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External IRBs

Jennifer Sharp, IRB Director

m |IRB / Institutional Review

m Allowed (with some caveats)
= AAHRPP
m Sponsor Required

m Consortium Agreements
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A
N Student Research Day 2013

| L essons Learned bpiana Barr, RSC

‘-

m Student Research Day - By the Numbers

m Total # of Posters = 104
m # of Graduate Students = 55
m # of Professional Students = 28
m # of Postdocs/House staff/Fellows = 21
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4 § Student Research Day 2013
— Lessons Learned pianaBarr, RsC

- Judges

m Total # of Judges = 68 potential judges

m |[dentified from abstract submissions as
mentors/sponsors by participants

m # of judges who were on travel or had clinical
responsibilities = 22 after initial email

m 46 judges on Monday before SRD
m 10 judges cancelled 24-48 hrs. prior

m 36 judges available morning of SRD 2013
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Student Research Day 2013

L essons Learned bpiana Barr, RSC

L_?__ o~
m Judging Needs for SRD 2014

m Judges needed for ~105-127 abstracts = 42 judges
needed for all types of research (3 posters each)

m At least 20 additional judges needed for
non-bench type research (2-3 posters each)

m Overall Types of Judges
m Bench research judges
m Non-bench research judges
m “On-deck” - week prior to SRD assigned/notified
|

Emergency — called when judges don’t show up for
morning or afternoon sessions UAMS
6

5/29/2013




A
Ql Student Research Day 2013

'Lessons Learned pianaBarr, RSC

m Poster Awards

m 1stplace = $125

m 2" place = $75

m 3 place = $50

m Best Overall = $250

m Two Judges Assigned/Poster

m If a poster does not receive 2 judges’ scores, the
participant is disqualified and cannot receive an award

m Judges Needed

m Contact Linda Williams, Idwilliams@uams.edu or Diana Barr,

dibarr@uams.edu U/\MS
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mailto:ldwilliams@uams.edu
mailto:dlbarr@uams.edu

Jennifer Sharp, IRB Director

|
g CLARA Update: IRB Module
‘-

m CLARA Updates
m Usernames/Passwords

m Migration/Archive Documents

m Modifications to Update System

m Questions?
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4% ¥ CLARA Update: Budget and

Coverage Module
B/ Julia Washam, Assistant Director, RSC

m Billing Questions

BUDGET-L,

Does your protocol involve any tests or procedures that will potentially be billed to a UAMS patient or a third party
payer?

O v U g
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4%, CLARA Update: Budget and

Coverage Module
B/ Julia Washam, Assistant Director, RSC

m Budget Requirement Determination

Budget Requirement Determination

BUDGET-11.
Based on the answers of the questions in this section, is a budget required?

Yes, you need to create a budget for this study. Clck here fo open the budget buider in 3 new window

@  Ifyou have any questions, please contact (501)526-6808 or send your request to CLARABudgetHep@uams.edy
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CLARA Update: Budget and

Coverage Module
A Julia Washam, Assistant Director, RSC

m Creating a Budget Matrix

New budget

How would you like to enter the budget for this study?
Basic Budget is for visi-only budgets.
Complex Budget enables all options, including adding arms, phases, cycles and visits.

Basic Budget | | Complex Budget | | Load from saved template...
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4%, CLARA Update: Budget and

Coverage Module
B/ Julia Washam, Assistant Director, RSC

m Contacts

Budget Questions

Julia Washam 686-8572
Cynthia Spinks 526-4619
Sharon Sandria 686-8567
Lisa Richardson 686-8539
Karen Duvall 686-8713

Medicare Questions
Barbara Adams 686-8187
Mtonya Hunter-Lewis 686-8184
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4% ¥ Human Research Studies:

Entry into EpPIC Angie Smith, LCsw,
M CCRP Research Operational Lead

m What is Epic?

m Electronic Medical Records (EMR) System
mInpatient EMR
m Outpatient EMR

m Integrated Access and Revenue Systems
m Registration/ADT & Hospital Billing
m Practice Management
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4% ¥ Human Research Studies:

Entry into EpPIC Angie Smith, LCsw,
M CCRP Research Operational Lead

m Systems Replaced by Epic

System Replaced by

Soft Lab Epic Beaker

RadNet Epic Radiant
PAT(CPA)/iPath(CPM) Epic OpTime

Centricity (EMR) EpicCare Ambulatory
Sunrise (EMR) EpicCare Inpatient

HBOC Epic Prelude/ADT

Inhouse Kiosk System Epic Welcome

Inhouse Patient Tracker EpicCare Ambulatory (custom dashboards)
PHS Epic Cadence

Pharmacy RX 3000 Epic Willow Ambulatory

RQI Epic Cadence/Prelude

SMS Epic Resolute

Star Pharmacy Epic Willow Inpatient
TeleTracking Epic Prelude/ADT (BedTime)

UAMS
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m Epic & Clinical Research

m Improve clinical research efficiency AND good
clinical care for patients involved in research trial

m Integrate clinical/research activities to provide seamless
experience for patient and greater efficiency for the
research clinicians

m Integrate clinical and research information for
comprehensive picture of a patient’s medical profile
m Improve operational efficiency and compliance
related to clinical trials
m Use Epic features to accelerate recruitment
m Provide support for research billing compliance UAMS
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4% ¥ Human Research Studies:

Entry into EpPIC Angie Smith, LCSW,
M CCRP Research Operational Lead

m Creating a Study Record in Epic

m Only applicable for research studies requiring
a CLARA budget

m Study ‘shell’ pushed from CLARA to Epic upon
IRB approval (automated process)

m Study ‘shell’ consists of:
m|RB #
m Study Title or UConnect (Epic) study title
m Study Description
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JL) I a . a a
@ . @, . @, @, .
L} L} L} n
N EpIC Field in CLARA: Study Title
. y
I @ Clara ﬁ * B = Léa v Page~ Safety~ Tools~ .@.v =
o in as SmithAngelaA
CLARA.  protocoks  Contracts Help Yo = j‘.—.t E'i.r. .:.u“tg'3
IRB #200101: Test i = -
New Submission: Epic ose form
4 Back =P Next | SRGTAEMS i
EPIC-1 = REQUIRED HIFAA
UConnect (Epic) title N
Consent
Risks i
Data and Safety
— Manitoring
Miscellaneous
@ + This information appears in the chart of any patient who is linked to the study and can be as informative as is appropriate for the study. )
The study title will auto-populate in this field; however, studies with sensitive information may only wish to enter IRB# or a study Drugs and Devices | l
identifier in this field. £
« 200 character limit Fl_m.jing Sources
Budget and Coverage |
Contract
Epic M

Skip to Documents..

f Trusted sites | Protected Mode: Off vg‘. - ““ 100% - ns
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Presenter
Presentation Notes
By default, study title is pushed to research study record in Epic unless UConnect (Epic) title is entered. Recommendations is to include study title. 


a A . a
' ——
0 () ANQie
JL) o a . a )
@, . @, . @, @, .
L] L] L] L L]
N EpIC Field in CLARA: Stud Descrlptlon
" y
| [ Clara %o v B - = @@ v Pagev Safetyv Teok~ @+
Logged in as SmithAngelaA
CLARA protocols  Contracts Help £ ,3? 'n = ':::..—. .:.u“t{'le
IRB #200101: Test i ol 5
New Submission: Epic oe form
% Back =P Next SHBJeaNS 1
EPIC-2 = REQUIRED HIFAA
UConnect (Epic) description Coneent
Risks i
Data and Safety
- Monitoring
[T Mya: Mot Applicable Miscellaneous
Drugs and Devices l
@ « This information appears in the chart of any patient who is linked to the study and can be as informative as is appropriate for the study. =
= This field is often used to list contact information in case a physician has concerns about patient care that might be related to the Funding Sources
patient's participation in a study.
Budget and Coverage
Contract
Epic T

Skip to Documents

j’ Trusted sites | Protected Mode: Off V':S} ~  E100% - |

- U/AIV]
>/29/2013 18 Py



Presenter
Presentation Notes
Enter contact information for PI and/or research coordinator; If AEs occur, research staff can be contacted.



m Study Description in Epic

&= Hyperspace - EHS RESEARCH SUPPORT - Current Model Playground - RESEARCHL. (o [@ | =]
| Epdc - | ErReview gfiPtResearch Studies (EaPatient Station BEjPatient Lists gapAppts gfigRscn Admin & Telephone Call » @ o &rint - SLogOut
EpicCare

= BlueBecky H

Blue, Becky DOB: 0412111975 SSN: o-0-8599
Female, 37 y.o. MRM: 201436
L Research Studies

Add a new studyto list  [<eAdd

Allergies

Fesearch: Active
Unknown: Not on File

| ? | |[Resize #||Close X|

Show: v Inactive [« Pre-enrollment [« Deleted

Snapshot
Chan Review

: Enrolled
Results Review | I -5 1opEL RESEARCH STUDY-INSOMNIA | Report INTEGRATED, RESEARCH ..
Demographics Study Code: 100 Frincipal Investigator:  Physician Meurology, MD
Letiers Si!ld‘.j Descnpthn. . .

This is the description from the RSH record for the insomnia study.

Research Stud... For potential patient care concerns, please contactthe study at:

2417 pager. 608-123-4567
Study Coordinator, Robin Bird: 608-338-9999
Study PI, Med Muerology: 608-999-9599

Patient Timeline and Associated Encounters
Display Options: ._li| By Patient Timeline |
Mo encounters have been associated with the study.

= Add to Timeline

UNIVERSITY OF ARKANSAS
FOR MEDICAL SCIENCES
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Presenter
Presentation Notes
Example of RSH study record in Epic
Study Code = IRB #/ Title/ Description
Before RSH study record can be ‘activated’ in EPIC - RC responsible for updating research study record in Epic (add PI, research staff) → communicates with billing office need for further billing-related updates (guarantor type, billing protocol (calendar), study status – inactive/active/completed) ; Study record status is not activated (‘Active’) until research contract and all approvals are received.




m Linking Research Billing Definition to Study Record

== Py Review g Research Studies ghgResearch Study Maintenance BE;Patient Lists {Bd My Reporis gagAppts 5 Patient Station

> ) S SHPrint - S Log Out

NIH12505 - ASTHMA CONTROL AND TREATMENT EFFICACY [9100353] - View Only - Protocol Builder
Fropen B Save ESavess MdRestore | 4 ~dd Order JB@Add Order Group JlAdd Blank Day JlAdd Blan
Orders

? | Resize

(' ¥ [Close |
Cycle |Sh0m-| W Rele

NIH12505 - AST... More -

Options Motes

Protocol — Expected Research Charges — 0 lines configured

|»

5

Asthma Protocol — Perform: 1 time. Length: 10 weeks_

= |\fisi:1: Screening — Perform 1 time on day 1 of the cycle. Day length: 1 day. Research tolerance: -0/+6 days.

= Expected Research Charges — 7 lines

onfigured

?  List study-related charges in the grid below. In the process of redirecting study charges, those found in the grid below
without Research Billing Modifier Type set will file to the study account to bill to the study budget. Charges with
Research Billing Modifier Type specified will file to the patient account in order to bill to insurance.

Study Record

-

T
Charges | ype

Billing Modifier Type

u Component
Q Procedure
g Component
g Procedure

OFFICE VISITS (PX) [20]

COMPLETE CBC & AUTO DIFF WBC [85025]
CHEST XRAYS [9100036]

BASIC METABOLIC PANEL [80049]

5 |Procedure  LIPID PANEL [80061]

6 |Procedure  PULMONARY STRESS TESTING,SIMPLE [94620]

Full Charges from Orders

Routine

Routine

[

|Accept| Cancel|

Component — OFFICE VISITS (PX) [20]

Procedure — COMPLETE CBC & AUTO DIFF WBC [85025], Billing Modifier Type: Routine
Component — CHEST XRAYS [9100036]

Procedure — BASIC METABOLIC PAMEL [80049]

Procedure — LIPID PAMEL [80061]

Procedure — PULMOMARY STRESS TESTING,SIMPLE [94620], Billing Modifier Type: Routine
Procedure — SPUTUM SPECIMEN COLLECTION [89220]

ROBIM BIRD

5/29/2013

arch Eligibility
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11:05 AM
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Presenter
Presentation Notes
Example of a billing definition (similar to a study calendar but with CPT & CDM codes attached to activities)
Billing definition helps system use logic to determine whether a given charge for a research pt should be directed to the study account or pt’s guarantor. 
Helps bill accurately and efficiently for research services



m Associating Patients with Research
Studies

m How to associate a patient with a research study?
= Manually
m Interface with C3PR

m C3PR

m Subject registration application within UAMS Comprehensive
Research Informatics Suite (CRIS)

m Enables efficient & streamlined registration of study participants
into clinical trials

m Interface with Epic (C3PR registration pushed to Epic eliminating
dual registration process) UAMS
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Presenter
Presentation Notes
Importance of entering pt-study association (via C3PR or Epic) (enables tracking of participants, reporting functions for ‘my studies’ and administrative)
C3PR  - part of UAMS CTMS (CRIS)
To presented at an upcoming RESIN in more detail.



m Associating Patients with Research Studies

5= Hyperspace - EHS RESEARCH SUPPORT - Current Model Playground - RESEARCH L. [ @] =]
| Epic ~ | FyReview §§Pt Research Studies X Patient Station BE}Patient Lists gag4ppts ffigRsch Admin & Telephone Call »& o Gront - Mlog Out

| Epiccare
Blue, Becky DOB: 04/2111975 SSN: 00-1-8599 Research: Active 1llergies
Female, 37 y.0. MRM: 201436 nknown: Not on File
L Research Studies ! | ? | |Resize ¥ | |Close X|

Add a new study to list o Add Show: [« Inactive [ Pre-enrollment [« Deleted
SnapsShot :

Chart Review
- V-L Enrolled
w—@rﬂmmﬂw STUDY-INSOMNIA ) Report INTEGRATED, RESEARCH ..
Demographics Study Code: 100 Frincipal Investigator:  Physician Meurolagy, MD
Study Description
Letters v P

This is the description from the RSH record for the insomnia study.

Research Stud...

For potential patient care concerns, please contact the study at
24/7 pager. 608-123-4567

Study Coordinator, Robin Bird: 608-888-9999

Study PI, Med Muerology: 608-999-9999

Patient Timeline and Associated Encounters

Display Options: ,_|i| By Patient Timeline | = Add to Timeline

Mo encounters have been associated with the study.
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Presenter
Presentation Notes
Research indicator is located in the pt header and is available for other non-research users (registration/clinical/HIM etc.)
Users w/ appropriate research user security (i.e. ED doc, physicians, RN) can click on hyperlink to view study description/ contact info. 
Highlighted if pt study status is ‘Active’



4% Human Research Studies:

y Entry iInto EPIC Angie smith, LCsw,

b =) CCRP Research Operational Lead

m Creating a Patient-Study Timeline

m \What Is It?

m A listing of the date windows that each study visit is
expected to occur for the patient

= Why use It?
m Provides high-level reference regarding where a patient is
on the study

m Allows you to associate encounters to a specific point on
patient’s timeline

m Impacts charge routing - enables the system to use logic
to direct research charges UAMS
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m Patient-Study Timeline

= Hyperspace - EHS RESEARCH SUPPORT - Current Medel Playground - RESEARCH . (=& ][z=]
Eplc - | FrReview §fiPtResearch Studies EPatient Station BE}Patient Lists JhAppts ffigRsch Admin & Telephone Call » @ o &Print - B Log Out

EpicCare

Allergies
Unknown: Not on File

-

| ? | |[Resize = | |Close X/

e | = Blue,Becky H

Blue, Becky DOB: 041211975 SSN: 10o-x-8599
Female, 37 y.0. MRM: 201436

L B Research Studies

Research: Active

Add a new study to list ok Add Show: |« Inactive  [» Pre-enroliment  [» Deleted
Snapshot -
Chart Review

- Enrolled
Resulls RVIEW | ™ -5 10| RESEARCH STUDY-INSOMNIA B Report INTEGRATED, RESEARCH ...
Demographics Study Code: 100 Principal Investigator:  Physician Meurolagy, MD
Letters Study Description
This is the description from the RSH record for the insomnia study.

Research Stud... For potential patient care concerns, please contact the study at:
24/7 pager. 608-123-4567

Study Corodinator, Robin Bird: 608-8358-3388

Study PI, Ned MNeurology: 608-999-8999

Patient Timeline and Associated Encounters

Display Options: W, By Encounter Date | o Add to Timeline

& (RSH-100) INSOMMNIA RESEARCH BILLING CALENDAR (Ver. 1) Jolh 4
= Week One (08/31/2012 to 09/06/2012)

Week Three (0914/2012 to 09/20/2012)

Week Five (09/28/2012 to 10/04/2012)

“i M VR
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Presenter
Presentation Notes
Example of a patient being linked to a study billing definition (calendar), creating a pt-study timeline. 
Dates are specific to patient.


m Linking Encounters & Orders
m Why?
m Helps more easily identify research-related
encounters
m Encounter tracking
m HIM/ROI usage

m Enables “mixed” visits to be handled within one
encounter

m Better supports Epic research billing
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Presenter
Presentation Notes
Helps to ensure charges are ‘bucketed’ into right category (i.e. conventional care, research)


4% ¥ Human Research Studies:

Entry into EpPIC Angie Smith, LCsw,
M CCRP Research Operational Lead

m Linking Encounters to Study

Chart Review Last refresh: 6:22:09 PM
#Eilters ﬁ'Te_}dSearch D]]Ereview @Eefresh Eaelecmll EDESEIEHAII @Reviemaelected Side-by-aide MasterRepDH GRDU.

Encounters | | ahs | Micro | Imaging | Procedures | ECG| Other Orders | Meds | Episodes | Letters | Motes | Referrals | Media | Misc Reports
18 records match filters, more records to load [w] Default Filker
Filtered: Default filter
‘R‘\LDate v |T3,rpe |Department |Specialt3,f |F'r|:wider |Descripti|:|n
<’%E D]SIESIEEIH Office Yisit EMC Fhd Fam hed Family Medicine, Phy...
11032010 Office Visit EMC Fia Farn Med Family Medicine, Phy... Essential Hypertension ..
09292010 Procedure visit EMC PLLK Fulmonology Fulrmonary, Physicia...
110522009 Office Visit EMC Fht Fam hed Family Medicine, Phy. .. Acute Bronchitis (Prima. ..
10/2772008  Orders Only EMC FiA Farn Med Family Medicine, Phy... Hemoptysis (Primary D)
1072272009 Office Wisit EMC Fht Fam hed Family Medicine, Phy. .. Acute Bronchitis (Prima. ..
100352008 Office visit EMC DERM Derm Dermatology, Physici... Mevus, Mon-Meaplastic (.
09142009  Office Visit EMC FiA Farn Med Family Medicine, Phy... Back Strain (Primary Dx)

UAMS
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4% Human Research Studies:

! Entry iInto EPIC Angie smith, LCsw,

b =) CCRP Research Operational Lead
m Associate Orders to Study: Within Order Entry

.
= Hyperspace - EHS RESEARCH SUPPORT - Current Model Playground - RESEARCH . =N =R
| Bpic - | ErRevew §fiPtResearcn Studies {faPatient Station BEjPatientLists gghAppts ffjgRsch Admin 5 Telephone Call <3 Encounter @ v &rint - MLogout

EpicCare

: Blue,Becky

Blue, Becky DOB: 04/2111975 Research: Active Allergies )
Female, 37 y.o. MRN: 201436 Unknown: Not on File
S8N: J00-ux-8599

| ? | |[Resize %

L N Place orders (Enc Date: 8/31/2012) - Wt: (Not entered for this visit) Ht: (Not entered for this visit)
— m & R @ 4 B % v -

PrefList Interactions Pharmacy Providers Routing CCResults | Pend Orders Sign Orders Financial Benefits | Link Order

i

Research Association

SnapShot -
More

Chart Review

Do research associatig

| Mexd | Edit Multiple |
| Phases of Care |

New order: || | search |

Results Review
Mew order defaults Mot using defaults

Demographics Orders and Prescriptions Procedures (3 Orders)
Letters General sleep study

| Remove

Routine, Ancillary Performed
Research Stud...
X-ray chest 4 + view : | Remove |

Order Entry [ ] Expires-8/31/2013, Routine, Ancillary Performed

Visit Navigator CBC and differential
Routine, Lab Collect

| Remove

F7- Prev Order F8- Mext Order

UAMS
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‘y‘ Human Research Studies:

Entry into EpPIC Angie Smith, LCsw,
M CCRP Research Operational Lead

m Associate Orders to Study: Within Order Entry

¥

== Hyperspace - EHS RESEARCH SUPPORT - Current Model Playground - RESEARCH 1. = =R
| Eplc - | EyReview §fiPtResearch Studies (R Patient Station BE}Patient Lists g Appts gfjgRsch Admin & Telephone Call =}y Encounter & v &rint - MLogout

; Blue,Becky H Epiccare

Blue, Becky DOB: 04/2111975 Research: Active Allergies )
Female, 37 y.o. MRM: 201436 Unknown: Not on File
SSN: 10-0-8599

L N Place orders (Enc Date: 8/31/2012) - Wt: (Not entered for this visit) Ht: (Not entered for this visit) | ? | |Resize ¥ |
P B & R & 4 B & v = B 3 .
PrefList Interactions Pharmacy Providers Routing CC Results | Pend Orders Sign Orders Financial Benefits | Link Order Calculator Research Association Maore
Chart Review - -
New order: | | search | | blext | Edit Multiple |

Results Review | Phases of Care |

Mew order defaults Mot using defaults
Demaographics Orders and Prescriptions Procedures (3 Orders)

Letters : | Remaove

hutine, Ancillary Performed
Research Stud...
X-ray @hest 4 + view : | Remave

Order Entry pires-8/31/2013, Routine, Ancillary Perfarmed

visit Navigator CBC agd differential EO | Remove |
ﬁ} butine, Lab Collect

F7- Prev Order F8- Mext Order

UAMS
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B Summary

m Explicitly associate patients to specific studies

m Track patient statuses on studies & run study-specific
reports

m Access to activity/information controlled by security

m Facilitates more efficient association of visits to
studies in Epic

m Improve clinical research efficiency AND good clinical
care for patients involved in research trials

m Improve operational efficiency and billing compliance
related to clinical trials UAMS
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Presenter
Presentation Notes
Reports (e.g. upcoming appointments for my study patients, study-specific enrollment reports)


4% ¥ Human Research Studies:

Entry into EPIC Angie Smith, LCSW,
/) CCRP Research Operational Lead

Questions?

m More to Come: Research-Specific Epic Training
m June & July 2013 (TBD)
m Watch for announcements!
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4% Controlled Substances and

Animal Research

A Darri Scalzo, Research Compliance Officer

m Controlled Substances Used in Animal
Research Regulated by:

m DEA — 21 CFR Chapter Il Parts 1300-1321
m AR Department of Health Pharmacy Services
m UAMS Admin Guide Policy 16.1.13

m http://www.uams.edu/AdminGuide/PDFs/Section%2016/16 1 13 Non
Human Research Use of DEA Controlled Substances 2012.pdf
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http://www.uams.edu/AdminGuide/PDFs/Section%2016/16_1_13_Non_Human_Research_Use_of_DEA_Controlled_Substances_2012.pdf
http://www.uams.edu/AdminGuide/PDFs/Section%2016/16_1_13_Non_Human_Research_Use_of_DEA_Controlled_Substances_2012.pdf

4% Controlled Substances and

Animal Research

A Darri Scalzo, Research Compliance Officer

m DEA Regulations on Biannual Inventories

m21 CFR §1304.11

m [nventory of all stocks of controlled substances on
hand shall be taken at least every 2 years.

m This will be a finding in a DEA audit if not done.
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4% Controlled Substances and

Animal Research

b/ Darri Scalzo, Research Compliance Officer

m UAMS Admin Guide Policy 16.1.13

m Also requires the biannual inventory

m Office of Research Compliance will:
m Create an inventory form to be used

m Send to all researchers using controlled substances
in animal research

>/29/2013 35 Py
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ol !
Q RESIN on Summer Break
Sl

= Next RESIN

m August 6, 2013 @ 12:00 p.m.

m Location - Walton Auditorium, Winthrop P.
Rockefeller Cancer Institute, 10t floor

m All RESIN presentations archived on the UAMS
Research website

m http://www.uams.edu/research/RESIN Achive.asp
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