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Research Advertising

Quick Overview of Ad Development & Approval

Belinda Smith, MS, CCRC
Research Education Specialist




Objective

= Clarify roles in research advertising development,
review and approval.
— Office of Research Integrity (ORI)
— Institutional Review Board (IRB)
— Public Relations (PR)

— Clinical Research-Development & Operations Center
(CR-DOC)
These units collaborate to facilitate compliant subject
advertising and streamline both the PR and IRB
approval process by incorporating a number of checks

and balances to promote compliant ad development,
preferably at the front end.




PR Review




PR Review takes into account:

= ORI Recruitment Guidance Document
www.research.uky.edu/ori/SOPs Policies/7-Recruitquidance.pdf

= UK graphic standard

www.uky.edu/Graphics/
= Required photo releases

www.uky.edu/PR/Photo-Image consent form.pdf




.| Advertising that needs review by PR:

v'Any piece referencing UK or UK researchers;

v'Any piece that will be distributed to the general public
via mass media or grassroots distribution;

v'Any piece that will be distributed within campus (i.e.
Flyer posted in break room for questionnaire study of
employee satisfaction); or

v'Substantive modifications in existing piece.




Exception from PR requirement:

ONationally developed campaign pieces where only
mention of UK Is In the attached contact information
(I.e. National advertising for multi-site sponsored trial
with central call center and/or local site contact info);

ORecruitment Letters: or

OMiInor revisions to pieces previously reviewed by PR
(l.e. phone number).




.| Two routes to PR review

1. Investigator develops advertisement piece and
submits directly to PR

2. The Clinical Research Development and Operations
Center (CR-DOC) develops the piece and obtains
PR review on behalf of the investigator.




CR-DOC Participant Recruitment website

www.ccts.uky.edu

Click on the CR-DOC Service Request Form found in Quick Links

add requested information and complete the section on Participant Recruitment.
https://redcap.rdmc.org/redcap_survey/surveys/index.php?hash=9766527f2b5d3e95d4a733fctb77bd7e

| | | St | 0 | % | [

UK Center for Clinical and Translational Science
KENTUCKY :

i ot Staficy

A [ quckimk

* Infarmetica Tash [ ——
&&&&&&&&&&&&&&&& SE-D0C Sorvics Bcoucal form
Traralaticna I S2-SOC Soryeos Sooucyl toem
Tesemslzgiey R T ey
c SesciS e gpoe Sooooel
rrrrrrrrrrrrrrrrr
o ——— E a Saregetznoalica

o iy p Evants

TE ST
| s

Carza ¥or Givizal ad Tramaiaiio=si Sciemce | 800 Fows & Rm SO0 | Lavinge, WY SOSNEO06 | (6S%) X-3SLS
bty o Hartuziey | A mma Somnmohs oot | lsdss LUIZTNL R0
=1 SRS
- S




Additional CR-DOC services?

CR-DOC makes IRB revisions to tracked ad and will
begin promotional activities (listed below) only after

receiving a copy of the IRB approval.
www.ccts.uky.edu/CRDOC/participants.aspx

= Develop strategies and advertisement for research participant recruitment
campaigns

» Radio, newspaper, internet copy writing, cost negotiations and placement

= Layout of advertising flyer, brochures, educational materials for distribution

» Dedicated research wall mounts and websites, metrics available

» New Research Participant Self-referral Database

= Provide UK PR Graphic Standard Policies and FDA compliance assistance

= Coordinate with UK Healthcare for additional promotional campaigns, press
releases, etc.

= Research spotlights to promote research studies and physician

= Booth at Community health fairs, festivals, conferences, etc. (Can provide research
information to those attending other events.)

» Provide recruitment presentations to investigators and research staff




IRB Review




IRB Submission

= The ORI forms website contains all required documents for
submission for IRB review.

www.research.uky.edu/ori/human/HumanResearchForms.htm
* |IRB Form L guides investigators to submit all potential
subject recruitment materials for IRB review.

= In addition, it directs investigators to UK Public
Relations for review of print and media advertisements
that go out to the public.




IRB Review

= Submit PR approved ad with initial IRB approval (or
via modification If study already approved)

* |IRB may want the PR marked up version as well as
the clean revised version.

* |RB has final say In review process.
* |RB should see/hear final product (print, video, audio).

* |IRB may review and approve the wording of the
advertisement prior to taping then review final taped
message via expedited procedures.




| IRB Advertising Guidelines — m

Ads must
= state clearly that the program of study is research;
= show affiliation with University of Kentucky;

* provide contact information;
— Investigator's name , and/or
— Person to contact , and/or
— Contact's phone and/or
— e-mail, and/or
— URL

= |ist purpose of study; and
show RESPECT.




- .IRB Advertising Guidelines —

Recruitment material/advertising may

= summarize criteria that will be used to
determine eligibllity;

= |Ist time or other commitment required,;

= |ist location of research;

= priefly list participation benefits;

* the time or other commitments required; and

= state that subjects will be paid or compensated
for their time or travel, but should not
emphasize payment.




* __|STIPEND PAYMENT - $ amount

» For Phase I-lll clinical trials and other significant
risk research it is not permissible to state the
amount to be paid to potential subjects.

= For all other research protocols the IRB will
make the decision of whether amount to be paid
may be posted in the recruitment materials on
an individual protocol basis.




= " |IRB Advertising Guidelines —

Must Not:
* include coercive language,

= claim, either explicitly or implicitly, that the test article is safe or
effective for the purpose under investigation; or that it is
equivalent or superior to any other treatment;

= state “New Drug”, “New Treatment”, “New Device” etc without
explaining that test article is investigational,

= promise “free medical treatment” if only providing study related
care at no cost; or

= emphasize rewards or list dollar amounts for Phase I-1lI clinical
trials or other significant risk research.




= .| Additional tips for IRB approval

= Use staff credentials vs. title (i.e. use John Smith,
MD instead of Dr. John Smith).

= |nsert word ‘Research’ before study or project.

= Do not state that “study has been approved by UK
RB” — as could be seen as endorsement.

= Describe all potential recruitment activities in #5 of
research descriptions.

= Get verbal approval to post advertising/flyers in
community settings and letter of agreement when
going into a faculty to recruit or conduct recruitment
activities (as outlined in IRB Form N).




= |[RB Guide to Identification & Recruitment of

Prospective Subjects

www.research.uky.edu/ori/SOPs Policies/Recruitquidance.doc

Investigator may approach a potential subject if they have a
treatment relationship.

For hospital based study- seek approval of potential subject's
attending physician.

Outpatients requires approval of potential subject's primary
care physician.

Consistent with state law, UK IRB does not approve finder’s
fees.

Cold calls or direct mailings are normally not acceptable.

Investigator may send IRB approved letter with enclosed card
for potential subject to return IF they agree to be contacted.

Describe all recruitment plans
under #5 of IRB Form B



Potential Research
Participant Resources




CR-DOC Research Participant Self-referral
Database

http://ccts.uky.edu/Participants/Research.aspx
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CR-DOC Clinical Research Volunteer website
www.ukclinicalresearch.com

* Provides education material and current study advertising for

potential clinical research subjects.
e ) - I
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Studies currently enrolling at the University of Kentucky
Current Studies

UK Research Sites All links are pdf's files

Volunteer Healthy Volunteer Studies
Opportunities Are You Learning or Have Learned Mandarin Chinese
Brain Stimulation Research Study for Healthy Participants
Industry Information Brain Stimulation and Treadmill Training for Stroke Patients
. Fatigue and Muscle Research Study
T Healthy Mursing Mothers Needed for Clinical Research Study
Contact Us Healthy Adult Volunteers Needed to Donate Blood
Healthy Adult Velunteers Meeded to Donate Bone Marrow
How to Find Us Healthy Volunteers Needed for Behavioral Studies
Individual Needed to Participate in Study on Couple Relationship
Home Research Study of Alcohol and Cognitive Processes

Research Study to Test Effects of Flexibility Training for Mature Populations
Research 3tudy on Muscle Strength and Body Composition Changes
Throughout Life
Study on the Effects of Alcohol
Why Should | Triathletes/Cyclists Needed for a Research Study

Volunteer= Volunteer for a Study of Voice using Functional MRI
I= Your Home at Risk for Radon?




UK HealthCare

www.ukhealthcare.uky.edu/patient/clinicalresearch.asp

| For Patients | For Physicians | Education Research Giving About UKHC | For Staff
UKHeaIthca re ISEErch UK. HealthCare Search Advanced Search Ask a Question
a - - .
Home Our Services Find a Doctor Make an Appointment Health Informaticn Directions Directory

-_—

UK HealthCare. ¢

For more information on clinical research studies,

e-mail ukclinicalresearchi@uky.edu, click one of the
links below or call 859-257-7856.

UK HealthCare Clinical Research Development and Operations

Center (CR-DOC) provides valuable services to patients, including the o Center for Clinical and Translational Science

advancement of medicine through ongeing clinical research. e (Clinical Research Development and
Operations Center

For information on paricipating in a research study browse aur o Paricipation

current list of clinical research studies.

Each year, millions of people volunteer to participate in clinical
research studies. Without participants, there would be no new

therapies for diseases and disorders.

& Clinical Research Study Opportunities
« Women's Health Registry

o ForKids: Research is Fun

o Public Trust

#« Research Padicipant Protection

& Clinical Research Study Results

As part of the University of Kentucky's mission to improve medical care
and treatment, UK faculty and staff actively paricipate in numerous
clinical research studies for a broad range of medical conditions, such
as Alzheimer's disease asthma, breast cancer, cervical cancer, dental
disorders,diabetes, heart failure, HIV AIDS, kidney disease, surgery,

and moare.
FOR MORE INFORMATION ON RESEARCH

Learn more about clinical research and how you can make a
difference in tormorrow’'s health care by being a research paricipant.

o CenterWatch Trials Listing Service

& Clinicaltrials.gov
« National Institutes of Health

Should you participate in a clinical research study?

Find answers to your questions about research » Mational Library of Medicine
studieshy reading our informative Health Smart!

publication Should you padicipate in clinical
research study? =
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ORI Research Participants Website

www.research.uky.edu/ori/human/participants.html

Provides resources and education material for
potential research participants. Includes materials
for parents, Legally Authorized Representatives
and Spanish education materials.

U UNIVERSITY OF KENTUCKY

Office of Research Integrity

m Research Participants

ORI Home Page Research involving human subjects is based on a commitment to advance human welfare, knowledge and understanding, and to examine cultural dynamics. Researchers,
universities, governments and private institutions undertake or fund research inveolving human subjects for many reasons: for example, to alleviate human suffering, to validate
social or scientific theories, to dispel ignorance, to analyze policy, and to understand human behavior and the evolving human condition. [Interagency Advisory Panel on

Reszearch Ethics]

Someday, you or a family member may want to take part in a research study. If this happens, the information here may help you make the right decision.

To jump to a topic, click on your choice in the menu below:

Information about Participating in Research Contact Information
. .. . What i Instituti | Revi B d
What is a Clinical Trial? {IR;);S an fnstitutional Review Boar

For Parents What does Accreditation Say About UK?

Informacion Sobre la Investigacion - en Espaiiol




Additional Contact Information

» CR-DOC Marketing

Roxane Poskin

Manager, Participant Recruitment and Marketing
(859) 257-7856 Fax: (859) 257-1563
roxane.poskin@uky.edu

= PR
Keith L. Hautala
University of Kentucky Public Relations
1A Mathews Building
Lexington, KY 40506-0047
Phone: (859) 323-6363 EXT. 231 Fax: (859) 257-2635
keith.hautala@uky.edu

= ORI Helene Lake-Bullock, Research Compliance Officer or
Belinda Smith, Research Education Specialist
(859) 257-9428 Fax: (859) 257-8995
hibullo@email.uky.edu
belinda.smith@uky.edu




References

.= ORI Recruitment Guidance Document

| http://www.research.uky.edu/ori/SOPs_Policies/7-Recruitguidance.pdf
' = UK graphic standard s

. www.uky.edu/Graphics/

= OHRP Guidebook- Identification and Recruitment of Subjects

| http://www.hhs.gov/ohrp/archive/irb/irb_chapter4.htm#f12

' = FDA Guidance on Recruiting Study Subjects

. http://www.fda.gov/Requlatorylnformation/Guidances/ucm126428.htm
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