
 

 

Forum  Conference  - April  18, 2019   
"Pioneers f or  Discovery:  Reinventing  the  Research  Enterprise"  

Day 2 Sc  hedule  

Location: Al l  Sessions  are  in  Ballroom  A and   B  unless  otherwise  specified.  

7:00- 8:00   Registration/Breakfast **   

8:00- 8:15   Welcome  and  Opening Re marks  

8:15- 9:15   Building  Communication f or  Community-Based  Research1  

  Keynote  address w ill  focus on t  he  importance  of  communication  
between st udy  teams and   participants  in c ommunity-based re search  
– w ith a spe  cial  focus on soc  ial  determinants of   health.  

 Susmita  Pati, M .D.,  MPH,  Alan  Alda  Center fo r C ommunicating  
Science®  

9:15-10:00   Viewing Cons ent to Cl  inical  Trials T hrough  the  Lens of   Clinical  
Consent1  

  
Implementing t he  Common R ule  revisions i n re lation t o w riting  
informed  consent  forms  for re search by   looking at   good c onsent  
practices  that  are  used f or mak ing de cisions about   clinical  care.  

Jerry  Menikoff, M .D., J .D., OHR P  

10:00-10:15 B reak**  

10:15-11:00   FDA Re al  World  Evidence  Program  - Opportunities and   
Challenges1  

  
Participants wi ll  hear  updates on t  he  FDA’s  Real-World E vidence  
(RWE)  Program  and Fra mework  - opportunities  and c hallenges  
associated wi th  innovative  technology, nove l  study  designs, a nd  
demonstration pro jects t o  fill  knowledge  gaps.  

M. K hair  ElZarrad,  PhD, M PH,  Office  of  Medical  Policy, C DER,  
FDA  

11:00-11:45   Making M obile  Clinical  Trials a Re  ality1  

  Speakers  will  share  recommendations f rom t he  Clinical  Trials  
Transformation Ini tiative  on i ncorporating mobi le  technologies i nto  
clinical  trials, hi ghlighting i mportant  scientific, prac tical, and   
ethical  considerations f or i nvestigators, st udy  staff, and IR  B  



 

 

representatives.  

Michele  Russell-Einhorn, J.D. , Adva rra  
Greg L icholai, M .D., M BA, Ya le  School  of  Management;  PRA  
Health Sc iences  

11:45-12:45 L unch and   Networking **   
Location: B allroom  C  

12:45-1:45   The  Alda M ethod®:  Making  the  Choice  to Co nnect   

  Alan A lda C enter f or C ommunicating Sc ience®  instructors w ill  
introduce  the  Alan A lda Me thod®  principles on h  ow  to c raft  short,  
clear, i nformation t o  non-scientific  stakeholders.  

Elizabeth B ojsza, M FA,  Alan Al da  Center  for C ommunicating  
Science®  
Brenda M acArthur,  Ph.D., Al an Al da  Center fo r  Communicating  
Science®  

1:45-2:00 B reak**  

2:00-3:30  Breakout Se ssions  

Track 1   Fostering a Co  mmunity B ased Appr oach to Suc  cessful  Research  
Location: Cour tyard  4  and  5  

Lessons  Learned f rom  Patient E ngagement  Initiatives  

National  Center f or A dvancing Tr anslational  Science  Clinical  and  
Translational  Research A ward C onsortium  members w ill  share  their  
examples of   their pat ient  engagement  initiatives  Each  will  provide  
their uni que  perspective  and i dentify  challenges t hat  must  be  
addressed t o w ork  meaningfully  together  to  conduct  patient, f amily  
and c ommunity-centered  research.  

Nia Ind elicato, M NO, Uni versity  of A rkansas for Me  dical  Sciences  
Cheryl  Jernigan, Uni versity  of K ansas  Medical  Center  
Kimberly  Johnson, Uni versity  at  Buffalo  
Kim  Kimminau,  Ph.D.,  MA, Uni versity  of  Kansas Me dical  Center  
Valentine  Mukundente,  University  of Ut ah  
Louisa Star k, P h.D.,  University  of U tah  
Laurene  Tumiel-Berhalter, P h.D.,  University  at  Buffalo  
Ashley Yo ung, Uni versity  of  Arkansas for   Medical  Sciences   

Stakeholder  Engagement T hrough  Training  and  Regulatory  
Collaboration  Efforts  



 

 

Conference  participants w ill  engage  in  a t able  top  exercise  to  
discuss k ey  information t hey  consider  essential  to i nclude  in t he  
concise  summary.   Additionally, t he  session w ill  include  a " Design  
Studio"  demonstration w here  patient, f amily, c aregiver  and  
community  members w ill  offer f eedback.  

Karen B lackwell, M S, CI P, Uni versity  of Ka nsas Me dical  Center  
Wendy C ogan, Uni versity  of  Kansas Me dical  Center  
Cheryl  Jernigan, Uni versity  of K ansas  Medical  Center  
Kimberly  Johnson, Uni versity  at  Buffalo  
Kim  Kimminau,  Ph.D.,  MA, Uni versity  of  Kansas Me dical  Center  
Lynn  Miller, Uni versity  of Ka nsas Me dical  Center  
Valentine  Mukundente,  University  of Ut ah  
Doug Sp arling, Uni versity  of  Kansas  Medical  Center  
Ashley Yo ung, Uni versity  of  Arkansas for   Medical  Sciences  
Ruben Z aragoza, Uni versity  of K ansas  Medical  Center  

Track 2   Enabling Cl inical  Research  through E lectronic  Health Re cords  
and  Big Data Ini  tiatives  

  

  

Location: Cour tyard  1  and  2  

Leveraging th e  Electronic  Health Re cord  System  to Sup port  
Research  

Use  of  the  electronic  heath re cord  (EHR)  has  evolved be yond t he  
EHR  as j ust  a sourc e  for se condary  data use . Thi s  presentation w ill  
describe  how  the  EHR  is  becoming i nstrumental  in su bject  
recruitment, re search dat a c apture, and st  udy  administration, and   
the  implications of   this e volution re lated t o human subj  ect  
protections.  

Tamara  Winden,  Ph.D., F HIMSS,  MBA,  University  of Ka nsas  
Health S ystem, Uni versity of Ka  nsas  Medical  Center  

NIH  and  PCORnet  Big Da ta Re sources  for  Catalyzing  
Observational  Studies  and T rials  

In t his i nteractive  session, part icipants w ill  hear approac hes f or  
Electronic  Health R ecords  (EHR)  and c linical  research  integration  
and i ts  intersection w ith huma n  subject’s prot ection. Tw o nat ional  
initiatives, P CORnet  and t he  NIH  Accrual  to C linical  Trials  
Network,  that  leverage  EHR  data t o  improve  study  development,  
execution, and re  levance  for pat ients and c  ommunities,  will  be  
discussed.  

Russ W aitman,  Ph.D.,  University  of Ka nsas  Medical  Center  



 

 

Track 3   The  Alda M ethod®  Building  Some  Basics  

  

  

  

Location: Cour tyard  3  

Interactive  session ut ilizing a se  quence  of  improvisational  theater  
techniques  developed  to  help spe ak  more  vividly  and e xpressively  
about  research  and f oster a more    genuine  connection w ith  
stakeholders.  

Elizabeth B ojsza, M FA,  Alan Al da  Center  for C ommunicating  
Science®  
Brenda M acArthur,  Ph.D.,  Alan Al da  Center fo r  Communicating  
Science®  

3:30-3:45  Break**  

3:45-4:30  “Ask the   Feds”1  

  

Jerry  Menikoff, M .D., J .D., OHR P; Yvonne   Lau, M BBS, M BHL,  
Ph.D.,  OHRP; Jai me  Hernandez,  J.D., M .Be.,  OHRP  

4:30-4:45   Closing  Remarks  

  

4:45-6:00  Networking Re ception**  
Location: O utside  Ballroom  A  

  

** T his port ion of t  he  event  is i ndependently  sponsored. OHR P  staff  and  resources wi ll  not  be  
used t o de velop, prom ote  or  otherwise  support  this  portion of   the  event.  

1  Eligible  for C IP  Credit  

 


