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@ Evidence Demonstrating Concerns about Compounded 3
Sterile Products Prepared by Healthcare Workers ‘

Occurrence and Impact of Unanticipated Varlation In
{ntravenous Methotrexate Dosing

Medication Errors Detected in Infusions
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for Acetamlnophen Overdoze
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20003[10):2483,
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@ Why do We Need to Know What's in Our
Compounded Sterile Products?

Hemagage > Lol Hrws # Laiesi Local Kaws K

Ex-Cleveland pharmacist gets 6 mos. in
fatal chemo dose

By Assotiated Press

EATER 12741 0, EBT, Aug 14, 2008

CLEVELAND: A lormer Ghio gharmadsl has beart sentanced o six manths It
[ail and 5x menlhs of housa arrestin he death of 2 teddler alven an ingorract
tuimor freatment.

At Frdays senfensing in Claveland, 41-year-ald Erig Cropp also was ardered to
{ell professional groups sbowt hls case as pan of 400 haurs of community
senvloe when he leavslall.

Gropp pleaded na conlestin [ay e Iredoluntary manstaugaterin tha 2006 daali
of 2-yaar-0lg Emily Jarry. Froseculgis 5ald Crapp was responsinie becsuse he
ovaraan the miiing ofthe gits chematherapy at Rainbew Bablgsand .
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@ WE HAVE TO CHANGE! &

" Be the | - |
clﬂange i
. .you wish

L to see
in the
world

34

¥ Gravimetrics vs. Volumetrics &

Definitions

= Gravimetric analysis describes a set of methods
in analytical chemistry forthe quantitative
determination of an analyte based on the mass
of a solid

= Volumetric relates to measurement by volume
or to a unit that is used to measure volume

@ Gravimetrics vs. Volumetrics %'

» Gravimetric process utilizes Specific ‘
Gravity to calculate dose of medication : |
prepared

» Uses a highly accurate scientific scale

* Calculates anticipated weight of bag based on
specific gravity of drug, diluents and carrier fluid

* Compares anticipated weight of the bag versus
the weight of the robotically prepared bag and
compares against the established plus/minus
range {+ 5% at BWH)
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@ Gravimetrics vs. Volumetrics %Y

= Volumetric process relies on accurate drawing
up of fluid volumes by pharmacy technicians

» USP aflows plus/minus 10% for FDA approved
drug products

¢ |V fluid bags plus/minus 10% or minimal fill
volume

* Syringe accuracy * 5% at half scale and 4% at
full scale

Which process seems to be more accurate??

i

Our Vision: @
@ The Sterile Products Room of the Future! =

= Part of our strategic planis
to move toward a fully
automated process using
gravimetrics to compound
all sterile products

Process includes a
combination of robotics and
work flow software

30

@ Robots, Robots, Robots!
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@ Robots Provide Us With:  %&¥ |

= Bar code verification ‘

* Specific gravity and gravimetrics
= Optical scanning

= Central data storage
* High degree of accuracy and precision |

= Efficient work flow
= Workioad tracking [

* |Interfaces
Robots today DO have Limitations!

What About Compounded Sterile Products @
that CANNOT he made in a Robot? k

= Must provide a consistent process that uses
same tools and functionality as robot ‘

— Bar code verification

— Specific gravity and gravimetrics |

— Remote pharmacist verification ‘|I
— Optical scanning i

- Central data storage \Hi

— High degree of accuracy and precision |‘
|

@ i.w.SOFT uses Robotic Logic & Accessories @

Complete Intravencus
Medleation Management ‘1
Workllow |
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@ i.V.SOFT Assist
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L) i.v.SOFT CheckOut 3]

irthta b - e s =

ISOFT CheckOut enables
the Pharmacy Supesvisor

to salely and eificiently
1elease the V¥ Admixture
for delivery and

administration. including
tharough verification of
fimal label and  audit

rafls  of the Sterile
Compounding  process,

including har-cade,
pictorial, and gravimelric
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& Quality Improvement L7y

= Interfacing workflow software with hospital

pharmacy software system is a CRITICAL STEP!
— Ideal situation would be with a full HL7

interface with the Pharmacy Information
System

= Eliminates potential transcription errors
» Monitors productivity and reduce waste

* Allows use of auto generated final container
labels with the hospital’s BCMA system -

« Triages sterile products room workload

a5

@ Study Sample Results: i.v.SOFT Assist @

= Study: 3 European hospitals
— Study duration approximately 4 Months

— Total doses studied approximately 25,000 Doses (both Chemo and Nen-Chemo
doses included)

paration Companen t | pasead (%3 | Prevented Errors (M) | Prevented Errors [%)
Drug Quanlily 9.7 8,350 33
trug 100 193 0.8
Dilusne 100 2,145 86
Label 100
Spika {Camera Check) 239 13
Syringa Brand and Size 1,630 65

Dala provided by Health Rabolics

@ Training Your Staff: Some Challenges %&¥

= Full time staff of 20 technicians & 10 pharmacists that

rotate through the Sterile Products Room
— 10 part-time and per diem technicians
— Training provided for 2 weeks during off peak hours and shift

change
= Need toidentify and designate “super users”

— Super users get an enhanced overview of trouble shooting
and maintenance

Future training on new employees done by our staff
(super users)

" Use it, or lose it!
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@ Potential Concerns with Changing to New Processes for @
Compounded Sterile Product Preparation R

@ Potential Concerns with Changing to Mew Processes for m
Compounded Sterile Product Preparation Bl

= Staff will need additional training to adapt to

their new roles working with new technology
= Technology is relatively new and we are in the

early adopter phase
» The technology is not proven as yet with

evidenced based studies
= Potential exists for new kinds of errors to occur

due to the introduction of the new technology,
processes and roles for staff

= Staff may over-rely on the technology

50

ﬁ Financial Concerns %‘

= Not a free lunch!

= Need to plan for the costs
— Capital Leasing

— Monthly Rental

— Qutright Purchase
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= Obtaining Specific Gravity values

- May need to contract with an outside lab for results
= Drug Shortages

@ Lessons Learned A

= Product shortages can greatly impact output
volume using new workflow technologies

= New problems can arise unexpectedly and can
be related to
— vial sizes
— drug product composition
— Hardware
— Software
— Human Interface issues

= 1t takes time to add and validate new products
to the workflow's database

Patience is key!

51

@ Lessons Learned @

® You must have clearly written implementation
and validation protocols

®You must also have clear change management
protocols for when hardware or software are
Upgraded

= Training of both the pharmacist and technical
staff is a key success driver

* Establish a partnership with your vendor to keep
in constant contact during implementation and
expansion periods

® 2011 Institute for Safe Medication Practices
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@ When trying anything new.... @3‘

Don’t forget your STAFF!

= Staff Input
* Suggesticns
*  They know dally work flow best!

Experiences and Challenges with a
Pharmacy Workflow Management System

Dennis M. Killian, PharmD, PhD
Director of Pharmacy — Peninsula Regionall
Associate Professor — UMES Schoal of Pharmacy?

Dennis.Killian@peninsula,org
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