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Authors of this presentation have no
disclosures concerning possible financial or
personal relationships with commercial
entities that may have a direct or indirect
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Objectives

Identify principles of managing change to successfully
incorporate technology and regulatory changes

Discuss tools and resources used to ensure smooth
incorporation of technology

Develop procedures, training, and competencies for staff
for new technology

Review the role of the pharmacist in hood certification
to meet regulatory standards



Test Your Knowledge

1. Why does change fail?

A

Mmoo

Not enough urgency
Lacking vision
Under communication

Declaring victory too soon
All of the above
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Test Your Knowledge

2. Which would be a consideration
for incorporating technology?

A. Best Practice/Literature Review
Strategic Plan Development
Budget Request/Approval
Planning

Implementation/Go-Live
All of the above

ER i m e s
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Test Your Knowledge
3. True/False:

Joint Commission competency
assessment requires a variety of
methods.
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Test Your Knowledge
4. True/False:

Pharmacists should work with a
multi-disciplinary team to meet
sterile compounding regulatory
standards.






Managing Technology Change

¢ Tron Triangle of Health Care

/ \

Cost <4l Access


https://abcsrcm.com/creating-value-health-care-iron-triangle/
https://newsatjama.jama.com/2012/10/03/jama-forum-the-iron-triangle-of-health-care-access-cost-and-quality/

Creativity and Innovation

* Thinking in an inspired way

CI'eatiVity * Developing original ideas
* Tackling problems worth solving

Ialale)z10l0)0 0 © Executing the creative idea

https://www.businessinsider.com/difference-between-creativity-and-innovation-2013-4



https://www.businessinsider.com/difference-between-creativity-and-innovation-2013-4

Comfort Zone

Leadership &
employees may view Personal Compact Compact Revision
change differently
g N\ 7 ~N r \
— O Lss;llegist: to B Reciprocal || Draw attention to
PIiJmproveY obligations the need to change
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Biech E. Thriving Through Change: A Leader’s Practical Guide to Change Mastery. ASTD Press. 2007



Why Change Fails

Not enough urgency
Lacking vision
Under communication
Not removing obstacles

Not creating short term wins

Declaring victory too soon

Not anchoring changes in organizational culture

Kotter J. Leading change: why transformation efforts fail. HBR, Jan 2007
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Change management roles

Leader/sponsor
e Develops vision
e Establishes sense of urgency
e Communicates the vision
e Holds others accountable
e Removes barriers
e Delivers implementation plan
e Institutionalizes the change
e Implements rewards & consequences
e Committed to the change

Biech E. Thriving Through Change: A Leader’s Practical Guide to Change Mastery. ASTD Press. 2007



Change management roles

Change agent/facilitator
e Collects & analyzes data
e Builds a business case
e Facilitates teams
e Coaches team leaders
e Coordinates implementation
e Designs communication plans
e Evaluates change effort
e Identifies rewards & consequences
e Credible to the workforce

Biech E. Thriving Through Change: A Leader’s Practical Guide to Change Mastery. ASTD Press. 2007



Change Implementation Team

Team provides guidance for the change

Detfines strategies, sanctions processes and provides
needed resources

Need the right people on the team
From the right areas

With the right attitude

Need sponsor and facilitator involvement

Biech E. Thriving Through Change: A Leader’s Practical Guide to Change Mastery. ASTD Press. 2007
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Guide Implementation

Query executives

Update management teams regularly
Implement capacity efforts

Create effective transition strategies
Know the informal leaders

Engage stakeholders

Reach out to naysayers

Biech E. Thriving Through Change: A Leader’s Practical Guide to Change Mastery. ASTD Press. 2007



"~ Vision for Pharmacy
Informatics/Technology

C. Advancing the application of information technology in the medication-use process
Beliefs and assumptions

C1. In most hospitals and health systems, improvements in technology will be required for
pharmacy departments to fully achieve optimal deployment of pharmacist and pharmacy
technician resources.

“The Consensus of the Pharmacy Practice Model Summit.” American Journal of Health-System Pharmacy. June 201, 68 (12) 1148-
1152. Retrieved 1/8/19 from


http://www.ajhp.org/content/68/12/1148

IT Vision of Pharmacy Practice

Stevenson, J, Churchhill, W, Fortier, C. Leading for Technology Advancement. ASHP Foundation Pharmacy Leadership Academy
Powerpoint Lecture. 2012
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~ History of Technology in Pharmacy
Practice

~
 Advanced bar-coding and bedside bar-coding
Yt RtrterRy © Computer-generated MARs
Early 2000s )
~

CPOE and eMAR
Lock-out functions on dispensing cabinets
Smart pump with eProgramming and lock-outs

J

Stevenson, J, Churchhill, W, Fortier, C. Leading for Technology Advancement. ASHP Foundation Pharmacy Leadership Academy
Powerpoint Lecture. 2012
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Technology in the Pharmaceutical
Care Process

Ordering Veritying

Dispensing

Distribution Administration

Monitoring
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Security and Back-Up Plan

Ensure appropriate security of technology systems are
in place
Plan for downtime processes (and drill these).






~ Incorporating Technology

Best Practice/Literature Review
Strategic Plan Development
Budget Request/Approval

Implementation/Go-Live
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Best Practice/Literature Review

Institute for Safe
Medication
Practices (ISMP)

United States
Pharmacopeia
(USP)
. Pharmacy Journals




Strategic Plan Development

Analyzing products on the market
Developing a comparator tool

e Cost

e Ease of use

e Capability with other systems

e Support from vendor

Obtain baseline data prior to implementation
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| Budget Request/Approval

Compare Eval n :

P4 Rl ame Conduct cost Brief
competitor track key Analvsis leadershi
products features Y P
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Planning

Review vendor implementation packages
Identify areas needed to be completed
Develop timeline to go-live date

Abreast interdisciplinary stakeholders

Plan for equipment purchase, shipping and
installation times



ldeas for Implementation

Gap analysis of current practice and setting
Multidisciplinary/team approach in making changes
Administrative support if funding needed

Plan now as changes take time to implement
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Implementation/Go-Live

Training super-users and end-users prior to go-live
Ramp up staffing on implementation days
Consider soft go-live if possible

Have vendor on site during implementation
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Reassess/Optimization

Document issues for follow-up

Just in time communication on changes
Obtain post-implementation data

Compare pre- and post-implementation data






“Joint Commission Competency

Assessment Standards
Variety of methods

e Assessment of information from current and previous
employers

e Collect peer feedback
e Verify certification and licensure
e Review test results with a written or oral competency

e Observe skills

Assessment

e Focus on the particular competency needs for the
clinical staff's assignment


https://www.jointcommission.org/standards_information/jcfaqdetails.aspx?StandardsFAQId=900&StandardsFAQChapterId=131&ProgramId=0&ChapterId=0&IsFeatured=False&IsNew=False&Keyword
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Procedures to Update

Operational

Downtime

Multi-disciplinary



Training
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Training

System
Administrators

Super Users




Workflow Changes

Technician Pharmacist
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Competency

TECHNICIAN
TRAINING CHECKLIST

Instruction: Each end wser will participate “hands an” during this training seszion. This checklist will document actions taken by the

traines.

Power up,

Complete a scheduled task.
Find & dose to be prepared.
Selact 3 dose.

Prepare & dose.

Frepare & dosz in @ preparation mode.
Print 3 label 1o bypass.
Discontinue & doss.
Reprint the dose lzbel.
Reprint & verification label.
Find the dos= actions.

Change the queues filter.
Prepare & product.

Order a dilution or stock dose.

(m 7Y

Owna

Sort 3 dose.

Log out.

Facilitate inline verification at the Prepstation.

Facilitate final verification at the Prepstation.

Working with Doses

i

Update the administration date and time.
Put 3 dose an hald.

Take a dose off hold.

Resume preparation of 3 dose.
Rework a dose.

Reuse a dose.

search for a dose.

Create 3 kit and add doses to it
O na

Prepare a patient-specific dose from 3 stock doss.
Use ScanEvents to track a dose.

search for a dose.
Wiew the status board.
order stock doses.

Run reports.




ompetency

PHARMACIST
TRAINING CHECKLIST

O
O
O

OoOooOoDo

Verify Doses

Log in

Select a doze.

Review 3 dose.

Review patient information.
Review dose information.

Review product information.

Ooooo

View images.

Disposition a doss.

Approve a dose.

Accept and sort a dose.
Reject and cancel a dose.
Reject and requeus 3 dose.

Reject a dose that has already been
accepted.

Reguest 2 replacement dose.

OO0 ODOooooOo

Reguest & dose be reworked.
Verify a stock dose.

Verify 2 dilution was made properhy.
Verify a TPN dose. [ MA

EZearch for 2 dose.

Find details about a doze.

Search:

D Search for = dose.

D Find details abouwt a doze.

O

O

Inline YWerification: D A

#  Perform inling verification zt the Pharmacist
Checkstation.

#  Perform inling verification st the Prepstation.

#  Perform fingl verification at the Prepstation.

Two pharmacists verify 2 dose. D MA

Manage Dose Preparation Queue

OOoooODOD

View the doz= preparation qusaue.
Change dose details.

Discontinue a dose.

Remowe = duplicate order.

Flace a dose on held.

Take a dose off hold.

Using the Status Board

O
O
O

Track doses through the pharmacy.
Review dose details.

Disposition a dose from the Status Board.

Support

O
O
O

Signed:
Printed:

Locste HELP files.
Call Technical Support.

Change/enzble passwaord

Date:
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Technician Roles in Technology

Tec]

Eval
coul

hnology can optimize technician roles.
'uate pharmacist duties to identify tasks which

d be assigned to a technician

Expanded technician roles during technology
implementation allowed familiarity with system
and ability to maintain on a daily basis.



Workflow Scenarios

Premade Metronidazole
e Tech
 Print dose label
 Scan product
 Scan dose label
» Expiration dating sticker (orange sticker)
» Highlight storage temperature
e Pharmacist
» Verity product is in date
- Expiration date
e Tech sorts at sort station
« Apply final label
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Workflow Scenarios

Add-Ease: Ampicillin/sulbactam 1.5gm in somL NS
e Tech
» Select order and assemble
» Apply 10 week sticker prior to entering hood
e Pharmacist
» Check online

» Verify 10 week dating sticker and program assigned
expiration date

e Tech then sorts at sort station
 Apply final label



Workflow Scenarios

Patient specific Patient specific
reconstituted not reconstituted
product product

Re-using Add-

Stock Doses
Ease

Vancomycin Levetiracetam Norepinephrine
1500mg in DsW 1500mg in DsW 8mg in DsW
50oml 250ml 250ml
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Regulatory Requirements

Assessment [tem Guidance loint Commission CM5 CoP to

Standard Crosswalk
Certification/Testing Report Evaluation

Primary Engineering Control #  Must be 150 5 or less MM 050107 EP 4 482.23(c)

150 Lewvel

Primary Engineering Control . Walue must be at or less than 3 CFU/cubic meter ICO20101EP1 482 .42

Vizble Particle Testing

Surfoce

Primary Engineering Control *  alue must be at or less than 1 CFU/cubic meter ICO2.0101EPL 48242

Viable Particle Testing

Air

Frimary Engineering Control *  Must show passed or evidence that holes were patched. ICO2.0101ERPL 482,42

HEPA filter leak test

Secandary Engineering Control Must have 30/hour. Compounding hood can contribute up to 15 to complete 30 ECO2.05.01EP15 482,42

Air Exchanges per Hour

Secondary Engineering Control *  Buffer area= EC02.05.01EP 15 48242

Air Pressure Differential o Mon-hazardous =+ 0.02-0.05" H20 to unclassified space

= Hazardous = 001" H2O
*  Ante area = positive to unclassified space

Secondary Engineering Control . Buffer area must 150 7 or less EC02.06.01EP1 482 41(a)

150 Level »  Ante area must be 130 B or less

Secandary Engineering Control *  Buffer area value must be at or less than 5 CFU/cubic meter ICO2.0101ERPL 482,42

Vizble Particle Testing s Ante area value must be at or less than 100 CFU/cubic meter

Surfoce

Secandary Engineering Control »  Buffer area value must be at or less than 10 CFU/cubic meter ICO2.0101ERPL 482,42

Vizble Particle Testing s Ante area value must be at or less than 100 CFU/cubic meter

Air

Secondary Engineering Control s Must show evidence that holes were patched ICO2.0101EPL 48242

HEPA filter leak test

Evidence action taken by organization when *  There must be evidence of remediation actions taken when items do not pass and LD 04.04.04EP 3 N/A

any item is out of range subsequent testing to ensure compliance.

Primary Engineering Control *  Each component listed above must be tested and certified every 6 months. Also any time | EC02.04.04 EP 4 483.41{d)(2)

certification;testing frequency PEC is moved or relocated

Secondary Engineering Control +  Each component listed above must be tested and certified every 6 months. EC02.06.01epl 482.41(a)

certification;testing frequency

Air flow monitoring *  Nust have continuous monitoring ECO2.05.01EP15 482,42

WWW.CMS.gov; WWw.jointcommission.org

www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenlnfo/Downloads/Survey-and-Cert-Letter-16-o1.pdf



http://www.cms.gov/
http://www.jointcommission.org/
https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-16-01.pdf

Primary Engineering Control

Air Testing for ISO Class 5 or less

Viable particle testing
e Air
e Surface Testing

HEPA filter leak test

Evidence of remediation actions

Frequency: every 6 months

Chapter <797> Pharmaceutical Compounding- Sterile Preparations. In: USP, 36th rev. Rockville, MD: USP Convention: 2013: 361-98.



Secondary Engineering Control

Air changes per hour for negative pressure room
Viable particle testing

For Clean Rooms:

e Viable Particle Testing
o Air
» Surface

e HEPA filter leak test
Evidence of remediation actions

Frequency: every 6 months

Chapter <797> Pharmaceutical Compounding- Sterile Preparations. In: USP, 36th rev. Rockville, MD: USP Convention: 2013: 361-98.



"~ Hood Certification Report

General Condition
0K Prefilter(s) 0 Blower/ Blower Switch
K Hood Structure G& Power Cord
_0& User Controls/Display 0K _ Electrical Grounding { < 2./ ohms)
_OK_Front Sash Panel/ View Screen g4 Height Adjustment
Side Viewing Panels Door Interlock Operation

J_ dB, Equipment Noise Level fe, Lighting, Waork Area
4 B, Ambient Noise Level fe, Lighting, Interlock
Ok Giovel Sleave Integrity I3 fc, Lighting, Ambient

Interlock Fil A
5. oo e 050, pwednty
Sy (6% 67" T x 5o =385

HEPA Filter Integrity (Pass/Fail)

jH: intake Filter
M5 Work Area Filter ,0017%
Building Exhaust

OF Smoke Test
55 Static Pressure: "5}-2{:2 inches water column

Pressurization and Air Flows
Work Area Pressure; . — (s QI% inches water column
Interlock Pressure: = inches water column
Other Pressure: - inches water column
0K Outer Door Test
Inner Door Test

B85 Gloves/Sleeves IN Test
PEE Gloves/Slesves OUT Test

Airflow Alarms(s)
Work Area Airflow: ff f fom
Interlock Airflow: EYA fpm

A4 Other Airflow: —_— fom
0K _ Smoke Pattern Tests (Inside surfaces, gloves, sleeves, IV poles, lights,

6750 _.
e <
WCWM

Particle Count Data
Particle size: (A5 microns Sampie Time: JE' f? minutes
Sample Volume: _ 2483 liters Zero check:

RS Particle Containment Integrity
and Enclosure Leak Test (GACI only)

Preparation Ingress and Egress Test
pom During Transfer
ppcm 1 Minute After Transfer

fass-
Work Area Particle Count— STATIC ~ Other At o articie Count - STATIC

(ppcm) (ppCm)
0 e 0 L0 L6 /
L2__p /I Lz L7 /s
L3:__ 0 L& __h L3 _J L8; /
L4~ () L () L4 e/
Ls:__ 0 Lo Ls Lio: /
Average: _ (J Average: o
(Pass=<__35J0 ) (Pass=<__ 3500 )
Work Area Particle Count - DYNAMIC
{(ppem)

Maximum Count During
Manipulation

Cnmmen}_s: v : , y : £ oo 2 : : &"

Glove Box Certification Issued:

Unit Certified for 1SO per IS0 14644:1899 and according to
CAG-002-2008: CETA Compounding Isolator Testing Guide

penetrations, interlock doors, disposal fubes and chutes)




Particle Testing

I

ISO Class: [ F & ‘ %
Media: TSA It 1213112 194 [p48 IS E11D [ TRA Lok #1315 030 2 TSA i Qw3 ila
Sample Date: Y- 215-19 14-21s-19 - 2119 l-a-19
Sample Start Time: DA D29 D32 1119
Sample Stop Time: 1053 InsS % DAL | 3T
Pump ID: Z ke TARD SN2aLilAAS T SN 133 20U TARSN AV HAST SN 1293
Start / Stop Flow Rate (LPM): 23 .2 123.22 [2%.2 1223 42 [ 28122 ¢0 | 25.22]25. 4%
Sample Volume (m®): \.0D w3 0.5 m> 0.5m> N.S ﬁ"g
ISO Class Action Level (CFU/m”): > | 71D 7100 7 100
Pass / Fail: PASS vass PAS S PASS
CFU CFU/m’ CFU CFU/m’ CFU CFU/m’ CFU CFU/m’

Total Bacteria: £ ) FA £\ £\ Z | < | ) H
Comments: No (QHHNIM Loflvity A ho‘,cl B thm dCtiyd 4 WA roovu S

- dl v‘.n-ﬁ: < l‘fi’lyﬁ < ~ d\f\ﬂ“‘.% Eﬂﬂpﬂs

- =y




Particle Testing

PEC Main Chamber Non-Viable Particulate Results

Unit Report label Mean count 95% UCL Result

CAI 0 0
CACI 33 387

Report label: The name given in the “Room™ field on the attached results

Mean count: The mean parficle count per cubic mefer

95% UCL: The 95% upper confidence limit per cubic meter

Result: As compared to ISO Class 5 criteria which 1s less than 3,520 particles per cubic meter at

0.5 mucron and larger.

PEC Interchange Chamber Non-Viable Particulate Results
Unit Report label Mean count 95% UCL Result

CAI 106 552
CACI 106 106

Report label: The name given in the “Room™ field on the attached results

Mean count: The mean particle count per cubic meter

95% UCL: The 95% upper confidence limit per cubic meter

Result: As compared to ISO Class 7 criteria which 1s less than 352,000 particles per cubic meter

at 0.5 mucron and larger.



Multidisciplinary Considerations

Discuss as a team prior to survey

e Standards

e Air sampling reports

e Hood certification reports
Ensure stakeholders are available during survey
meetings

e Pharmacy

e Facilities

e Biomed
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Key Points

Successful change management requires creativity,
innovation and a clear vision

Technology implementation requires analysis of best
practice, strategic plan development and foresight

Competency assessment should be approached using a
variety of methods

Comprehending hood certification and air testing
requirements is essential for the pharmacist during a
survey



Test Your Knowledge

1. Why does change fail?

A

Mmoo

Not enough urgency
Lacking vision
Under communication

Declaring victory too soon
All of the above
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Test Your Knowledge

2. Which would be a consideration
for incorporating technology?

A. Best Practice/Literature Review
Strategic Plan Development
Budget Request/Approval
Planning

Implementation/Go-Live
All of the above

ER i m e s
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Test Your Knowledge
3. True/False:

Joint Commission competency
assessment requires a variety of
methods.
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Test Your Knowledge
4. True/False:

Pharmacists should work with a
multi-disciplinary team to meet
sterile compounding regulatory
standards.
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Contact Information

CDR Anne Marie Bott, PharmD, BCOP, BCPS, NCPS
Oncology Pharmacist

(907)729-2143

CDR Ashley Schaber, PharmD, MBA, BCPS
Inpatient Pharmacy Manager

(907)729-2154


mailto:sedoran@anthc.org
mailto:arschaber@anthc.org
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