drug charges under an
agraecrment that calls for him to spend 30 to 40 vears in prison. He admitted stealing
painkiller syringes from hospitals where he worked and replacing them with saline-
fAlled syringes tainted with his blood.

Bafore he was hired at Exeteor Hospital in MNew Hampshire in oco11, Ewiatlooswswsla e

worked as a cardiac technolosist in 18 hospitals in seven states, mowving from job to
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Swedish Hospital in Denver 2016

= Class action lawsuit filed against hospital stating it
put thousands of patients at risk by hiring a surgical
tech

= Put patients at risk for HIV and Hepatitis B and C

* He was fired in January after being caught stealing
Fentanyl off the OR cart

= \When he was hired he had been fired from four
other hospitals and court martialed in 2011 for the
theft of fentanyl from the OR

= 2,900 patients have been offered free testing



Denver Hospital 2016

Jefferson County coroner IDs
worman killed im crash with
stolen pickup

Ryan Clady wants to return to
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Class action suit filed in drug theft
case at Swedish hospital that put
thousands at risk for hepatitis, HIV

Rocky Allen's drug theft case at Swedish Medical Center triggers lawsuit

Byv Christopher W. Oshes

T e Idervvver Posit
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& class-action federal laswsuit filed Tuesdaw alleges Swedish
Medical Center negligently put thousands of patients in danger by
hiring a surgical techneologist who the hospital now says may have
exposed them to HIV, hepatitis B or hepatitis C.

In January, the Englewood hospital fired Rocloy Allen, who has
since been indicted on two federal counts alleging he was canght
stealing a syringe filled with fentanyl from an operaring roomm.
Allen has pleaded not guilty.

Court records show that by the time Swedish hired him, Allen had
been fired from four other hospitals and also had been court :.' r o i Hre g
martialed in 2o11, when he was serving with the Wavy in PSR
Adghanistan, for the theft of fentanyl. Court testimony revealed pripurs o, Aoty 55
that he is carrving an undisclosed bloodborne pathogen. - - -

"By the time Allen appeared on the doorstep of SMC in Angust Mar 6:



The Federal Law on
Compounding




Drugs Rules Must Include

= Drug Quality and Security Act (DQSA) has
sections related to compounding

= Qutsourcing facilities who compound drugs register
and must comply with section 503B of the FDCA
and other requirements such as the FDA'’s current
good manufacturing practice (CGMP)

= Will be inspected by the FDA according to risk
based schedule

= Must meet certain other conditions including
reporting adverse drug events to the FDA



FDA’s Compounding Website

. . . Afo Z Index Follow FD.A En Espariol
ﬁ U.S. Food and Drug Administration -
r A Protecting and Promoting Your Health

Home | Food Drugs Medical Devices | Radiation-Emitting Products | VWaccines, Blood & Biologics | Animal & Veterinary | Cosmefics | Tobacco Products

Drugs Www.fda.gov/Drugs/GuidanceComplianceRegulatoryinformation/Pharmagy p =
Compounding/default.htm

Home » Drugs » Guidance, Compliance & Requlatory Information » Compounding

Guidance, Compliance &

Compounding Spotight

Regulatory Information

» FDA announces meeting of
Pharmacy Compounding
Advisory Committes

Compounding Quality Act

» Compounding

Regulatory Policy Information Title | of the Drug Quality and Security Act of 2013 * ter-governmental Working
Meeting on Pharmacy

On November 27, 2013, President Obama signed the Drug Quality and Compounding, March 20-21,

Security Act (DQSA), legislation that contains important provisions relating 2014

to the oversight of compounding of human drugs.

Compounding: Inspections,
Recalls, and other Actions

» Registered Qutsourcing

Outs ing Facilities
Outsourcing Facilities Facilities

Resources for You

Title | of this new law, the Compounding Quality Act, removes certain
provisions from section 503A of the Federal Food, Drug, and Cosmetic Act
{FDCA) that were found to be unconstitutional by the U S. Supreme Court

» Compounding and FDA
Questions and Answers

» FDA Video - FDA and

in 2002. Section 303A describes the conditions under which certain

” ; Pharmacy Compounding
compounded human drug products are entitled to exemptions from three

« FDA Communication with

States sections of the FDCA requiring:
* Registered Outsourcing g ific |
Facilities pecific Issues
Text of C o O - Compliance with current good manufacturing practices (CGMP) (section
. axt { dimo ¢ Hir
a:'."c OmpoUnaIng Luatty 501(a)(2)(B)); » Hydroxyprogesterone Caproate
Akl | - ?:':l v

+ Labeling with adequate directions for use (section 502(f)(1)); and
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Home Drugs Guidance, Compliance & Regulatory Information Compounding

Guidance, Compliance & Regulatory Letters to Stakeholders
Information

Compounding On January 8, 2014, FDA sent letters from Commissioner Hamburg regarding the pharmacy compounding
provisions of the Compounding Quality Act to hospital and other health care facility purchasers and to state
Regulatory Policy Information officials, including governors, state boards of pharmacy and health departments. The purpose of the lefters is to
, _ inform these important stakeholders of the recent passage of new federal legislation affecting the oversight of
Compounding: Inspections, compounded human drugs, and to encourage them to take steps to encourage compounders that produce sterile
Recalls, and other Actions drugs to register with FDA as outsourcing facilities.
QOutsourcing Facilities * Dear Colleague (PDF - 1.32MB)

* Dear Hospital / Purchaser (PDF - 1.06MB)

As required by the new law, FDA has posted a list of facilities that have registered as “outsourcing facilities”
under the new law. In addition to posting the list, FDA has provided information about the status of the facilities
and what it does and does not mean to be a registered outsourcing facility. v
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Drug Rules Must Include 27 20

= CMS added a section to the CAH manual on this In
April 2015 and November 20, 2015 to Appendix A
hospital CoP manual

= If hospital obtains compounded medications from
compounding pharmacy rather than a manufacturer
or a registered outsourcing facility then must
demonstrate that medicine received have been
prepared in accordance with acceptable principles

= Contract with the vendor would want to ensure hospital’s
access to their quality data verifying their compliance with
USP standards

= Should document ¥ou obtain and review this data




OIG Report January 22, 2015



http://www.fiercehealthcare.com/story/hospitals-try-head-falls-risk-assessments-fall-prevention-classes/2016-01-12

Surveyor Training on Compounding

* The OIG issued a report regarding a
recommendation which called on CMS to ensure
hospital surveyors are trained on nationally
recognized compounding practices and safe
Injection practices

= Recommend it change the CoPs interpretive
guidelines to address hospital contracts with stand-
alone compounding pharmacies

* OIG said the lack of surveyor training preventing the
oversight entities from effective evaluating the
hospital’'s use of CSP or compounded sterile

Rreﬁarations




OIG Report on Oversight of Hospital Pharmacies

OFFICE OF
INSPECTOR GENERAL

http://oig.hhs.gov/oei/reports/oei-01-13-00400.pdf

MEDICARE’S OVERSIGHT OF
COMPOUNDED
PHARNMACEUTICALS USED IN
HOSPITALS




The OIG Report Jan 2015

= May find the surveyor may review the contracts of the
stand alone compounding pharmacy and more
scrutinize these areas

= This includes surveyors from TJC, DNV, AOA HCAP, and
CIHQ

= Surveyors will likely be more aware of standards with
additional training and more likely to discover if
hospital is not doing safe compounding practices

= Discussed the 64 deaths from the fungal meningitis case
from NECC

= Made 55 recommendations on overseeing CSPs in

hospitals



Table A1: Extent to Which Oversight Entity Surveys Incorporate
Recommended Practices Related to the Hospital Physical Plant and
Environmental Quality

Oversight Entities Responding
Some of
Recommended Practice AR the Time EOE
Do surveyors request a copy of the hospital’s pharmacy cleaning logs? 1 4 0
Do surveyors request a copy of the hospital’s pharmacy environmental 0 5 0
sampling logs?
If the hospital prepares C5Ps onsite, do surveyors assess whether the area
of preparation 1s appropriate for all C5FP nsk levels compounded at the 2 3 0
hospital?
If the hospital prepares hazardous CSPs onsite, do surveyors assess the
appropriateness of the physical area where hazardous C5Ps are 3 2 0
compounded?
If the hospital prepares C5Ps onsite, do surveyors assess the environmental
- : : 3 2 0
quality and control in the area of preparation?
If always or some of the time, do surveyors assess the adequacy of the
environmental quality and control for each nisk level of CSP prepared at the 2 3 0
hospital?
If the hospital prepares C5Ps onsite, do surveyors review the hospital's
written procedures outlining the following:
Cleaning and disinfecting of the compounding areas? 1 4 0
Personnel hand hygiene and garbing in compounding areas? 3 2 0
Employee aseptic technigue in compounding areas? 2 3 0
Environmental sampling in compounding areas? 0 5 0
Facility and engineering control testing and certification in compounding 0 a ’
areas?
If the hospital prepares C5Ps onsite, do surveyors assess the adequacy of
personnel protective eqguipment for compounding C5Ps. including applicable 2 3 0




CMS Safe Injection Practices
Survey Memo and Other Survey
Memos




CMS Memo on Safe Injection Practices

= CMS issues a 7 page memo on safe injection
practices that every healthcare facility should follow

* Discusses the safe use of single dose medication to
orevent healthcare associated infections (HAI)

= Notes new exception which is important especially
In medications shortages

= General rule is that single dose vial (SDV)can only be
used on one patient

= Will allow SDV to be used on multiple patients if
prepared by pharmacist under laminar hood following

USP 797 ﬂuidelines




Safe Injection Practices
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CMS Memo on Safe Injection Practices

= All entries into a SDV for purposes of repackaging
must be completed with 6 hours of the Initial
puncture in pharmacy following USP guidelines

= Only exception of when SDV can be used on
multiple patients

= Otherwise using a single dose vial on multiple
patients is a violation of CDC standards

= CMS will cite the facility under the hospital
CoP/CFC infection control standards since must
provide sanitary environment

= Also includes ASCSI hosEiceI LTCI home healthI CAHI dia|¥8i5| etc.



CMS Memo on Safe Injection Practices

= Make sure pharmacist has a copy of this memo

* [f medication Is repackaged under an arrangement
with an off site vendor or compounding faclility ask
for evidence they have adhered to 797 standards

= ASHP Foundation has a tool for assessing
contractors who provide sterile products

=(Goto
www.ashpfoundation.org/MainMenuCategories/Practice
Tools/SterileProductsTool.aspx

= Click on starting using sterile products outsourcing tool

NOW



CMS Memo on Safe Injection Practices

= Bottom line Is you can not use a single dose vial on
multiple patients

= CMS requires hospitals to follow nationally
recognized standards of care like the CDC
guidelines

= SDV typically lack an antimicrobial preservative

= Once the vial Is entered the contents can support
the growth of microorganisms

* The vials must have a beyond use date (BUD) and
storage conditions on the label



CMS Memo on Safe Injection Practices

= So If it Is made it in a single dose vial then you need
to buy it in a single dose vial

= If they only make it in a multi-dose vial then try and use it as a
single dose vial

= If not then try and use it only on one patient

* Do not take multi-dose vial into patient room or into
OR

= Unless in OR you treat it as a single dose vial and discard it

= Mark multi-dose vial expires in 28 days unless sooner by
manufacturer

= Clean off lid even if new vial for 10-15 seconds and let dry
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FOSTERING SAFE AND EFFECTIVE MEDICATION USE
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= Print this page + Email this page
Advancing Practice Outsourcing Sterile Products Preparation: Contractor Assessment Tool
Optimizing Antithrombotic Developed with support from PharMEDium Services, LLC
Management: An Assessment Now available!
Tool )
TSOURCING STERILE i
Bar Code Guide Preparation of sterile parenteral products is a critical compaonent of ER%SSETSCPRSJ.ERAHON =
health-system pharmacy practice. For departments that choose to

My Medicine List™ outsource the preparation of parenteral medications, this web-based I T e

_ _ tool can be used to evaluate proposals during the selection of an
Outsourcing Sterile Products external organization that would provide parenteral product
Preparation: Contractor preparation services.

Assessment Tool

Pharmacy Practice Model The assessment tool helps you evaluate each of these areas:

Initiative :
» Regulatory compliance

» Quality and patient safety measures
» Medication administration safety features
* Service excellence

Start using the Sterile Products Qutsourcing Tool now! ¥

Foundation

vwvw.ashpfoundation.org/MainMenuCategories/Practie%@f ,
Tools/SterileProductsTool.aspx \ A
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Not All Vials Are Created Equal

SINGLE-DOSE
RMULTI-DOSE?

NOT ALL VIALS ARE CREATED EQUAL.
Dozens of recent outbreaks have been associated
with reuse of single-dose vials and misuse of
multiple-dose vials. As a result of these incidents,

patients have suffered ",igui“-: ant harms, including

death. CDC and the One & Only Campaign urge
healthcare providers to recognize the differences
between single-dose and multiple-dose vials and to

understand appropriate use of each container type

This information can literally save a life.

& ONE NEEDLE,
—tm— E—— ' SYRINGE,
NLY ONE TIME.

'—r-—l'-l Vg
LA .

Safe Infeciion Practices Coalition
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DOYOU PROVIDE TREATMENT
FOR PATIENTS WITH CANCER?

PROTECT YOUR PATIENTS, YOURSELF, AND YOUR BUSINESS

Since 2002, at least nine serious infectious disease outbreaks have occurred in
cancer clinics. These outbreaks involved unsafe injection practices, induding
the reuse of syringes. As a result, hundreds of patients became infected and
thousands mere required notification and testing for bloodbome pathogens.

MEVER reuse these items:

z e .
—tarrE e —— 4|EE || Hli .._I.

o
WA
Headies or syrimges that hawe Vials with “single-dose wial™ L i &
been used for amy purpose prieted on the label Salime bags Imira vemous twhimg

ALWAYS follow aseptic technique* when:

€ T ¢ _&

Preparing any medication Disimfectimg a wials septum Accessing a central lins Imjecting any medications

lﬂtidnqmsﬁh‘l}ﬁhhmmmmhamﬁm“mgqm
mmwmpmmmﬁummmummmmﬁ
i Preswenbion =it gs for more indomiation,

ONE NEEDLE,
ONE SYRINGE,
ONLY ONE TIME.

LEARN MORE ABOUT WAYS YOU CAN KEEP YOUR PATIENTS



The Safe Injection Practices Coalition Releases
Two New Videos

Dearcolleagues,

CDC continues to investigate outbreaks as a result of unsafe
injection practices. These mistakes and knowledge gaps put
healthcare providers and patients at risk. CDC's One & Only with the One & Only
Campaign created two short videos to help make healthcare
safer, one injection at a time.

Campaign! There are several
ways to follow us, join the
conversation, and receive

. Check ¥our Steps! Make Every Injection Safe - updates:

For Healthcare Providers, 3:45
» Managing Patient Safety, One Injection at a Time -
For Healthcare Managers, 2:33

. . . . . . One & Only Campaign
hese videos detail critical information to help all providers and

acility managers double check theirinjection safety knowledge

- -




CMS Memo Four IC Breaches

= CMS publishes 4 page memo on infection control
breaches and when they warrant referral to the
public health authorities

* This includes a finding by the state agency (SA),
like the Department of Health, or an accreditation
organization

= TJC, DNV Healthcare, CIHQ, or AOA HFAP
= CMS has a list and any breaches should be referred

» Referral Is to the state authority such as the state
epidemiologist or State HAI Prevention Coordinator

lorany ol the four breaches




Infection Control Breaches

DEPARTMENT OF HEATLTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

700 Security Boulewvard, Mail Stop C2-21-16
Baltimnore, Marvland 21244-1850

CINVS

CFNTFRS FOXR MFMFWCARF & SAFCPCAITRY SEFRVYICES

Center for Clinical Standards and Quality/Survey & Certification Group

Ref: S&C: 14-36-All

DATE: May 30, 2014
TO: State Survey Agency Directors
FRONM: Director

Survey and Certification Group

SUBJECT: Infection Control Breaches Which Warrant Referral to Public Health Authorities

Memorandum Summaryv

o Tnfection Conrtrol Breaches Warranting Referral to Public Health Aurhorities: If State
Survey Agencies (SAs) or Accrediting Organizations (AOs) identify any of the breaches of
generally accepted infection control standards listed in this memorandum. they should refer
them to appropriate State authorities for public health assessment and managcment.

o Tdentificarion of Public Healrh Conrtacr: SAs should consult with their State’s Healthecare
Associated Infections (HAT) Prevention Coordinator or State Epidemiologist on the
preferred referral process. Since AOs operate in multiple States. they do not have to confer
with State public health officials to set up referral processes, but are expected to refer
identified breaches to the appropriate State public health contact identified at:
http:/werw.ede.cov HAL state-based/index. html




CMS Memo Infection Control Breaches

» Using the same needle for more than one individual

* Using the same (pre-filled/manufactured/insulin or
any other) syringe, pen or injection device for more
than one individual

* Re-using a needle or syringe which has already
been used to administer medication to an individual
to subsequently enter a medication container (e.g.,
vial, bag), and then using contents from that
medication container for another individual

= Using the same lancing/fingerstick device for more

than one individual, even if the lancet is changed



CMS Memo on Insulin Pens

= CMS issues memo on insulin pens on May 18, 2012

= Insulin pens are intended to be used on one patient
only

= CMS notes that some healthcare providers are not
aware of this

= Insulin pens were used on more than one patient
which is like sharing needles

= Every patient must have their own insulin pen

= Insulin pens must be marked with the patient’s
name



Insulin Pens Memo
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Insulin Pen devices: The Centers oo IWledicare & Ivledicaid Sersrices ([ CIWVIED has recentl s
receiwved reports ofuse ofinsulin pens for rmore that one patient, wiath at least one 2011 epi=sode
resulting it the need for post-ezrposire patient notification. These reports indicate that sorme
healthcare personnel do not adhiers to safe pract ces and mas be unassare of the rislkes these
tn=afe practices pose to patients. Insulin pens are oeant for use by a single patient only.
Fach patientresident rmuast hawe his/her osamy. Sharing ofinsulin pens is essentiallsy the sarne as
slaring needles or synnges, and o=t be ated, consistent wath the applicabl e prowadersuppll e
specific swnwey guidance, in the zatne matnner as re-use of needles or syinges.

Bacloround

In=ulin pens are pen-shaped ing ector desrices that contain a reservoir for insulin or an insualin
cartridge. These dewvices are designed to perrrat selffinjection and are intended for single-person
muse. In healthcare settings, these desvrices are oftenn used by healthoare personnel to adrmitd ster
insulin to pattents. Insalin pens are designed to be used moaltiple tirmes by a single
patient/fresident vsing a newnesedl e for sach injection. Insalin pens st nesrer be used for rmore
than one patient/sresident. Regurgitation of blood irdo the insulin cartridge after i ecti on wall
cteate ariskt of bloodborne pathogen transtmssion ifthe pen is used for rmore than one

At Fhtresi ilent eren whien the neerdledis chanesA N1 A s mis fmermn C1N-25-THY dAated



CMS Memo on Insulin Pens

= Regurgitation of blood into the insulin cartridge after
Injection can occur creating a risk if used on more
than one patient

= Hospital needs to have a policy and procedure

= Staff should be educated regarding the safe use of
Insulin pens

= More than 2,000 patients were notified in 2011 because
an insulin pen was used on more than one patient

= CDC issues reminder on same and has free flier

= One and Only Campalign has brochure and poster



CDC Reminder on Insulin Pens

Injection Safety Www.cdc.gov/injectionsafety/clinical-reminders/insulin-

ens.html

CDC's Role
CDiC Statement

= Infection Prevention during Blood Glucose Monitoring and Insulin Administration L,l:tl Print page

1
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information for Patients | CDC Clinical Reminder: Insulin Pens Must o receive email
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Injoction Bractioes Never Be Used for More than One Person  poae entervour
Infection Prevention - . . email address:
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= Summary What's this? | Submit
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Blood Glucose The Centers for Disease Control and Backgroun
Monitoring and Insulin Prevention (CDC) has become increasingly » Recommendation: Contact Us:
Administration aware of reports of improper use of insulin + References ali Canters for Diseass
cDC Clinical Reminder: pens, which places individuals at risk of - Control 2nd
Fingerstick Devices infection with pathogens including hepatitis Prevention
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Insulin pens are pen-shaped injector devices that contain a reservoir

The One & Only for insulin or an insulin cartridge. These devices are designed to permit

SE sl self-injection and are intended for single-person use. In healthcare
settings, these devices are often used by healthcare personnel to
administer insulin to patients. Insulin pens are designed to be used
Related Links multiple times, for a single person, using a new needle for each i
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http://www.cdc.gov/injectionsafety/clinical-reminders/insulin-pens.html
http://www.cdc.gov/injectionsafety/pubs.html
http://www.cdc.gov/injectionsafety/recentMeetings.html
http://www.cdc.gov/injectionsafety/1anOnly.html
http://www.oneandonlycampaign.org/
http://www.cdc.gov/Other/disclaimer.html
http://www.cdc.gov/hicpac/
http://www.facebook.com/sharer.php?u=http%3A%2F%2Fwww.cdc.gov%2Finjectionsafety%2Fclinical-reminders%2Finsulin-pens.html&t=CDC%20-%20Clinical%20Reminder%3A%20Insulin%20Pens%20-%20Injections%20Safety
http://twitter.com/intent/tweet?text=CDC%20-%20Clinical%20Reminder%3A%20Insulin%20Pens%20-%20Injections%20Safety%20-%20@CDCgov&url=http%3A%2F%2Fwww.cdc.gov%2Finjectionsafety%2Fclinical-reminders%2Finsulin-pens.html
http://www.cdc.gov/injectionsafety/clinical-reminders/insulin-pens.html#Summary
http://www.cdc.gov/injectionsafety/clinical-reminders/insulin-pens.html#Background
http://www.cdc.gov/injectionsafety/clinical-reminders/insulin-pens.html#Recommendations
http://www.cdc.gov/injectionsafety/clinical-reminders/insulin-pens.html#ref
http://www.cdc.gov/email.do
javascript:window.print();
http://www.cdc.gov/emailupdates/
http://www.cdc.gov/cdc-info/requestform.html

CDC Has Flier for Hospitals on Insulin Pens

CDC CLINICAL REMINDER

Insulin Pens

Must Never Be Used for More than One Person

Summary . -
The Centers for Disease Control and Prevention (CDC) has become increasingly aware of .

reports of improper use of insulin pens, which places individuals at nsk of infection with
pathogens including hepatitis viruses and human immunodeficiency virus (HIV). This notice
serves as a reminder that insulin pens must never be used on more than one person.
Background

Insulin pens are pen-shaped injector devices that contain a resernvolr for insulin or an insulin
cartridge. These devices are designed to permit self-injection and are intended for single-
person use. In healthcare settings, these devices are often used by healthcare personnel
to administer insulin to patients. Insulin pens are designed to be used multiple times, for a
single person, using a new needie for each injection. Insulin pens must never be used for more than one person.
Regurgitation of blood into the insulin cartridge can occur after injection [1] creating a risk of bloodbome pathogen
transmission if the pen is used for more than one person, even when the needle is changed.

In 2009, in response to reports of improper use of insulin pens in hospitals, the Food and Drug Administration (FDA) issued
an alert for healthcare professionals reminding them that insulin pens are meant for use on a single patient only and are not
lo be shared between patients [2]. In spite of this alert, there have been continuing reports of patients placed al risk through
inappropriate reuse and sharing of insulin pens, including an incident in 2011 that required notification of more than 2,000
potentially exposed patients [3]. These events indicate thal some healthcare personnel do nol adhere to safe practices and
may be unaware of the risks these unsafe practices pose to patients.

Recommendations



Insulin Pen Posters and Brochures Available

TEREB

ONE NEEDLE,
ONE SYRINGE, e Healthcare ) ]
ONLY ONE TIME. About the Safe Injection — Patient Campaign — Contact Us

Campaign Practices . Information Resources
Information

Insulin Pen Safety — One Insulin Pen, One Person

www.oneandonlycampaign.org
/content/insulin-pen-safety

INSULIN PEN

4L F

PERSON

The Safe Injection Practices Coalition created an insulin pen poster and brochure for healthcare providers as a reminder
that insulin pens and other injectable medications are meant for one person and should never be shared. PDFs of these

educational materials are linked below:

Specific Marerials for Safe Use of Insulin Pens — for Clinicians and Patients

Erochure
Click here to order free copies of these materials from the Centers for Disease Control and Prevention (CDC)
(publication numbers 22-1501 and 22-1503).

Additional Resources

WA Patient Safety Alert: Multi-Dose Pen Injectors (Department of Veterans Affairs, January 2013)

i


http://www.facebook.com/#!/pages/One-Only-Campaign/104795589612045
http://twitter.com/injectionsafety
http://www.youtube.com/user/OneandOnlyCampaign
http://www.oneandonlycampaign.org/about-the-campaign
http://www.oneandonlycampaign.org/safe_injection_practices
http://www.oneandonlycampaign.org/content/healthcare-provider-information
http://www.oneandonlycampaign.org/patient_information
http://www.oneandonlycampaign.org/campaign_resources
http://www.oneandonlycampaign.org/news
http://www.oneandonlycampaign.org/contact-us
http://www.oneandonlycampaign.org/
http://www.oneandonlycampaign.org/sites/default/files/upload/pdf/SIPC_insulinpen_BeAware_11x17_final_508Compliant.pdf
http://www.oneandonlycampaign.org/sites/default/files/upload/pdf/brochure_insulinpen_final_508Compliant.pdf
http://wwwn.cdc.gov/pubs/dhqp.aspx
http://www.patientsafety.gov/alerts/AL13-04MultiDosePens.pdf

'y W .Y Insulin pens that contain

¥y AR BB more than one dose of

w | = Y insulin are only meant
for one person.

DO N i T S H A RE They should never be

used for more than one
person, even when the
needle is changed.

i
& J"r‘.fu",f‘-'L '(
£

ONE INSULIN PEN,
)INLY ONE PERSON

The One & Only Campaign is a public health campaign aimed For more information,
at raising awareness among the general public and healthcare please visit:
providers about safe injection practices. www.ONEandONLYcampaign.org




Brochure
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Thee Safe Injection Practioes Coalition (SIPC) isa
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|_uer Misconnections Memo

= CMS Issues memo on luer misconnections

= This has been a patient safety issues for many years

= Staff can connect two things together that do not
belong together because the ends match

= For example, a patient had the blood pressure cuff
connected to the IV and died of an air embolism

= Luer connections easily link many medical
components, accessories and delivery devices

= ISMP, TJC, and PaPSA found high number of
misconnections



_uer Misconnections Memo
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PA Patient Safety Authority Article

Table. Tubing Misconnections Reported to the Pennsylvania Patient Safety Authority, Joanuary
2008 to September 2009
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ISMP Tubing Misconnections ww.ismp.org
NMedicatonSafety Alert!~--—eo ~

PREVENTING CATHETER/, TUBING MISCOMNMNECTIONS: MUCH NEEDED HELP IS ON THE WAY
Frowm the July 15, 2010 issus

Catheter/tubing misconnections remain a serious problem in healthcare. Just a few weeks ago we learmned of another
fatal event. Over Memorial Day wesekend, a 19-month-old child, who was receiving treatment for a chronic gastrointestir
disorder, died at a pediatric care center. & suspension of QUESTRAM (cholestyramine) was accidentally given via a
central line intravenous catheter instead of through an enteral feeding tube.

In May 2010, another report was published about barium sulfate being administered wvia the superior vena cava during
upper gastrointestinal study (Soghoian S, Hoffman RS, Melson L. Unintentional IV injection of barium sulfate in a child. A
J Health-Syst Pharm. 201067 :724-26). The patient, a 17-month-old child, had a central venous catheter (CWC) in place 1
antibiotic therapy. 4s the procedure began, approximately 2 mL of barium sulfate was injected into the CWC, which was
mistaken as the child’s gastrostomy tube. Fortunately, Nno respiratory distress developed and the child was discharged
dayvs later.

Luer connector systems, common to many healthcare catheters, tubes, administration sets, extension sets, and syrinage
hawve been at the heart of many catheter/tubing Misconnections. At the center of one of the mo st c:cmmonl',' reported
problems is the fact that some manufactured enteral catheters still hawve ports that only accept parenteral administratio
sets and syrinages. So, even if a liguid medication is prepared in an oral syrinage, the medication must be transferred to =z
parenteral syringe for administration via this type of enteral catheter port, risking the accidental administration of the
drug wvia a parenteral line.

Eelow are examples of the tvpe of reports we have received associated with catheter/tubina misconnections, all of whi
weve described in this newsletter since publication began in 199G6:

e IV infusions conneckted to epidural lines, and epidural solutions connected to IV lines

& Syringe containing IV medication given wvia an intrathecal catheter

e IV tubing connected to inflation balloon port of endotracheal tube or tracheostomy tube

e Sequential compression dewvice tubing or pneumatic blood pressure cuff tubing attached to port of IV administratn
set

e Oxygen tubing connected to port of IV administration set
s Breast milk intravenously infused into neonates
= Bladder irrigation solutions given IV, or TPMN solutions administered wvia foley catheter port

e IV administration set spiked into enteral nutrition container, resulting in enteral Nnutrition administered IWw.

< >



TJC Sentinel Event Alert #36 WWW,jointcommission.org
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New Standards Prevent Tubing Misconnection:

= New and unique international standards being
developed in 2015-2016 for connectors for gas and
liguid delivery systems

= To make it impossible to connect unrelated systems

* Includes new connectors for enteral, respiratory, limb cuff
Inflation neuraxial, and intravascular systems

= Phase in period for product development, market
release and implementation guided by the FDA and
national organizations and state legislatures

= FAQ on small bore connector initiative

= TJC does SEA to help hospitals in the transition period



Managing Risk During the Transition

Sentinel
Event

A complimentary publication of The Joint Commission
Issue 53, August 20, 2014

Managing risk during transition to new IS0 tubing connector standards

Publishad for Joint Tubing misconnections continue to cause severe patient injury and death, since
Commission accredited tubes with different functions can easily be connected using luer connectors, or
organizations and interested connections can be “rigged” (constructed) using adapters, tubing or catheters.
health care professionals, This is why new ISO (International Organization for Standardization) tubing
Sentinel Event Alert identifies >

connector standards are being developed for manufacturers. Through an

specific types of sentinel and
adverse events and high risk
conditions, describes their

international consensus process, the standards are being developed, tested and
approved to assure reliable designs and processes. The phased implementation

common underlying causes, of redesigned tubing connectors that are the result of these new ISO connector
and recommends steps to standards begins now. The Joint Commission urges health care organizations to
reduce risk and prevent future be vigilant and begin planning for the upcoming penod of transition, which will
oocuirences. introduce changes and new risks into the health care environment. Under the new

IS0 connector standards, smali-bore (less than 8.5 mm inner diameter)

Accredited organizations : ; : . :
“ 2 cannectors will be engineered to make it nearly impossible to connect one

should consider information in

a Santinel Evant Alert when delivery system to another delivery system that serves a completely different
designing or redesigning function'<3%% _ for example, accidentally connecting a feeding administration set
processes and consider to a tracheostomy tube, or an intravenous (IV) tube to an epidural site.
implementing relevant

suggestions contained in the The first new 1SO connector standard (ANSIVAAMI/ISO 80369-1) has been

alert or reasonable

: adopted and others are expected to be introduced and adopted through 2014 and
alternatives.

2015. Health care organizations should begin prepanng for changes in
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Safe Injection Practices Memo

* The Emergency Medicine Patient Safety
Foundation has a free patient safety memo on safe
Injection practices

= Avallable at www.empsf.org and click on resources

= 12 page memo which summarized important issues
Including the CDC and CMS guidelines on safe
Injection practices

* Discusses recommendations for hospitals

* Discusses CMS worksheet on infection control
which contains a section on safe injection practices



Safe Injection Practices Memo

Safe Injection Practices Patient Safety Brief
Emergency Medicine Patient Safety Foundation

By: Sue Dill Calloway RN PASN D CPHRM
Ruth Carrico PhD RN FSHEA ClC

July 2012

The Centers for Disease Control and Prevention (CDC) says there are 1.7
million healthcare-associated infections in the US every year. Of these, it is
estimated that about 99 000 deaths occur as a result. Infection prevention
and control is an important issue in today's healthcare environment. It is
important to accreditation organizations like the Joint Commission (T J4C).

The Joint Commission has eight pages of standards in the chapter on
infection Prevention and Control ().
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Fingerstick Devices & Glucose Meters

= Glucose meters must be cleaned and disinfected
between each patient use

* Do hand hygiene and wear gloves during
fingerstick blood glucose monitoring and other
procedures involving potential exposure to blood
or body fluids

* Fingerstick devices (including the lancing device or
the lancet itself) should never be used on more than
person

= [tems contaminated with blood may not be

Immediately visible
T



Fingerstick Devices

Information for Patisents

FPrewventing Linsafe
Injecticn Practices

Infecticn Prewention
during Blood Glucose
Monitoring and Insulin
Administration

Foul=s regarding
Assisted Blood
Slucose Monitoring
and Insulin
Administration

= CeC Climdcal Renvinder =
Fingerstick Dewvices

Clinical Reminder:
Insulin FPens

Recent Fublicaticons
FRe=cent Maestings

The One B Only
Campaign

Related Links=s
félzne B Tnlw CTampaign

HICRPa

2007 Suideline for
Isclation Precautions

HHS &acticn Flan to
Prewent HAa s B

Fingerstick Devices on More than One
FPerson Poses Risk for Transmitting
BEloodbormne Pathogens

HSovailable for downlcad Clinical

= | — EBOaE - 1ET OROE]
Reminder 55 [FC == = O this Page

SLII‘I‘II‘I‘IELI‘_'_-,-" = Summa3arry

The Centers for Dissesase Control and = Background
Prewvention [T} has become
increasingly concermed about the risks
Fer transmitting hepatitis B wirus [HEW] = additiconal
and other blcodborne pathogens to Information
persons undergoing fingerstick
procedures for blood sampling -— for
instance, persons with diabetes who
require assistance monitoring their blood glucose lewvels.
Reports of HEBY infecticon cutbreaks linked to diabetes care hawe
bBeen increasing [L., 2. 2]. This notice serves as a reminder that
fingerstick dewvices should newver be used for more than ons
peErsocn.

Il

= Recommendatic

- Refersences

Background

Fingerstick dewices are dewices that are
used to prick the skin and obtain drops of
Elocd for testing. Thers are two main
types of fingerstick dewices: those that
are designed for reuse on a single person
and those that are disposable and for =
single-use. -

= Rewusable Dewices: These dewices

cften resemble a pen and hawe the
means to remowe and replace the
lancet atter each use, allowing the
dewice to be used morse than once
[see Figure 1]. Dus to difficulties with
cleaning and disinfecticn atfter use and
cthe=ir link to numercus cutbrealks, COV T recommends that
these dewices newer be used for more than one person. If e
these dewices ars used. it should onlbw be bw indiwidual

TRl |

Fignar= 1: Frear=albil=
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http://www.cdc.gov/injectionsafety/patients.html
http://www.cdc.gov/injectionsafety/unsafePractices.html
http://www.cdc.gov/injectionsafety/blood-glucose-monitoring.html
http://www.cdc.gov/injectionsafety/providers/blood-glucose-monitoring_faqs.html
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html
http://www.cdc.gov/injectionsafety/clinical-reminders/insulin-pens.html
http://www.cdc.gov/injectionsafety/pubs.html
http://www.cdc.gov/injectionsafety/recentMeetings.html
http://www.cdc.gov/injectionsafety/1anOnly.html
http://www.oneandonlycampaign.org/
http://www.cdc.gov/Other/disclaimer.html
http://www.cdc.gov/hicpac/
http://www.cdc.gov/hicpac/2007IP/2007isolationPrecautions.html
http://www.cdc.gov/hicpac/2007IP/2007isolationPrecautions.html
http://www.cdc.gov/Other/disclaimer.html
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#Summary
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#Background
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#Recommendations
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#AdditionalInfo
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#References
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#ref1
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#ref2
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#ref2
http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html#Disclaimer
http://www.cdc.gov/cdc-info/requestform.html

Fingerstick Devices

/ b = Anyone performing fingerstick
(N procedures should ensure that
: a device Is not used on more
| '%\ 4 than one patient
3 i

S = Use auto-disabling single-use

disposable fingerstick devices

used on multiple
to difficulty with c
disinfection (one

= Pen like devices should not be

natients due
eaning and

patient use)




CDC Poster on Fingerstick Devices

CDCCLINICAL REMINDER

Use of Fingerstick Devices on More than One Person Poses
Risk for Transmitting Bloodborne Pathogens

Summary: The Centers for Disease Control and Prevention (CDC) has become increasingly concermned about the
rnisks for transmitting hepatitis B virus (HBV) and other bloodbome pathogens to persons undergoing fingerstick
procedures for blood sampling — for instance, persons with diabetes who require assistance monitoring their blood
glucose levels. Reports of HBV infection outbreaks linked to diabetes care have been increasing'**. This notice
serves as a reminder that fingerstick devices should never be used for more than one person.

Background Iwww.cdc.gov/injectionsafety/PDF/Clinical_Reminder_Fingerstick_Devices_RiskBBP.pdf

Fingerstick devices are devices that are used to prick the skin and obtain drops of blood for testing. There are two
main types of fingerstick devices: those that are designed for reuse on a single person and those that are
disposable and for single-use.

*» Reusable Devices: These devices often resemble a pen and have the
means to remove and replace the lancet after each use, allowing the device
to be used more than once (see Figure 1). Due to difficulties with cleaning
and disinfection after use and their link to numerous outbreaks, CDC
recommends that these devices never be used for more than one person. If
these devices are used, it should only be by individual persons using these
devices for self-monitoring of blood glucose.




ISMP 1V Push Guidelines for
Adults




ISMP 1V Push Medications Guidelines

= ISMP has published a 26 page document called
“ISMP Safe Practice Guidelines for Adult IV Push
Medications

* The document is organized into factors that
Increase the risk of IV push medications in adults,

= Current practices with IV injectible medications

= Developing consensus guidelines for adult IV push
medication and

= Safe practice guidelines

= About 90% of all hospitalized patients have some form of
Infusion therapy



1\ Push Medicine Guidelines

WWw.ismp.org

ISP

Safe Practice
Guidelines for
Adult IV Push
Medications

A compilation of safe practices from the
ISMP Adult IV Push Medication Safety Summit

Remember; CMS says you have to follow
standards of care and specifically mentions the T R i T e sy

ISMP so surveyor can site you if you do not
follow thi. ASIMP )

INSTITWTE FOR SAFE MERLCATION MEACTICES




1\ Push Medications Guidelines

* Provide IV push medications in a ready to
administer form

= Use only commercially available or pharmacy
prepared prefilled syringes of IV solutions to flush
and lock vascular access devices

= |[f avallable in a single dose vial then need to buy In
single dose vial

= Aseptic technique should be used when preparing
and administering IV medication

= This includes hand hygiene before and after
administration




1\ Push Medications Guidelines

* The diaphragm on the vial should be disinfected
even if newly opened

= The top should be cleaned using friction and a sterile 70%
Isopropyl alcohol, ethyl alcohol, iodophor, or other
approved antiseptic swab for at least ten seconds to it dry

= Medication from a glass ampule should be with a
filter needle unless the specific drug precludes this

= Medication should only be diluted when
recommended by the manufacturer or In
accordance with evidence based practice or
approved hospital policies



1\ Push Medications Guidelines

= If IV push medication needs to be diluted or
reconstituted these should be performed in a clean,
uncluttered, and separate location

= Medication should not be withdrawn from a
commercially available, cartridge type syringe into
another syringe for administration

= |t Is also important that medication not be drawn up
Into the commercially prepared and prefilled 0.9%
saline flushes

= This are to flush an IV line and are not approved to use to
dilute medication



3.6 Do NOT dilute or reconstitute IV push medications by drawing up the contents into a commercially-
available, prefilled flush syringe of 0.9% sodium chloride.

Discussion: Commercially available prefilled syringes of saline and heparin are regulated by the US Food and Drug
Administration as devices, not as medications. These devices have been approved for the flushing of vascular
access devices, but have NOT been approved for the reconstitution, dilution, and/or subsequent administration of
IV push medications. Such use would be considered “off [abel” and not how manufacturers intended these products
to be used, nor have prefilled flush syringes been tested for product safety when used in this manner.

Warnings intended to limit the use of prefilled syringes for medication preparation and administration appear

on some syringe barrels, clearly stating "IV flush only.” Some manufacturers have also limited or removed the
gradation markings on the prefilled flush syringes in order to prevent measurement of a secondary medication in
the flush syringe. When prefilled syringes are used in an off-label manner, the practitioner and employer bear the
legal liability for any adverse events occurring from this practice.

The mislabeling that occurs when medications are added to a prefilled syringe and a secondary label is not applied
creates significant risk for errors. In many cases, the manufacturer’s label is permanently affixed to the syringe
barrel and contains product codes and a barcode as well as specific information about the fluid and its volume.
When another medication is added to this syringe, there is no adequate method to amend the manufacturer’s label,
without covering the current information. Thus, the syringe frequently remains labeled as 0.9% sodium chloride,
when it also contains the diluted or reconstituted medication.

Although this unsafe practice is widespread, and many who use it mistakenly believe the risk of an error is
insignificant—a belief clearly reinforced during public comment regarding this guidance statement—summit

participants arrived at a consensus that the practice must be eliminated.
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I\ Push Medications Guidelines

= Combination of more than one medication Is a
single syringe Is seldom necessary and could result
In unwanted changes in the medication

= Never use IV solution or mini bags as a common
source to flush an IV as to dilute for more than one
patient

= Label syringes of IVP medication unless prepared
and immediately given with no break

= Administer IV push medication at rate
recommended by manufacturer or supported by

evidenced based practices and often given too fast



CMS Infection Control
Worksheet

Section on Safe Injection Practices




CMS Hospital Worksheets History

= 3 final worksheets which addresses discharge
planning, infection control, and QAPI (performance
Improvement)

= Final ones issued November 26, 2014

= Infection control has safe injection practices
section and also antimicrobial stewardship
program

= CMS also issued separate memo on safe injection
practices

= Infection control worksheet is 49 pages



Final Infection Control Worksheet

DEPARTMENT OF HEAT TH & HUUMAN SERVICES
Centers for Medicare & Medicaid Services

700 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-15850

CINVM S

CFNTFEFRS FOXR MFIFICARF & SMEMPICAITY SFRVICES

Center for Clinical Standards and Quality/Survevy & Certification Group

REF: S&C: 15-12-Hospital
DATE: MNovember 26, 2014

ot State Survey Agency Directors  WWW.CMS.goV/SurveyCertificationG
eninfo/PMSR/list.asp#TopOfPage

FROM: Director
Survey and Certification Group

SUBJECT: Public Release of Three Hospital Surveyor Worksheets

Memorandum Summarv

o  Three Hospital Surveyvor Worksheers Finalized: The Centers for Medicare & Medicaid
Services (CMS) has finalized surveyvor worksheets for assessing compliance with three
Medicare hospital Conditions of Participation (CoPs): Quality Assessment and
Performance Improvement (QAPT), Infection Control, and Discharge Planning. The
worksheets are used by State and Federal surveyors on all survey activity in hospitals when
assessing compliance with any of these three CoPs.

o Final Worksheers Made Public: “Wia this memorandum we are making the worksheets

publicly available. The hospital industry is encouraged. but not required. to use the
worksheets as part of their self-assessment tools to promote quality and patient safety.




CMS Hospital Worksheets

= Hospitals should be familiar with the IC worksheet
which has a section on safe injection practices

and preventing MDRO and antibiotic use

= Will use whenever a validation survey or certification
survey Is done at a hospital by CMS

= CMS says worksheets are used by State and federal
surveyors on all survey activity in assessing compliance
with any of the three CoPs

* Hospitals are encouraged by CMS to use the worksheet
as part of their self assessment tools which can help
promote quality and patient safety



Infection Control Program and Resources

Module 1: Infection Prevention Program

Section 1.A. Infection Prevention Program and Resources

Elements to be assessed sSur
1.A.1 The hospital has designated one or more individual(s) as its C Yes - = L
Infection Control Officer(s). #5 e s S
T Mo ’ ,“
[ - .
1.4.2 The hospital has evidence that demonstrates the Infection C Yes 3 H
Control Officer(s) is gualified and maintain(s) gualifications . . 1 - w
through education, training, experience or certification related T Mo {f
to infection control consistent with hospital policy. I -
‘_Phl- -
1.4.32 The Infection Control Officer(s) can prowvide evidence that the " Yes
hospital has developed general infection control policies and
procedures that are based on nationally recognized guidelinas T No

and applicable state and federal law.

If mo to any of 1.A.1 through 1.A.32, cite at 42 CFR 482.42(a) (Tag A-748)

1.A.4 The Infection Control Officer can provide an updated list of " Yes
diseases reportable to the local and/for state public health
authorities. T No
1.A.5 The Infection Contrel Officer can prowvide evidence that T Yes
hospital complies with the reportable diseases regquirements of
the local health authority. " Mo

Mo citation risk for questions 1.A.4 and 1.A.5

relevant to construction, renovation, maintenance, demolition,
and renair. includine the reauirement for an infection control { M o

1.A.6 The hospital has infection control policies and procedures C  Yes |

82



Section 1.C. Systems to Prevent Transmission of MDROs and Pr

Stewardship

Elements to be assessed

1.C.1 The hospital has policies and procedures to minimize the risk of {  Yes
development and transmission of multidrug-resistant organisms
(MDROs) within the hospital (applicable to all persons in the " Mo
hospital).

1.C.2 Systems are in place to designate patients known to be colonized | (7 Yes
or infected with a targeted MDRO and to notify receiving units and
personnel prior to movement of such patients within the hospital. " No

1.C.3 Systems are in place to designate patients known to be colonized | { Yes
or infected with a targeted MDRO and to notify receiving
healthcare facilities and personnel prior to transfer of such patient | (" No

between facilities.

If no to any part of 1.C.1 through 1.C.3, cite at 42 CFR 482.42(a) (Tag A-0749)
1.C.4 The hospital can provide a list of target MDROs, " Yes

Mote: Hospitals should provide a list of MDROs that are targeted for " No
infection control because they are epidemiologically important
(e.g., MRSA, VRE). Please refer to CDC’s Guideline for Isolation
Precautions for criteria that may be used to define epidemiclogy
important organisms:
http:/fwww.cdc.gov/hicpac/pdf/isolation/Isolation2007.pdf

1.C.5 The hospital can demonstrate the criteria used to determine  Yes
epidemiologically important MDRO= on their list.
" No
1.C.6 The hospital can provide justification for any epidemiologically T Yes
important organisms not on their list and otherwise not targeted
in their hospital. T Mo




Safe Injection Practices and Sharps Safety

Section 2.B. Injection Practices and Sharps Safety (Medications and Infusates)

Elements to be assessed

Surveyor Notes

Surveyor Notes

communicable disease including the following:

Injections are given and sharps safety is managed in 2 manner consistent with hospital infection control policies and procedures to maximize the prevention of infection a

settings of the hospital.

Note: If possible, questions in this section should be assessed through observation in two separate patient care areas or

(" Second observation not available (If selec
questions 2.B.1 — 2.B.15 RIGHT column will £

blocked)
2.B.1 Injections are prepared using aseptic technique in an area " Yes " Yes
that has been cleaned and is free of contamination (e.g., visible
blood, or body fluids). " No " No
(" Unable to (" Unable to
observe observe
2.B.2 Needles are used for only one patient. " Yes (" Yes
(" No ' Neo
C Unable to (" Unable to
observe observe
2.B.3 Syringes are used for only one patient (this includes " Yes " Yes
manufactured prefilled syringes).
" No " No
(" unable to (" Unable to
observe observe
2.B.4 Insulin pens are used for only one patient. (" Yes " Yes
" nNo C No
(" Unable to (" Unable to
observe observe
2.B.5 The rubber septum on all medication vials, whether " Yes (" Yes
unopened or previously accessed, is disinfected with alcohol
Sy N fa T T




Injection Practices & Sharps Safety

= This includes medications, saline, and other
Infusates

= |njections are given and sharps safety is
managed in a manner consistent with IC P&P

" |njections are prepared using aseptic technique
In an area that have been cleaned and free of
visible blood, body fluids and contaminated
equipment (like the medication room)

= One needle, one syringe for every patient and
Includes insulin pens and prefilled syringes



Injection Practices & Sharps Safety

" |s rubber septum on the vial disinfected with
alcohol before piercing?

= Medication vials must be entered with a new
needle and new syringe

= Are single dose vials, IV bags, |V tubing and
connectors used on only one patient?

= |\ bags of saline can not be use as a flush Iin
multiple patients

= Single dose saline flushes should be used
- = |



Injection Practices & Sharps Safety

= Are multidose vials dated when opened and
discarded in 28 days unless shorter time by
manufacturer?

* Remember, once opened it is not the
expiration date listed on the vial

= Make sure expiration date Is clear as per
P&P

= If multidose vial found in patient care area
must be used on only one patient



Injection Practices & Sharps Safety

= Are all sharps disposed of in resistant sharps
container?

= Are sharp containers replaced when fill line iIs
reached?

= Are sharps disposed of in accordance with
state medical waste rules

= Hospitals should have a system in place
where someone has the responsibility to check
these and ensure they are replaced when they

are full



The CDC on Safe Injection
Practices




CDC on Infection Control

*The CDC says there are 1.7 million
healthcare infection (HAI) in America every
year

= There are 75,000 deaths in American hospitals every year

» Healthcare-Associated Infections (HAIS) are one of the top
ten leading causes of death in the US.

= _eadership need to make sure there is adequate
staffing and resources to prevent and manage
Infections

= [ssue came to light in Nevada after Gl doctor reuses
syringes to save money in two ambulatory clinics

= 1 www.cdc.gov/ncidod/dhgp/hai.html


http://www.cdc.gov/ncidod/dhqp/stateHAIplan.html

How Did This Issue Get Started?

Unsafe Injection Practices and Disease Transmission

Reuss ol syringss combined with the use of single-gose vials Tar multiple patents undergoing anesthesia can trarsmil infectious diseases. The syrings does not have to be usad om miultiple

patients for Lhis 1o oCCur

MEWY WAL

'\.J__."
CLEAN MEEDHLE |

CLEAMN SYRINGE

L. A clean syTinge and needle
are used o drassy the sedalive
Tren® a R vial,

x
X x

b—- HOY INFECTED

FATIENT

X w X

2. It 5 then adminstered o a patient vwhs hias
besn presiously infected wilh Bepatitis O wines
[HOW). Badkdlow inbe the syringe contaminales
b sypringe weith HIOW

SRME SYRINGE A

i ' =
O P,
X X n, MW X
N \ MEEDLE

L3
n:n—‘\{
MEEDALE A4

3. Thee neeedle is replaced, but the Sy inge S reused
to dvany additional sedabive from the samse wial for
thee sarme patient, contaminating the wvial with B

SAME VIAL
(RO TAINTEL)

MEW NEEDLE

CLEAN SYRIMNGE

4. A clean reedle and syrminge
are used lor a secand patient,
Bt the contaminaled wal s
reusesd. Subseguent patienls
are nowy Bt ik Tor infectsan.

Source: www.southernnevadahealthdistrict.org




Infection Control

* There have been more than 35 outbreaks of viral
hepatitis in the past 10 years because of unsafe
Injection practices

* This has resulted in the exposure of over 100,000
Individuals to HBV and 500 patients to HCV

* This includes inappropriate care or maintenance of
finger stick devices and glucometers

* Includes syringe reuse, contaminations of vials or IV
bags and failure of safe injection practices

= Source: APIC position paper: Safe injection, infusion, and medication
vial practices in health care



Infection Control Back to Basics

= |t Is Important to get back to basics In
Infection control.

= Education and training Is imperative to learn each
person’s role in preventing infections

= What practices and constant reminders do you use
to remind staff during patient care encounters?

* New needle and syringe for every injection

= Unless using needless syringe which is safer

» Single dose saline flush syringes

= 1 http://www.jcrinc.com/infection-prevention-back-to-basics/



What Is Injection Safety or Safe Injection Practices?

* The CDC says it is a set of measures taken to
perform injections in an optimally safe manner for
patients, healthcare personnel, and others

= A safe injection does not harm the recipient, does
not expose the provider to any avoidable risks and
does not result in waste that is dangerous for the
community

= |njection safety includes practices intended to
prevent transmission of infectious diseases between
one patient and another, or between a patient and
healthcare provider, and also to prevent harms such
as needle stick injuries



CDC Injection Safety Website

= The CDC has an injection safety website which
contains information for providers

= |[njection Safety FAQs

= Safe Injection Practices to Prevent Transmissions of
Infections to Patients

= CDC'’s Position on the Improper use of single dose
vials

= Section from Guidelines for the Isolation Precautions
to Prevent Transmission which has 10 safe injection
practices

0 www.cdc.ﬁov/in'lectionsafet¥/



CDC Injection Safety Website

[}c Centers for Disease Control and Prevention

@ DT 24/7: Sciving Uves. Protecting People. ™ [

Injection Safety

Drug Diversion | & print page
A growing risk to patient E3 subscribe to RSS

Injected medicines are commonly used

in healthcare settings for the prevention,
diagnosis, and treatment of various =
ilinesses. Unsafe injection practices put safety.
patients and healthcare providers at risk
of infectious and non-infectious adverse
events and have been associated with a
wide variety of procedures and settings.
This harm is preventable. Safe Injection
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CDC Preventing Unsafe Injection Practices

Centers for Disease Control and Prevention
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i e r e Preventing Unsafe Injection Practices updates about this
paage, enter your email
*Preventing Unsafe Safe Injection Practices are a set of address:
Injection Practices recommendations within Standard Precautions, | |
Safe Injection Practices which are the foundation for preventing What's this? Submit
transmission of infections during patient care in -
CDC Clinical Reminder: all healthcare settings including hospitals, long-

Spinal Injection
Procedures

term care facilities, ambulatory care, home care Contact Us:
and hospice. The most recent guideline outlining
Drug Diversion Standard Precautions is the Guideline for
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Control and
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Improper Use of Single-Dose/Single-Use Vials n

Centers for Disease Control and Prevention

Mational Center for Emerging and Zoonotic Infectious
Diseases

Division of Healthcare Quality Promotion
Single—-dosesSingle-use Vial Statement and Messages
May 2, 2012

In an effort to ensure clinicians are clear about CODC
guidelines, the Agency is restating its position on the
use of single-dose/single-use vials and also seeks to
dispel inaccuracies being disseminated to healthcare
providers.

CDC’s Position — Protect Patients
Against Preventable Harm from Improper

Use of Single-dose/Single-use Vials

The Centers for Disease Control and Prevention’s
guidelines call for medications labeled as "single dose™
or "single use”™ to be used for only one patient. This
practice protects patients from life-threatening
infections that occur when medications get
contaminated from unsafe use. Concerns have been
raised about whether these guidelines and related
policies contribute to drug shortages and increased
medical costs to healthcare providers. CDC recognizes
the problem of drug shortages; however, such
shortages are a result of manufacturing, shipping, and
other issues unrelated to the above guidelines
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Centers for Disease Control and Prevention
Mational Center for Emerging and Zoonotic Infectious Diseases
Division of Healthcare Quality Promotion
Single-dose/single-use WVial Position and Messages
May 2, 2012

In an effort to ensure clinicians are clear about COC guidelines, the Agency is restating its position on the
use of single-dose/single-use wvials and also secsks to dispel inaccuracies being disseminated to healthcare
providers.

CDC's Position
Protect Patients Against Preventable Harm from Improper Use of Single-dose/Single-use Vials

The Centers for Disease Control and Prevention’s guidelines call for medications labeled as “single dosa™
or “single use™ to be used for only one patient. This practice protects patients from life-threatening
infections that occur when medications get contaminated from unsafe use. Concerns have been raised
about whether these guidelines and related policies contribute to drug shortages and increased medical
costs to healthcare providers. CDC recognizes the problem of drug shortages; howewer, such shortages
are a result of manufacturing, shipping, and other issues unrelated to the above guidelines
(hitp/fweenw Tda gov/DrugShortageReport ). COC "s priority is protecting patients from harm. COC
routinely investigates and is apprised of infectious disease outbreaks involving single-dose/fsingle-use
vials being used for multiple patients. These outbreaks cause extensive harm to patients, and they are
associated with significant healthcare and legal expenses. Therefors, CDC continues to strongly support
its current policies regarding single-dose/single-use vials. It is imperative that drug shortages and drug
waste concerns are dealt with appropriately and do not lead to unsate medical practices that impose
increased disease risk on patients. Shortages of some essential medications may warrant
implementation of meticulously applied practice and guality standards to subdivide contents of single-
dosefsingle-use wials, as stated in United States Pharmacopeia General Chapter <727> Pharmaceutical
Compounding — Sterile Preparations.

A el A



CDC 10 Safe Injection Practices

= CDC has a publication called 2007 Guideline for
solation Precautions: Preventing Transmission of
nfectious Agents in Healthcare Settings

* Has a section on Safe Injection Practices (Ill.A.1.b.
and starts on page 68) which has the 10 safe
Injection practices

= Discusses four large outbreaks of HBV and HCV
among patients in ambulatory facilities

= |[dentified a need to define and reinforce safe
Injection practices
www.cdc.gov/hicpac/pdf/isolation/Isolation2007.pdf
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II1.A.1.b. Safe Injection Practices The investigation of four
large outbreaks of HBYV and HCV among patients in
ambulatory care facilities in the United States identified a
need to define and reinforce safe injection practices 453. The
four outbreaks occurred in a private medical practice, a pain

clinic, an endoscopy clinic, and a hematology/oncology clinic. Y B ge==

The primary breaches in infection control practice that !. ‘_/.- 1_=|
contributed to these outbreaks were 1) reinsertion of used ' ﬂ_ﬂ.h‘.. Y

needles into a multiple-dose vial or solution container (e.qg., [.u__ i, .

saline bag) and 2) use of a single needle/syringe to

administer intravenous medication to multiple patients. In —

one of these outbreaks, preparation of medications in the

same workspace where used needle/syringes were

dismantled also may have been a contributing factor. These

and other outbreaks of viral hepatitis could have been

prevented by adherence to basic principles of aseptic technique for the preparation and
administration of parenteral medications 453, 454, These include the use of a sterile, single
-use, disposable needle and syringe for each injection given and prevention of
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CDC 10 Recommendations

= The CDC has a page on Injection Safety that
contains the excerpts from the Guideline for
Isolation Precautions: Preventing Transmission
of Infectious Agents in Healthcare Settings

= Summarizes their 10 recommendations

= CMS expects hospitals to follow the CDC
guidelines

= Avallable at
http://www.cdc.gov/ncidod/dhgp/injectionSafetyPrac
tices.html



CDC 10 Safe Injection Recommendations

= Use aseptic technigue to avoid contamination
of sterile Injection equipment.

= Do not administer medications from a syringe
to multiple patients, even if the needle or
cannula on the syringe Is changed.

= Needles, cannula 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.



CDC 10 Safe Injection Recommendations

= Use fluid infusion and administration
sets (I.e., intravenous bags, tubing
and connectors) for one patient only
and dispose appropriately after use

= Consider a syringe, needle, or
cannula contaminated once It has
been used to enter or connect to a
patient's intravenous infusion bag or

administration set



CDC 10 Safe Injection Recommendations

= Use single-dose vials for parenteral
medications whenever possible

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

*|f multidose vials must be used, both the
needle or cannula and syringe used to

access the multidose vial must be sterile



CDC 10 Safe Injection Recommendations

= Do not keep multidose vials in the
Immediate patient treatment area and store
In accordance with the manufacturer's
recommendations;

= Discard if sterility iIs compromised or
guestionable

* Do not use bags or bottles of intravenous
solution as a common source of supply for
multiple patients



CDC Safe Injection Recommendations

=\Worker safety; Adhere to federal (OSHA) and
state requirements for protection of
healthcare personnel from exposure to blood
borne pathogens

=\Wear a mask when placing a catheter or
Injecting material into the spinal canal or
subdural space

= Example, during myelograms, lumbar
puncture and spinal or epidural anesthesia.



Lumbar Puncture Procedures & Masks

CDC investigated 8 cases of post-myleography
meningitis

= Streptococcus species from oropharyngeal flora

None of the physicians wore a mask

Droplets of oral flora indicated

_ead to CDC recommendations of 2007

_ater related to not wearing a mask when
anesthesiologists put in epidural lines for pain relief
In women in labor



CDC Guidelines Masks

= Recently, five cases where anesthesiologist inserts
epidural line in OB patients without wearing a mask
and patient develops bacterial meningitis

= January 29, 2010 CDC MMWR at

www.cdc.gov/mmwr/preview/mmwrhtml/mm5903al.htm

= CDC made recommendation in June 2007 after
several reports of meningitis after myelograms

= Bacterial meningitis in postpartum women and
Ohio woman dies May 2009

= Streptococcus salivarius meningitis (bacteria that

1S ﬁart of normal mouth florag



Wear Mask When Inserting Epidural/Spinal

= Hospital in NY
—Enhanced hand hygiene
—Maintenance of sterile fields
—Full gown, gloves, and mask

—No visitors when epidural put In

= CDC has only identified 179 cases of post
spinal (including lumbar punctures) world
wide from 1952 to 2005
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Bacterial Meningitis After Intrapartum Spinal Anesthesia --- New York and Ohio,
2008--2009

Weelkly

January 29, 2010 / 59(03);65-69

In June 2007, the Healthcare Infection Contral Practices Advisory Committee (HICPAC) recornmended for the first tirme that
surgical masks be worn by spinal procedure operators to prevent infections aszociated with these procedures (1), HICPAC made the
recornmendation in response to several reports of meningitis following myelography procedures, In September 2008, three
bacterial reningitiz cazes in postpartum women were reported to the New Yaork State Departrnent of Health (NYSDOH); in May
2009, twa zimilar cases were reported to the Ohio Department of Health, All five wormen had received intraparturn spinal
anesthesia, Four were confirmed to have Streptecocous salivasivs meningitis, and one worman subsequently died, This report
summarizes the investigations of these five cases, which determined that the Mew York cases were associated with one
anesthesiologist and the Ohio cases were associated with a second anesthesiologist, In Chio, the anesthesiologist did not wear a
mask; wearing a mask rmight have prevented the infections. The findings underzcore the need to follow established infection-
contral recornmendations during spinal procedures, including the use of a mask and adherence to azeptic technique,

Case Reports

Mew York. In Septernber 2002, a healthy wornan aged 24 vears (patient A) was adrmitted in active labar to a New Yaork City
hospital, She received combined spinal-epidural anesthesia from anesthesiologist A, and delivered a healthy baby, Approxirmately
22 hours after receiving anestheszia, patient & experienced headache, back pain, rigors, nausea, vomiting, and dizarientation,

within 1 hour of patient A's admission, a second healthy wornan aged 31 years (patient B) was admitted to the same hospital in

atine lzhar Datiarnt B alea vrarainad rammhinaed snimal-anidural snacsthacia Framm anasthacialanicst & znd dalinarad = hazltho kahi



Wear a Mask Wear A Mask Wear A Mask

* Need to wear a mask to prevent bacterial meningitis
= During all spinal injection procedures
= During all injections into epidural or subdural space
= Myelogram
= Intrathecal chemotherapy
= Administration of spinal or epidural anesthesia

= P done in the emergency department

= Bottom line is facemasks need to be worn by
healthcare providers performing these procedures
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SLII'I'II'I'IEW * Summary

The Centers for Disease Control and Prevention (CDC) is
concerned about the occurrence of bacterial meningitis amaong
patients undergoing spinal injection procedures that require
injection of material or insertion of a catheter into epidural or
subdural spaces (e.g., myelogram, administration of spinal or
epidural anesthesia, or intrathecal chemotherapy). Outbreaks
of bacterial meningitis following these spinal injection
procedures continue to be identified among patients whose procedures were performed by a
healthcare provider who did not wear a facemask (e.g., may be labeled as surgical, medical

s Background

» Recommendations

» Additional Information
» References

' procedure, or isolation mask),[1] with the most recent occurrence in October 2010 (CDC

unpublished data). This notice serves as a reminder that facemasks should always be worn by
healthcare providers when performing these spinal injection procedures.[2]

Background

CDC has investigated multiple outbreaks of bacterial meningitis among patients undergoing
spinal injection procedures. Recent outbreaks have occurred among patients in acute care
hospitals who received spinal anesthesia or epidural anesthesia, and also among patients at an
outpatient imaging facility who underwent myelography.

In each of these Dutbreak investigations, nearly all spmal |r'|Ject|0n procedures that resulted in
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CDC CLINICAL REMINDER

il

Spinal Injection Procedures Performed
without a Facemask Pose Risk for
Bacterial Meningitis

Summary:

The Centers for Disease Control and Prevention (COC) is concerned
about the cccurrence of bacterial meningitis among patients
undergoing spinal injection procedures that require injection of
material or insertion of a catheter into epidural or subdural spaces
(2.g., myelogram, administration of spinal or epidural anesthesia, or
intrathecal chemotherapy). Outbreaks of bacterial meningitis
following these spinal injection procedures continue to be
identified among patients whose procedures were performed by a
healthcare provider who did not wear a facemask (e.g.. may be
labeled as surgical, medical procedure, or isolation mask),' with the
most recent occurrence in October 2010 (CDC unpublished data).
This notice serves as a reminder that facemasks should always be
worm by healthcare providers when performing these spinal
injection procedures.?

Background:

CDC has investigated multiple outbreaks of bacterial meningitis
among patients undergoing spinal injection procedures. Recent
ocutbreaks have cccurred among patients in acute care hospitals
who received spinal anesthesia or epidural anesthesia, and also
among patients at an outpatient imaging facility who underwent

myelography.

In each of these cutbreak investigations, nearly all spinal injection
procedures that resulted in infection were performed by a common
healthcare provider who did not wear a facemask. The strain of
bacteria isolated from the cerebrospinal fluid of these patients was
identical to the strain recovered from the oral flora of the healthcare
provider who performed the spinal injection procedure. These
findings illustrate the risk of bacterial meningitis associated with
droplet transmission of the oral flora from healthcare providers to
patients during spinal injection procedures.
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Since facemasks have been shown to limit spread of droplets arising from the oral flora,? the CDC has
recommended their use by healthcare providers when performing spinal injection procedures.?

In addition to wearing a facemask, healthcare providers should ensure adherence to all CDC
recommended safe injection practices including using a single-dose vial of medication for only one
patient.?

Recommendations:

Anyone performing a spinal injection procedure should review the following CDC recommendations to
ensure that they are not placing their patients at risk for infections such as bacterial meningitis.

= Facemasks should always be used when injecting material or inserting a catheter into the epidural
or subdural space.?

= Aseptic technique and other safe injection practices (e.g., using a single-dose vial of medication or
contrast solution for only one patient) should always be followed for all spinal injection
procedures’

These recommendations apply not only in acute care settings such as hospitals, but in any setting where
spinal injection procedures are performed, such as outpatient imaging facilities, ambulatory surgery
centers, and pain management clinics.

Additional information is available at:
http/fwww.cdc.gov/hicpac/2007IP/2007ip part3.html

References:

1. Centers for Disease Control and Prevention. Bacterial meningitis after intrapartum spinal
anesthesia - Mew York and Ohio, 2008-2009. MMWRE Morb Mortal Wkly Rep. 2010:59(3):65-9.

2. Centers for Disease Control and Prevention. 2007 Guideline for isolation precautions: preventing
transmission of infectious agents in healthcare settings. Available at:

httpy M www.cdc.gov/hicpac/pdffisolation/lsolation 2007 pdf. Accessed January 25, 2011.

3. Philips BJ), Fergusson 5, Armstrong P, Anderson FM, Wildsmith JA. Surgical face masks are effective
in reducing bacterial contamination caused by dispersal from the upper airway. Br J Anaesth.
1992;60(4):407-8.
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CDC Guidelines

= CDC identified four outbreaks In

= Pain clinic
* Endoscopy clinic

* Hematology/oncology clinic

= Urology clinic

= Will discuss major findings later



CDC Guidelines

* Primary breaches

= Reinsertion of used needles into multidose vials

= Used 500cc bag of saline to irrigate 1Vs of
multiple patients

= Use of single needle or syringe to administer IV
medications to multiple patients

* Preparing medications in same work space
where syringes are dismantled

* Remember OSHA Bloodborne Pathogen

standard (sharps containers at the bedside)



In Summary What to Do?

» Use only single dose vials and not multidose vials
when available

* This includes the use of saline single dose flushes

* Single use of a disposal needle and syringe for
each injection

* Prevent contamination of injection equipment and
medication

= | abel all medication and do one at a time unless
prepared and immediately given



What to Do? Single Dose Under USP 797

= CDC allows an exception to the single dose
medication rule

= Especially important for drugs in short supply

* Single dose medication vials may be repackaged
Into smaller doses If it is done by the pharmacist
following the USP 797 standards for compounding

* This Is because the pharmacist can do this under
sterile conditions using a laminar hood following the
ISO (International Organization Standards) Class 5
air quality conditions within an 1SO Class 7 buffer
area



In Summary What to Do?

= TJC now allows to pre-label syringes In
advance

= \Wear masks when inserting epidura
» Discard used syringe intact in appro

or spinals
riate

sharps container and don’t carry to med room

= Make sure sharps container in each
room and make sure not past the fill

= Do not administer medications from

patient
line

single

dose vials to multiple patients or combine left

over contents for later use



What to Do?

= |[f multiple-dose vials are used, restrict them to a
centralized medication area or for single patient use

= Never re-enter a vial with a needle or syringe used
on one patient if that vial will be used to withdraw
medication for another patient

= Store vials In accordance with manufacturer’s
recommendations and discard If sterility Is
compromised

= Mark date on multi-dose vial and make expiration
date Is on there and usually 28 days from date

opened or manufacturer recommendations




What to Do?

= Do not use bags or bottles of intravenous solution
as a common source of supply for multiple patients

= |V solutions are single patient use
* Follow the CDC 10 recommendations

= Maintaining clean, uncluttered, and functionally
separate areas for product preparation to minimize
the possibility of contamination

= CMS Hospital CoP requirement, tag 501
= TJIC MM.05.01.07

= Clean top with Bleach wipe after each use
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What to Do?

= USP 797 requires administration of all medications
to begin within one hour of preparation

= An exception is made if medications are prepared in the
pharmacy under ISO 5 clean room in which they are good
for 48 hours

= Pre-spiking of IV fluid is limited to one hour

= Disinfect the rubber septum on multidose vials for
15 seconds and let dry with 70% alcohol, iodophor
or an approved antiseptic agent

= \Wash your hands before accessing supplies,
handling vials and IV solutions and preparing meds




APIC Safe Injections 1V Spike to 1 Hour

vial use, injections and glucose monitoring procedures.
Store and prepare medications and supplies in a clean area on a clean surface.
Never store needles and syringes unwrapped as sterility cannot be assured.

Discard all opened vials, IV solutions and prepared or opened syringes that were
involved 1n an emergency situation.

IV Solutions

Never use intravenous solution containers (e.g., bags or bottles) to obtain flush
solutions, etc. for mare than one patient.

Never use infusion supplies such as needles, syringes, flush solutions, admimstration
sets or intravenous fluids on more than one patient.

Begin/mnitiate administration of spiked IV solutions (IV bag entered by the tubing spike)
within one hour of preparation. If administration 1s not begun within 1 hour of spiking
the bag, the IV and tubing shall be promptly discarded.*

For unspiked IV solutions (not accessed by IV tubing spike) follow the pharmacy
prepared or manufacturer prepared IV solution expiration date.

Use a USP 797 pharmacy clean room (ISO 3) to prepare admixtures of IV solutions.

Disinfect IV ports using friction and 70% alcohol ™, an iodophor' or an approved
antiseptic agent. Allow to dry prior to accessing.
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CDC IV Guidelines

= Every hospital should have the
2011 CDC Guidelines for the
Prevention of Intravascular
Catheter Related Infections

= How to prep the skin for the
peripheral 1V

= How to secure the needle

= How long to change the
dressing

= How long do you change the IV
: - tubing




www.cdc.gov/hicpac/pdf/guidel
iInes/bsi-guidelines-2011.pdf

Guidelines for the Prevention of
Intravascular Catheter-Related
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A Scary Study

* The CDC says a survey of US Healthcare found
that 1% to 3% reused the same syringe and/or the
same needle on multiple patients

= This is what lead to the Nevada patients being
exposed to HIV, HCV, and HCB

= 40,000 patients were notified who has anesthesia
Injections from March 2004 to January 11, 2008
and 115 patients infected with HCV

= Clinic reused syringes in colonoscopies and other
gastrointestinal procedures



CDC Long List of Outbreaks

Outbreaks and Patient Notifications in Outpatient
Settings www.cdc.gov/HAI/settings/outpatient/outbreaks-patient-notifications.html

The following table includes examples of recent outbreaks and patient notification events
oCccurring in a variety of outpatient settings including primary care clinics, pediatric offices,
ambulatory surgical centers, pain remediation clinics, imaging facilities, oncology clinics, and
health fairs. This is not an exhaustive list but it serves as a reminder of the sernous conseguences
that can result when healthcare personnel fail to follow the basic principles of infection control.
Such consequences include: infection transmission to patients, notification of thousands of
patients of possible exposure to bloodborne pathogens, referral of providers to licensing boards
for disciplinary action, and malpractice suits filed by patients.

These events are preventable, yvet they continue to occur. Facilities and healthcare personnel are
urged to review the Guide to Infection Prevention for OQutpatient Settings: Minimum Expectations for
Safe Care and its accompanying Infection Prevention Checklist to assess the policies and
procedures in their facility as well as their own personal practices to assure they are in
accordance with evidence-based guidelines and to prevent patient harm.

Patient .
_ Year _ notification Igi:zﬁﬁtr'gln
Setting Investigated Pathogeni(s) Infection{s) perf?;med Breaches
notified) SEIITIEL
1) Single-use
neasdle
_ - - guides (for
Urology Clinic [1] 2011 MSA M A Yes (101) prostate
bicopsy) used
for =1 patient
1) Syringse
reuse (i.e.,

| In
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http://www.cdc.gov/HAI/settings/outpatient/checklist/outpatient-care-checklist.html
http://www.cdc.gov/HAI/settings/outpatient/outbreaks-patient-notifications.html#ref1
http://www.cdc.gov/emailupdates/

CDC Injections Safety for Providers

*The CDC also issues Injection Safety for
Providers

= Notes several investigations leading to
transmission of Hepatitis C to patients

* Thousands of patients notified to be test for
HVB, HCV, and HIV

= Referral of providers to the licensing boards
for disciplinary actions

= I\/Ialﬁractice suits filed bx gatients



CDC has Injection Safety FAQs for Providers

= CDC has another resources with frequently asked
guestions

= \What Is injection safety?

= Incorrect practices identified in IV medications for
chemotherapy, cosmetic procedures, and
alternative medicine therapies

= Avallable at
http://www.cdc.gov/ncidod/dhgp/injectionSafetyFA
Qs.html



Information for Providers

PFAQs regarding Safe
Practices for Medical
Injections

General
Medication Preparation

Medication
Administration

Single-dose/Single-use
Vials

Multi-dose Vials
References
Information for Patients

Preventing Unsafe
Injection Practices

Infection Prevention
during Blood Glucose
Monitoring and Insulin
Administration

Recent Publications
Recent Meetings

The One & Only
Campaign

Related Links
One & Only Campaign &
HICPAC

Frequently Asked Questions (FAQs) regarding Safe
Practices for Medical Injections

Pages in this et of Frequently Asked Questions

1. Background 5. Single-dose/Single-use vials
2. General 6. Multi-dose vials
3. Medication Preparation 7. References

4, Medication Administration

Background

Injection safety, or safe injection practices, is a set of measures taken to perform
injections in an optimally safe manner for patients, healthcare personnel, and others.

The Standard Precautions section of the 2007 Guideline for Isolation Precautions 5 [poF -

z.20] provides evidence-based recommendations for safe injection practices and reflects
the minimum standards that healthcare personnel should follow to prevent transmission
of infections in healthcare settings.

Despite these recommendations, outbreaks and patient notifications resulting from
healthcare personnel failing to adhere to Standard Precautions and basic infection control
practices continue to be reported. Unsafe injection practices that have resulted in
disease transmission have most commonly included:

» Using the same syringe to administer medication to more than one patient, even if
the needle was changed or the injection was administered through an intervening
length of intravenous (IV) tubing [1,2];

» Accessing a medication vial or bag with a syringe that has already been used to
administer medication to a patient, then reusing contents from that vial or bag for
another patient [3-6];

+ Using medications packaged as single-dose or single-use for more than one patient
[7 il

(] Get email updates

To receive emall
updates about this
page, enter your
email address:

What's this? | Submit

Contact Us:

;'.r Centers for Disease
Contral and
Frevention
1600 Clifton Rd
Atlanta, GA 30333

= s00-CDC-INFO
(800-232-4636)
TTY: (388) 232-6348

Contact COC-INFO

ww.cdc.g
ov/injecti
onsafety/
providers/
provider__
fags.html
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http://www.cdc.gov/injectionsafety/providers.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_general.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_med-prep.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_med-admin.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_singlevials.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_multivials.html
http://www.cdc.gov/injectionsafety/providers/references.html
http://www.cdc.gov/injectionsafety/patients.html
http://www.cdc.gov/injectionsafety/unsafePractices.html
http://www.cdc.gov/injectionsafety/blood-glucose-monitoring.html
http://www.cdc.gov/injectionsafety/pubs.html
http://www.cdc.gov/injectionsafety/recentMeetings.html
http://www.cdc.gov/injectionsafety/1anOnly.html
http://www.oneandonlycampaign.org/
http://www.cdc.gov/Other/disclaimer.html
http://www.cdc.gov/hicpac/
http://www.cdc.gov/injectionsafety/providers/provider_faqs_general.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_med-prep.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_med-admin.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_singlevials.html
http://www.cdc.gov/injectionsafety/providers/provider_faqs_multivials.html
http://www.cdc.gov/injectionsafety/providers/references.html
http://www.cdc.gov/injectionsafety/providers/references.html#ref1
http://www.cdc.gov/injectionsafety/providers/references.html#ref2
http://www.cdc.gov/injectionsafety/providers/references.html#ref3
http://www.cdc.gov/injectionsafety/providers/references.html#ref6
http://www.cdc.gov/injectionsafety/providers/references.html#ref7
http://www.cdc.gov/injectionsafety/providers/references.html#ref9
http://www.cdc.gov/emailupdates/
http://www.cdc.gov/cdc-info/requestform.html

CDC has Injection Safety FAQSs for Providers

= Also puts patients at risk for bacterial and fungal
iInfections beside HIV and Hepatitis

= Single dose vials do not contain a preservative
to prevent bacterial growth so safe practices
necessary to prevent bacterial and viral
contamination

* Proper hand hygiene before handling
medications

= Make sure contaminated things are not placed

near medication preparation area



CDC has Injection Safety FAQs for Providers

= Single use parenteral medication should be
administered to one patient only

= Pre-filled medication syringes should never be used
on more than one patient

= A needle or other device should never be left
Inserted Iinto a medication vial septum for

mu
T

tiple uses

NiS provides a direct route for

microorganisms to enter the vial and

contaminate the fluid



CDC has Injection Safety FAQs for Providers

= Multi-dose Vials

* The safest thing to do Is restrict each medication
vial to a single patient, even if it's a multi-dose
vial

* Proper aseptic technique should always be
followed

= |[f multi-dose medication vials must be used for
more than one patient, the vial should only be
accessed with a new sterile syringe and needle

= |tis also preferred that these medications not be
prepared in the Immediate patient care area



CDC has Injection Safety FAQs for Providers

* To help ensure that staff understand and adhere to
safe injection practices, we recommend the
following:

* Designhate someone to provide ongoing
oversight for infection control issues

= Develop written infection control policies

* Provide training

* Conduct performance improvement

assessments



USP 797

= USP published a revision to the USP general
Chapter of 797

* These standards apply to pharmacy compounded
sterile preparation

= This includes injections, nasal inhalations,
suspensions for wound irrigations, eye drops etc.

= Applies to the pharmacy setting as well as to all
persons who prepare medications that are
administered

= And it applies to all healthcare centers



USP 797

This chapter includes standards for preparing,
abeling, and discarding prepared medications

Pharmacies compound sterile preparations under
aminar flow hoods with stringent air quality and
ventilation to maintain the sterility of the drug (ISO
class 5 setting)

f prepare outside the pharmacy then environment
nas particulates and microorganisms increasing the
potential for contaminating the vial, IV solution or
syringes

* Need to wash hands before preparing medication outside the

Ehﬁrmiii



USP 797

= Want to prepare 1Vs and piggybacks in the
pharmacy when at all possible

= Breathing over the sterile needle and vial stopper
can create the potential for microbial contamination

= USP exempts preparation outside the pharmacy for
Immediate use

= 1 hour limit from completing preparation and this includes
spiking an 1V bag

= Cost of medication disposal can be daunting if case not
started within one hour which is why should consider
pharmacy preparing under ISO class 5 environment

140



USP 797

= This way the drugs used for surgery are prepared
by properly trained, cleansed, and garbed
personnel to prolong the usability of the immediate
use compounded sterile drugs (CSD)

= These can be stored for 48 hours

= Another option is to located a manufacturers
Injectable product (prepackaged syringe) that is
discarded according to manufacturer expiration
date

= APIC supports preparing parenteral medication as

close as Rossible to the time of administration




USP 797 APIC Recommendations

= Make sure only trained staff are preparing medications

* Need to prepared in a clean dry workspace that Is free
of clutter and obvious contamination sources like water,
sinks

= Medications should be stored in a manner to limit the
risk of tampering

= Should verify the competency of those preparing
medications and monitor compliance with aseptic
technique

= 28 day discard date on multidose vials even though
CDC says manufacturers recommendations



TJC Safe Injection Practices

= TJC announces that during an on-site survey, the
surveyors will observe injection practices

= Will ensure staff are following standard precautions
for disease free injections

= Will make sure one needle and one syringe every
time

* Required to follow standards of care such as the
CDC standards

= Must follow the TJC infection control and prevention
standard 1C.01.05.01 EP1 and I1C.02.01.01 EP2



TJC Perspectives

]
CLARIFICATION: Safe Injection Practices

Under IC Standards

Dhairing an on-site survey, Jolnt Commisslon surveyors
observe Injectlon practlces to make surs that cars provdders
follerer stand ard precaurions for dissase free Injecrions—thar
s, Injectlons that do not employ used nesdles/syringes or
contarnlnated medlcatlons and are free from the bBloodborne
pathogens that such kems can transmit. “While the majority
of cars provid ars belleve they follow dissasefree Injection
practices, major cutbreaks In the last several years hawve been
cased by some myths and misunderstandings,

All Jolnt Commisslon—accreditsd ambulatory care,
behavioral healith care, critical access hospital, home
Care, husl_:rital, labumtnr}r, ].url_g tern canrs, and office-
based surgery organlzatlons are required to follow relevant
sclentific guidelines for infectlon prevention per Infection
Control and Preventlon (IC) Standard 1C.01.05,01,
Hement of Performancs (EP) 1. 5afe Injectlon practicss ars
also 2 kev component of standard precautions required
under [C.02.01.01, EP 2 The 2007 Guideines for

ISD].Q.tiDn PI-ECQ.U.tiDn-S: Preventing Transmissian DF

http:ffwww.]olntcommission.oryg

Infectlous Agents in Healthears Settings” fiom the Centers
for Disease Control and Preventlon (CDC) direscly
addresses Infectlon safery and safe Injectlon practicss and
can be used as a resource for safe practice The guiddine s
avallable online at hopi/fwrera cd e gow/ injectlonsafery!

P07 standardPrecantionhtml.

T‘].'.I.E W&b site ﬁ:ll' th-B One A Ol’]l}f Carnpaign FIDm t].'.l.&
CDC and th& Safe Inj&ﬂtiﬂn PIQ.C'JZ.].CA‘B'-S Caelitian—awﬂable at
http:.-".-"n:lneand Dnl}rc.ampalgn Drg—include.s a VlldEI:l that hlgh—

lights the CODCAHICEAC guidelines. This public health cam-
palgn advocates the use of one needls, one svTings, only one
tirne. The Web site provides Information sbout optimal Injsc
tlon practices to reeducate health care wotksrs and dsbunk
myths that lead to unsafe injectlon practices,

Contact the Standards Interpretation Group with
quest'ln:ins abeouar IC.01.05.01, EP 1, or [C.02.01.01, EF 2,
by using the online question form avallable at
http:fararajointcommmissionorg/ Stand ards/ O nline i estlon

Form. “

The Joint Commission FPerspectives 5
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APIC Recommendations

= APIC issues recommendations and key talking
points for hospitals and healthcare facilities

= http://apic.informz.net/apic/archives/archive 27223
5.html

= The infection preventionist at our facility has
designed a coordinated infection control program

= This Is protect everyone coming in to our facility

= Qur program implements evidenced based
practices from leading authorities including the

CDC



APIC Recommendations

= Cleanse the access diaphragm of vials using
friction and a sterile 70% isopropyl alcohol, ethyl
alcohol, iodophor, or other approved antiseptic
swab

= Allow the diaphragm to dry before inserting any device
Into the vial

= Never store or transport vials in clothing or pockets.

= Discard single-dose vials after use
= Never use them again for another patient

= Use multi-dose medication vials for a single patient
whenever possible

146



APIC Recommendations

* Never leave a needle, cannula, or spike device
Inserted into a medication vial rubber stopper
because It leaves the vial vulnerable to
contamination

= Even If it has a 1-way valve

» Use a new syringe and a new needle for each entry
Into a vial or 1V bag

= Utilize sharps safety devices whenever possible

* Dispose of used needles/syringes at the point of use
In an approved sharps container

[ eskt s dpese s s e s




special article

in health care

Washington, DC

APIC position paper: Safe injection,
infusion, and medication vial practices

Susan A Dolan, RN, MS, CIC,* Gwenda Felizardo, RN, BSN, CIC,® Sue Barnes, RN, BSN, CIC,® Tracy R. Cox, RN, CIC,?
Marcia Patrick, RN, MSN, CIC,® Katherine S. Ward, RN, BSN, MPH, CIC,F and Kathlesen Meehan Arias, MS, CICE

Outbreaks involving the transmission of bloodborne pathogens or other microbial pathogens to patients in various types of health
care setfings due fo unsafe injection, infusion, and medicafion vial pracfices are unacceptable. Each of the outbreaks could have
been prevented by the use of proper aseptic technique in conjunction with basic infection prevention practices for handling par-
enteral medicafions, administrafion of injections, and procurement and sampling of blood. This document provides practice guid-
ance for health care facilities on essential safe injection, infusion, and vial practices that should be consistently implemented in

such settings.

Rey Words: Bloodborne pathogens: injection; infusion; medication vial practices; aseptic technique; parenteral medications;

administrafion of injecfions; procurement of blood.

Copyright @ 2010 by the Assocation for Professionals in mfection Control and Emidenuology, Inc. Fublished by Elsevier Inc. All vights

rveserved. (Am [ Infect Comtrol 2010, 38:187-72 )

The transmission of bloodborne viruses and other
micrebial pathogens to patients during routine health
care procedures continues to occur because of the
use of unsafe and improper injection, infusion, and
medication vial practices by health care professionals
in warious clinical settings throughout the United
States."!* Breaches in safe injection, infusion, and
medication vial practices continue to result in unac-
ceptable and devastating events for patients. More
than 35 outbreaks of viral hepatitis have occurred in
the United States over the past 10 years because of
these unsafe practices and other breaches of infection
prevention procedures. These outbreaks have resulted

in the exposure of = 100,000 individuals to viral hepa-
titis and the transmission of either hepatitis B virus
(HBV) or hepatitis C virus (HCV) to more than 500 pa-
tients '* The unsafe practices used by health care per-
sonnel in these outbreaks can be categorized as (1)
syringe reuse between patients during parenteral med-
ication administration to multiple patients, (2) contam-
ination of medication vials or intravenous (IV) bags
after having been accessed with a used syringe and/
or needle, (3) failure to follow basic injection safety
practices when preparing and administering parenteral
medications to multiple patients, and (4) inappropriate
care/maintenance of finger stick devices and glucome-
ter equipment between use on multiple patients.

Trn 2Nl an anccthacialadict at a Natwr Varls andaco
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*A safe injection does not harm the recipient,
does not expose the provider to any avoidable
risks and does not result in waste that is danger-
ous for the community.” CDC 2007 Guideline for
Isolation Pracatrtion

Concernad by the mounting number of cases in
which clinicians in private ambulatory care cen-
ters failed to change syringes, APIC has thrown
itz support and expertize behind a2 nationwide
program called HOMOReform, an advocacy and
education movemneant designed to bring a halt to
these unsafe practices.

APIC will provide in-kind services to HOMOReform
in 2009 by tracking/mapping proposed legislation
surrounding needle-safety reform and contribute
itz expertise to the dewelopment of educational
initiatives and policy approaches, with legislative
tracking a= a part, but not the main part.

The decision to expand itz tracking program was
mada when it became apparent that APIC's legis-
lative educational efforts were needed in order to
hielp prevent the kind of unsafe injection practices
that have cccurred in US ambulatory care cantars
across the country, cauzing thousands of clinic
patients to face potentially life-threatening hepa-
fitis B, C, and HIV.

In pinpointing legislative activities on its website
via a map, APIC will offer a public service simi-
far to the process now wsed to trace MRSA and

APIC Advances Efforts to Stop
Unsafe Needle Practices

HAl reporting; a move that is expected to benafit
HOMOReform in its efforts.

HOMNOReform was founded by Evelyn Vinduska
McKnight, Auly, 53, a breast cancer survivor who
received chemotherapy at a Fremont, Mebraska
ambulatory care clinic at which a nurse exposed
hundreds of patients to hepatitis C when she ra-
used a syringe to 8ccess a B00 oc saline bag to
draw off 10cc's of #alina. Megative pressure drew
bicod particies from the syringe into the bag, in-
cluding particles fromn patient zero, a hepatitis
C patient who served as the source of the epi-
dermic.

In addition to the Nebraska clinic, private, fres
standing ambulatory care centers, some com-
nected to physician offices, have been the site
of life-threatening exposure to hepatitis and HIV
over the past 10 years. Unsafe needie practices
have been cited at centers in Las Vegas, whera
63,000 endoscopy clinic patients have been
notified that they've been exposed to these dis-
eases, along with Michigan {20,000 dermatology
patients), New York (14,000 cardiclogy patients)
and MNorth Carolina (1,200 cardiclogy patients).
The actual numbers of patients affected hawve
yet to be determined, whereas additional cases
of exposure in private ambulatory clinics are still
being discowered. Thus far, thousands of letters
have been sent to patients by health departments
across various states, informing them of their ex-
nanire and =ieessting thev =aelk fiirther tecting



A Patient Safety Threat-Syringe Reuse

* CDC published a fact sheet called “A
Patient Safety Threat- Syringe Reuse”

= |t was published for patients who had
received a letter stating they could be
at risk due to syringe reuse

* Discusses the dangers of the reuse of
syringes

= Discusses that multidose vial be
assigned to a single patient to reduce
the risk of disease transmission



Hematology Oncology Clinic

= Has an outbreak of HCV among outpatients 3-00 to
7-01

= Reported to Nebraska Health Department

= 99 patients in oncology/hematology clinic acquired
HCV after having chemotherapy

= All were genotype 3 a which is uncommon in the
US

= Related to catheter flushing

= Source: Macedo de Oliveira et al., Annals of
Internal Medicine, 2005, 142:898-902



Hematology Oncology Clinic

= Nurse drew blood from the IV catheter

= Then she reused the same syringe to flush the
catheter with saline

= She did use a new syringe for each patient

= However, she used solution from same 500cc bag
for multiple patients

= Oncologist and RN license revoked

= Never use an |V solution bag to flush the solution
for more than patient



= Patient In US gets malaria from saline flush

= Emerging Infectious Diseases, Vol 11, No. 7/,
July 2005

= Oklahoma Pain Clinic where
anesthesiologist filled syringe with sedation
medication to treat up to 24 patients and
Injected via hep lock

= /1 patients with HCV and 31 with HBV
= 25 million dollar settlement

= Source: Comstock et al. ICHE, 2004, 25:576-583



= 19 patients get HCV in New York in 2001 from
contamination of multi-dose anesthesia vials

= CDC MMWR September 26, 2003, Vol 52, No
38

= NY City private physician office with 38 patients
with HBV

= Associated with injections of vitamins and
steroids

= Gave 2 or 3 In one syringe
= Source: Samandari et al. ICHE 2005 26 (9);745-50



Bacterial Outbreak Due to Unsafe Needle

=/ patients get serratia marcescens from
spinal injections in a pain clinic

= Source: Cohen Al et al. Clin J Pain 2008:
24(5):374-380

= Several other studies where patients got
Infection from joint and soft tissue Injections

= Got staph aureus

=|n 2003 and 2009



One and Only Campaign

* Educational awareness to improve safe practices
In healthcare

* One needle, one syringe, and only one time for
each patient

* To empower patients and re-educate healthcare
providers

* Has free posters

= Coalition partners include APIC, AANA, CDC.
AAAHC, Nebraska Medical Association, Nevada
State Department of Health etc.
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About the Campaig

\
~ % The On= & Onhy Campaign i= 3 public heslth
1'- - \ campaign, led by the Centers for Disease Control and
\H ﬁﬁ} Eﬁlb‘ﬂ Eﬂﬁﬂf 0 N c E Prevention {COC) and the Safe Injection Practices
6 W | | ™ Caalition (SIPC), to raise awareness among patients
t zafe i
.
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=% 3Mong

- and healthcare providers about safe injection

Sale in@ection practicés ane a saf of measures oractices. The campaign aims to eradicats outbrasks
o perform npechions in an opbmadly sake mannar resulting from unsafe injection practices

for patients, haalthcarne providers and others

1 iafe Injoction Practice Injection Safety Toolkits
A ij f

Featured Content Pariner States
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http://www.facebook.com/#!/pages/One-Only-Campaign/104795589612045
http://twitter.com/injectionsafety
http://www.youtube.com/user/OneandOnlyCampaign
http://oneandonlycampaign.org/about-the-campaign
http://oneandonlycampaign.org/safe_injection_practices
http://oneandonlycampaign.org/content/healthcare-provider-information
http://oneandonlycampaign.org/patient_information
http://oneandonlycampaign.org/campaign_resources
http://oneandonlycampaign.org/news
http://oneandonlycampaign.org/contact-us
http://oneandonlycampaign.org/
http://oneandonlycampaign.org/safe_injection_practices
http://oneandonlycampaign.org/content/one-only-campaign-toolkits
http://oneandonlycampaign.org/partner_states
http://www.oneandonlycampaign.org/campaign_resources
http://oneandonlycampaign.org/privacy-policy

‘INJECTION SAFETY F Z CHECKLIST

Nl
The following Injection Satety chaecklist itens area subsstof tens that an befound in the COC indas don Frevenion Checkli = for
O i Fen CSetting 5 el v o Expar erfonsfor SaheCane.
The checklist,which i appropriate for both inpatientand outpatiernt s=ttings, should be u=ad 1o sy=teratical r assessad haersnoe
ot bzalthcare paersonnel 1o ==k injection practices. Assessmentofadberence should beconductaed by direct o besrvation of
heakhcare personrel during the pedforma e of their duties)

Practice If ansuwrer s h docunent plan
Perffoomiad?  for e neediation

Injpcticn Safety

Injactionsare prpardusing asaesptictachnigus ina
cClaan arsa free fom contanination or con @&ct wWwhith Yex Blo
blood, bodde fluids or contaminatad equiprmea nt.

Meadlasand svringes are usadforonly one pEtient
(this includas manurtacturad prafillad swringas and Yes Ro
carridge davicas such as insu lin pan s).

Thea rubber saptumon a madication vial is Yeos Mo
disinfactadww ith alcohol piortopiemcing

Madication v&als are antarasd with a new neadla WWWCdCgOV/HAlipde/glJ|dei|n
and anew syringe, anan whaen obtaining addition al Yexo Blo eS/ambUlatory'Care'CheCkliSt-

dosas forthe =mme patient.
N7 dIN11 £
Uur-£ZUll.pul

Single dosa (single-usa) maedication vials, ampuke s,
and b3 s or otttk s of intreavenou s soll tion are usad Yesz Bo
foronlyonea patiant.

Madication adrministration tubing and con nac 1ors
anz usadfor aonlvonae patiant.

¥u ki-dosa vial s are dataed b HCZP whan thav anz
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Advancing ASC Quality

= ASC Quality Collaboration has ASC tool kit
for infection prevention

" Includes one on hand hygiene and safe
Injection practices

" Includes a basic and expanded version of
the toolkit

* These are available at
http://www.ascquality.org/advancing_asc_quality.c
fm



ASC Quality Collaboration

ASC Q}Pht}“ Collaboration S——

www.ascquality.org/advancing_asc_quality.cfm

Quality Measures and Guide Guality Report Advancing ASC Quality: ASC TIP=s

Hand Hygiene Toolkit

Safe Injection Practices
Toolkit

Faint of Care Devices
Toolkit

Environmental Infection
Prevention Toolkit

Zingle-Use Device
Reprocessing Toolkit

Endoscope Reprocessing
Toolkit

Sterilization and High-
Level Disinfection Toolkit

To =upport the ASC industry's focus on high quality care, the ASC Quality Collaboration is assembling
ASC Tools for Infection Prevention, or ASC TIPs. Qur goal is to make infection prevention
resources readily accessible to ASCs by bringing them together in one location.
The following ASC TIPs are now available:

* Hand Hygiene Toolkit

» Safe Injection Practices Toolkit

» Point of Care Devices Toolkit

* Environmental Infection Prevention Toolkit

* Single-Use Device Reprocessing Toolkit

* Endoscope Reprocessing Toolkit

« Sterilization and High-Level Disinfection Toolkit
Each toolkit iz available in two versions, BASIC and EXPANDED:
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The resources in this toolkit may only be vsed for internal improvement and education
efforts. They may not be used for commercial purposes.

safe injection practices are crucial to basic levels of patient safety and provider protection. Hepatitis C
virus, hepatitis B virus, and HIV can be spread from patient to patient when safe injection practices
are not used.

The A45C Quality Collaboration has assembled a variety of resources and information that may be
used to supplement your current processes to enhance existing injection practices.

The BASIC Safe Injection Practices Toolkit includes three essential resources:
+ Safe Injection Practices: What CMS Surveyors Are Looking Faor
* One Needle, One Syringe, One Time Poster
* Injection Practices Policy and Procedure Template

The EXFANDED Safe Injection Practices contains both essential resources and a broader array of
materials, including:

* Assessment Tools

* Implementation Aids
* Training Materials

* Maonitoring Tools

* Workplace Reminders

+ Guidelines from Leading &uthorities

I k
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The resources in this toolkit may only be used for internal improvement and education efforts.
They may not be used for commercial purposes.

Safe injection practices are crucial to basic levels of patient safety and provider protection. Hepatitis C
virus, hepatitis B virus, and HIV can be spread from patient to patient when safe injection practices are
not used.

The ASC Quality Collaboration has assembled a variety of resources and information that may be used to
supplement your current processes to enhance existing injection practices.

The BASIC Safe Injection Practices Toolkit includes three essential resources:
+ Safe Injection Practices: What CMS Surveyors Are Looking For
*+ One Needle, One Syringe, One Time Poster
* Injection Practices Policy and Procedure Template

The EXPAMNDED Safe Injection Practices contains both essential resources and a broader array of
materials, including:

* Assessment Tools

www.ascquality.org/SafelnjectionPr
Implementation Aids acticesToolkit.cfm

Training Materials

* Monitoring Tools

Workplace Reminders
n
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Sample Policy and Procedure

i[niectiﬂn Practices Policy and Procedure

Purpose
Safe injection practices help prevent the transmission of bloodborne infections from patient
to patient.

Policy
All members of the healthcare team will comply with current Centers for Disease Control and
Prevention (CDC) recommendations for safe injection practices.

Procedure

The following procedures apply to the use of needles, cannulas that replace needles, and
intravenous delivery systems.

1. Needles, cannulae and syringes are sterile, single-use items. They should never be reused
for another patient nor to access a medication or solution that might be used for a
subsequent patient.

2. Use aseptic technique to avoid contamination of sterile injection equipment.

3. Do not administer medications from a syringe to multiple patients, even if the needle or
cannula on the syringe is changed.
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4, Use fluid infusion and administration sets (i.e., intravenous bags, tubing and connectors)
for one patient only and dispose appropriately after use. Once it has been used to enter or
connect to a patient’s intravenous infusion bag or administration set, consider a syringe or
needle/cannula contaminated.

5.Use single-dose vials for parenteral medications whenever possible.

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

7. If multidose vials must be used, both the needle or cannula and syringe used to access the
multidose vial must be sterile.

8. Do not keep multidose vials in the immediate patient treatment area. Store multidose
vials in accordance with the manufacturer's recommendations. Discard multidose vials if

sterility is compromised or questionable.

9. Do not use bags or bottles of intravenous solution as a common source of supply for
multiple patients.

Reference

To access the CDC's complete 2007 Guideline for Isolation Precautions: Preventing
Transmission of Infectious Agents in Healthcare Settings, which includes recommendations
on safe injection practices, see the CDC website at:




Don’t Forget the OSHA Standard
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What are bloodborne pathogens?

CAUTION!

Bloocdbome pathogens are infectious microorganisms in human blood that can cause disease In
humans. These pathogens include, but are not limited to, hepatitis B (HBV), hepatitis C (HCV) and mmmw'm“
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AANA Position Statement Safe Practices

www.aana.com/resources2/professionalpractice/Documents/PPM%20PS%202.13%20Safe%20Needle%20Syringe%20Use.p

df
Amencan Association of Nurse Anesthetists
222 South Prospect Avenue
Park Ridge. IL 60068

WA _aana. coir

Safe Practices for Needle and Syringe Use
Formerly Position Statement Number 2.13

Standard I¥X of the American Association of Nurse Anesthetists (AANA) Scope and Standards for Nurse
Anesthesia Practice states that Certified Registered Nurse Anesthetists (CRINAs) shall take precautions
“to minimize the risk of infection to the patient, the CRNA. and other healthcare providers.”! Further, the
AANA Code of Ethics for the Certified Registered Nurse Anesthetist states that every member of the
AANA “has a personal responsibility to uphold and adhere™ to the ethical standards contained within the
Code of Ethics document. Specifically, item number 3.2 of the AANA Code of Ethics for the Certified
Registered Nurse Anesthetist states that the “CRINA practices in accordance with the professional practice
standards established by the 1}1‘(:1fas-:as;ion.“1 The AANA historically has taken a strong stance concerning
infection control behaviors, and the AANA's Infection Control Guide for Certified Registered Nurse
Anesthetists® has served as a valuable resource to CRNAs on this issue for many years.

Despite attempts to educate healthcare providers regarding the public hazards of syringe and needle reuse
and other unsafe injection practices, transmission of bloodborne pathogens continues to occur 1n the
United States_“According to one recent report. there have been 33 different outbreaks involving

transmission of the Hepatitis B or C viruses which placed over 60,000 patients at risk for contracting
bloodborne infections within the past 10 years.”

Preventing the transmission of infectious agents involves many considerations and best practices on the
part of the anesthesia professional in order to be successful. This position statement is intended to address

aspects of anesthesia care which involve the use of needles and syringes when administering intravenous
medications.

The following statements reflect current safe practices for needle and syringe use by CRINAs:

- B T e e R D e e e e
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The End! Questions??

= Sue Dill Calloway RN, Esq.
CPHRM, CCMSCP

= AD, BA, BSN, MSN, JD
* President of Patient Safety and
Education Consulting

= Board Member
Emergency Medicine Patient Safety
Foundation at www.empsf.org

= 614 791-1468

= sdilll@columbus.rr.com
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