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Objective

 Clarify roles in research
review and approval.

– Office of Research Inte
– Institutional Review Boa
– Public Relations (PR)

Cli i l R h D– Clinical Research-Deve
(CR-DOC)

These units collaborateThese units collaborate 
advertising and streaml
approval process by incpp p y
and balances to promot
preferably at the front e

h advertising development, 

egrity (ORI)
ard (IRB)

l t & O ti C telopment & Operations Center 

to facilitate compliant subjectto facilitate compliant subject 
ine both the PR and IRB 

corporating a number of checks p g
te compliant ad development, 
nd.



PR Review



PR Review takes in

 ORI Recruitment Guida
www.research.uky.edu/ori/SOPs_

 UK graphic standard 
www uky edu/Graphics/www.uky.edu/Graphics/

 Required photo release
www uky edu/PR/Photo Image cwww.uky.edu/PR/Photo-Image_c

nto account:

nce Document
_Policies/7-Recruitguidance.pdf

s
consent form pdfconsent_form.pdf



Advertising that ne

Any piece referencing U
Any piece that will be di

via mass media or grass
Any piece that will be di

Flyer posted in break ro
employee satisfaction); 
Substantive modification

eeds review by PR:

UK or UK researchers;
istributed to the general public 
sroots distribution;
istributed within campus (i.e. 

oom for questionnaire study of 
or
ns in existing piece.  



Exception from PR re

Nationally developed ca
mention of UK is in the a
(i.e. National advertising

ith t l ll twith central call center a
Recruitment Letters; or
Minor revisions to piece

(i.e. phone number).

equirement:

ampaign pieces where only 
attached contact information 
g for multi-site sponsored trial 

d/ l l it t t i f )and/or local site contact info); 

es previously reviewed by PR 



Two routes to PR r

1. Investigator develops a
submits directly to PR

2. The Clinical Research
Center (CR-DOC) dev
PR review on behalf o

review

advertisement piece and 

 Development and Operations 
velops the piece and obtains 
f the investigator. 



CR-DOC Participan
www.ccts.uky.eduy

Click on the CR-DOC Service Request 
add requested information and compleq p

https://redcap.rdmc.org/redcap_survey/surveys/i

nt Recruitment website

Form found in Quick Links
ete the section on Participant Recruitment. p

ndex.php?hash=9766527f2b5d3e95d4a733fcfb77bd7e

Click Human 
SubjectSubject 
Form to 
request Flyer 
Development



Additional CR-DOC

CR-DOC makes IRB revis
begin promotional activi
receiving a copy of the I
www ccts uky edu/CRDOC/www.ccts.uky.edu/CRDOC/

 Develop strategies and advertisemen
campaigns 
R di i t t it Radio, newspaper, internet copy writ

 Layout of advertising flyer, brochures
 Dedicated research wall mounts and 
 New Research Participant Self-referr
 Provide UK PR Graphic Standard Po
 Coordinate with UK Healthcare for ad

releases, etc.
 Research spotlights to promote resea
 Booth at Community health fairs, fest

i f ti t th tt di thinformation to those attending other e
 Provide recruitment presentations to 

C services?

sions to tracked ad and will 
ities (listed below) only after 
IRB approval.
/participants aspx/participants.aspx
nt for research participant recruitment 

i t ti ti d l ting, cost negotiations and placement
s, educational materials for distribution
websites, metrics available

ral Database
olicies and FDA compliance assistance
dditional promotional campaigns, press 

arch studies and physician
tivals, conferences, etc. (Can provide research 

t )events.)
investigators and research staff 



IRB Review



IRB Submission

 The ORI forms website 
submission for IRB review. 
www.research.uky.edu/ori/h
 IRB Form L guides inve IRB Form L guides inve

subject recruitment mat
 In addition it directs inv In addition, it directs inv

Relations for review of p
that go out to the publicthat go out to the public

contains all required documents for 

human/HumanResearchForms.htm
estigators to submit all potentialestigators to submit all potential 
erials for IRB review.  

vestigators to UK Publicvestigators to UK Public 
print and media advertisements 
.  



IRB Review

 Submit PR approved ad
via modification if study 
 IRB may want the PR m

the clean revised versio
 IRB has final say in revi
 IRB should see/hear fin
 IRB may review and app

advertisement prior to ta
message via expedited 

d with initial IRB approval (or 
already approved)

marked up version as well as 
on. 
ew process.  
al product (print, video, audio). 
prove the wording of the 
aping then review final taped 
procedures. 



IRB Advertising Guidelin

Ads must 
 state clearly that the progra
 show affiliation with Univers
 provide contact information

– Investigator's name , and/o
Person to contact and/or– Person to contact , and/or

– Contact's phone and/or 
– e-mail, and/or
– URL

 list purpose of study; and
h RESPECT show RESPECT.

nes –

am of study is research; 
sity of Kentucky; 
; 
r



IRB Advertising Guidelin

Recruitment material/aRecruitment material/a
 summarize criteria th

determine eligibility;determine eligibility; 
 list time or other com

f list location of resear
 briefly list participatio
 the time or other com
 state that subjects wstate that subjects w

for their time or trave
emphasize payment.p p y

nes –

advertising mayadvertising may
hat will be used to 

mmitment required;
rch;
on benefits; 
mmitments required; and
will be paid or compensatedwill be paid or compensated 
el, but should not 
.  



STIPEND PAYMENT  -

 For Phase I-III clinicaFor Phase I III clinica
risk research it is not
amount to be paid toamount to be paid to
 For all other research

make the decision ofmake the decision of
may be posted in the
an individual protocop

- $ amount

al trials and other significantal trials and other significant 
t permissible to state the 

o potential subjects.o potential subjects. 
h protocols the IRB will 
f whether amount to be paidf whether amount to be paid 
e recruitment materials on 
ol basis. 



IRB Advertising Guidelin

Must Not:
 include coercive language; include coercive language;
 claim, either explicitly or impl

effective for the purpose unde
equivalent or superior to anyequivalent or superior to any 

 state “New Drug”, “New Trea
explaining that test article is i

i “f di l t t promise “free medical treatm
care at no cost; or

 emphasize rewards or list do
t i l th i ifi t i ktrials or other significant risk 

nes –

icitly, that the test article is safe or 
er investigation; or that it is 
other treatment;other treatment;

atment”, “New Device” etc without 
nvestigational;  

t” if l idi t d l t dent” if only providing study related 

llar amounts for Phase I-III clinical 
hresearch.



Additional tips for 

 Use staff credentials v
MD instead of Dr. Joh

 Insert word ‘Research
 Do not state that “stud

IRB” – as could be see
 Describe all potential r

research descriptions.
 Get verbal approval to

community settings an
i i f lgoing into a faculty to 

activities (as outlined i

IRB approval

vs. title (i.e. use John Smith, 
n Smith).

h’ before study or project.
dy has been approved by UK 
en as endorsement. 
recruitment activities in #5 of 

o post advertising/flyers in 
nd letter of agreement when 

i d irecruit or conduct recruitment 
in IRB Form N).



IRB Guide to Identific
Prospective Subjectsp j

www.research.uky.edu/ori/SOPs_Po
I ti t h Investigator may approach a
treatment relationship.

 For hospital based study- sep y
attending physician. 

 Outpatients requires approv
care physiciancare physician. 

 Consistent with state law, U
fees.

 Cold calls or direct mailings
 Investigator may send IRB a

for potential subject to returfor potential subject to retur

cation & Recruitment of  
s

olicies/Recruitguidance.doc
t ti l bj t if th ha potential subject if they have a 

eek approval of potential subject's pp p j

val of potential subject's primary 

UK IRB does not approve finder’s 

s are normally not acceptable. 
approved letter with enclosed card 
rn IF they agree to be contactedrn IF they agree to be contacted.

D ib ll it t lDescribe all recruitment plans 
under #5 of  IRB Form B



Potential Research
Participant Resoup

h 
rces



CR-DOC Research Pa
Database

http://ccts.uky.edu/P

articipant Self-referral 

Participants/Research.aspx



CR-DOC Clinical Res
www.ukclinicalresearch.com

 Provides education materia
t ti l li i l hpotential clinical research su

search Volunteer website
m

l and current study advertising for 
bj tubjects. 



UK HealthCare 
www.ukhealthcare.uky.edu/pay p tient/clinicalresearch.aspp



Research
http://www.research.uky.edu/



ORI Research Part
www.research.uky.edu/ori/h

Provides resources and educa
t ti l h ti i tpotential research participants

for parents, Legally Authorized
and Spanish education materip

ticipants Website
human/participants.html

ation material for 
I l d t i ls.  Includes materials 

d Representatives 
als.



Additional Contact

 CR-DOC Marketing 
Ro ane PoskinRoxane Poskin
Manager, Participant Recru
(859) 257-7856 Fax: (859) 2
roxane poskin@uky eduroxane.poskin@uky.edu

 PR 
Keith L. Hautala 
University of Kentucky PubUniversity of Kentucky Pub
1A Mathews Building 
Lexington, KY 40506-0047
Phone: (859) 323 6363 EXPhone: (859) 323-6363 EX
keith.hautala@uky.edu

ORI H l L k B ll k R ORI Helene Lake-Bullock, Rese
Belinda Smith, Research E
(859) 257-9428 Fax: (859) ( ) ( )
hlbullo@email.uky.edu
belinda.smith@uky.edu

t Information

itment and Marketing
257-1563

blic Relationsblic Relations 

7 
XT 231 Fax: (859) 257 2635XT. 231 Fax: (859) 257-2635 

h C li Offiearch Compliance Officer or 
Education Specialist

257-8995
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