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AUDIO
Dial in to our operator assisted call, 800.680.6953

NOTES
Download today’s slides from the event post at premierinc.com/events

QUESTIONS
Use the “Questions and Answers”

RECORDING
This webinar is being recorded.
View it later on-demand at premierinc.com/events
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Premier Safety Institute

www.premierinc.com/tubingmisconnections

Tubing misconnections resources
PREMIER SAFETY INSTITUTE* () PREMIER

Home Safety Topics A-Z '3(‘2-2’"'53!['\_\" SafstyShare® Safely store

Om this page: | A Consortium Position Statemant - Entaral Feadin W

A Consortium Position Statement — Enteral Feeding Misconnections

¥ IN: The Joinr Commissian Jodmal on Qualiny and Padent Safery. May 2008

Awthors: Peggi Guenther (American Society for Parenteral and Enteral Mutritien), Rodney Hicks
Siates Pharmacopeia), Debora Simmons (MD Anderson Cancer Center), Jay Crowley (Food am
Administration), Richard Croteau (The Joint Commission), Cathie Gosnell (Safety Institute, Prer
and Timaothy anderveen (Cardinal Health)

Association for the Advancement of Medical Instrumentation (AAMI)

¥ AAMI smal-oore connactars webalts

Centers for Medicare and Medicaid (CME)

¥ CMS In thelr October 4, 2018 Medicare Laarning Network newslstter raminded cliniclans about th
52riius Injuries and deaths fram luer misconnectians and the avallabiily of new products that mest in
slandarde 1o reduce patlent harm. H refers to the March 201 3 memorandum for SUNVEYOFE.

Resources from:

Tubing Misconnections

Visconnection o g s ok ptens AAMI, ASPEN, CMS,FDA,

News

5 S FDA issues letter (3/7/18) encouraging G E DSA, EC R I y I S M P,

10 madical devices or madica’ davicss to

errer, which has the potential to resultin X 2 L
bt < = 3 transition to 150 compliant enteral device

serious injury or daath. Errors involving . H H
varic;.z :ype; of :uc:g and :sz".ete:s RilEit \] O I nt CO m m ISS I O n y
misconnections have been reported for over oG i their MLN newsletter (10/4/18) reminded

40 vears and despite wamings of the risks P i P G ST o S AR Stay CO n n ected

*Source or Footnote = Arial Regular 8pt © 2018 | Premierinc. | 4



D Today’s Speakers

Moderator: Gina Pugliese RN MS Debby Kasper, RDN, LDN

Vice President Emeritus , Premier Safety

Institute ® Director, Premier Inc.

' Mike Cusack, MBA

Executive Director, GEDSA Global Enteral
Device Supplier Association

Mark J. Antonino, MS

Food and Drug Administration (FDA)
Center for Devices and Radiologic Health
(CDRH)

Amy Monroe, RN, BSN

Corporate Manager, Strategic Sourcing,
McLaren Health Care
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Transitioning to ENFit® Connectors:

A Safer Enteral Feeding System

Debby Kasper, RDN, LDN
Premier, Inc.
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D Standardization of IV Connectors

« US Air Force Base in Ramstein, Germany

* Blue Angels Air Show, a mid-air collision

« 70 spectators killed and 100’s injured

* Injured treated jointly by American military and German first

responders
* The German Rekord and US Luer connectors were incompatible

* Need for an international connector became evident

* Led to the international adoption of the Luer standard P ’

as the small bore tubing connector

© 2018 | Premierinc. | 7



DThe Problem

Universal connectors allow misconnections between unrelated
systems

Tubing misconnection - an inadvertent connection of tubing from the
medical device for one delivery system to a system that serves a
completely different function

A serious adverse patient safety event resulting in harm and possible
death

Photo courtesy of FDA
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D International Standardization

 Awareness increased

* Practice guidance, alerts by professional and regulatory
organizations

« ISO purpose to develop new international standards that
would prevent interconnectivity

* Implement “incompatibility by design” features

© 2018 | Premier Inc. | i1



DThe global effort to enhance patient safety

Technical Experts

ISO 80369

Small-bore
connectors

Clinical Regulatory/
Experts Standards
Experts




DISO design standards for system-specific applications

80369 Series
-1 General requirements

Respiratory Enteral Urological Limb Cuff Neuraxial Intravascular

Requirements:
*Retain Luer connectors for hypodermic and IV applications
*Develop unique connectors for each clinical delivery system

*Not connectable with others in the series including Luer or
needleless connector ports

*Rigid or semi-rigid
*Passes misconnection, risk analysis, usability/human factors
testing

© 2018 | Premier Inc. | i3



The new design standard NUTRITION END
impacts the entire
enteral feeding system

Completed

e i Feeding Set

PATIENT-ACCESS END

SYRINGE RRENT SYRINGE (FINAL)
Syringes to administer
medicine, flush, hydrate, or
bolus feed through enteral U
tubes will now require a precise
enteral-specific fitment.

Extension Set

FEEDING TUBE ENT TRANSITION SET FEEDING TUBE (FINAL)
(TEMPORARY) Changing from male—the stepped H
Allows fitment to or Christmas tree connector— F e e d I n g Tu b e
current feeding port to the female new standard
until new enteral connector. The feeding tube port
feeding tubes for the administration set will

are available. change from female to male.




« After much testing, discussion and international

consensus, ENFit® was selected as the connection design
for enteral feeding

* Feeding sets, syringes, feeding tubes have all been
transitioned

* Product is available in the market

* Product is available to order \>—\:}\
 The time to convert is NOW w

© 2018 | Premier Inc. | 15



D EnFite Feeding Sets — currently in market

Current Temporary Transition NEW

Transition
Connector

Connector from Feeding
Administration Set Tube Port

© 2018 | Premier Inc. | 16



£ 150 80369-3 Global Adoption Status

Global Adoption is Well Underway with Europe Leading*

North America .Eu_rgg_; q 4 Asia
. < 20% > oU% depending « <5% adoption

. _ on market e 2019 for China &
Law (AB444) in CA « UK, Netherlands,

effective July 1, 2016 Japan
France, Italy,
Belgium >90%
transitioned
Australia/NZ

South America
e < 5%

S % * > 75% adoption

' g’l\m&\.
; 7 Eastern Europe,

Middle East & Africa
e <30%

* Adoption rates are only rough estimates based on feedback from manufacturers, GPOs, hospitals and other stakeholders throughout the world

© 2018 | Premier Inc. | 17



D FDA Letter Released September 7, 2018

September 7, 2043

Te: Manufacturers of Enteral Feeding Tubes
#aalth Care Frofestionals
Haozpital Purchasing Departments and Distributors

Subject Line: The FDA Encourages Wse of Enteral Device Connectors that Reduce Risk of Misconnection
and Patient Injury

Dear Colleagues,

The UL.5. Food and Drug Administration |'F3ﬂ.| is concerned by continued reparts of misconnections with
enteral devices. To r:r.ILDe the rizk of misconnections and patient |||J|.r|r,th= Mr\e:ummenuho«spltnls
and dirdcians use srtzrsl devices with connactars that meet the

roizati BO363-1 or 150 E0365-3 standard, or that are otherwise designed to reduce the
risk of misconnections. There ane currently marieted enteral connectors that meet the S0365-3
standards, many of which are igentified by the tradename ENFit.

Mizconnections between enteral devices and other medical devices, such as tracheostomy tubes, hawve
been assodated with pnti:nt death and serial_sinjuriz', Simce 2011, the FO& has received reports of 2
genths, 24 serious injuries, and 32 device malfunctions reisted to enteral misconnections. The FOA is
nlzo concemmed that meny misconnections, including entersl misconnections, are not reported, or are
reparted as medication errors.

Medics] device misconrections may ecour when one type of medical device is mistakenly attached to
another type of medical device that performs a different function. Because the connectars on these
dievices are eazy to use and may be compatible with different medical devices, users can mistakenly
CORNECT LNrelated Systems to one anather.

Ini 2013, the FDA published & guidance document, Zafety Conzigerations to Mitizabe the Rizis of
iz jarg with 3 1 i icationg, which recommends

miBnuTaCturers Gesisn and test enteral conrectors Daced on the 50 80369 series standarcs to reduce
the risk cv"mlsncnr\emum The 'D.&ul.alsn.-ad & letter to marufscturars ol'er' ra rJCJI.'u heatth

The FDA i mware that some pecple who refy on enteral tube-feeding st home have concerns about
uinE ‘the BO365-3 connectors. The E0365-3 connectors have sl';htl-ll nnrruwero::rin;sthnr somie
coRneciors on the market. People who uss langer ciameter gravity-feeding tubes, such 2= 24 French,
miny experisnce longer feed times if they switch to 80365 connectors. The FOW has conducted testing of
commercial pre-packaged formula’ and bienderized diets through E0365-3 connectors and has
concluded that flow rates marbesll;htrlr slower, but this does not pose & .-u‘!l'\'connem Additionsl

resources are available from the Dley Foundation and the Feeding Tude Awareness Foundation.

The FDA continues to work with standards urEuriza'.ions, federal pariners, p’uf\essiura soceties, pnti:r'.
BCWOCACY EroUpS, indivicusl patients and other stakenoigers. The FOA& works with these groups to
recuce the chance of medical device misconnections, ensure patient safety, and fadlitate the avaitadility
of products that work for the multitsde of putier'.pcpl.lu'.ian:, uses, and CERE EnviroRmEnts.

© 2018 | Premier Inc. | 18



D CMS Communication October 4, 2018

D PremierConnect X w Guest - Workday b4 ﬂ News & AnnouncementsProvic X + - X
- C & httpsy//www.cms.govw/Outreach-and-Education/Outreach/FFSProvPartProg/Provider-Partnership-Email-Archive-Items/2018-10-04-eNews.html?DI Page=1&DL Entries=10&D1 Sort=0&DI SortDir=descending.. w 6
2% Apps D PremierConnect - S Wi AND D webinar set up m Suggested Sites Microsoft D Best of the Web D Channel Guide ﬂ Internet Start = Microsoft D Siebel Call Center ¥ Fidelity Webcast Hub » Other bookmarks

Home | About CMS | Newsroom | Archive | g Share @) Help [ Print

‘ Ms g O v type search term here Search
L

Centers for Medicare & Medicaid Services

- P Medicare-Medicaid Private Innovation Regulations & Research, Statistics, Qutreach &
Medicare Medicaid/CHIP Coordination Insurance Center Guidance Data & Systems Education

Home > Outreach and Education > MLN Homepage > Provider Parinership Email Archive ltems > News & AnnouncementsProvider ComplianceUpcoming EventsMedicare Leaming

Network@ Publications & Multimedia

MLN Homepage Date 2018.10.04

Return to List
Subject MLN Connects for October 4, 2018

mlnconnects

Official CMS news from the Medicare Leaming Network

Thursday, October 4, 2018
News & Announcements

New Medicare Card. Replacement Card

MIPS Targeted Review Request: Deadline October 15

MIPS Virtual Groups. Election Period Open through December 31
MIPS: List of Quality Measures Impacted by |CD-10 Updates
LTCH Compare Refresh

IRF Compare Refresh

ABNs and Dual Eligible Beneficiaries: Special Guidelines

Sickle Cell Disease Data Highlight

© 2018 | Premier Inc. | 19



D CMS Communication

Communication to their local and national partner associations and subscribers.

Enteral Device Connectors that Reduce Patient Injury

State Luer misconnections continue to result in serious injuries and deaths

The creation of industry standards and new products provides an opportunity
to reduce patient harm.

Made reference to the Food and Drug Administration (FDA) communication

© 2018 | Premier Inc. | 20



D CMS Communication Original Memo - Released March 2013

Actions for Surveyors

« During a complaint investigation for an adverse event involving
misconnection of devices with Luer connectors, surveyors must
determine whether the facility has taken actions to ensure
systems are in place to prevent recurrence of this type of adverse

event.

* When conducting standard surveys, surveyors should consider
asking healthcare personnel what steps they take to prevent Luer

misconnections.

© 2018 | PremierInc. | 21



D Neuraxial Connector - NRFit®

« 80369-6 standard published March, 2016 and recognized
by the FDA

« Smaller outer collar and tip, no change in size to inner
barrel

 Visual identifiers — yellow plungers and components/
NRFit® Logo

« Physically incompatible with standard luer connectors and
ENFit® connectors.

NRFit® Neuraxial System

-

Adapted from GEDSA

© 2018 | Premier Inc. | 22



£ 80369 Series

* Blood pressure and limb tourniquet cuffs/devices: IEC 80369-
5:2016 was published in March 2016

« Breathing or respiratory systems such as anesthesia machines and
ventilators used to facilitate a patient’s breathing: In process

« Intravascular or hypodermic devices: ISO/EDIS 80369-7 standard is
being finalized

« Urethral and urinary devices: Planned

© 2018 | Premier Inc. | 23


http://www.iso.org/iso/catalogue_detail.htm?csnumber=50733
http://www.iso.org/iso/catalogue_detail.htm?csnumber=58011

£ In conclusion

 After careful consideration and testing, an international
committee chose ENFit® as the design for the enteral
connector

 |tis an open use design

* [t is compliant with the 80369-3 standard
* Product is in the market

* The time to convert is NOW

*Source or Footnote = Arial Regular 8pt © 2018 | PremieriInc. | 24



Transitioning to ENFit® Connectors:

A Safer Enteral Feeding System

Mark J. Antonino, MS
Food and Drug Administration (FDA)
Center for Devices and Radiologic Health (CDRH)
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2y U.S. FOOD & DRUG

ADMINISTRATION

Enteral Devices
Misconnection and Patient Injury: FDA
September 7, 2018 Letter

Mark J. Antonino, M.S.

Gastroenterology Devices Branch
Division of Reproductive, Gastro-Renal, and Urological Devices
Office of Device Evaluation
Center for Devices and Radiological Health
Food and Drug Administration

December 4, 2018



Objective

Review FDA recommendations of the
September 7, 2018 Letter to Manufacturers of
Enteral Feeding Tubes, Health Care
Professionals and Hospital Purchasing
Departments and Distributors.

27



concerns

 FDAIs concerned by continued reports of
misconnections with enteral devices.

« To reduce the risk of misconnections and patient

Injury, hospitals and clinicians shou
devices with connectors that meet t

d use enteral
ne

International Organization for Stanc

ardization

(ISO) 80369-1 or ISO 80369-3 standard, or that
are otherwise designed to reduce the risk of

misconnections.

28



Background

 Misconnections between enteral devices and
other medical devices have been associated with
patient death and serious injuries.

e Since 2011, FDA has received reports of 2 deaths,
24 serious Injuries, and 32 device malfunctions
related to enteral misconnections. The FDA is also
concerned that many misconnections, including
enteral misconnections, are not reported, or are
reported as medication errors.

29



Background

« Medical device misconnections may occur when
one type of medical device is mistakenly attached
to another type of medical device that performs a
different function. Because the connectors on
these devices are easy to use and may be
compatible with different medical devices, users
can mistakenly connect unrelated systems to one

WARNING: Photographs depict IV tube erroneously

a. n Ot h e r. connected to enteral feeding tube. DO NOT DOTHIS!

30




Background

2015

— FDA published a guidance document, Safety
Considerations to Mitigate the Risks of Misconnections

with Small-bore Connectors Intended for Enteral
Applications.

— Recommends manufacturer’s design and test enteral
connectors based on the ISO 80369 series standards to

reduce the risk of misconnections.

2010
— FDAIssued a letter to manufacturers of enteral
products, health care providers, and hospital purchasing
departments about the danger of misconnections. 31



FOA
concerns .

FDA is aware that some people who rely on enteral tube-
feeding at home have concerns about using the 80369-3
connectors.

The 80369-3 connectors have slightly narrower openings
than some connectors on the market.

FDA has conducted testing of commercial pre-packaged
formula and blenderized diets through 80369-3 connectors
and has concluded that flow rates may be slightly slower,
but this does not pose a safety concern.

Additional resources are available from the Oley
Foundation and the Feeding Tube Awareness Foundation.

32



Background

The FDA continues to work with standards
organizations, federal partners, professional
societies, patient advocacy groups, individual
patients and other stakeholders.

FDA works with these groups to reduce the chance
of medical device misconnections, ensure patient
safety, and facilitate the availability of products that
work for the multitude of patient populations, uses,
and care environments.

33



FDA
To Manufacturers .

Implement design changes to meet the ISO standards to
reduce the likelihood of errors and provide safeguards for
safe use of these devices and products.

Implement an appropriate strategy that will lead to the
eventual removal of legacy devices that have an increased
risk for misconnection.

Evaluate patient needs and develop safe and effective
enteral devices.

Consider suggestions provided by the Joint Commission to
iImplement appropriate “designed incompatibility”

measures to prevent dangerous misconnections of tubes
and catheters. 34



To Health Care Professionals

Use enteral devices that meet the ISO standards and are
Intended to reduce the risk of misconnection.

Check the labeling or check with the distributor or
manufacturer to determine whether your connectors meet
the 1SO standards.

Organize a plan for your organization to implement the use
of these new devices.

Do not modify or adapt devices since that may defeat their
safety system.

35



To Health Care Professionals

Minimize the use of transition adapters (a device
component that forms an intermediary connection between
two incompatible medical devices).

Do not use cross-application connectors.

Trace all lines back to their origin when reconnecting
devices.

Route tubes and catheters that have different purposes In
unique and standardized directions, to avoid accidental
misconnections.

36



To Hospital Purchasing
Departments and Distributors

* Purchase enteral devices that comply with the new ISO
80369-1 or ISO 80369-3 series standards to reduce the
risk of misconnection.

« Ensure that an adequate inventory of the new devices is
available to purchasers.

37



Additional Information

 More information about medical device misconnections is
available on the FDA website Medical Device Connectors:
https://www.fda.gov/MedicalDevices/ProductsandMedical
rocedures/GeneralHospitalDevicesandSupplies/Tubingan
L uerMisconnections/default.htm

™ U.S. FOOD & DRUG AwZindex | FolowrDA | EnEspei
ADMINISTRATION _ a

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

Medical Devices

Home > Medical Devices > Products and Medical Procedures > General Hospital Devices and Supplies > Medical Device Connectors

Medical Device Connectors

Reducing Risks through Standards
Development for Medical Device
Connectors

in L & R

Information for Health Care
Facilities about Medical Device
Connectors

Tips for Health Care Froviders to
Reduce Medical Device
Misconnections

Information for Home Use: Medical
Device Connectars

Examples of Medical Device
Misconnections

Information for Manufacturers of
Small Bore Connectors and
Medical Devices with Gonnectors

Report a Problem to the FDA
About Medical Device
Misconnections

FDA Activities: Medical Device
Connectors

Additional Resources: Medical
Device Connectors

Letter to Manufacturers of Enteral Feeding Tubes, Health Care Professionals, and Hospital Purchasing
D and L : The FDA Use of Enteral Device Conn: s that Reduce
Risk of Misconnection and Patient Injury - September 7, 2018

« Background
- Medical Device Misconnections
- Reducing Risks
- The FDA's Role

Background

Patients in health care settings receive food, medication and other therapies through a variety devices, or delivery
systems, such as syringes, catheters, and tubing sefs that connect to each other. Connectors are the parts of
devices that attach tubing, catheters and syringes to other medical devices.

Medical devices are often packaged together in tubing sets or co-packaged with another device (e.g. feeding set
and enteral feeding tube). These sets comprise all the parts needed to use the tubing for its intended purpose.
including the connectors that attach tubes to the other parts of the set or to other devices.

In a typical hospital seting, several different types of medical devices, each with their own connections, may be in
use at the same time on a single patient. In specialized settings, such as intensive care units (ICUs), cardiac care
units, or emergency departments, patients may require dozens of different devices at once.

Devices that need to connect to each other are also used in the home setting, and other environments beyond
professional health care facilities. Patients may have to use these devices for the duration of an illness,
recuperation, long-term care, or throughout their Iives.

38


https://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/GeneralHospitalDevicesandSupplies/TubingandLuerMisconnections/default.htm

Transitioning to ENFit® Connectors:
A Safer Enteral Feeding System

Mike Cusack, MBA
GEDSA Globhal Enteral Device
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Global Enteral Device Supplier Association
(GEDSA)

« Formed on October 1, 2013 as a federal 501(c)(6) non-profit trade
association

« Composed of wide array of stakeholders

* Industry’s collective voice

* Introduce ISO 80369 series in medical device tubing connectors

« Patient safety focused

e Inclusive not exclusive

GEDSA

Unite. Connect. Deliver.




GEDSA's MISSION

Promote initiatives
surrounding safe and optimal delivery
of enteral feeding and connectivity.

GEDSA

Unite. Connect. Deliver.
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GEDSA Position Statement

 Fully supports the recent FDA Letter and CMS Statement

* Next steps:
« Stakeholder task force to develop a phase out plan for
legacy connectors.

* Ensure prompt compliance with the FDA/CMS releases

 Please visit stayconnected.org for full position statement.

GEDSA

Unite. Connect. Deliver.




ENFit Connector Performance

« Positive connection avoids the “feeding the bed” \//;/fj.
 Flow rate and pressure similar to current devices @&}/ !
- Validated by FDA and Mayo Clinic 4
« Blenderized diets testing shows no safety concern
\\\i\\\*\a
- Accurate dosing in NICU settings N

« LDT (low dose tip) design gives equivalent performance

GEDSA

Unite. Connect. Deliver.




ENFit Cleaning Procedure

Children’s Mercy Kansas City and ASPEN I\ cleaning Procedures

s with Male ENFit Connectors
(e.0. Nasogastric. Transpyloric, i opic Gastrastomy Tubes and other ENFit devices)
Tips for keaping ENFit feed|

co-developed and validated

For best results, follow these instruc

r whenever material is visible.

Tube Cleaning Supplies & Terms. 1 I‘:/I;\X 2 ;{ V7 /
« Clean daily or if residue is visible = A Y L @ﬂ

Available on Stayconnected.org

I Wip portand
ush in || <ap with gauze. Clean sup-
plies and allow to air ry.

Submitted to NCP (Nutrition in Clinical Y

Repeat steps 3 through 6 untll cap and tube are thoroughly clean.

I R e T i o D e : ik : GEDSA
Practice) # =

GEDSA

Unite. Connect. Deliver.




Component Supply

GEDSA manufacturers have confirmed adequate supply
* New suppliers have entered the market
« Multiple bottle cap sizes launched and available

« Tamper evident caps launched and available

Healthcare facilities
* Provide forecast demand 8-12 weeks ahead of a “Go-Live” date

* Validate second source suppliers/distributors to meet demand

GEDSA

Unite. Connect. Deliver.




Brochures, Presentations, FAQs & Checklists
www.stayconnected.org

Stay
Connected

New global design standards
for medical device tubing connectors

GEDSA

Unite. Connect. Deliver.

GEDSA Tools & Resources:

Transition Checklist for Facilities and Institutions @

Anew design

s wey

spplication

Supplier

UPDATE: 80369-3 US Provisional to be Recognized communication

Training
Stay Education
Connected

JANUARY 2015 - ISSUE 10

oy o " " Process

Provisional American National St:

Published —

management

AAMI/CN3 (PS): 2014 Published

for the of Medical (AAMI) published AAMI/CN3
(PS): 2014 on Friday, December 12, 2014. This US provisional standard is a result of the work
completed on the second Draft Intemational Standard (DIS) 80369-3 through the International
Organization of Standardization (ISO) process. With the adoption of ISO 80369-3 published
standard the US provisional standard will be replaced by a parallel adoption of ISO 80369-3 and
the text will be aligned to the ISO standard.

The next step in the process is for the US Food and Drug Administration (FDA) to recognize this
US Provisional Standard. Along with this recognition, the FDA also intends to provide additional
guidance and assist in a clear regulatory pathway for all manufacturers impacted by the ISO
80369 small bore connectors. This marks a significant step forward i the introduction of new,
safer connectors starting with the new ENFit connector enteral administration sets in Q1 2015.
Click here for the US, Canada, and Puerto Rico timeline and additional details on the
introduction.

following STEPS to help your o

s multipl

acros:
ion prepare for the impending changes:

the type for

strong understanding of the changes
the organization. Please use the

with eadership,

leveraging other commanication ools your crgenization ulizes

0 Chef MedicalOffices ~ Asses:

documentation practices

O Develop a multdiscplinary s
weation, and implementation
e

0 Maintain adequate supply wit

nanges needed in prescribing, tube placement o

BANNER HEALTH
ENFIT EXPERIENCE

Allyn Peters RN, BSN, MBA
Clinical Supply Program Director

Allyn.Peters@BannerHealth.com

Enhancing
New Enteral Device Connectors

Stay
Connected




GEDSA Regional Summits

Free

Sole requirements: provide meeting room and drive attendance
Meeting Objectives: awareness, education, and lessons learned
Vendors share their ENFit products

Recently held regional summits:

- Children’s Hospital of Los Angeles

- Indianapolis Coalition of Patient Safety

- Children’s Hospital Colorado and Universit
of Colorado Health

- Children’s Hospital of Philadelphia

- University of North Carolina Medical Center

GEDSA

Unite. Connect. Deliver.




ENFIt Tool Kits

Description:
Tool for developing hands-on experience

Includes:

« ENFit Background

* Medication Preparation & Administration
Guide

» Patient Discharge Instructions & Talk
Sheet

* Interactive Demonstration Model

« ENFit product bins

« StayConnected Wristlets & Brochures

« Transition Team Manual

« Assembly Instructions

 Available in Adult or Pediatric

« ENFit product samples available for
additional cost

Email Info@gedsa.org to place your order

GEDSA

Unite. Connect. Deliver.

ENFit Enteral Connector Standard

ENFit Connectors

Enteral feeding device changes improving patient safety

2 — 2g)

Starting wah enteal feeding

e "ENFit Enteral Connector Standard

NFit® Connectors

Enteral feeding device changes improving patient safety

GEDS!

Unite. Connect, . Deliver,

For more information visit
stayconnected.org

Nasoduodenal
tube

rganizations.

Nasojejunal
tube



mailto:Info@gedsa.org

In conclusion

ENFit is ISO compliant

ENFit is available and global adoption has begun

There are implementation resources and tools

The time to convert is now

GEDSA

Unite. Connect. Deliver.




Transitioning to ENFit® Connectors:

A Safer Enteral Feeding System

Amy Monroe, RN, BSN
McLaren Health Care
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 Who is impacted

* Who needs to be involved in the change

* What steps we took to prepare for successful implementation
When we began the transition

Where were changes implemented

* How we implemented

 How we continue to provide follow up

« Why are we implementing right route connections
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D Our patients are impacted!

* Nutrition

*Fluids
=
‘Medications & o y

*Therapies ‘

—

.
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D Other individuals impacted

*Nurses/Caregivers

*Pharmacy

Home Care

*Supply Chalin

*Providers/Surgeons
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D Who needs to be involved to create successful

Implementation?

» Top down approach to engaging stakeholders:

*CNO, CMO, Directors of Pharmacy, Directors of Surgery,
Directors of Nursing Education, Case Management/Discharge
Planning

* Required from subsidiary leadership identified point persons for
each care area or discipline

* Outlined the known guantities as well as areas of perceived
potential exposure

» Called on all clinical corporate level groups to educate on the
initiative, then to facilitate process and planning
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D Steps taken to prepare for implementation
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Implementation preparation

« Supply Chain prepared a text
document to speak to each item

ENFIT CONVERSION ANALYSIS NOTES

Please Note: Some of these items will not one-to-one conversions. In certain instances, both Enfit and non-
Enfit items will remain, to what degree must be decided internally within each subsidiary, as processes vary
throughout the system. | have indicated for all items if they will remain along with the addition of the Enfit
item or if they will be replaced by the new Enfit item.

« Each affected product and clinical

1

area had a full text rationale to .

Medicine Cups: This is a one to one conversion. All medicine cups with household measurements
(ounces) will be discontinued and replaced by metric, as this is an accreditation standard.

Oral Syringes: This is a one-to-one conversion. All oral syringes will be discontinued and replaced by
Enfit syringes, as Enfit syringes are indicated for BOTH enteral and oral use. Additionally: The new Enfit
syringes may also need to be made available on the floors.

I I I le Adapters: This i ion. Oral syri ible bottle ad ill by
ensure clarity of communication Ty e e

4) Luer Lock Tip Caps: This is not a one to one conversion. Luer lock tip caps may remain in some degree,
in addition to the new Enfit tip caps. Additionally: The new Enfit tip caps may need to be made
available on the floors.

5) Tamper Evident Tip Caps: For the subsidiaries that utilize a tamper evident cap: This may or may not be
a one to one conversion, The caps can be replaced by tamper evident/UV inhibiting bags or by tamper
evident syringe seals. All five conversion item choices are in green print.

6) Items highlighted in yellow: There are no Enfit compatible conversion items for these. These items will
remain the same.

7) New Added Items:

2in and 4in Enfit compatible medication straws have been added for each subsidiary.

5in Enfit compatible breast milk straws have been added for each subsidiary. Please note: In addition to
OB and peds, these may be used in pharmacy. The straw has a larger diameter than the 2 and 4 inch
medication straws, and therefore useful in drawing up viscous suspensions.
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e Custom packs

« Direct order from areas that infrequently order
« Off label uses for tubes

« Unit dose vs. multi dose from pharmacy
 Med Omnis/Pyxis

« Light protection

- Fecal management systems
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D When did we start?

« System transition began with Phase 1 of ENFit, tube feeding sets

« Stage 1 of ENFit became available in our area in late 2014/early
2015

« Supply Chain messaging began in late 2014

« ENFit as agenda item on all product related discussion across all
disciplines

« ENFit stayed on various agendas as a placeholder for updates as
Phase 2 delays were encountered

« Once FDA approval was obtained for redesigned items, planning for
Stages 2 (med admin implements) and 3 (implanted and nonimplanted
tubes) resumed
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Procedure for Inpatient Settings: .
Preparing and Administering Medications Using ENFit* GéDSQ

Unite. Connect. Deliver.

MEDICATION PREPARATION: FILLING A SYRINGE USING A BOTTLE FILL CAP

ympatible fill cap.

Step 1. Make sure that the medciation bottle has an ENFit

SN

Step 3. Turn medication bottle upside down. Pull back desired Step 4. Turn bottle right side up and remove syringe.
dose after cycling syringe.

Step 2. Attach syringe to the bottle adapter.

FILLING THE SYRINGE WITH A MEDICATION STRAW

Step 3. Disconnect syringe from straw and gently tap/flick to

Step 1. Connect the ENFit medication straw 1o syringe. Step 2. Insert straw, cycle syringe to eliminate air bubbles. -
remove excess fluid around moat.

Draw up desired dose.

FILLING THE SYRINGE USING A MEDICATION CUP
NOTE: Filling the syringe via a dose cup is not the preferred method for filling the syringe

e 5




ENFit Tool Kit

A hands on teaching tool to demonstrate ENFit connections.
WHAT S INCLUDED?
Interactive Demonstration Model
« ENFit Background
+ Medication Preparation Guide
+ Patient Discharge Talk Sheet
+ Transition Team Manual

ENFit Connectors =% £ = & o

+ StayConnected Wristlets & Brochures
« ENFit product bins
+ Assembly Instructions

INTENDED USERS:

Anyone directly impacted by the ENFit transition including: nurses,
educators, administrators, pharmacists, home care providers, supply
chain managers, risk managers, patient safety officers, distributors,
HME, DME enteral tube feeders, and caregivers.

HOW TO ORDER:
Email info@gedsa.org
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b Implementation planning for phases 2 and 3

Kick off meetings- crucial to successful roll out!

* No way to know or project how all areas within an
Institution or organization currently practice or use
products today

Discharge planning
* Involve those responsible for discharge planning as

early as possible

Educate partners in the community on ENFit and its implementation-
early and often!
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D How phases 2 and 3 were implemented

* In short, a Big Bang

« Suggested initial order
guantities provided to each
subsidiary along with order

placement date

* Proposed alternative methods o

for placing supplies
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* |nclude non-acute stakeholders

 Homecare, Hospice, Senior Living, DME Providers, Physician
Offices, Outpatient clinical services

« Educational opportunities and materials

« Administration/feeding sets

* Feeding Tubes

« Syringes for bolus feeds, residuals, medication
« Share your timelines
« Discharge documentation

* Include your supplier partners in this process
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D Implementation follow up

ENFit phase 3 has been somewnhat protracted for my organization due to
manufacturer delays in having full line of both implanted and nonimplanted
tubes available.

« Our strategy has been to push out updates on tube availability on
a quarterly basis with a refreshed cross reference analysis

« Our implanted tube rep has repeatedly revisited our procedural
areas to provide physician and staff education each time a new
SKU becomes available

* We continue to push out tube information updates through the
same channels Surgical Services, Nursing, Medical Staff
Education, etc.
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'D Specific questions from end users in my system

« Can we select color coded ENFit items?

* Color coding is not included in the ISO 80369 standards.

» FDA specifically recommends NOT using color coding as a safety
mechanism (Department of Health and Human Services, 2013)

« Despite FDA guidance cautioning against color coding, trend
towards color coding persists and is a selling feature for some
ENFit manufacturers

* Individual Vendors may have specific colors for their ENFit
designed products, but this will vary by manufacturer

« Bottom line-The color of a product is not a safety feature!
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« Can we use an adapter instead of bringing in all these different items?

« Fair question in light of the need to manage space requirements

* End users may not initially appreciate that creating a system
strategy around use of adapters does not eliminate the risk of

wrong route misconnection
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» Uses for slip tip syringes won’t go away with implementation of

ENFit

* It may be necessary to make accessible the full complement of
ENFit items (in reasonable quantities) in the majority of care
areas

« Bottle adapters, tip caps, straws, etc. that may not have
previously been needed in certain areas may be needed

following ENFit implementation
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D Why are we doing this?

Because we know that route specific connectors can substantially reduce
or eliminate the risk of harm and death.

© 2018 | Premierinc. | 71



D Industry Support and Reference | found helpful

« ECRI published a guidance article for public use, to urge facilities to
become ENFit compliant (Excellent high level overview)

https://www.ecri.org/components/HDJournal/Pages/ENFit-for-
Preventing-Enteral- Tubing-Misconnections.aspx?tab=2

 Safe Medication Practices
WWW.ISMP.Oorqg

« ASPEN
https://www.nutritioncare.orq/

* Premier Safety Institute www.premierinc.com/tubingmisconnections

* Premier supply chain resources
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https://www.ecri.org/components/HDJournal/Pages/ENFit-for-Preventing-Enteral-Tubing-Misconnections.aspx?tab=2
http://www.ismp.org/
https://www.nutritioncare.org/

GEDSA Website

www.stayconnected.org
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Enteral (ENFit®) Neuraxial (NRFit®) News ContactUs | @7 International Resources b

Stay )
Connected

Important details about the connector Review the research, literature and Access our helpful tools for
design changes taking place for tube GEDSA commentary supporting the organizations and professionals
feeding. ENFit design changes. looking to adopt ENFit connectors.
> New Design Standards Diagram > ENFit Low Dose Research Poster > Transition Checklists
> Video: Enteral Feeding Transition > ENFit Presentation at ESPEN > Preparing & Adopting ENFit
Webinar
> Frequently Asked Questions > Response to BD Regarding
Concerns with ENFit and Dose > ENFit Implementation Success
> ENFIT SUMMIT OVERVIEW Accuracy Story
> VIEW ALL > VIEWALL
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£ In conclusion

« Switching to the ENFit enteral feeding system is the right thing to
do for patient safety

* [t involves much planning
* Involve key stakeholders
« Communication is the key

- Itis an ongoing process
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Premier Safety Institute

www.premierinc.com/tubingmisconnections

Tubing misconnections resources
PREMIER SAFETY INSTITUTE* () PREMIER

Home Safety Topics A-Z '3(‘2-2’"'53!['\_\" SafstyShare® Safely store

Om this page: | A Consortium Position Statemant - Entaral Feadin W

A Consortium Position Statement — Enteral Feeding Misconnections

¥ IN: The Joinr Commissian Jodmal on Qualiny and Padent Safery. May 2008

Awthors: Peggi Guenther (American Society for Parenteral and Enteral Mutritien), Rodney Hicks
Siates Pharmacopeia), Debora Simmons (MD Anderson Cancer Center), Jay Crowley (Food am
Administration), Richard Croteau (The Joint Commission), Cathie Gosnell (Safety Institute, Prer
and Timaothy anderveen (Cardinal Health)

Association for the Advancement of Medical Instrumentation (AAMI)

¥ AAMI smal-oore connactars webalts

Centers for Medicare and Medicaid (CME)

¥ CMS In thelr October 4, 2018 Medicare Laarning Network newslstter raminded cliniclans about th
52riius Injuries and deaths fram luer misconnectians and the avallabiily of new products that mest in
slandarde 1o reduce patlent harm. H refers to the March 201 3 memorandum for SUNVEYOFE.

Resources from:

Tubing Misconnections

Visconnection o g s ok ptens AAMI, ASPEN, CMS,FDA,

News

5 S FDA issues letter (3/7/18) encouraging G E DSA, EC R I y I S M P,

10 madical devices or madica’ davicss to

errer, which has the potential to resultin X 2 L
bt < = 3 transition to 150 compliant enteral device

serious injury or daath. Errors involving . H H
varic;.z :ype; of :uc:g and :sz".ete:s RilEit \] O I nt CO m m ISS I O n y
misconnections have been reported for over oG i their MLN newsletter (10/4/18) reminded

40 vears and despite wamings of the risks P i P G ST o S AR Stay CO n n ected
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Questions?
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D Today’s Speakers

Moderator: Gina Pugliese RN MS Debby Kasper, RDN, LDN

Vice President Emeritus , Premier Safety

Institute ® Director, Premier Inc.

' Mike Cusack, MBA

Executive Director, GEDSA Global Enteral
Device Supplier Association

Mark J. Antonino, MS

Food and Drug Administration (FDA)
Center for Devices and Radiologic Health
(CDRH)

Amy Monroe, RN, BSN

Corporate Manager, Strategic Sourcing,
McLaren Health Care
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D Speakers Contact Information

Debby Kasper, RDN, LDN  Mark J. Antonino, MS
Director Food and Drug
Premier, Inc. Administration (FDA)

debby_kasper@premierinc.com Center for Devices and
Radiologic Health (CDRH)

Mark.Antonino@fda.hhs.gov

Mike Cusack, MBA
Executive Director

GEDSA Global Enteral
Device Supplier Association

Mike@gesda.org

Amy Monroe RN, BSN
Corporate Manager Clinical
Sourcing

Supply Chain Management
McLaren Health Care

amy.monroe@mclaren.org
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