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Disclosure

* | have no financial relationships to disclose

* The electronic compliance manager tool | will be highlighting was
developed by the Department of Pharmacy Services for Intermountain
Healthcare, Inc., and is a copyright of Intermountain Healthcare, Inc.

* Electronic database is currently active in use for pharmacy compliance
* Conceptually applicable to the research setting... medication research in proposal

* Presentation is to highlight conceptually how an electronic compliance manager can be used in a
research compliance environment.
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Why is compliance so important to research?

* Protect and provide safety
* Public / Patient Safety

* Investigator Safety
* Ex., drug study involving hazardous medication
* Standing as a reputable investigator
* Protect the data
* Integrity of the study
* Increases the impact of the research outcome

* Regulatory
* Controlled substances
* Government and regulatory oversight (FDA, JC, HHS, etc.)

* Cost control
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Common Reasons for Research Non-Compliance

* Pre-study Related

* Failure to conduct complete literature research, prior literature reports
* Failure to have a detailed, written and vetted protocol
* sample size analysis
* statistical assumptions to be made
* identify limitations of measurement methods
* identify adequate bias control measures
* failure to determine and write a detailed time line
* IRB Approval
* Adherence to responsibilities as clinical investigator
* No approval obtained, lapse in IRB, no continuing review

* Study Related
* Informed Consent (improper/outdated consent)
* Protocol Deviations / Violations (changes made with no approval)
* Drug and Device Accountability (record keeping inadequate)
* Inadequate Medical Records (trial data not recorded (e.g., adverse events)

Portier W, Dunne C. Current challenges and opportunities in clinical research compliance. Ochsner J. 2006 Spring; 6(1):21-24
Clark GT, Mulligan R. Fifteen common mistakes encountered in clinical research. J Prosth Res 55 (2011) 1-6 .
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Compliance in Research: It’s About Coordination

* Manual Oversight
* Costly
* Time consuming
* Accuracy lower
» data collection errors
* competency of staff
* study integrity harder to control
* Bulky
* paperwork and amount of filing
* ability to retrieve more difficult

* Electronic Oversight
* Less costly

* Increased efficiency
* Real time
¢ Compliance assessment and controls improved
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RxCM: Electronic Compliance Manager

Stores Documents associated with task completion and documents compliance.
¢ Attachments can be added to each task for documentation, retrieval, verification
* Demonstrate compliance with internal policies as well as State/Federal laws

Dashboard function provides timeline alerts for task completion
* Organizes workflow daily/weekly/monthly for staff

Provides both corporate/local levels a method for managing compliance
 Status assessment in real time
* Ensures completion of required job functions for category compliance

Provides validation tool for compliance audits/inspections.
* Internal (Internal Process Control, Corporate Compliance, Internal Quality)
* External (State DOPL, DEA, FDA, JC, etc.)
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RxCM: Electronic Compliance Manager

* RxCM Functionality

r—‘
» Standardized reports
Reports e Custom reports

>——
Email * Notification of upcoming tasks

* Notification of tasks requiring follow-up
L A

b s

RxCM: Electronic Compliance Manager

* Maintains Task Lists by category to complete/perform in compliance with the
required category
* Corporate Assigned Tasks
* Controls/organizes compliance for categories of focus system wide
* Local Pharmacy Assigned Tasks (created by the pharmacy)
* Controls/organizes workflow for task completion by staff

* Organizes required categories of compliance in the workplace
* Controlled Substances

+ Compounding USP 797/795 B o T w e o oo
* Pharmacy Licensing L iy
* 340B
 Utah State DOPL Readiness m e
* Medication Management (JC) v oy
» Medication Research ? —

* In 2017, 640 medication research studies =
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Medication Research

* Next Steps for Pharmacy Compliance — Medication Research Compliance

* Food and Drug Administration Good Clinical Practice Guidelines state:

4.6 Investigational Product(s)

4.6.1 Responsibility for investigational product(s) accountability at the trial site(s) rests with the
investigator/institution.
4.6.2 Where allowed/required, the investigator/institution may/should assign some or all of the

investigator’s/institution’s duties for investigational product(s) accountability at the trial site(s) to an
appropriate pharmacist or another appropriate individual who is under the supervision of the
investigator/institution.

* The Joint Commission Medication Management Standard : MM.06.01.05

Rationale: The hospital safely manages investigational medications
A 1. The hospital has a written process addressing the use of investigational medications that includes review,
approval, supervision, and monitoring.

A 2. The hospital's written process for the use of investigational medications specifies that the pharmacy controls
the storage, dispensing, labeling, and distribution of investigational medications.

Good Clinical Practice: Consolidated Guideline. Federal Register, 1997, Vol. 62, No. 90.
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RxCM: Electronic Compliance Manager

* © 2017 Intermountain Healthcare, All rights reserved A Central APEX Application, version: 1.92
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Login

v/, Intermountain-
‘\Y}“ Pharmacy Compliance Manager

. Pharmacy Compliance Manager is a tool created to track
Sign in to Application compliance with Intermountain Policy as well as State and
Federal laws.

Username: I l . ) +n thic =
Password: | l 2 -1l §n 9

W feitheare "

Main Screen

TaskList ~ ManageTasks  Maintenance  Dashby Reports

ask List

Pharmacy |Research Compliance. v| From & 1o 1 &
Assigned To ot Complete OCompleted Ol Tasks
Category Frequency
P — Rows

Assigned
Title To

Frequency

- For controll ne tocol and pharmacy oversight v for compliance with regulatory standards (all aspects must P ccounted for ple k, any variat
Research and OVERDUE B(nﬂm:é Kzi;::;la es, protocol and pharmacy oversight measures are developed for compiance with reguiatory standards (sll aspects must be complete and accounted for to complete the task, any variations ATt
OVERDUE  Regulatory Documentation is complete (all aspects must be complete and accounted for to complete the task). Unassigred 04102017 Just Once. Corporste
OVERDUE  Site Operations have been approved/inspected, found to be appropriate for the study protocol (all aspects must be complete and accounted for to complete the task)? Unassgned 04102017 Just Once Comporste -
Due Today  Regulatory Rivew completed and uploaded into IdCM Unassgred 04112017 Just Once Corporste -
Due Today ly protocol and application submitted for IRE review and approval? Unassgned 04112017 Just Once. Coporste -
Due Soon  Study approved by IRB? Unassigred 04122017 Just Once. Comporste -
DueSoon  Study protocol and application reviewed by Pharmacy Services for pharmacy oversight determination? Unsssigned 04122017 JustOnce  Coporaie -
s Drug/Device accountabiity compliance has been developed in compliance with IRB requirements and or Pharmacy oversight (al aspects must be complete and accounted for 10 complete the task, any variations are
2 o be reported)? WeT ekl L e e
Due Soon  Regulatory Documentation is complete (all aspects must be complete and accounted for to complete the task). Unassigned 04182017 Just Once. Coporste -
DueSoon  Regulatory Rivew completed and uploaded into IdCM Unsssgred 04242017 JustOnce  Comporate -
Drug/Device accountabilily compliance has been developed in compliance with IRB requirements and or Pharmacy oversight (all aspects must be complete and accounted for to complete the task, any variations are
Due Soon folbe reparted)? Unassigned 04282017  Just Once. Corporste -
s For controlled substances, protocol and pharmacy oversight measures are developed for compliance with regulatory standards (all aspects must be complete and accounted for to complete the task, any variations
0 are to be reported)? pam—ond A - Capecil
For conirolled substances, profocol and pharmacy oversight measures are developed for compliance with regulatory standards (all aspects must be complete and accounted for to complete the task, any variations
Dve are o be reported)? Unassigned 04282017 Just Once. Comporste -
DueSoon  Regulatory Rivew completed and uploaded into IGCM Unsssgred 4202017 kstOnce  Coporste - 12
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Task List Function

Task List Manage Tasks Maintenance Dashboard Reports

Task List

[Cindy’s Test Pharmacy v| From [021282017 | To =

To [All Phamacy Tasks | Onot Complete (G ®)all Tasks
category Frequency (Al Fisauendis ]
Search | |

Pharmacy ( Research location/facility ) Assigned to Category ( Study )

305 Hiner Vaidy Medical Center A LT
Valley d
. 3408 Auditing
340B Pharmacies
15 o pramocs All Pharmacy Tasks Act-Dose Tracking
ar River Valley Hospital . CS Monitoring
Central Lab
envral Lo Unassigned Cansom
(Community Pharmacy Cindy's Test Category
D tration Ph .
[E’:T’?‘E:’:‘:: armacy CS TEChS gmdy 's Test Category
o srolled N
Filmore Phamacy Group name-rename Dela
GP T
3P View Test m Directory Verification
Gles N Test
Komecore - S:rr::er:alre CS Monitoring
IMC Pharmacy
LPDCs‘l:ninng Shoe, J im Matts Test Category
armacy
H Medical Group
Matts Awesome Pharmacy
Medicsl Group Water: Apnl Qutdates/inspections
Mikes Research and Development
010G Corporate Doe, John Rx Specifc Category
R D D i
H:rsee“norﬁh“uevel;:pmem emo DOE, Ja ne ?hadl stu
Specialty Pharmacy es_l N N
Supply Chain Center Training Pharmacy Task Categories 13
TESTA: Fork Hi ital Ph: v "
TESTGossia Regions! Msaical Genter conpounding

Task List Function

Task List Manage Tasks Maintenance Dashboard Reports

Task List

Pharmacy |Research Complisnce | From (03062017 |5 To B
Assigned To Ohiot Complete Completed @A Tasks
oy [T v [
I

Search

Assigned o,
To
RD'““ ) D“S 3 Regulatory Documentation is complete (all aspects must be complete and ac for to comple! task). Unassigned 04182017 - Just Once. Corporate - -
Due Drug/Device accountabiity compliance has been developed in compliance with IR requirements and or Pharmacy oversight (all aspects must be complete and accounted for to
assgred (4282017 - Once  Coperste - -
Soon complete the task, any variations are to be reported)? = -
Due For controlled substances, protocol and pharmacy oversight measures are developed for compliance with regulatory standards (all aspects must be complete and accounted for to
sssiged 2872017 - Oce  Coporste - -
Soon complete the task, any variations afe to be reported)? = oS &
Due For controlled substances, protocol and pharmacy oversight measures are developed for compliance with regulatory standards (all aspects must be complete and accounted for to
P Unsssigned (4282017 - JusiOnce  Coporste - -
Seon complete the task, any variations are 1o be reported)? 8
L Regulatory Rivew completed and uploaded into ldCM Unsssgned 04282017 - JusiOnce  Coporsie - -
D“s 2 Study protocol and applicstion submitted for IRB review and spproval? Unsssigned 04282017 - JistOnee  Copomie - -
Due -
I Study protocol and application reviewed by Pharmacy Services for pharmacy oversight detemination? Unsssigned (4282017 - Monihly Coposte - -
D"S 2 Site Operations have been approved/inspected, found to be appropriste for the study protocol (all aspects must be complete and accounted for to complete the task)? Unsssigned 04202017 - JustOnce  Comorste - -
Oue - T
5 Study approved by IRB’ Unsssigned 04202017 - Just Once. Comorste - -

vjx Intermountain
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Main Screen

TaskList  Manage Tasks  Maintenance  Dashboard  Reports

Task List

o Task updated.

Pharmacy |Research Complisnce v/ From 23/122017 |5 To B

Assigned To | Al Phamacy Tasks | Otiot Complete ¥ ONTasts

P

N T I [T
P — fom

Last Updated
By

Assigned
To

Category Status Completed Frequency Type

For controlled substantes, prolocol and pharmacy oversight measures are developed for compliance with regulatory standards (all aspects must be complete and accounted for

Development Compleied Late fo complete the task, any variations are to be reported)? v R .
Completed Late  Regulatory Documentation is complete (all aspects must be complele and accounted for to complete the task). Unsssigred Q4102017 04102017 JustOmce  Coporsie - Jensen Michse!
Completed Late  Site Operations have been approved/inspected, found to be appropriate for the study prolocol (all aspects must be complete and accounted for fo complele the task)? Unsssgred Q4102017 04102017 JustOnce  Coporsie - Jensen Michse!
?_::W On- Regulatory Rivew completed and uploaded into IdCM Unsssigned  OW/112017 04112017 JusiOmoe  Coporste - Jensen Miches!
Completed On- " " § "
Tine Study protocol and application submitted for IRB review and approval? Unsssigned 4112017 Q4112017 JustOmee  Comporste - Jensen Michsel
1-§

Main Screen

Task List Manage Dashboard Reports

[rask List

o Task updated.

Pharmacy |Research Compliance | From 03/122017 @ To @
Assigned To Oniot Complete Completed ®an Tasks
Category Frequency

Search

Completed Frequency

Research and For controlled substances, protocol and pharmacy oversight measures are developed for compliance with regulatory standards (all aspects must be complete and accounted
Unassigned 102017 Q4172007 - Jensen, Michsel
Development Eoa [ for to complete the task, any variations are to be reported)? o —— e -
Completed Late  Reguiatory Documentation is complete (all sspects must be complete and accounted for to tomplete the task) Unsssigned Q4102017 OA/N12017  Just Once - Jensen Vichsel
Completed Late  Site Operations have been approvediinspected, found to be sppropriste for the study protocol (all aspects must be complete and accounted for to complete the task)? Unsssigned Q4102017 O4/112017  JustOrce Jansen, Michsel
?;':“!'*'” O Reguistory Rivew completed and uplosded into I4CM Unsssgned  OAMIZDNT  OUNIZDNT  JustOnes Jansan, Vichsal
Compleled On- g ) and application submitied for RB 2
Time Study protocol and application submitted for review and approval Unassgned V12017 04207 Just Once Jensen, Michse!
Due Soon Study spproved by IRB? Unassigned Q4122017 - Just Once .-
Due Soon Study protocol and application reviewed by Pharmacy Services for pharmacy oversight determination? Unassigned w2207 - Just Once

DrugiDevice accountability compliance has been developed in compliance with IRB requirements and or Pharmacy oversight (all aspects must be complete and actounted

RO

1. 7. - -
Lo for to complete the task, any vaniations are to bé reported)? L= e =
Due Soon Reguilatory Documentation is complete (all aspects must be complete and accounted for to complete the task). Unassigned [0 Just Once -
Due Soon Regulatory Rivew completed and uploaded into lICM Unassigned 04242017 - Just Once .
Drug/Device accountabilty compliance has been developed in compliance with IRB requirements and o Pharmacy oversight (all aspects must be complete and actounted
Dus Soor for to complete the task, any variations are to bé reported)? W il Just Once
" - ' G = 16
— For controlled substances, protocol and pharmacy oversight measures ore developed for compliance with regulatory standards (oll aspects must be complete and accounted e — o o

for to complete the task, any variations are to be reported)?
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Manage Tasks Function
TaskList  Manage Tasks Maintenance  Dashboard Reports
Janage Tasks
s encs——— I s Crgoss v
) Cotegory (& Catores | Frequency A Freaences V]
B cororn P ——
Pharmacy Task
w s Master Task Create
Frequenc;
Pharmacy Groups 4 ,
Rusearch and For Batances, proiocol Voped dards (ol ba complete and 402017 Resaarch
Group T Davelopmant o sccounted for to complate e task any varistons e % b4 reponted)? U Jaone g Complsnce
10 pharmacies . f 041102017 Research
Regulstory Documentaton is complete (s aspecis must be compiete and accounted for fo complele the task) stonce =
Community Pharmacy Compiar
- 04102017 Research
Compounding @I  Feguistory Rivew completed and uplosded ino KM JstOnee oo o i
GPTCSIG'D“D @D st Operstons have ben found tobe forthe study proocel (8 sspects forto compie ) Just Once 3::2“" R"': ""’M
Glen's New Test 041102017 Rese
10201 arch
Hospital Pharmacies [ co QEREEETE JstOnce oo Complance
Matts Test Group ou201T Resesrch
& sy et by 1 Services for ph JstOnee oo o Sl
Medical Group SR =
arch
o6 @ sy submted for appronl? JntOnce oo e
0106 Corporate DrugD been 28 Pharmacy oversight (al aspects must be complete and 42017 Research
= @ m.;uuulwbmmh;tk-nnymmxmwuml’ iz Coogly Girerl TR0 s Complance
Pharmacies with Tube Stations 1-8
Research and Development
001A
Sterle Compounding
Test
Test Really Important 17
Pharmacies
test3
1-16
Manage Tasks Function
* Create Task
Master Task Apply ChangesiiDelete} Cancel
Task Type Corporate Assign To [REETNE IS ] [ Atiachment Required
Task Type Corporate Assign To (TR T U atachment Requied Title [For controlled substances, protocol and pharmacy oversight measures are developed for compliance with r]
Title Task
Task CRBE &R« |[ResmEmEe oz
BEE @R RlesMUE=0©Q= =
= |B I US % x|E|=::|xp|ee=xa 0|0
BIUS X x L |ix|-€n 228 A0 d [ -
— ‘ Styles - || Format - || Font - || size - || B source |
Styles « || Format - || Font -« || Size BSWI:e
Regulatory review for contralled substance study and compliance with all State and Federal regulations is completed
and uploaded to the task.
4
A Category | Research and Development | Schedule Available Starting [04/2622017 _|f& Ending
| wedetr: st ¢
Task Schedule Schedule Cpaily
'eekdays
Schedule Cpaiy ey Noxt Load t;:l's?untnsk 21 day(s) before task is due
“Mockiaps Can sterttask [ | day(s) before task is due onthly.
ey eyt Load Due Ocuarterly
Cwonth Ovearly
Couarterty @yust Once
Oeary
Clust Once Entered By Michael Jensen Entered 04/06/2017
Updated By Michael Jensen Updated 04/10/2017
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Task List Manage Tasks Maintenance Dashboard Reports Task List Manage Tasks Maintenance Dashboard Repgns
faintenance > Pharmacies
[ S - ..crecicx momey ~ Maintenance > Task Categories
& Pharmacies Eait Pharmacy Start Date End Date o7
m I @EID  Ressescch Complisnce Post Audit oa0s2017  osmuzONT
fonn Greones @ZIP  Research Ceveicomant Dame 04012017 08302017 intenance Task Categories Add Catego!
ﬁ Admin Users XD 2408 Heber Valley Madical Center 02122018
> . D 3408 Frermecies. 10182014 E‘ Pharmacies Task Category » T Start End
j s 707 Compounding Prarmacies 10/18:2014 3408 Auditing 10152014
i o Baar River Vallay Hospitsl 0872772014 :
EXID  Ceovsiles oa/18/2018 E Task Categories Acu-Dose Tracking 06/05/2014
S Sl @ €S Monitoring 073172014
@I  Community Prarmacy 10/14/2014 Admin Users
@@ Oemonsiravon Frarmacy 110572015 Cindy's Test Category 08/0572014
@I e Pram: 041202018
[ o J r...: 03032017 >‘- Scanners Controlled Substance Monitoring  08/1372014
CIB  romers Premecy osrazore . Delta 082772014
D oFTest 08/25/2014 . i
e — i Holidays Directory Verification 06810572014
I Gens New Test 02112018 . Fillmore task list 0872772014  0R/01/0201
@I  Homecers 12232014
@I  MC Prarmacy o7 1zTIe General 08/0572014
D pcTesng Obviate Homecare CS Menitoring 12232014
@I LOS Prarmecy 07/10/2014
@EID  Macis Awesome Prarmacy orrzoIe Matts Test Category 08/01/2018
) e Sunapme Medical Group 00/04/2014
I Mo 08/01/2014
EXID  New Pecpie Testing 0822/2014 Outdates/Inspections 07/28/2014
S| cios - Sandame Research and Development 04012017  D&V302017
@XI  Research Compiiance 04022017
@D Riverton Lat 082212018 Shadi stuff oone204
- — [row(s) 1 15 0f 18 v]Nextd)| 19
@D  Suspiy Chain Canter 1011412014 row(s) 1-150f 18 v NQXT_?
@XIN  TESTAmerican Fork Hospital Pharmacy  07/02/2014

*\W, Intermountain-
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Maintenance Function

 Add New Edit
Pharmacy

% Pharmacy | ® Start Date 06052014 |z} End Date| &

# Start Date (13302017 _ | End Date ] Pesple ey Categories
|

Jensen Mike Add 8 Techs. Leavitt, Bruce Cindy's Test Category Phamacy

Shoe Jlm Add 3roup Neme - rename  Edit/Add Rx Specific Category Pharmacy

X 1-2| | Canada Phamscy

‘D"’ate’ ]"‘Ph”' ::: 2408 g e

08 onn ‘Acu-Dose Tracking Corporate

Doe, Jane Add ©5 Monitering Corporate

Nilly Willey Add Cindy's Test Category Corporate

Controlled Substance Monitoring  Corporate

Deita Corporate

Directory Verfication Corporate

Fillmore task list Corporate

General Corparate

Homecare CS Monitoring Corparate

Matts Test Category Corporste

Medical Group Corporate

1-15Next) 20

v}, Intermountain®
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Dashboard Function

Task List Manage Tasks Maintenance Dashboard Reports

* Dashboard

Task List

Pharmacy ([T Ve P Due
Assi To |All Pharmacy Tasks ®notc OAII Tasks
Category |All Categories ~|F y [AllF ~
Search Rows

Category T Status Title Assigned To =T Due Frequency Type
AcuDose Compliance Due Soon  AcuDose Compliance Checkiist(s) CS Techs 02/10/2017 Daily Corporste
Controlled Substance Monitoring Due Soon  Perform Narcotic Diversion Detection Auditing Activities CS Techs 02/11/2017 Corporate
Due Soon  Pharmacy Access Review (Including the Narc Room and Sateliites) CS Techs O2/17/2017 Dsily Corporste
Due Soon  Validate the Receiving Process S Techs 027122017 Daity Corporata
Due Soon  Perform AcuDose Discrepancy by Station review ey - TEi oo Daity = ——
Due Soon  Perform NarcStation Open T -Rx Open Ti Review
CS Techs 02/21/2017 Daily Corporate
Due Soon  Using a weekly Aesynt Performance Analytics (ADS) report to highlight possible diversion
CS Techs 02/13/2017 Daily Corporate
PCH Operations Due Today  TPN pump (EM2400) test solution - lab value verification (PM TPN)
Tech: 2/068/2017 orpo
Due Today WAVE #1 - IV batch pre-scan/barcode validation =5 = L 2 Datty, = reie
Due Today WAVE #2 - IV batch pre-scan/barcode validation CS Techs 02M03/2017 Oaily Corporate
Due Today WAVE #3 - IV batch pre-scanibarcode validation CS Techs Oz/mo7/2017 Daity CTorporate
Due Today WAVE #4 - IV batch pre-scan/barcode validation CS Techs 02/04/2017 Daily CTorporate
DueSoon  EM2400 pump database backup CS Techs 02/08/2017 Daily Corporate
Sterile Compounding Due Today  #1 Baxter Repeater Pump (Vanco) CS Techs 02/05/2017 Daily Corporate
OVERDUE  #1 Compounding Aseptic Containment Isolator (CACI) Hazardous CS Techs 02/02/2017 Daity Corporate
Due Today  #1 Compounding Aseptic Containment Isolator (CACI) Hazardous CS Techs 02072017 Daity Corporate
Due Today  #1 Laminar Airflow Workbench (LAFW) Narc Hood CS Tachs 0BI08/2017 Oaity < e
T #2 Baxter Repeater P
Due Today Baxter Repeater Pump (Lipid) cs T = 02/04/2017 Daity < ate
v #2 Asepli 1 Isolator (CACI) H
OVERDUE Compounding Aseptic Containment Isolator (CACI) Hazardous =T - [ —— Daity - — ”n
Due Today ~ #2 Compounding Aseptic Containment Isolator (CACI) Hazardous
CS Techs 02/22/2017 Corporste

CS Techs 02/10/2017 i Corporste

*\v}, Intermountain

Healthcare

Reports Function

Task List Manage Tasks Maintenance Dashboard Reports Task Lis Manage Tasks Maintenance Dashboard Reports

e e

By ooy compines || T ScementsC e G Repors ————— Jimcompane |
Category [Anl Categones requency [Al Frequencies v|

B e I P r—

ﬁ P Type  @Corporate Ohamacy Flomm[il To[04062017 |

(] wractve Repor 3408 Heber Valley Medical Center a5 ass o% B Task Compliance Category |Research and D | Frequency il Frequencies |
3408 Phamacies s see ox s JRoms

M oo 787 Compounding Pharmacies s was o%
Central Lab 485 485 0%
Cindy's Test Pharmacy 570 570 0% Interactive Report
Community Pharmacy 485 485 o%
Demonstration Pharmacy s sa % ﬁ AllUsers
Dev Phamacy s ass o%
Email Testing w0 a0 o
Fillmore Pharmacy 487 a8 o%
GP Test sr ser o%
GP View Test ws s o%
Glen's New Test 509 500 %
Homecare 520 520 o
IMC Phammecy wr e o
IPC Testing 810 810 %
LDS Phamacy w0 ass o%
Matts Awesome Pharmacy 581 581 %
Medical Group se s o%
Mikes 500 50 0%
New Peaple Testing wr e o%
OI0G Corporate 485 485 0%
Research Complisnce w w o%
Research Development Demo ws  as o%
Riverton Lab 488 435 %
Speciatty Pharmacy s aes o
Supply Chain Center a5 s 0% 22
TESTAmerican Fork Hospitsl Phormaey 488 488 o
TESTCassia Regional Medical Center 02 02 o%
Training Pharmacy ws e o

1-31

@
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.
Reports Function
Tasklist  ManageTasks  Maintenance  Dashboard  Reporis
T - Go || actonsv
3 - v 4 ﬂ Last Updated = "Jensen, Michael
Ea Overdus Tasks Pharmacy Category Status Title AssignedTo  Due Frequency Type Completed  Attachment Attachment Req LastUpdated ~ Comments/Notes
] teractve Report 7 ;;z;‘;‘"g!y CS Monitoring ~ Completed Late S::i"::“!';‘::‘ezi"‘:; from NercStation (presenl  \ __ined 08202014 Daiy Comporate  08/2872014 - = ;Ti:gr gfibshgh
ﬂ . ? Mikes ;::j:;‘ Completed Late  Test Weekdays Unassigned 083172014  Daily Corporste 09052014 - . :;;;’;;
4 ;’h’a'xgw GS Monkoing  Gompleted Late  Prefomn NercStation Open Transaction Review 1150, 0912014 Weekdays Comorate 03042014 - i
? Mikes :,‘f!“cﬁ:;“ Completed Late  Test Weekdays Unsssigned 037292014 Daily Coporste 09042014 - e,
4 ;’h’a':m‘”:” T‘::j:;’ f:n'?““ 0N tost Monthiy test Monthly Unassigned 09702014 Monthly  Cormporate  0/1172014 - 5 :::::r
P oy e Completed Late  Test Weekdays Unassigned 08242014 Daily Comporate  DSID4R014 - e
/ ;’n!;:::q CS Monitoring ?.';",“"“ O Reconeiing Manual Admits to the ADT Unassigned 082872014 Daily Coporate 08282014 - - ;‘ﬂ‘:::,
4 ;’n‘n':r":gw ;r‘u“ca;’;’ Completed Late  Test Weekdays Unassigned 0872612014  Daily Corporste  D9/0472014  Attachment ;‘;:;:‘
4 ;’n:':::‘, CSMonitoring ~ Completed Late  Preform NarcStation Open Transaction Review ::::::: 087292014 Weekdays Corporate 09042014 - ;’::::[ bsdfjasklaschifasdkisdigsddtk
4 ;;’:;‘:2” CS Monitoring ~ OVERDUE Preform NarcStation Open Transaction Review  Unassigned 0822772014 Weekdays  Corporate - . B :j:::g
4 :;‘;:mmg‘, T“f:j:;’ Completed Late  Test Weekdays Unassigned 082772014  Daily Corporate  0ON04Z014 - - ;‘:::::,
4 ;’h:':r‘:g“ CSMonitoing ~ Complated Late  Preform NarcStation Open Transaction Review i“:r‘:; 0862014 Weekdays Corporste 08272014 - ;’::::‘ aone
y ;’n‘;m:‘, ;‘,‘;5:‘:‘ Completed Late  Test Weekdays Unassigned 087262014 Daily Coporste 08272014 - “‘M’jiig
P Mikes CS Monitoing ~ OVERDUE g:;:::::; ji'ﬁ:” from NarcStation (present .\ ioned 08282014 Daiy Corporate - - - ::‘::;:‘ Identified eror, neddkbkkkbkbkbk
4 ;’h::r::: CS Monitoring ~ OVERDUE ;‘“‘l‘"‘ “‘}‘ng"m i Nemati, Simin 087282014 Weekly  Corporate - - - ey . 23
y sintensnce - Current Employees ichaed

\,\W, Intermountain*
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Reports Function
* Raw Data Spreadsheet Sample
[Title v Status v |Frequen * | Category v|Due v |Complete* Month v Site Category v Year |*
*PMI* #1 Laminar Airflow Workbench (LAFW) Completed On-Time Dally  Sterile Compounding 3/14/2017 3/14/2017 March  Hospital 017
Sterile inner gloves Completed On-Time Daily  Sterile Compounding 31412017 31412017 March ~ Hospital 007
Perform Split Billing Automatic and Manual Accumulation Accuracy. Completed On-Time Monthly 3408 3/10/2017  3/9/2017 March  Hospital 2017
Perform Split Billing Automatic and Manual Accumulation Accuracy Completed On-Time Monthly 3408 310/2017 3/10/2017 March ~ Hospital 2017
Verify all 340B Audit Reports (Appendix 2-4) for previous manth have been confirmed and subi Completed On-Time Monthly 340 310/2017  3/1/2017 March  Hospital 2017
All counters, pass-through windows, work surfaces, sink areas are disinfected daily Completed Late/Incomplete Weekdays Sterile Compounding 312007 322017 March  Medical Group 2017
Pressure controls are recorded Completed Late/Incomplete Weekdays Sterile Compounding 31/2007 3202017 March  Medical Group 2017
Compounding Aseptic Isolator (CAI) Completed On-Time Dally  Sterile Compounding 31/2007  3/1/2017 March  Hospital 2017
*Chemo* Floor mopping performed from cleanest room (buffer) to less clean area (anteroom) Completed On-Time Weekdays Sterile Compounding 312007 312017 March  Hospital 2017
*Chemo* Pressure gauge or velocity meter Completed On-Time Weekdays Sterile Compounding 31/2007  3/1/2017 March  Hospital 017
“PNI* Laminar Airflow Workbench (LAFW) Completed On-Time Dally  Sterile Compounding 31/017 312017 March  Hospital 2017
Reconciling Controlled Substance Waste Discrepancies in AcuDose-Rx Completed On-Time Weekdays Controlled Substance Monitoring ~ 3/1/2017  3/1/2017 March ~ Hospital 07
Reconciling Manual Admits to the ADT Completed On-Time Weekdays Controlled Substance Monitoring ~ 3/1/2017  3/1/2017 March ~ Hospital 2017
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* Individual Study Reports

Reports Function

Individual Site per Month

*\W, Intermountain*

Healthcare

All Sites per Month %

All Sites per Month #

Hospital Compliance

A
A s < o 3 F Site Category
site Category Hospital Ei Category
Study (Al 2 Frequen
Category (All) - quency
Frequency (Al - Month
Count of Pharmacy Column Labels Year
~le c On-Time
= 2016
April 3.9% 96.1% Count of Status
may a.6% 95.4% Row Labels.
June 3.6% 96.4%
July 5.6% sa.4% @ Animal 021
August a1% 95.9%
September 5.0% 95.0% +0rtho 8743
October 3.7% 96.3%
November 6.0% 54.0% 1 #0rtho 9456
December 5% 54.9% B
<2017 Ortho 6457
January a.3% 95.7% *Surgical Research 1.2.1
February 3.3% 96.7%
March 2.0% 96.0% +PEDS 1.0
Grand Total a.4% 95.6% 40 X2015
# Primary Children Hospital
Site Category W Study v Category v Frequency v B0V Casa
2015 Completion Rate by Month - Oph(hnms
oo |961% as.a% s6.4% saa% 9s.9% ss.0% 96.5% s4.0% sasx| [957% %1% % Animal A4
sox #Animal 456
+ Animal 921
T son
2 wom
20%
3.9% 6% 6% 5.6% 1% s.0% 37% oo sa% 3% 33% 4
—— e ———
ox

Raw Data

Individual Site per Month

Hospital

(Al v
()

March Bi
2017 T

Column Labels  ~

C

-T| Average Complete On-Time % =0.968573591315689

| On-Time C L
98.96% 1.04%
94.21% 5.79%
98.30% 1.70%
100.00% 0.00%
94.64% 5.36%
100.00% 0.00%
100.00% 0.00%
92.20% 1.78%
95.99% 4.01%
89.04% 10.96%
100.00% 0.00%
95.74% 4.26%
93.66% 6.34%

All Sites per Month % | All Sites per Month #

Hospital Compliance

Raw Data

25

¢ Overall Compliance Report by Study

Reports Function

Research Compliance by Study

Funding Source

Q12017

Surgical Research 1.2.1

PEDS research Study 1.0
Ortho Study X2015
Cardiovascular Study C2454
Ophthalmology Study 09943
Animal Study A254

Animal Study A456

Animal Study AS21

Animal Study A021

Ortho Study X8743

Ortho Study X9456

Ortho Study X6587

System Average

g

G =Grant, P =Private,
| = Industry

H#NAME?

Pre-Study Review/Task Completion IRB

Site Study Task Performance Reports

Completion Status

Weekday Weekly  Monthly  Quarterly | Review

65.0 9 00.0 00.0 old
92.0 00.0 00.0 00.0 ppro
9 00.0 00.0 00.0 Appro
o8 9 00.0 00.0 ppro

0 00.0 00.0 000

0 00.0 00.0 00.0 Appro

0 0 00.0 D
00.0 00.0 00.0 00.0 Appro
00.0 00.0 00.0 000 Appro
97.0 00.0 00.0 00.0 Revie
87 95 97 100 #DIV/0!

Weekday Weekly Monthly
0 00.0
81.0 00.0 00.0
97.0 9 98.0
00.0 00.0 00.0
95.0 6 0
0 0.0
98.0 00.0 00.0
> 00.0 00.0
81 81 85

0
0
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Conclusion

* The use of an electronic compliance database manager provides an efficient method
for coordinating, managing, and documenting aspects of compliance for related
activities in the health-care setting.

* An electronic compliance database manager provides a tool to organize activities of
compliance, tailored to the demands required based on the setting or project being
conducted.

* The use of an electronic compliance database manager provides the compliance
specialist the ability to organize, validate, audit, report, trend, and assess all research
compliance requirements in a healthcare setting.
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