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GETTING STARTED MENU

Please use the below shortcuts to skip to the sections of the instruction that apply to you. Each
slide will have a @ in the upper lefthand corner that will allow you to navigate back to this slide.

WHAT IS THE RESEARCH STUDIES WEBSITE?

WHAT ARE THE MINIMUM REQUIREMENTS? REVIEW AND
APPROVAL
PROCESS

HOW TO USE ONCORE TO CREATE A STUDY WEBPAGE? A second pair of
eyes is always a
plus

HOW TO USE THE RESEARCH ADMIN TOOL?

HOW TO USE THE RESEARCH ADMIN TOOL?
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WHAT IS THE RESEARCH
STUDIES WEBSITE?



A LITTLE BACKGROUND

@ University of Colorado Anschutz Medical Campus v The ResearCh StUdIeS W@bSlte WaS
EEE— created in 2020 and is managed by the
Clinical Research Recruitment Program.

The main goal is to share open clinical
research studies on a public facing
website for anyone from the community to

a see, search for, and contact research

e s Gt teams if interested.

B et e Research teams are responsible for

o i 8 pyr——— poy— : maintaining their study webpages, and
ensuring information is accurate and
understandable.
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IT’S ALL IN THE NUMBERS

971 27,316

Average number Number of new
of study visitors in 2023
webpages since
2021

@! Clinical Research Recruitment Program
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33,419

Total number of
views in 2023

34%

Average bounce
rate for all study
pages in 2023

1.99

minutes

Average time
spent per page
in 2023



WHAT ARE THE MINIMUM
REQUIREMENTS?



MINIMUM DATA REQUIREMENT

Effective 11/1/2024, all study webpages on
the Research Studies Website are required
to have content in the following fields.

Title

Objective

Primary Contact

Description

Eligibility
Because this information is updated
differently depending if you use OnCore
or the Research Admin Tool, we will

review where these data fields are in the
separate sections.
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MINIMUM DATA REQUIREMENT

Effective 11/1/2024, the following fields
will need to be completed in OnCore for
your study webpage to push to the
Research Studies Website.

’ Title: PC Console > Main > Details > Title

Primary Contact: PC Console > Main > Staff

Objective: SIP Console > Configure Button > Display
Protocol? > Select “Yes’ from dropdown menu >
Objective
Note: If you check the box next to ‘Use Default Objective?’ then the
information from the objective field from the PC Console > Main >

Details > Objective will override any information entered in the
Obijective field in the SIP Console.

Description: SIP Console > Description
Eligibility: SIP Console > Detailed Eligibility

@ Clinical Research Recruitment Program
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@ oncore

By Advarra  Menu = PC Console SIP Console Specifications CRA Console  Financials Console

* PC Console ?

Protocol No.: X18-9999 | ] 1 Library: Health Affairs PI: Barnard, Deborah

Protocol Target Accrual: 100 Accrual To Date: 16

RC Total Accrual Goal (Upper): 100

Sponsor: Abbvie

Protocol Status: OPEN TO ACCRUAL
IRE Expiration: 05/21/2023

Select Protocol J Details ” Management ” Staff " Sponsor " INDVIDE " ClinicalTrials.gov I

X18-9999

Protocol Datails
_ Frotoes Mo };18-9999

Library | Health Affairs

New Protocol

Specimen Collection W Completion Dates
Configuration Primary Completion Date | 08/17/2023 {(Anticipated)

Study Completion Date

History

MCT Mumber | MCTO0000001
Department | CTR-YWebb\Varing

- »
Companions OrganizationalLigit | Health Afairs
Treatment > 1 Title | Does Eating a Protein Rich Diet during the 3rd Trimester Help with Gestational Diabetes?
»
Shart Tite [ This iIs a shor fitle
Institution Chjectives | 1. Test the System!
Fhase | Feasibility Scop= | Local #ge | Both

Accrual

Drug Accountakility | Yes nvohves Therapy | Yes
Status »

Cpen For Affilistes Cnly | No Protocol Type | Treatment

Reviews W

— - Research Dista M

Registration Centar Data Monitoring Adjuvant 5

- Center g  External e
Documentsfinfo ol 5 Specim
» neluees '-;:&_"_,i:: ‘fes Companion Study? | No Multi-site Trial | Yes nvestigational Drug | Yes
IR Precizion Trz
Eligibility Precision Trial | Yes i "~ Umbrella Pilot Investigationsl Device | No
Protocol Calendar Rare Dizesse c
e Lis=sse Confidentiall
Motifications
Aecrual Information
Deviations Protocol Tanget Accrua 100 R.C Total Accrual Goal (Lower) | 1 RC Total Accrual Goal (Upper) 100
RC Annual Accrual Goz 15 Afflliate Accruzl Goz Accrual Duration (Months) B0

Update

A ADVARRA ©2024 Advara, Inc.

Lock Protocal




MINIMUM DATA REQUIREMENT

Effective 11/1/2024, the following fields
will need to be completed in OnCore for
your study webpage to push to the
Research Studies Website.

Title: PC Console > Main > Details > Title

’ Primary Contact: PC Console > Main > Staff

Objective: SIP Console > Configure Button > Display
Protocol? > Select ‘Yes’ from dropdown menu >
Objective

Note: If you check the box next to ‘Use Default Objective?’ then the
information from the objective field from the PC Console > Main >
Details > Objective will override any information entered in the
Obijective field in the SIP Console.

Description: SIP Console > Description

Eligibility: SIP Console > Detailed Eligibility

@ Clinical Research Recruitment Program
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@ OnCore

Protocol No.: X15-9999

L1 1
Protocol Target Accrual: 100
RC Total Accrual Geal (Upper): 100

By Advarra  Menu = PG Console SIP Console Specificafions CRA Console  Financials Console

Pl: Barnard, Deborah

Accrual To Date: 16

Protocol Status: OPEN TO ACCRUAL
IRE Expiration: 05/21/2023

* PC Console ?

Library: Health Affairs

Sponszor: Abbvie

Select Protocol
¥18-9553

l Details ” Management " Staff ” Sponsor ” INDVIDE " ClinicalTrials.gov

Protocol Staff

View Staff Organization Access

A i

Hide Affiliates

Active Staff Only |

Configuration

Select

Correlates & W Rale ast Mame First Name Middle MName Organization All Mone
Companions

Principal Investigator Bamard Deborah Colorado Research Center

o E—— » Other Grasmick Zachan Colorado Research Center
Institutio Other Macri Marisza Colorado Research Center
N | Clinical Research Manager Maughton Hicl Colorado Ressarch Center
corua

Project Analyst Peugh Jeremiah Colorado Research Center
Status il Primary Contact Vander Wyst Kiley Cuolorado Research Cenfer ]
Reviews W
Dacuments/info » View Attachments Update
Eligibility
Frotocol Calendar
Motifications
Deviations
New Protocol
Specimen Collection »

A | ADVARRA © 2024 Advarma, Inc.

Lock Protocol




MINIMUM DATA REQUIREMENT

0 OnCore By Advarra  Menu = PC Console SIP Console  Specifications CRA Console  Financials Console

Effective 11/1/2024, the following fields
. . SIP Console : : : e
W I | | n eed to b e C O m p | eted I n O n CO re fo r Protocol No.: X18-9999 Library: Health Affairs PI: Barnard, Deborah Sponsor: Abbvie

Protocol Target Accrual: 100 Accrual To Date: 16 Protocol Status: OPEN TO ACCRUAL

RC Total Accrual Goal (Upper): 100 IRE Expiration: 05/21/2023

your stu d y W eb page to pus h to the Short Tite: This s a short st Configuration Status: Complte

SIP Configuration

Research Studies Website. e e

Phase o

This study is looking fo see if women with gestational diabetes who consume protein-rich diets during the third
_ trimester have better blood sugar centrol and weight gain. e Deteult
. . . . P> Chjective EEZ;E;__; [
Title: PC Console > Main > Details > Title S— £
3830 character(s) remaining
Treztment
- . H 1024 character(s) remaining
P rl m ary ContaCt' PC COﬂSOIe > M al n > Staff This study is recruiting adult women with gestational diabetes that are currently in their second trimester. Women will be
aszigned to one of fwo diet groups, high protein diet or regular habitual diet, and will need to follow the diet for 13 weeks,
or the entire third frimester.
R . . . F'_articipation '._"iil_l in:luc_le a baseline visit followed by visits every other week unfil delivery. There will be one follow-up visit
Objective: SIP Console > Configure Button > Display Descrton 17 e baby is beueen -3 months od
P I’? I ‘Y y f At eacr|1 vigit bloqrdhsug_a_;. he_iﬁ;ht;nds«'gei)ghi ar:d L'Jais*thcircurr‘feltlr?jnce will be nlezsst.ge)-d.__‘tv'cu '.'sillhte atslied 1{1 ciu:'r‘[;Ieize 0
veral surveys. visits will take 60-90 minutes ou wi ensat ( each visit, for a total of 327
rOtOCO / > Se eCt eS rom dropdown menu > isfealléiaud:?i:ﬁs areeco:ilpslet;da & minutes each. You will be compensate after each visit, for a total o
. . y
O bJeCt|Ve 3252 character(s) remaining
ey e
Note: If you check the box next to ‘Use Default Objective?’ then the B e p—
information from the Objective field from the PC Console > Main > ;—\nd:IL;‘j?emgeelltaagt;ao‘lij;lad-ﬁjsbgte:srs old that are currently pregnant. in their second frimester (between 14-27 weeks gestation)
Details > Objective will override any information entered in the Sy .
ObJeCUVe f|e|d |n the SIP COI’]SO|e 3848 character(s) remaining

Disease / Diagnosis Override

Mo overides defined

Description: SIP Console > Description Select

Protocol Attachments

Mo Records Found.

Eligibility: SIP Console > Detailed Eligibility Select

Undo Complete Submit Clear Close

A | ADVARRA © 2024 Advarra, Inc.

@ Clinical Research Recruitment Program

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH

UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS



MINIMUM DATA REQUIREMENT

0 OnCore By Advarra  Menu = PC Console SIP Console  Specifications CRA Console  Financials Console

Effective 11/1/2024, the following fields
_ _
W I | | n eed to b e C O m p | eted I n O n CO re fo r ::::Z::::;;:::i?jl: 100 e A Accrual To Date: 16 P B bt Protocol Status: OF’I;:]?'E:Z;:E:E

RC Total Accrual Goal (Upper): 100 IRE Expiration: 05/21/2023

yo u r S t u d y W e b p a'g e to p u S h to th e Short Title: This is a short title Configuration Status: Complete
Research Studies Website.

Yes v Display Title

This study is looking fo see if women with gestational diabetes who consume protein-rich diets during the third
trimester have better blood sugar centrol and weight gain. Defau
Ohjective Use Default
. . . . o Objective?
Title: PC Console > Main > Details > Title £
3330 character(s) remaining
Treztment
H . H 1024 character(s) remaining
P rl m ary ContaCt' PC COﬂSOIe > M al n > Staff This study is recruiting adult women with gestational diabetes that are currently in their second trimester. Women will be
assigned to one of two diet groups, high protein diet or regular habitual diet, and will need to follow the diet for 13 weeks,
or the entire third frimester.
R . . . Participation v.'iI_I include a baseline visit followed by visits every other week unfil delivery. There will be one follow-up visit 0
Objective: SIP Console > Configure Button > Display Pfosscroson 161 110 2L 8 befueen 13 monihs old :
r) ‘ y At each vigit, blood zugar, height and weight, and waist circumference will be measured. You will be asked to complete Tl
veral . The visits will take 60-20 minut h. You will b ted 530 afb h visit, f total of 3270
Pl’OtOCOl / > SeIeCt YeS from dropdown menu > is{eaﬁa:ug:m?": areec\o:'?'llpsle\;;d.a e 6 minutes each. You will be compensate after each visit, for a total o
. . y
O bJ e Ct|Ve 3252 character(s) remaining
3 H H ’ .E:E;: i £
Note: If you check the box next to ‘Use Default Objective?’ then the " 4500 avaracir(s) remaring
information from the Objective field from the PC Console > Main > Adult women aged 18-35 years old that are currently pregnant. in their second frimester (between 14-27 weeks gestation)
: ) ) . ) . i ) Detaile and have gestational diabetes
Details > Objective will override any information entered in the Sigiiy p
ObJeCUVe f|e|d |n the SIP COI’]SO|€ 3348 character(s) remaining
Disease / Diagnosis Override
Mo overides defined

’ Description: SIP Console > Description Select

Protocol Attachments
Mo Records Found.

Eligibility: SIP Console > Detailed Eligibility Select

Undo Complete Submit Clear Close

A | ADVARRA © 2024 Advarra, Inc.
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MINIMUM DATA REQUIREMENT

0 OnCore By Advarra  Menu = PC Console SIP Console  Specifications CRA Console  Financials Console

Effective 11/1/2024, the following fields
. . SIP Console : : : ?
will need to be completed in OnCore for A g oo Detoren e St opponsers Aove

Protocol Target Accrual: 100

RC Total Accrual Goal (Upper): 100 IRE Expiration: 05/21/2023

your study webpage to push to the
Research Studies Website. T

This study is looking fo see if women with gestational diabetes who consume protein-rich diets during the third
trimester have better blood sugar centrol and weight gain.

Ohjective Uz= Default |
. . . . o Objective?
Title: PC Console > Main > Details > Title — £
3330 character(s) remaining
Treztment
- . H 1024 character(s) remaining
P rl m ary ContaCt' PC COﬂSOIe > M al n > Staff This study is recruiting adult women with gestational diabetes that are currently in their second trimester. Women will be
aszigned to one of fwo diet groups, high protein diet or regular habitual diet, and will need to follow the diet for 13 weeks,
or the entire third frimester.
R . . . F'_articipation '._"iil_l in:luc_le a baseline visit followed by visits every other week unfil delivery. There will be one follow-up visit
Objective: SIP Console > Configure Button > Display Descrton 17 e baby is beueen -3 months od
‘ y At each vigit, blood SUgar, he_ight ang weighi_ and waist ci_r_curr‘fgrence will be measured. You will te_ gsked to cc}rr‘plgieT
Protocol? > SeIeCt YeS from d ropdown menu > is{e;]'lce;“tl];g?;:ﬁ:.;rmr)eczﬁllt}slé.;gl‘ljtake 60-90 minutes each. You will be compensated 530 afier each visit, for a fotal of 3270
. . y
O bJ e Ct|Ve 3252 character(s) remaining
ey e
Note: If you check the box next to ‘Use Default Objective?’ then the o B e———
information from the Objective field from the PC Console > Main > ,:nd;IL;.:Jem;erwstaagt;eoislséis‘a!ib};te:srs old that are currently pregnant. in their second frimester (between 14-27 weeks gestation)
Details > Objective will override any information entered in the g Ererd |
Obijective field in the SIP Console. 348 charaterls) cemaning

Disease / Diagnosis Override

Mo overides defined

Description: SIP Console > Description Select

Protocol Attachments

Mo Records Found.

’ Eligibility: SIP Console > Detailed Eligibility Select

Undo Complete Submit Clear Close

A | ADVARRA © 2024 Advarra, Inc.
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OTHER REQUIREMENTS: LANGUAGE REQUIREMENTS

Having a study webpage that is understandable to the community we serve is the most
Important aspect of creating a public-facing website for your study because it increases

trust and participation in clinical research.
Plain Language Resources

Language Requirements

Your study webpage must be at or below
the 6" grade reading level.

Your study webpage must put the
iInformation into plain language, which is
designed to be understood quickly and
easily by the reader.

This means that you should not use
medical jargon, complex scientific words, or
any abbreviations.

Clinical Research Recruitment Program
OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS

Plain Language Section of University of Buffalo
Recruitment Resources Toolkit

Plain Language in Clinical Research by Multi-Regional
Clinical Trials Center of Brigham and Women’s
Hospital and Harvard

University of Michigan Plain Lanquage Medical
Dictionary

Plain Lanquage Guide by the JRP Working Group for
Equitable Research

Make It Clear: The Use of Lay Language in Research
Recruitment by North Carolina Translational and
Clinical Science Institute



https://www.buffalo.edu/ctsi/cores/recruitment/recruitment-resources-toolkit.plain-language.html
https://www.buffalo.edu/ctsi/cores/recruitment/recruitment-resources-toolkit.plain-language.html
https://mrctcenter.org/health-literacy/tools/overview/plain-language/#1570385475493-9412daea-bcfb
https://mrctcenter.org/health-literacy/tools/overview/plain-language/#1570385475493-9412daea-bcfb
https://mrctcenter.org/health-literacy/tools/overview/plain-language/#1570385475493-9412daea-bcfb
https://medicaldictionary.lib.umich.edu/
https://medicaldictionary.lib.umich.edu/
https://upenn.app.box.com/s/k15xwv8gor4zkw8wuogzhggt3qeppkbc
https://upenn.app.box.com/s/k15xwv8gor4zkw8wuogzhggt3qeppkbc
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/tracs.unc.edu/docs/recruitment/Recruitment_Make_It_Clear-Lay_Language_Best_Practices20210929.pdf
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/tracs.unc.edu/docs/recruitment/Recruitment_Make_It_Clear-Lay_Language_Best_Practices20210929.pdf
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/tracs.unc.edu/docs/recruitment/Recruitment_Make_It_Clear-Lay_Language_Best_Practices20210929.pdf

O,

HOW TO USE ONCORE TO CREATE A
STUDY WEBPAGE?



OPT IN OR OPT OUT OF THE RESEARCH STUDIES WEBSITE

PC Console > Main > Details: “Exclude

Did you know that there are two
Protocol on Web”.

places in OnCore that need to be

updated for your study to have a study

SIP Console > Select Configure Tab >
Display Protocol?

webpage on the Research Studies
Website?

@ Clinical Research Recruitment Program
EEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEE
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS



OF THE RESEARCH STUDIES WEBSITE: PC CONSOLE

PC Console > Main > Detalls:
“Exclude Protocol on Web”.

If you do not want your study to be
on the Research Studies Website,
this box should be checked.

Navigate to the PC Console

Click the ‘update’ button on the
right-hand side of the screen.

Make sure the box next to
‘Exclude Protocol On Web' is
checked.

Clinical Research Recruitment Program
OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS

0 Oncore By Advarra nSIP Console Specifications CRA Console Financials Console

% PC Console ?

Protocol No.: X18-9999

Protocol Target Accrual: 100

O

RC Total Accrual Goal (Upper): 100

Library: Health Affairs

PI: Barnard, Deborah

Accrual To Date: 16

Sponsor: Abbvie
Protocol Status: OPEN TO ACCRUAL
IRE Expiration: 05/21/2023

Select Protocol

X18-9999

=

Cormrelates & »

Companions

Treatment »

Ingtitution

Accrual

Status W

Reviews W

Decuments/info »

Eligibility

Protocol Calendar

Notifications

Deviations

New Protocol

Specimen Collection »
Configuration

J Details ” Management ” Staff ” Sponsor H INDADE ” ClinicalTrials.gov ]

Protocol Details

Protocol Mo.
Library
Organizational Unit
Title

Short Title
Objectives

Phase
Dirug Accountability
Open For Affiliates Cnly

Registration Center

Includes Specimen
Eanking?

Precision Trial

Rare Disease

X18-9999

Health Affairs
Health Affairs

This is a testing protocal-2

Thiz iz a short title
1. Test the System!

Feasibility
Yes
No

Research
Center

Yes

Yes

Accrual Information

Protocol Target Accrual | 100

RC Annual Accrua

Scops | Local

Investigater Initiated
Protocol

Surmary Accrual Info.
Conly No
Involves Correlates or
Companions
Companion Study? | No

Precision Trial

Classification Umbrella

Certificate(s) of
Confidentiality

RC Total Accrual Goal (Lower)

| Goal 15 Affiliate Accrual Goal

Completion Dates

Primary Completion Date

Study Completion Date

1

MCT Number

Department

Age
Involves Therapy
Profocol Type
Data Monitoring

Multi-site Trial

Filot

RC Total Accrual Goal (Upper) | 100
Accrual Duration (Months) 6]

08/17/2023 (Anticipated)

History

NCTO0000001
CTR-WebbWaring

Consent at Age of

Both e
Yes

Treatment
External Adjuvant | Yes
Yes Investigational Drug | Yes

Investigational Device | No

e< Update

£ ADVARRA

Lock Protocol




OF THE RESEARCH STUDIES WEBSITE: SIP CONSOLE

SIP Console > Select Configure Tab > Display Protocol?
If you do not want your study to be on the Research Studies Website, select ‘No’ from the dropdown menu.

e Select ‘no’ from the ‘Display Protocol?’ from the dropdown

. menu.
“ Navigate to the SIP Console

o OnCUrE By Advarra  Menu = PC Console SIP Console Specifications CRA Console  Financials Console

SIP Console

Protocol No.: X188999 Library: Health Affairs Pl: Barnard, Deborah Sponsor: Abbvie
0 OnCore By Advarra  Menu & PC Consold cations CRA Console Financials Console H Protocol Target Ad§crual: 100 Accrual To Date: 16 Protocol Status: OPEN TO ACCRUAL
RC Total Accrual @oal (Upper): 100 IRB Expiration: 05/21/2023
SIP Console ? : Short Title: This iga short title Configuration Status: Complete
Protocol No.: X18-9999 Library: Health Affairs Pl: Barnard, Deborah Sponsor: Abbvie
. Select Protocol SIP Configuration
Protocol Target Accrual: 100 Accrual To Date: 16 Protocol Status: OPEN TO ACCRUAL H elect Frotocal -
. H Display Protocol? Display Title
RC Total Accrual Goal (Upper): 100 IRB Expiration: 05/21/2023 .
Short Title: This is a short title Configuration Status: Complete H Phase »
- »
Select Protocol Protocol Summary Objective ;| Use Default Objective? [
remaining
Protocol not displayable or not configured E ‘
H - Override Cancer —
. : Treatment 4 Control? U
. 1024 character(s) remaining
o H
A ADVARRA © 2024 Advama, Inc. E Display Drugs? O
Descripfion L Display T s 0O
=nlay 27
4000 character(s) remaining isplay Therapies —
Key Eligibility ‘ P

4000 character(s) remaining

Detailed Eligibility

4000 character(s) remaining
Disease / Diagnosis Overide
No overrides defined

Select

9 Click the ‘configure’ button on the
right-hand side of the screen.

Protocol Attachments
Mo Records Found.

Select

@ Clinical Research Recruitment Program Undo Complete | | Submit || Clear || Close
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OF THE RESEARCH STUDIES WEBSITE: PC CONSOLE

PC ConSOIe > Main > Details: “EXCIUde 0 OnCore By,’\dvarraQ'lLl IFCoﬂscIe Specifications CRA Console Financials Console

Protocol on Web”.

If you want your study to be on the Research
Studies Website, this box should be unchecked.

“ Navigate to the PC Console

Click the ‘update’ button on the
right-hand side of the screen.

Make sure the box next to
‘Exclude Protocol On Web’ is
unchecked.

Clinical Research Recruitment Program
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* PC Console ?

Protocol No.: X189999 [ 1

Protocol Target Accrual: 100
RC Total Accrual Goal (Upper): 100

Library: Health Affairs

PI: Barnard, Deborah

Accrual To Date: 16

Sponsor: Abbvie
Protocol Status: OPEN TO ACCRUAL
IRB Expiration: 05/21/2023

Select Protocol

X18-9999

= o

Comelates & Y

Companicns

Treatment B

Institution

Accrual

Status B

Reviews w

Documents/info w

Eligibility

Protocol Calendar

Notifications

Deviations

New Protocol

Specimen Collection B
Configuration

J Details ” Management ” Staff ][ Sponsor H INDADE ” ClinicalTrials.gov ]

Protocol Details

Protocol No.
Library
Organizational Unit
Tile

Short Title
Objectives

X18-9999

Health Affairs

Health Affairs

This is a testing protocol-2
This is a short title

1. Test the System!

Phase | Feasibility Scope
— P Investigator Initiated
Drug Accountability es Profocol
Open For Affiliates Only | No Summary Accrual Infcl.
Cnly
N | Research Involves Correlates or
Registration Cenier Center Campanions
Includes SBpae:kl:m:E Yes Companion Study?
S P Precision Trial
& Y
Precision Trial | Yes Classification
S Cerlificate(s) of
Rare Disease Confidentiality
Accrual Information
Protocol Target Accrual | 100

RC Annual Accrual Goal 15

Completion Dates

NCT Mumber

Department

Local Age
Yes Involves Therapy
Mo Protocol Type
Yes Data Monitoring
Mo Mutti-site Trial
Umbrella Pilot

RC Total Accrual Goal (Lower) | 1
Afiiliate Accrual Goal

Primary Completion Date | 08/M17/2023 (Anticipated)
Study Completion Date

RC Total Accrual Goal (Upper)
Accrual Duration (Months) 60

History

NCTO0000001
CTR-WebbWaring

Consent at Age of

Exclude Protocol on

Yes \Wep | TS
Treatment

External Adjuvant | Yes
Yes Investigational Drug | Yes

Investigational Device | No

100

A ADVARRA © 2024 Advarra, Inc.

Lock Protocol




OF THE RESEARCH STUDIES WEBSITE: SIP CONSOLE

SIP Console > Select Configure Tab > Display Protocol?
If you want your study to be on the Research Studies Website, select “Yes’ from the dropdown menu.

c Navigate to the SIP Console

\ 4
0 Oncore By Advarra Menu £ PC CGH{E SIP Console %C fications CRA Console  Financials Console
SIP Console ?

Protocol No.: X18-9990 Library: Health Affairs Pl: Barnard, Deborah

Accrual To Date: 16

Sponsor: Abbvie

Protocol Status: OPEN TO ACCRUAL
IRB Expiration: 05/21/2023
Configuration Status: Complete

Protocol Target Accrual: 100
RC Total Accrual Goal (Upper): 100
Short Title: This is a short title

Select Protocol

Protocol Summary

Protecel not displayable or not configured

View PR w

A ADVARRA @ 2024 Advana, Inc.

Click the ‘configure’ button on the
right-hand side of the screen.

Clinical Research Recruitment Program
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b

SIP Console

Select ‘yes’ from the ‘Display Protocol?’ from the
dropdown menu.

By Advarra  Menu = PC Console SIP Console Specifications CRA Console  Financials Console

Protocol No.: X18- T ffairs Pl: Barnard, Deborah Sponsor: Abbvie
Protocol Target Accrual: 100 Accrual To Date: 16 Protocol Status: OPEN TO ACCRUAL
RC Total Accrual Goal (Upper): 100 IRB Expiration: 05/21/2023
Short Title: This is a short title Configuration Status: Complete
Select Protocol SIP Configuration
Display ProtocolZ Display Title
Phase = v
o Excluded . T
Objective Unmarkad | Use Default Objective? |_|
(=] remaining
- Cverride Cancer —
Treatment ‘ 4] Control? U
1024 characier(s) remaining
Display Drugs? O
Descripfion A _ _ -
4000 characier(s) remaining Display Therapies? U
Key Eligibility ‘ y
4000 characier(s) remaining
Detailed Eligibility L
4000 characier(s) remaining
Disease [ Diagnosis Overide
No overrides defined
Select
Protocol Attachments
No Records Found.
Select
Undo Complete Submit Clear Close




HOW TO USE THE RESEARCH ADMIN
TOOL TO CUSTOMIZE AN ONCORE
STUDY WEBPAGE



RESEARCH ADMIN TOOL: ACCESS

@] University of Colorado Anschutz Medical Campus Webmail | UCD Access | Canvas | Sign Out

) : Research Studies Admin
€ 7o access the Research Admin Tool, you will

need to go to HOME = FOCUSSTUDIES  PARTICIPANT SCREENING PARTICIPANT DATA
https://som.cuanschutz.edu/ResearchStudies _

; Studies
Admin/.

. . Select an OnCore study to customize for the Research Studies website or add an Add a Non-OnCore Study to the Research
NOte- yOU mUSt be logged |nt0 VPN tO access the ResearCh editor to customize a study OR Studies website. Only add Studies that are
Adm|n TOOI- Select OnCore Study * NOT in OnCore.

@ Use your University credentials to log into the

website. 0 . .
2) Customized Studies

Filter

Protocol # Study Title Updated Expires S|P Deleted

22-1521 IMitoQ supplementation for restoring aerobic exercise training effects on  2/20/2024 8/23/2024
endothelial function in postmenopausal women n n B B u

If you have never used the website

before or have never been added to a R = J o] =]=]¢
study that has used the website before “ @aann
then y(‘)u WI” hgve no Stl{dle’sl appear 18-0456 Con\;ErsationaISpit;h\ar:‘tlig:fgfssiilz;r:iu;?énili\.re Disorders 9/26/2022 7172024 n n B B u
under ‘Customized Studies’ list.

21-3923 A Multi-Center, Randomized, Double-Masked, Vehicle-Controlled, 1/21/2022 7113/2024
Parallel-Group, Study to Evaluate the Safety and Efficacy of CSB-001 n n E B u

Ophthalmic Solution 0.1% in Stage 2 and 3 Neurotrophic Keratitis

<]

8 Q3

<<
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https://som.cuanschutz.edu/ResearchStudiesAdmin/
https://som.cuanschutz.edu/ResearchStudiesAdmin/

RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

@] University of Colorado Anschutz Medical Campus

Research Studies Admin

HOME FOCUS STUDIES PARTICIPANT SCREENING PARTICIPANT DATA

Studies

Webmail | UCD Access | Canvas | Sign Out

Select an OnCore study to customize for the Research Studies website or add an
editor to customize a study OR

Select OnCore Study :

Select OnCore Study

02-729° INVESTIGATIONAL PULSE SEQUENCES FOR DATAACQUISITION ON MAGNETIC
04-0332: ORTHOPAEDIC TUMOR REGISTRY

07-0417: Familial Idiopathic Scoliosis: Defining Determinants of a Complex. ..

08-1123: AVANTA PROXIMAL INTERPHALANGEAL (PIP) FINGER JOINT PROSTHESIS
09-0583° A Translational Study of the Interactions between Prior Pregnancy

09-0816: Prospective, Inceptional Cohort Study of Individuals with Bleedin..

1 10-0600: Acetabular and Femoral Development Before and After a Varus Derof. .

10-0882° The Colorado Baby Blanket Research Program

11-0548: PRENATAL DEPRESSION AND ANXIETY HAVE AN IMPACT ON PSYCHOLOGICALLY..
11-1802: Prospective Post Market Clinical Follow-Up Study of the Continuum..

II 12-0446: Videoconferencing for Rural Pediatric Diabetes Care

12-0660° The Assessment of Long Term Durability, Safety and Effectiveness

12-1243: An analysis of leg length discrepancies in children with spastic

‘ 12-1385: Hip and Lower Extremity Outcomes Registry

L

12-1549: A Prospective Natural History Study of Diagnosis, Treatment and O
12-1587" Transcriptome Profiling of Progressive Idiopathic Scoliosis via m
12-1648: MOON Shoulder Instability: Patients Undergoing Operative Treatmen..
13-0091: Validation of a New Sacroiliac-joint Specific Disability Question...
13-0220° Educational Dietetic Intern Protocol (EDIP)

Add aNon-OnCore Study to the Resegjch

Studiep website. Only add Studies thatfa
NOT iff OnCore

Add Non-OnCore Study

P

=

(5}

<

P Qeleted

e3/po24

e2/po24

e1/po24

E BRIt FaT R e T e Mt Y s T M W =TTt S vl N I e e T Tis P=Wa [T S= e aiocian0s

View on Research Studies website

A Multi-Center, Randomized, Double-Masked, Vehicle-Controlled 112112022
Parallel-Group, Study to Evaluate the Safety and Efficacy of CSB-001
Ophthalmic Solution 0.1% in Stage 2 and 3 Neurotrophic Keratitis

21-3923

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS

@ Clinical Research Recruitment Program
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If you are using this tool to customize a
study webpage that is an OnCore study,
you will need to select the study from the
dropdown list.

IMPORTANT

Only studies that you are listed as the
Primary Contact in OnCore will appear in
this dropdown menu.

If you are not listed as the Primary Contact
in OnCore, then you will need to reach out
to that person and have them add you as
an Editor using the Research Admin Tool.




RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

@] University of Colorado Anschutz Medical Campus Webmail | UCDAccess | Canvas | Sign Out

Research Studies Admin

e Once you find the study
that you wish to

HOME FOCUS STUDIES PARTICIPANT SCREENING PARTICIPANT DATA

customize, select it from

the dropdown menu, it :

) P ' Studies

will now appear as the

Selected Stu dy Select an OnCore study 1o customize for the Research Studies website or add an Add a Non-OnCore Study to the Research
editor to customize a study. OR Studies website. Only add Studies that are

»l | 22-0441: A pilot study evaluating ctDNA as a prognostic tool for locally a... = NOT in OnCore.

‘ Customize Study . Add Editor Add Non-OnCore Study

A

—9 Click the ‘Customize Study’ button.

@ Clinical Research Recruitment Program

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS




RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

9 Upload your approval to recruit human
participants via a public-facing website.
This could be your IRB approval letter

IRB Approval for Recruitment on Public-facing Website*

th at Cl early States Wh at recru |tment Please upload verification that you have IRB approval to recruit human participants via a public-facing website. This could be your IRB approval letter
that clearly states what recruitment methods were approved during the review and approval process, or your protocol that includes the recruitment

meth OdS were approved or your section that outlines. If you upload your protocol, you will also need to include the IRB approval letter.

protocol that includes the recruitment |. D 17035RBFile.00C Browse

section. If you upload your protocol, you
will also need to upload your IRB
approval letter.

Please note with recent updates to
COMIRB’s Policy and Procedure
document, changes that we
recommended during our review and
approval process do not need to be
resubmitted and approved by COMIRB.
Please see Section 13.9.2 of this policy.

@ Clinical Research Recruitment Program

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS



chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/research.cuanschutz.edu/docs/librariesprovider148/comirb_documents/guidance/cp-001-policy---comirb-pp.pdf?sfvrsn=56a77bb_3
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/research.cuanschutz.edu/docs/librariesprovider148/comirb_documents/guidance/cp-001-policy---comirb-pp.pdf?sfvrsn=56a77bb_3

RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

o Type your study title. This does not
need to match your IRB-approved
StUdy tltlel and in most cases, It WI” not For studies with lengthy titles, it is acceptable and appropriate to abbreviate the title. We recommend sixth grade reading level text given potential
match as the IRB-approved study title participants may not be familiar with scientific language.
is lengthy, complex, and not easily Cannabis Driving Study
understood by the general population.

Title*

\ 4

e Type your primary objective. This is not
the primary objective from your

\ 4

Primary Objective*

prOtOCOI or grant, but instead a clear E— Text from the [PC Console: Main > Details > Objective] field in OnCore will be displayed, unless new text is entered below.We recommend sixth grade
and ConC|Se 1_2 Sentence Statement Of reading level text given potential participants may not be familiar with scientific language.
the main purpose Of your Study_ Join a CU Anschutz study about the impact of cannabis on driving.

It is important that you use plain language for your title and to summarize the primary
objective of the study. You should not use complex scientific language, abbreviations, or
medical jargon. Please see the plain language resources provided on slide 8.

@ Clinical Research Recruitment Program

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS




RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

»| Description Fields*
e Descn be your Stu dy and Wh at |S Text from the [SIP Console: Description] field in OnCore will be displayed, unless new text is entered below. We recommend sixth grade reading level
. . ! . text given potential participants may not be familiar with scientific language.
involved if a person decides to 3P oescrvton
par“Cl pate . We want to learn mere about how people are affected by cannabis in different ways. We will use a driving simulator to compare the driving of adults
who use cannabis daily, sometimes, or do not use cannabis. Participants must sign a form saying that they have a safe way to get home after the
visit.

This section is where you can start
customizing your page from what is

aval |ab|e In Oncore ] The deSC” pthn ’ Main Procedures (will display as part of Description)
Sectlon |n OnCore W| ” transfer as one r:llve ;:Etl.:t:;l:igvet.nea th tests and a driving test using a driving simulator. Participants must sign a form saying that they have a safe way to get

paragraph. ‘
’ Procedure Duration (will display as part of Description)

Two visits to our Denver office.

Using the Research Admin Tool, you
can separate this information into
different sections, making it more easily

It is important that you use plain language to describe your
understood. P Y P guag y

study. You should not use complex scientific language,
abbreviations, or medical jargon. Please see the plain language
resources provided on slide 8.

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

\ 4

Categories*

@ The category for your study will
transfer from OnCore, unless you i tbimianh i plaona i ol
choose different categories from ) T T—
the IlSt beIOW Cannabis and Cannabinoids o

\ 4

Category Image

e YO u r Categ O ry i m ag e iS based Of th e The image displayed will be a stock photo based on the 1st category above, unless an alternate photo is selected or uploaded. All stock photos have
p rl m ary Categ o) ry I |Sted above _ YO u been IRB approved. Any new photos uploaded will require IRB approval
are also able to upload a different B Use Delaut Category Image
Image, using the upload feature.

B Choose a New Category Image

OIOI
s o

This image must be a high-quality R
Image that represents the

population, disease, condition, or

topic being studied.

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

Principal Investigator*

\ 4

Q The Principal Investigator credentials
and photo will be pulled in from
CUDoctors.com. If the Pl does not have |
a CUDoctors.com profile, you can enter
their information and upload a different
The Principal Investigator name, credentials, and phato will be pulled from CUDoctors.com based on email, or an altemate photo can be uploaded

p h OtO h e re . below. Please use only professional headshots.

& Upload a new Photo Browse

The Principal Investigator name, credentials, and photo will be pulled from CUDoctors.com based on email.

Send recruitment emails to Principal Investigator? Yes @ Mo

Principal Investigator Photo

@ It is a great idea to provide the link to
your study screener. Interested
participant will be redirected to the Plaase provide a link to your study spedific screener Usually this is a REDCap or Qualtrics survey or questionnaire. By providing this link, your
StUdy Screener after they Complete the potential participant will be redirected to complete your study screener after they participant contact and demagraphic information form.
participant contact and demographic
web form.

\ 4

Study Screener Link

B nhtips/iredcap ucdenver edu/surveys/7s=YMPT737HY34EPJJCY

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

Additional Fields

Consider adding other helpful IRB-approved links, such as a study-specific Facebook page or website. Compensation amounts may be listed for

@ Please prOVide Only the necessary Inclusion studies involving healthy subjects only. For all other studies, please either list "compensation provided” or "compensation not provided”.
and exclusion criteria. Do not include

@ 251055 yea
eligibility criteria that needs to be determined N
. . .. P igibility*

at a screening or baseline visit that the e =

potential participant will not know

themselves. Instead include a sentence, e
such as “There are additional eligibility

criteria that need to be determined at a

screening visit by healthcare professional.

This will be reviewed with you during the

informed consent process.” B3 | Getup to$300 for your time

People may be able to join if they are 25 to 55 years old, are healthy, use cannabis daily, sometimes, or do not use cannabis, drive a car or truck,
have a driver's license. and health insurance.

\ 4
H
1

@ It is a great idea to let the potential individual
know how they will be compensated for their | 3
time. Additionally, you can put links to any
other websites in this section.

# Cannabis Driving Study hitps://coloradosph.cuanschul

@ Clinical Research Recruitment Program

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS




RESEARCH ADMIN TOOL: CUSTOMIZING AN ONCORE STUDY

@ In this section, you can upload your IRB-
approved study flyer. This is nice to include
as people might like to see the information
conveyed in a different format.

@ Review the information that you submitted
and make sure that there are no spelling or
grammar errors.

Additionally, make sure that you are using
plain language, and information is at or
below a 6" grade reading level.

Check that all required sections, indicated by
an asterisk, are completed.

If your study webpage is complete, then hit
the submit button.

@ Clinical Research Recruitment Program

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS

Additional File

Consider adding other helpful IRB-approved materials, such as a study flyers or brochures.

Choose File Browse m

By submitting, | am attesting that the following are true:

= These changes are in compliance with the IRB policy.

= The content does not state or imply a certainty of favorable outcome or other benefits beyond what is in the consent document and protocol.

« The content does not make claims, either explicitly or implicitly, that the investigational treatment is safe or effective.

* The content does not use terms such as "new treatment”, "new medication”, or "new drug", without explaining that the treatment offered is
investigational.

= The content does not include an exculpatory language whereby the sponsor or investigator appears to waive subjects' rights to payment for research
related injuries.

« The content does not describe risks and benefits.

\ 4

 EDE:
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HOW TO USE THE RESEARCH ADMIN
TOOL TO CREATE A NON-ONCORE
STUDY WEBPAGE



RESEARCH ADMIN TOOL: ACCESS

@] University of Colorado Anschutz Medical Campus Webmail | UCD Access | Canvas | Sign Out

Research Studies Admin

€ 7o access the Research Admin Tool, you will
need to go to: HOME FOCUS STUDIES PARTICIPANT SCREENING PARTICIPANT DATA
https://som.cuanschutz.edu/ResearchStudies
Admin/.

Studies

. . Select an OnCore study to customize for the Research Studies website or add an Add a Non-OnCore Study to the Research
NOte- yOU mUSt be logged |nt0 VPN tO access the ResearCh editor to customize a study OR Studies website. Only add Studies that are
Adm|n TOOI- Select OnCore Study * NOT in OnCore.

@ Use your University credentials to log into the

website. 0 . .
2) Customized Studies

Filter

Protocol # Study Title Updated Expires S|P Deleted
22-1521 IMitoQ supplementation for restoring aerobic exercise training effects on  2/20/2024 8/23/2024
endothelial function in postmenopausal women n n B B u

If you have never used the website

before or have never been added to a “ @aoaao
study that has used the website before ettt B = J o)z =]
then y‘ou WI” ha..VG no Stlalldle’sl appear 18-0456 Con\;ErsationaISpit;h\ar:‘tlig:fgfssiilz;r:iu;?énili\.re Disorders 9/26/2022 7172024 n n B B u
under ‘Customized Studies’ list.

21-3923 A Multi-Center, Randomized, Double-Masked, Vehicle-Controlled, 1/21/2022 7113/2024
Parallel-Group, Study to Evaluate the Safety and Efficacy of CSB-001 n n E B u

Ophthalmic Solution 0.1% in Stage 2 and 3 Neurotrophic Keratitis

8 Q3

<<
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RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE

@] University of Colorado Anschutz Medical Campus Webmail | UCD Access | Canvas | Sign Out

© If you are using this tool
to create a study
webpage for a study that
[ studies IS not in OnCore, then
you will need to click the
e O " Notmomgem. ‘Add Non-Oncore Study’
button.

Customize Study Add Editor Add Non-OnCore Study

Research Studies Admin

A

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE

0 Upload your approval to recruit human
participants via a public-facing website.

H IRB Approval for Recruitment on Public-facing Website*
This could be your IRB approval letter
th at Cl early States Wh at recru |tment Please upload verification that you have IRB approval to recruit human participants via a public-facing website. This could be your IRB approval letter
that clearly states what recruitment methods were approved during the review and approval process, or your protocol that includes the recruitment
meth OdS were approved or your section that outlines. If you upload your protocol, you will also need to include the IRB approval letter.
protocol that includes the recruitment |. D 17035RBFile.00C Browse

section. If you upload your protocol, you
will also need to upload your IRB
approval letter.

Please note with recent updates to
COMIRB’s Policy and Procedure
document, changes that we
recommended during our review and
approval process do not need to be
resubmitted and approved by COMIRB.
Please see Section 13.9.2 of this policy.

@ Clinical Research Recruitment Program
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chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/research.cuanschutz.edu/docs/librariesprovider148/comirb_documents/guidance/cp-001-policy---comirb-pp.pdf?sfvrsn=56a77bb_3
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/research.cuanschutz.edu/docs/librariesprovider148/comirb_documents/guidance/cp-001-policy---comirb-pp.pdf?sfvrsn=56a77bb_3

RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE

COMIRB/IRB/Protocol Number*

e Enter your COMIRB number. You will only be
asked this if this is a Non-Oncore Study. T L 8

Title*

v

@ Type your study title. This does not need to match
your I R B_approved Stu dy tltle and In most Cases It For studies with lengthy titles, it is acceptable and appropriate to abbreviate the title. We recommend sixth grade reading level text given potential
. ! . . ' participants may not be familiar with scientific language.
will not match as the IRB-approved study title is —
lengthy, complex, and not easily understood by the
general population. ’

BfedBwell cancer survivorship nutrition program: proof-of-concept pilot study

\ 4

Primary Objective*

0 Type your primary objective. This is not the primary
ObJeCtlve from your prOtOCOI Or grant’ bUt InStead a . — The primary objective of the BfedBwell proof-of-concept pilot study is to assess the feasibility and acceptability of integrating the BfedBwell nutrition
Clear and COﬂClse 1_2 Sentence Statement Of the mal n zuccljerls!:;:tt:;tlﬂ:nlze;I:KEé:jIp»:!j:;;ci:\eucwse program. We also aim to explore the effects of the BfedBwell + BfitBwell programs on
purpose of your study.

We recommend sixth grade reading level text given potential participants may not be familiar with scientific language.

It is important that you use plain language for your title and to summarize the primary
objective of the study. You should not use complex scientific language, abbreviations, or
medical jargon. Please see the plain language resources provided on slide 8.

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE

Description Fields*

e DeSCﬂ be your StU dy, and Wh a.t IS We recommend sixth grade reading level text given potential participants may not be familiar with scientific language.
involved if a person decides to 3 oescription-

\ 4

partICI pate Cancer survivors who have completed active treatment within the last five years and who have BMI 25-45 kg/m2 will take part in a 12-week study
' of the BfedBwell survivorship nutrition program. BfedBwell includes group nutrition education and discussion, skills development sessions and
cooking demonstrations, and 1:1 counseling with a dietitian. They will also take part in the BfitBwell cancer exercise program.

Using the Research Admin Tool, you

can separate this information into .
different sections, making it more easily 3P ain Proceaures (il cisplay as partof Descrpton)

understood. A

-
- Once monthly cooking demonstration (in-person) P
7
’ Procedure Duration (will display as part of Description)
~6 months
“

It is important that you use plain language to describe your
study. You should not use complex scientific language,
abbreviations, or medical jargon. Please see the plain language
resources provided on slide 8.

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE

e You will need to choose what " ooterories

Categ O ry th at best fItS yo u r Stu dy. Drag and drop categories to change order. Drag category out of list to delete

cancer 1]

Nutrition and Metabolism (2]

Behaviors and Mental Health ©
@ Your category image is based of the | cotegoryimage

primary category listed above. You
are also able to upload a different
image, using the upload feature.

OR

Bj Choose a New Category Image

OR

B | Upload new Image Browse

The image displayed will be a stock photo based on the 1st category above, unless an alternate photo is selected or uploaded. All stock photos have
been IRB approved. Any new photos uploaded will require IRB approval

This image must be a high-quality
image that represents the population,
disease, condition, or topic being
studied.

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE

Enter the Principal Investigator’s
credentials here.

The Principal Investigator’s photo
should populate if they have a
CUDoctors.com profile, if not, upload
their professional headshot here.

@ Unlike with OnCore studies, you will
need to provide the Primary Contact
email address. This individual that will
be contacted when interested people
completed the webform.

@ Clinical Research Recruitment Program

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS

Principal Investigator*

\ 4

The Principal Investigator name and credentials will be pulled from CUDoctors.com based on email verification. If information not found, please enter
below.

= emily bhill@cuanschutz edu
Send recruitment emails to Principal Investigator?® Yes @ No

& Emily Hill, PhD, RDN

\ 4

Principal Investigator Photo

The default photo is shown below. If an email is entered and verified above, photo will be pulled from CUDoctors.com based on email, or an alternate photo
can be uploaded below. Please use only professional headshots.

& Upload a new Photo Browse

Emily Hill, PhD, RDN

Primary Contact Email*

Add the Primary Contact email address for recruitment emails.

& BfedBwell@cuanschutz.edu




RESEARCH ADMIN TOOL: CREATING A STUDY WEBPAGE

@ Unlike OnCore studies, you will need to

select the locations that the study will "] Locations
be conducted. This is any location that — Drag and drop locations to change order Drag location out of s o delete.
the participant may need to visit to Select aLocation.. :
complete study procedures or visits. Colorado Research Centr @
CTRC-adult 2
CU Anschutz non-hospital research facilities e
@ It is a great idea to provide the link to
your study screener. Interested »|  study screener Link
participant will be redirected to the | e e s e o i & et e

study screener after they complete the
participant contact and demographic
web form.

B  hitps:/iredcap ucdenver edu/surveys/?s=3EC3EX4KFNEYTI3F

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE

@ Unlike OnCore studies, you will need to

select the locations that the study will "] Locations
be conducted. This is any location that — Drag and drop locations to change order Drag location out of s o delete.
the participant may need to visit to Select aLocation.. :
complete study procedures or visits. Colorado Research Centr @
CTRC-adult 2
CU Anschutz non-hospital research facilities e
@ It is a great idea to provide the link to
your study screener. Interested »|  study screener Link
participants will be redirected tothe | e e s e o i © et e

study screener after they complete the
participant contact and demographic
web form.

B  hitps:/iredcap ucdenver edu/surveys/?s=3EC3EX4KFNEYTI3F

@ Clinical Research Recruitment Program
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RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE

Additional Fields

Please prOVIde on |y the necessary |nCI US|On Consider adding other helpful IRB-approved links, such as a study-specific Facebook page or website. Compensation amounts may be listed for
. . . . studias involving healthy subjects only. For all other studies, please either list "compensation provided” or "compensation not provided™.
and exclusion criteria. Do not include

eligibility criteria that needs to be determined =
at a screening or baseline visit that the o
potential participant will not know L
themselves. Instead include a sentence, e
such as “There are additional eligibility
criteria that need to be determined at a
screening visit by healthcare professional.
This will be reviewed with you during the
informed consent process.” —
KA | Travel Compensa
It is a great idea to let the potential individual Pl | #  FacebookLink
know how they will be compensated for their o p——
time. Additionally, you can put links to any
other websites in this section. # | Anschutz Health and Wielnes: | htips:inews cuanschutz.eduf

@ Clinical Research Recruitment Program

OFFICE OF THE VICE CHANCELLOR FOR RESEARCH
UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS




RESEARCH ADMIN TOOL: NON-ONCORE STUDY WEBPAGE
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Additional File

In this section, you can upload your IRB- Consider adding other helpiul IRB-approved materiais, such as a study fiyers or brochures.
approved study flyer. This is nice to Choose File S m

include as people might like to see the —
information conveyed in a different

format- By submitting, | am attesting that the following are true:

» These changes are in compliance with the IRB policy.
« The content does not state or imply a certainty of favorable outcome or other benefits beyond what is in the consent document and protocol.

ReV|eW the |nf0rmat|on that yOU « The content does not make claims, either explicitly or implicitly, that the investigational treatment is safe or effective.
H « The content does not use terms such as "new treatment”, "new medication”, or "new drug”, without explaining that the treatment offered is
submitted and make sure that there are vestatona . pane
no Spelhng or grammar errors. « The content does not include an exculpatory language whereby the sponsor or investigator appears to waive subjects' rights to payment for research
related injuries.
Addltlona”y make sure that you are + The content does not describe risks and benefits.
]

using plain language, and information is
at or below a 6™ grade reading level. @
Check that all required sections,

indicated by an asterisk, are completed.

\ 4

If your study webpage is complete, then
hit the submit button.
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RESEARCH STUDIES WEBSITE: REVIEW AND APPROVAL PROCESS

The study webpage will be reviewed by the Clinical
Research Recruitment Team.

During the review process we are evaluating your study
webpage for the following criteria:

All required sections are complete.
There are no spelling and grammar mistakes.
Complete sentences are used.

The information is summarized using plain language
and it is at or below the 6™ grade reading level.

All medical or study procedures are explained in a
clear and understandable way.

Your study webpage will not be approved until all the
requirements above are met.

@ Clinical Research Recruitment Program
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For more information, check out our website at
research.cuanschutz.edu/cros/recruitment

The Clinical Research Recruitment Program is partially funded by
the Colorado Clinical and Translational Sciences Institute (CCTSI)
through NIH/NCATS grant UM1TR004399.

~

Clinical Research Recruitment Program
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@J 225 Colorado Clinical and Translational
w#= Sciences Institute (CCTSI)

CHUTZ MEDICAL CAMPUS UNIVERSITY OF ¢ JRADO DENVER | ANSCHUTZ MEDICAL CAMPUS



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29
	Slide 30
	Slide 31
	Slide 32
	Slide 33
	Slide 34
	Slide 35
	Slide 36
	Slide 37
	Slide 38
	Slide 39
	Slide 40
	Slide 41
	Slide 42
	Slide 43
	Slide 44
	Slide 45

