
s
d

 
7:
O
Br
 
8:
W
Eli
Ju
Un
 
8:
Ke
A
Ki
 

 
A
Re
M
M
re
in
th

 
A
Th
Er

 
 
 
 

 D

Advanced – ass
regulations, and r
ufficient experien
discussion and so

00 AM 
n-Site Check-I

reakfast on your

:00-8:15 AM 
Welcome from t

izabeth A. Bucha
ulie F. Simpson, P
niversity of New 

:15-9:00 AM 
eynote Addres
ctors 
imberly Kay Hoan

1 
ecruitment, Inc

Michelle DuBois, A
Methods used to 
espect the privac
formed consent

he methods used
 Review 

selectio
compen

 Outline 
in vulne

 Share b
 Address

docume
 Discuss

2 
he Use of Inter
rica J. Heath, Patr

 Every ye
This is e
IRB of R
Commo
internal
will: Rev
policies

 Identify
adminis

 Share h

Didactic session 

 CIP eligible 
umes mastery of e
research oversigh
ce and understan
lutions. These ses

n Opens 
r own.  

the SBER17 Co-
anan, PhD, Endow
hD, Director, Res
Hampshire 

s: Social Black 

ng, PhD, Assistan

centives, and C
Andrea R. McDow

recruit and com
cy rights of pros
t process, resea
d to recruit and 
considerations 

on methods, incl
nsation compon

the difference b
erable populatio
est practices fo
s federal tax rep
entation waivers
s the pros and co

nal and Externa
ricia Seymour 
ear, the number
especially true t

Record for Multi
on Rule and new
 and external IR
view the finding
  

y actions and str
strative burden 
ow internal and

ethical concepts a
t processes. Atten
ding in order to ac

ssions will not revi

S

Chairs 
wed Chair in Ethic
search Integrity S

Holes: The Eth

nt Professor of So

Didactic

ompensation in
well, Linda Petree
mpensate resear
spective particip
rchers and IRBs
compensate pa
for ensuring the
uding the use o
ents) 
between incenti
ns (e.g., substan
r designing recr

porting requirem
s and certificate
ons of compens

al IRBs as a Pot

r of regulations a
his year with th
-Site Research. 

w policies, strate
RBs as a solution
gs and recomme

ategies recomm

 external IRBs c

 Reviews 
and principles, the
ndees should have
ctively contribute 
iew basic concept

Sunday, Novem

cs; Director, Cent
Services; Affiliate 

ics of Research

ociology, Univers

c Sessions and W

n SBER
e 
rch participants 
pants, and provid
 must consider 
rticipants. Durin

e equitable recru
f existing data o

ves and compen
nce abusers, min
uitment adverti

ments and partic
es of confidentia

ation using lotte

tential Solution

and oversight re
e revised Comm
This session wil
gies for adjustin

n for reducing ad
endations from n

mended at the fe

an help reduce 

ICON KEY

Interactive works

changes to the Co
e 
e 
to 

ts. 

Basic – for
for a ref

concepts, 

 

 

ber 5: 2017 SB

ter for Applied Et
Assistant Profes

h on Illicit or M

ity of Chicago

Workshops Se

must be free fro
de for fair and u
the content, com
ng this session, 
uitment of poten
or social media, 

nsation, as well 
nors, individuals
sing materials  

cipant privacy co
lity 
eries/raffles and

n to Reducing A

equirements for 
mon Rule and the
ll focus on the re
ng to a changing
dministrative bu
new human subj

ederal and instit

administrative b

shop 

ommon Rule 

r those who have 
fresher. The focus
principles, regula

ER Conference

thics, University o
ssor of College Te

Morally Compro

ries A, 9:15-10:

om coercion or 
unbiased selectio
mprehensibility,
speakers will: 
ntial research pa
recruitment pla

as consideratio
s living in develo

onsiderations w

d college course

Administrative 

ensuring scienc
e NIH Policy on 
egulatory impac

g research clima
urden. During th
jects protection

utional levels to

burden 

little or no knowle
s is on introducing
tions, policies, or 

e

of Wisconsin Sto
eaching and Educ

omising Market

:30 AM 

undue influence
on. As with the 
, and voluntarin

articipants (e.g.
ans and incentiv

ons for compens
oping countries,

with consent 

e credit 

Burden  

ce advances inc
the Use of a Sin

ct of the revised
ate, and the use 
his session, spea
ns regulations an

o help reduce 

 Call for Session 

 Recorded se

edge of the topic o
g, explaining, and i

best practices rel

Hall 4

Room

out 
cation, 

Room
t 

Room

 

e, 

ess of 

, 
es, and 

sation 
, etc.) 

Room

  

reases. 
ngle 
d 

of 
akers 
nd 

Proposal 

ession 

or who are looking
llustrating basic 
evant to the topic

4 West Lobby

m 217

m 217

m 210

 Basic 

m 213

   

g 

c. 

 



s
d

 
A
Ce
Pe
Co
su
re
sp

No
 
A
SB
Je
IR
op
re
D

 
A
Re
Ad
Th
ne
sp

 
A
Re
Jy
Th
an
fro
A
w

 
 
 
 
 
 
 

 D

Advanced – ass
regulations, and r
ufficient experien
discussion and so

3 
ertificates of C
etrice Brown-Lon
oCs and NIJ Priv
ubjects’ informa
eporting laws. Fu
peakers will: 

 Review 
Certifica

 Discuss
protecti

 Explore
 Outline 

ote: this session i

4 
BER IRBs Respo
ennifer A. Graf, Ju
RBs need to begi
perations, polici
esearchers abou
uring this sessio

 Provide
 Identify
 Share a

changes

5 
esearch Data S
darsh K. Gupta 
his session will a
eed to ask to ass
peaker will: 

 Discuss
 Review 

6 
esearch With N

yoti Angal, Heath
his session will p
nd the Collabora
om a tribal IRB, 
merican popula
ill be discussed.

 Provide
Americ

 Discuss
populat

 Reflect 
 Review 

Didactic session 

 CIP eligible 
umes mastery of e
research oversigh
ce and understan
lutions. These ses

onfidentiality (
genecker, Elonna

vacy Certificates
tion, but differ i

urthermore, the 

the scope of leg
ate, including a 

s implications fo
ive laws and pos
the differences
changes to the 

is also on the AER

ond to the Revi
ulie Kaneshiro (O
n implementing
es, processes, o
t these changes

on, speakers wil
 an overview of 

y key considerat
pproaches to re
s, and educating

ecurity in Mob

address researc
sess the risk inv

s ways IRBs can 
the regulations 

Native America
her L. Larsen 
provide attende
ative Research C
will address com
tions and on trib
. During this ses
 an overview of 
an Indian Health

s specific and un
tions and on trib
on the revised C
the Tribal IRB T

ethical concepts a
t processes. Atten
ding in order to ac

ssions will not revi

S
Didactic

(CoCs) and Nat
a Ekweani, Mary 
s often cause co
n their requirem
21st Century Cu

gal protection an
review of the ap

or informed cons
ssible disclosure
 between CoCs 
CoC system un

R17 agenda (sess

sed Common R
OHRP resource pe
g the changes to
or procedures? H
s? How will they
l: 
the major chan
ions when plann

esponding to the
g IRB members a

bile and Cloud E

ch data security 
olved in using c

assess the rese
that pertain to s

an Populations:

es with an overv
Center for Amer
mmon challenge
bal lands, and p
ssion, speakers w
the research an

h 
nique ethical and
bal lands 
Common Rule ch
Toolkit 

 Reviews 
and principles, the
ndees should have
ctively contribute 
iew basic concept

Sunday, Novem
c Sessions and W

tional Institute
Ramirez, Leslie E

onfusion for inve
ments; particular
ures Act will brin

nd privilege affo
pplicable regulat
sent, and how C
es 
and Privacy Ce
der the 21st Cen

sion E16) 

Rule  
erson), Alison S. O
o the Common R
How will SBER IR
y implement the

ges in the revise
ning an institutio
e revised Comm
and researchers

Environments

issues in cloud a
loud and mobile

arch data risk in
securing researc

 Ethical and Re

view of tribal IR
rican Indian Hea
es in navigating 
rovide examples
will: 
nd collaborative 

d regulatory asp

hanges affecting

ICON KEY

Interactive works

changes to the Co
e 
e 
to 

ts. 

Basic – for
for a ref

concepts, 

 

 

ber 5: 2017 SB
Workshops Se

 of Justice (NIJ
E. Wolf 
estigators and IR
rly with regard t
ng changes to th

orded to researc
tions and federa

CoCs and Privacy

rtificates 
ntury Cures Act

Orkin  
Rule. However, w
RBs effectively e

ese changes? W

ed Common Rul
onal response to
on Rule on an in

s 

and mobile envi
e data storage a

n cloud and mob
ch data 

egulatory Persp

B processes, ba
alth. The speake

the regulatory l
s of successful c

initiatives of the

pects to conduct

g tribal sovereig

shop 

ommon Rule 

r those who have 
fresher. The focus
principles, regula

ER Conference
ries A, 9:15-10:

J) Privacy Cert

RBs. Both requir
to compliance w
he CoC system. 

chers under a Co
al guidance 
y Certificates in

what does that m
educate IRB mem

What will be the i

le 
o the revised Co
nstitutional leve

ironments, inclu
and retrieval. Du

bile environmen

pectives  

sed on the work
ers, from a resea

andscape of res
collaborations. T

e Collaborative 

ting research wi

gnty and IRBs 

little or no knowle
s is on introducing
tions, policies, or 

e
:30 AM 

ificates  

re protection of 
with mandatory 

During this sess

oC and a Privacy

terface with oth

mean for SBER I
mbers and 
mpact on staffi

ommon Rule 
el, implementing

uding questions 
uring this sessio

nts 

k of Sanford Hea
arch organizatio
search with Nat
The Tribal IRB T

Research Cente

ith Native Amer

 Call for Session 

 Recorded se

edge of the topic o
g, explaining, and i

best practices rel

Room

 

sion, 

y 

her 

Room

 

RB 

ng? 

g 

Room

 

IRBs 
n, the 

Room

 

alth 
n and 
ive 

Toolkit 

er for 

rican 

 

Proposal 

ession 

or who are looking
llustrating basic 
evant to the topic

m 208

 Basic 

m 206

   Basic

m 205

  

m 211

  Basic 

g 

c. 



s
d

 
A
Sc
Ju
Re
W
in
co
an

 
A
In
M
Bi
pa
pa
pr
w
un
se

 

10
Be
Jo
 

 
B1
Fu
Ju
In
in
ch
fa
an
th

 
 
 
 
 
 
 
 

 D

Advanced – ass
regulations, and r
ufficient experien
discussion and so

7 
cientific Merit i
ulie Slayton, Matt
eview for scient

What are the diff
cluding method

onsent, as well a
nd attendees wi

 Review 
 Examine

conduct
what do

 Share st

8 
nformed Consen

Megan Doerr, Sara
g data and mob

articipants are fu
art, to participan
reviously tested
ill explore curre
nderstanding of 
ession During th

 Provide
 Outline 
 Discuss

0:30-11:00 AM 
everage Break 
oin us for coffee.

1 
undamental Iss
ulie F. Simpson, Ju
 qualitative inqu
terpretation, an

haracterized by 
cilitate the revie

nd the challenge
his research para

 Examine
and com

 Identify
informe

 Share st

Didactic session 

 CIP eligible 
umes mastery of e
research oversigh
ce and understan
lutions. These ses

in SBER  
thew D. Stafford 
ific merit is a pe
erent perspectiv

dology and meth
as a working kno
ll: 
the concept of s
e and discuss w
ted by someone
o IRBs need to re
trategies for ass

nt in Mobile Te
a Meeder 

bile technology s
ully informed be
nts’ lack of famil
 consent proces
nt innovations a
45 CFR 46, info

his session, spea
 a review of test
what some larg

s efficacy and fe

. 

sues in Qualitat
ulie Slayton 
uiry, researchers
d/or understan
their personal in
ew of qualitative
es faced by rese
adigm can prese
e the foundation

mmon data colle
y the ethical issu
ed consent, priva
trategies for min

ethical concepts a
t processes. Atten
ding in order to ac

ssions will not revi

S
Didactic

 
erennial and ofte
ves regarding th

hods, and study 
owledge of 45 C

scientific merit 
whether review fo
e else at an instit
eview and evalu
sessing scientific

echnologies: Ex

studies are addi
efore obtaining c
liarity with tech
ss interventions 
and results from
ormed consent f
akers will: 
ted consent inte
ge cohort studie
asibility of inter

Didactic S

tive Research 

s study phenom
ding the perspe
nvolvement and
e research appli
archers using th
ent during review
ns of qualitative
ection methods 
ues qualitative re
acy and confide
nimizing harm t

 Reviews 
and principles, the
ndees should have
ctively contribute 
iew basic concept

Sunday, Novem
c Sessions and W

en thorny issue. 
his issue? Attend
challenges relat

CFR 46 before at

in SBER 
or scientific mer
tution? Who sh

uate scientific m
c merit and  trai

xploring Strateg

ng complexity t
consent for stud
nology and the 
in an attempt to

m these consent 
for research, and

erventions and l
s have incorpor
ventions for stu

essions and W

mena in their nat
ectives of others
d empathetic und
cations by prov

his paradigm, an
w. During this se

e inquiry, and rev

esearch may pre
ntiality, and con
o participants in

ICON KEY

Interactive works

changes to the Co
e 
e 
to 

ts. 

Basic – for
for a ref

concepts, 

 

 

ber 5: 2017 SB
Workshops Se

Is scientific me
dees should hav
ted to risk asses
ttending this ses

rit is an IRB oblig
ould do it and u
erit in a study?)
ining resources 

gies for Particip

o an already pro
dy participation.
potential risks. R
o better engage
process interve
d basic consent 

imitations of co
ated into their c

udies of differing

Workshops Serie

ural settings wh
s. The role of qua
derstanding. Th
iding a better un

nd will educate q
ession, speakers
view its basic ch

esent to study p
nducting researc
n qualitative res

shop 

ommon Rule 

r those who have 
fresher. The focus
principles, regula

ER Conference
ries A, 9:15-10:

rit something IR
ve an understan
ssment, risk mit
ssion. During th

gation (e.g., If n
under what circu
) 
for IRB member

pant Engageme

oblematic proce
. This added com
Researchers in t

e and inform par
entions. Attende

processes befo

nsent process r
consent process
g scales 

es B, 11:00 AM-

here the purpose
alitative researc

his session will h
nderstanding of
qualitative resea
s will: 
haracteristics, in

participants, incl
ch online 
search studies 

little or no knowle
s is on introducing
tions, policies, or 

e
:30 AM 

RBs should enga
ding of SBER, 
igation, and info
is session, spea

not, should it be 
umstances? If it 

rs 

ent

ess of making su
mplexity is due, 
these fields are 
rticipants. This s
ees should have 
ore attending thi

research  
ses  

-12:15 PM 

e is contextualiz
chers in a study 
help IRB membe
f this type of res
archers on the is

ncluding nomen

luding recruitme

 Call for Session 

 Recorded se

edge of the topic o
g, explaining, and i

best practices rel

Room

 

age in? 

ormed 
akers 

is, 

Room

 
Advan

ure 
in 
using 

session 
an 

is 

Towe
Park V

Room

 

zation, 
is 

ers 
search 
ssues 

clature 

ent, 

Proposal 

ession 

or who are looking
llustrating basic 
evant to the topic

m 212

 Advanced 

m 209

  
nced

er View Foyer; 
View Foyer 

m 209

  Basic 

g 

c. 



s
d

 
B2
SM
Da
In
ov
ro
fle
en
th

 
B3
Is
To
It 
pr
se
sp

 
 
B4
SB
Yv
Th
m

No
 
B5
A 
La
A
co
pa
lit
da

 
 
 
 

 D

Advanced – ass
regulations, and r
ufficient experien
discussion and so

2 
MART IRB for S
aniel Alderson, C
 this session, sp

verseeing SBER. 
oadmap for sing
exible master IR
nable participati
his session, spea

 Define t
 Review 

procedu
 Discuss

SBER 

3 
 it Research? B

onya Ferraro, Sha
is a challenge to

resent in a proje
ession aims to d
peakers and atte

 Discuss
 Share ti

investig
 Pull it a

the theo

4 
BER in the Era o
vonne Lau 
his session will p

most impact on S
 Describ
 Review 

ote: this session i

5 
Guide to De-Id

aura Henderson, S
lthough IRBs are

odes, the federa
articipants' data
terature on prote
ata to prevent su

 Provide
includin

 Introduc
qualitat

 Review 
data 

 Identify

Didactic session 

 CIP eligible 
umes mastery of e
research oversigh
ce and understan
lutions. These ses

SBER: A Nation
Cynthia J. Monah
peakers will disc

SMART IRB is f
le IRB review wh

RB reliance agree
ion by a wide ra
akers will: 
the impacts of t
the key elemen

ures, eligibility r
s how SMART IR

Build a Toolkit f
annon Sewards  
o discern betwe

ect and conversa
istinguish and d

endees will: 
s the distinction 
ps, dos and don

gators 
ll together by pr
oretical to the ap

of the Revised C

provide a birds-
SBER. During thi
be activities that

changes to exe
is also on the AER

dentifying Qua
Sharon L. Zack 
e charged with p
l regulations, an

a to protect subj
ecting subjects 
uch deductive d
 a snapshot of t

ng opportunities
ce the ethical co
tive data presen
the rules for de

y the issues of co

ethical concepts a
t processes. Atten
ding in order to ac

ssions will not revi

S
Didactic S

al Roadmap to
an, Carol Pech 

cuss the SMART
funded by the N
hile ensuring a h
ement, standard
nge of institutio

he single IRB po
ts of the SMART
equirements, an
RB addresses sp

for Navigating t

en human subje
ations between 
demystify “regul

and key concep
n’ts, and best pra

roviding advice a
pplied 

Common Rule: 

eye-view summ
s session, the sp

t are now exclud
mptions, expedi
R17 agenda (sess

litative Data 

protecting huma
nd even the exis
ect identities en
from re-identific
isclosure. Durin
he landscape of

s to share de-ide
onsiderations su
t 
-identifying qua

oncern at each s

 Reviews 
and principles, the
ndees should have
ctively contribute 
iew basic concept

Sunday, Novem
essions and W

 Single IRB Rev

T IRB reliance pla
National Center f
high level of prot
d operating proc
ons and support 

olicy on SBER/in
T IRB master IR
nd joinder proce
pecific needs and

the “Grey” Are

ects research an
IRBs and investi
ated research” 

pts between reg
actices for impr

and assistance t

An Overview o

mary of the chan
peaker will: 
ded from the def
ited review, and
sion B24) 

an subjects, fund
ting scientific lit

ngaged in qualita
cation, and the m

ng this session, s
f issues and tren
entified data, an
urrounding data 

antitative data a

stage of the rese

ICON KEY

Interactive works

changes to the Co
e 
e 
to 

ts. 

Basic – for
for a ref

concepts, 

 

 

ber 5: 2017 SB
Workshops Serie

view

atform and its u
for Advancing T
tection for resea

cedures, and com
a broad spectru

nstitutions 
B reliance agree

ess 
d concerns relat

as of Regulated

nd program eval
igators can be d
from “program 

ulated research
oving effective d

to participants t

of the Most Re

ges to the Com

finition of resea
d informed conse

damental resou
terature, provide
ative research. T
methodology pr
speakers will: 
nds related to de
d resources for 
de-identificatio

nd discuss whet

earch process 

shop 

ommon Rule 

r those who have 
fresher. The focus
principles, regula

ER Conference
es B, 11:00 AM-

utility for institut
Translational Sci
arch participant
mplementary to
um of studies, in

ement, standard

ted to the use of

d Research and

uation. Element
difficult to navig
evaluation.” Du

h and program e
dialogue betwee

to build their ow

levant Regulato

mon Rule that a

rch 
ent 

rces, such as pr
e little guidance
This session wil
roposed for de-i

e-identifying qu
planning the da

on and the uniqu

ther these rules

little or no knowle
s is on introducing
tions, policies, or 

e
-12:15 PM 

tions engaged in
iences to serve a
ts. SMART IRB's
ools and resourc
ncluding SBER. D

d operating 

f single IRB revie

d Program Eval

ts of both may b
ate. This interac
ring this session

valuation 
en IRBs and 

wn toolkit that br

ory Changes  

are likely to have

rofessional ethic
e on de-identifyi
l review the exis
identifying quali

alitative data, 
ata life cycle 
ue challenges 

s apply to qualita

 Call for Session 

 Recorded se

edge of the topic o
g, explaining, and i

best practices rel

Room

 

n and 
as a 
s 
ces 
During 

ew for 

Room
uation  

be 
ctive 
n, 

ridges 

Room

e the 

Room

cal 
ing 
sting 
itative 

ative 

Proposal 

ession 

or who are looking
llustrating basic 
evant to the topic

m 206

   

m 213

  Basic 

m 205

  Basic 

m 211

  Basic 

g 

c. 



s
d

B6
D
Ed
Th
se

B7
Br
M
In
ho
re
At
in
sp

B8
FD
Je
So
bi
FD
ca
pr
st

12
N
Ti

1:4
Pl
A
M
Pa
A 
in
th
co
be
id
Fi
pa
pr

 D

Advanced – ass
regulations, and r
ufficient experien
discussion and so

6 
ata Protection 

dward E. Bartlett,
his session will a
ession, speakers

 Review 
 Address
 Discuss
 Explore
 Outline 

conduct

7 
ridging the Gap

Melissa Beck, Krist
 the world of re

owever, when th
eviews biomedic
ttendees should
stitution, and th

peakers will: 
 Review 
 Discuss
 Share h

SBER in

8 
DA Oversight, S
effrey M. Cohen, P
ocial science res
omedical resea

DA’s authority e
an create challen
rovide an overvi
udy might fall u

 Discuss
 Review 

Commo
 Describ

“mobile

2:15-1:30 PM 
etworking Lunc
ime to connect…

45-3:15 PM 
enary Session:
bout Research 

Moderator: Eliza
anelists: Brenda
considerable am
teraction, intern

hey are not requ
ompanies: What
est practices for
entify issues tha
nally, speakers w
artners in huma
rojects.  

Didactic session 

 CIP eligible 
umes mastery of e
research oversigh
ce and understan
lutions. These ses

in Internationa
, Adarsh K. Gupta
address the con
s and attendees 
the pertinent m
s the implication

s best practices 
the intersection
the challenges 

ted outside the 

p: How Biomed
ta T. Kenney 
search, biomedi

hese IRBs collab
cal research and
d have a basic un
he functions of a

the major differ
s a course of act
ow to facilitate 
stitution 

SBER, and the I
Patrick J. McNeil
search is increas
rch, creating cha

extends beyond 
nging regulatory
ew of the FDA’s
nder FDA overs

s concepts the IR
the basic regula

on Rule 
be the basic dist
e medical app” 

ch 
…over lunch! Me

 Research Ethic
Collaborations
beth A. Buchana

a L. Curtis, Lauri K
mount of SBER t
net based resear
ired to go throu
t are the similar
r ethics review in
at industry rese
will discuss wha
n subjects resea

ethical concepts a
t processes. Atten
ding in order to ac

ssions will not revi

S
Didactic S

al Settings: Leg
a 
siderations for d
will: 

major regulations
ns of countries' 
for data security
n of export cont
and considerati
IRB, particularly

ical IRBs and S

ical and SBER IR
orate in the rev
 a university tha
nderstanding of
a SBER IRB and a

rences between
tion to begin an 
an effective and

IRB  
lly, Robin S. Tynd
singly incorpora
allenges for SBE
just drugs and d

y questions as to
s authority and p
sight. During thi
RB should consi
atory requireme

inctions among 

eet peers for con

cs in Tech Com
s 
n 

Kanerva, Kambria
takes place in in
rch, and others. 
gh an IRB. This 
ities between th
n environments 
arch teams freq
at universities sh
arch, and the qu

 Reviews 
and principles, the
ndees should have
ctively contribute 
iew basic concept

Sunday, Novem
essions and W

al and Security

data manageme

s and laws that a
privacy laws for
y when collectin
rol compliance 
ons for IRBs and

y with regard to 

BER IRBs Can E

RBs are often see
iew of research.
at reviews SBER
f reliance agreem
a biomedical IRB

a biomedical an
effective collabo

d successful rese

dall 
ting techniques

ER IRBs in determ
devices to mobi
o whether a stud
provide conside
s session, speak
der when a stud

ents that apply t

terms such as “

nversation and n

mpanies: Simila

a Tabor
dustry settings,
Since industry r
plenary session

heir reviews and
where IRB regu

quently face, inc
hould be aware 
estions univers

ICON KEY

Interactive works

changes to the Co
e 
e 
to 

ts. 

Basic – for
for a ref

concepts, 

 

 

ber 5: 2017 SB
Workshops Serie

y Consideration

ent when condu

affect research d
r consent and da
ng data outside 
and data securit
d researchers w
risk to participa

Effectively and 

en as two separ
. This session w

R can use for suc
ments and what
B before attendi

nd SBER IRB 
oration between
earch review pr

s and devices tha
mining when a s
le medical appli
dy falls under FD

erations for SBER
kers and attende
dy may be FDA-
o FDA regulated

“drug,” “dietary 

networking. 

rities, Differen

, especially in fie
researchers do n
 will discuss the

d IRB review? W
ulations may not
luding privacy, e
of when researc
ity IRBs should a

shop 

ommon Rule 

r those who have 
fresher. The focus
principles, regula

ER Conference
es B, 11:00 AM-

ns

cting research a

data in studies c
ata sharing acro
the United State
ty 

when designing a
ants 

Successfully W

rate entities. The
will discuss the st
ccessful and effe
t it means to rely
ng this session. 

n biomedical an
ocess between 

at are more trad
study falls under
ications and oth
DA jurisdiction.
R IRBs when det
ees will: 
-regulated  
d research, in ad

supplement,” “m

ces, and What 

elds like big data
not typically rec

e ethics review p
What are the diffe

t apply? In addit
ethics, and lega
chers collaborat
ask about these

little or no knowle
s is on introducing
tions, policies, or 

e
-12:15 PM 

abroad. During t

conducted abro
oss boundaries 
es 

and reviewing st

Work Together 

ere are times, 
teps an instituti
ective research 
y on another 
During this ses

d a SBER institu
a biomedical an

ditionally found 
r FDA oversight

her innovations, 
 This session wi
termining wheth

ddition to the 

medical device,”

 IRBs Need to K

a, computer-hum
ceive federal fun
processes at tec
erences? What 
tion, this session
l considerations
te with industry

e collaborative 

 Call for Session 

 Recorded se

edge of the topic o
g, explaining, and i

best practices rel

Room

 

this 

oad 

tudies 

Room
  

on that 
review. 

sion, 

utions 
nd a 

Room

 

in 
t. The 
which 
ill 
her a 

” and 

Room

Room
Know 

man 
nding, 
ch 
are 
n will 
s. 
 

Proposal 

ession 

or who are looking
llustrating basic 
evant to the topic

m 210

  

m 208

  Advance

m 212

 

m 214

m 217

 

g 

c. 

d 



s
d

 

3:
Be
Jo
 

 
C1
Co
An
A 
in
to
an
ca
w

 
C2
M
Ap
Sm
w
D

 
C3
U
Tr
Th
ad
gu
an
un
be

 
 
 
 
 
 
 

 D

Advanced – ass
regulations, and r
ufficient experien
discussion and so

15-3:45 PM 
everage Break 
oin us for coffee 

1 
ollege Students
ndrea R. McDow
considerable am
cludes research

o participate in r
nd legal standar
ampus are subje
ill:  

 Identify
campus
subjects

 Discuss
and/or 

 Outline 
 Review 
 Provide

Educati

2 
Managing IRBs a

pril V. Baker, Aim
mall institutions
ear multiple hat
uring this sessio

 Discuss
 Review 
 Share st
 Outline 

protecti
 Address

3 
nderstanding a
racy Smart Arwo
his session will f
ddress what is a
uidelines. Severa
nd the audience 
nderstanding of 
efore attending 

 Review 
 Demon
 Share st

Didactic session 

 CIP eligible 
umes mastery of e
research oversigh
ce and understan
lutions. These ses

and cold drinks

s and Research
well, Julie F. Simps

mount of resear
h on novel educa
esearch studies
ds, as well as sp

ects, and when t

y different types 
s, including best
s, students who
s the issues that
as research per
the issues that 
the role of the H
 a high level ove
onal Rights and 

at Small Institu
mee E. Huard 
s face unique cha
ts and are expec
on, speakers wil
s how to garner 
how to determi
trategies for cre
approaches for

ions and the IRB
s how to balanc

and Applying Fa
od, Casey Muma
focus on FERPA
nd is not FERPA
al scenarios will
will be encoura
the Common R
this session. Du
what data is co
strate how to sa
trategies for ass

ethical concepts a
t processes. Atten
ding in order to ac

ssions will not revi

S

. 

Didactic S

h: Challenges an
son 
rch takes place o
ational strategie
s and other proje
pecific ethical iss
they may serve a

of issues that fr
 practices for ad
 are minors, etc
 arise when coll
sonnel 
arise with the o

HRPP in educati
erview of the pe

Privacy Act, Tit

tions  

allenges with re
cted to “do it all.
l:  
resources for m
ne what needs 

eating IRB policie
r communicating
B 
e issues of hum

amily Educatio
aw 
-related issues 

A-protected data
 be presented il

aged to identify p
ule, particularly

uring this session
vered by FERPA

afeguard affecte
sisting researche

 Reviews 
and principles, the
ndees should have
ctively contribute 
iew basic concept

Sunday, Novem

Sessions and W

nd Issues for IR

on college/unive
es and the use of
ects for credit (s
sues, that arise 
as investigators

requently arise w
ddressing ethica
c.) 

ege students co

operation of univ
ng student rese
rtinent laws and
tle IX) 

egard to IRB ope
.” This session w

managing an IRB 
IRB review 
es and procedur
g with the facult

an subjects pro

nal Rights and 

and how they ap
a, how that impa
lustrating comm
problems and co
 of exempt cate
n, speakers will:

A 
ed data in resear
ers with FERPA 

ICON KEY

Interactive works

changes to the Co
e 
e 
to 

ts. 

Basic – for
for a ref

concepts, 

 

 

ber 5: 2017 SB

Workshops Serie

RBs

ersity campuses
f departmental p
subject pools). T
when reviewing
 or research per

when conductin
al issues (e.g., in

onduct research

versity/college s
archers 

d regulations aff

rations, includin
will explore the c

at an institution

res sswith limite
ty, staff, and stu

tections with ot

Privacy Act (FE

pply to research
acts research, a

mon pitfalls in re
ome up with sol

egories 1 and 4, a
 

rch 
compliance 

shop 

ommon Rule 

r those who have 
fresher. The focus
principles, regula

ER Conference

es C, 3:45 PM-

s involving stude
pools of introdu
This session wil
g research wher
rsonnel. During 

ng research on a
nstructors using 

h, either as princ

subject pools, a

fecting this popu

ng minimal reso
challenges such

n with a limited 

ed resources 
udents about hu

ther responsibili

ERPA) Guidelin

h in higher educa
and how to inter
esearch with FER
lutions. Attende
as well as exped

little or no knowle
s is on introducing
tions, policies, or 

e

-5:00 PM 

ents as subjects
uctory-level stud
l review regulat
e college studen
this session, sp

a university/coll
 their own stude

cipal investigato

nd best practice

ulation (e.g., Fam

ources and staff 
h institutions fac

budget 

man subjects 

ities 

nes

ation. The sessi
pret the FERPA 
RPA-protected 
ees should have
dited category 5

 Call for Session 

 Recorded se

edge of the topic o
g, explaining, and i

best practices rel

Towe
Park V

Room

 

s. This 
dents 
ory 
nts on 
eakers 

ege 
ents as 

rs 

es 

mily 

Room

that 
ce. 

Room

 

on will 

data, 
 an 

5, 

Proposal 

ession 

or who are looking
llustrating basic 
evant to the topic

er View Foyer; 
View Foyer 

m 206

 Basic 

m 211

 Basic 

m 212

  Advance

g 

c. 

d 



s
d

 
C4
Li
Te
Th
re
su
re
M
th

No
 
C5
IR
Ly
Th
di
an
th
to
pr
te
m
la
th
sp

 
C6
H
Ed
W
co
th
se
re
in

No
 

 D

Advanced – ass
regulations, and r
ufficient experien
discussion and so

4 
mited IRB Revi
eresa Doksum, La
his session will f

elated to the new
ubjects and the c
eview process an

Management and
his session, spea

 Describ
 Outline 

data 
 Review 
 Use cas

other st
ote: this session i

5 
RB Guidelines a
ynette F. Hoelter, 
his session will a
sciplinary assoc

nd to minimize t
he results of that
o focus on the fir
resent the result
emplates that IR

might be resolved
nguage and gen

his session goes to
peakers will: 

 Review 
commu

 Discuss
data ava

 Explore
generat

6 
uman Subjects

dward E. Bartlett,
While there are c

omparison to th
hose arising from
ession is designe
esearch. Speaker
ternational rese

 Review 
of SBER

 Learn w
 Discuss
 Explore

of intern
 Identify

human 
ote: this session i

Didactic session 

 CIP eligible 
umes mastery of e
research oversigh
ce and understan
lutions. These ses

ew of Exempt S
auren Hartsmith,
focus on how to
w type of review
confidentiality o
nd a data securi
d Budget after Ja
akers will: 
be how IRBs can 

how to develop

how to classify 
se studies to sho
tudy protocol do
is also on the AER

nd Data Sharin
Diana Kapiszew

address the tens
ciations, and pub
the potential risk
t research includ
rst concern, thei
ts of an empirica
Bs at 50 major r

d, and generate 
neral data manag
o Dessislava Kiril

the ongoing cha
nication and the

s the roles that t
ailability 
models for con

ted through inte

s Protections A
, John R. Bauman

challenges to hu
ose faced when

m different cultu
ed to explore th
rs will address a

earch and how t
how differing d

R standards 
which countries h
s the various cha

the  various ap
national researc

y policy and proc
subjects researc
is also on the AER

ethical concepts a
t processes. Atten
ding in order to ac

ssions will not revi

S
Didactic S

Studies With S
 Daniel K. Nelson

o interpret and a
w, limited IRB rev
of data." Using c
ty plan template

anuary 10, 2017,

develop a limite
p a review proce

the sensitivity o
ow how to use a
ocuments (e.g., 
R17 agenda (sess

ng in the Social 
wski 

sion between tw
blishers alike: th
ks of participati
ding data genera
ir decisions and
al investigation 
research univers
debate and disc
gement guidelin
lova, Qualitative 

anges in expecta
e evaluability of 
trusted reposito

sent language t
raction with the

cross Borders 
nn, Byung-in Cho
man subject ove
 participating in

ural, regulatory, 
e various challe

a variety of issue
hey have addres
efinitions of “hu

have implement
allenges in huma
proaches for the

ch collaborations
cess best practic
ch 
R17 agenda (sess

 Reviews 
and principles, the
ndees should have
ctively contribute 
iew basic concept

Sunday, Novem
Sessions and W

ensitive Data: 
n, Sean Owen, Ka
pply the revisio

view, to "assess 
case studies, spe
e. Any additiona
, about limited I

ed IRB review fo
ess with instituti

of data and stud
a data security p
consents and da
sion B18 – also in

Sciences: Tens

wo scholarly imp
he longstanding
ng in research, a
ated through int
 practices also i
of the language
sities in the Unit
cussion on sever
nes that individu
Data Repository,

ations about dat
research 

ries can play in 

hat assures the 
em to be shared

e 
ersight of intra-

n inter-national r
and institutiona
nges that HRPP
es that may aris
ssed them. Duri

uman subjects” a

ted laws, regula
an subjects inte
e elimination or 
s 
ces for IRBs/Eth

sion B9) 

ICON KEY

Interactive works

changes to the Co
e 
e 
to 

ts. 

Basic – for
for a ref

concepts, 

 

 

ber 5: 2017 SB
Workshops Serie

How to "Let it 
atie B. Speanburg
ns to the Comm
the adequacy o

eakers will share
al guidance issu
RB review will b

or studies that q
onal partners to

dies according to
plan template, in
ata use agreeme
cludes informatio

sions and Strat

peratives advanc
mandate to trea

and the newer e
teraction with h
mpact research
 used in genera
ted States, discu
ral proposed mo
ual IRBs might c
, who could not a

ta availability as

protecting resea

protection of hu
 

national researc
research collabo
l contexts. But, 
’s face when co
e regarding prot
ng this session, 
and “identifiabil

tions, or guideli
rnational resear
mitigation of ch

hics Committees

shop 

ommon Rule 

r those who have 
fresher. The focus
principles, regula

ER Conference
es C, 3:45 PM-

Go" With Data
g 

mon Rule on exe
of provisions to p
e their experien
ed by HHS and 

be incorporated 

qualify for such a
o ensure the pro

o the new exem
ncluding ensurin
ents, etc.) 
on on biospecime

tegies to Addre

ced by federal f
at research part

expectations of p
human participa
h transparency. T
l guidelines and
uss how the ten
odels for revisio
onsider adoptin

attend in person. 

s they affect bot

arch participant

uman subjects a

ch collaboration
orations includin
then, so do the 

onducting collab
tections of hum
 speakers and a
ity” around the 

nes that are spe
rch collaboratio
hallenging huma

s in the review o

little or no knowle
s is on introducing
tions, policies, or 

e
-5:00 PM 

a Security Plans

mption categor
protect the priv
ce using a speci
the Office of 
and discussed. 

a review 
otection of sensi

ption criteria 
ng consistency w

ens) 

ess Them 

unding organiza
ticipants with re
providing acces
nts. While IRBs 
This session wil

d consent script 
nsion noted abov
ons of consent 
ng. Additional cre

During this sess

th scholarly 

ts while facilitat

and allows data 

ns, they pale in 
ng, but not limit
opportunities. T

borative internat
man subjects in 
attendees will: 

world affect the

ecific to SBER 
ns 

an subjects over

of inter/trans-n

 Call for Session 

 Recorded se

edge of the topic o
g, explaining, and i

best practices rel

Room
s 

ies 
acy of 
ific 

During 

itive 

with 

Room

 

ations, 
espect 
s to 
tend 

ll 

ve 

edit for 
sion, 

ing 

Room

 

ed to 
This 
tional 

e scope 

rsight 

ational 

Proposal 

ession 

or who are looking
llustrating basic 
evant to the topic

m 205

   

m 209

  

m 208

  

g 

c. 



s
d

 
C7
IR
M
La
A
pr
in
di
m
tre
un
et
in
w

 
C8
C
M
In
SB
de
re

 
5:
SB
Jo
 
 

 D

Advanced – ass
regulations, and r
ufficient experien
discussion and so

7 
RBs and Ethnog

Mutual Understa
aura Henderson, 
nthropologists' 
rocess, for resea
creasing numbe
alogue across th

methods, the tren
ends, patterns o
nderstanding th
thnographer dia
cluding the use 
ell as one to two

 Discuss
 Identify

method
 Address

8 
linical Trials in 

Melissa W. Riddle,
 late 2016, NIH 

BER IRBs need to
efinition of a clin
eview). During th

 Review 
 Discuss
 Outline 

00-6:00 PM 
BER17 Network
oin us to celebra

Didactic session 

 CIP eligible 
umes mastery of e
research oversigh
ce and understan
lutions. These ses

raphers: Unpac
anding  
Guillermina Gina
core method of 

archer and revie
ers of researche
hree perspective
nches of IRB rev
of practice, ways
at characterize 
logue within the
of informed con

o years experien
s the unique cha
y specific areas i
ds and achieve re
s the assumptio

the SBER Cont
, Cindy S. Shindle
released new p
o understand th
nical trial (e.g., G
his session, spea
the NIH’s defin

s the requiremen
options for GCP

king Reception 
te SBER17 and n

ethical concepts a
t processes. Atten
ding in order to ac

ssions will not revi

S
Didactic S

cking the Dime

a Núñez-Mchiri, I
ethnography ca
wer alike. These
rs across discip
es: the anthropo
iew, and the ove
s that perspectiv
the IRB-anthrop
e review process
nsent in SBER an
nce with IRB issu
allenges ethnogr
n research proto
egulatory comp

ons that can imp

text  
edecker 
olicies to impro

he requirements 
Good Clinical Pr
akers will: 
ition of “clinical 
nts expected of 
P training that is

network with yo

 Reviews 
and principles, the
ndees should have
ctively contribute 
iew basic concept

Sunday, Novem
Sessions and W

ensions of a Cha

Ivor A. Pritchard
an be argued to 
e challenges are
lines adopting e

ological view inf
erarching regula
ves are articulat

pologist relation
s. Attendees sho
nd knowledge of
ues before atten
raphic research 
ocols that requi
liance 

pede the review 

ve stewardship,
expected of a N

actice (GCP) tra

trial”  
a SBER study th

s SBER-focused

our colleagues. L

ICON KEY

Interactive works

changes to the Co
e 
e 
to 

ts. 

Basic – for
for a ref

concepts, 

 

 

ber 5: 2017 SB
Workshops Serie

allenging Relat

(OHRP resource 
offer the greate

e also appearing
ethnographic ap
formed by the fi
ations. The conv
ted, and momen
ship, aiming to c
ould have worki
f the regulatory 

nding this sessio
poses for IRBs
re special atten

communication

, accountability,
NIH-funded SBE
aining, Clinicaltr

hat meets the NI

Light refreshmen

shop 

ommon Rule 

r those who have 
fresher. The focus
principles, regula

ER Conference
es C, 3:45 PM-

tionship to Incr

 person), Shanno
est challenges fo
g more frequentl
pproaches. This 

eld and the prac
versation aims t
nts of the strugg
contribute to an
ing knowledge o
flexibility in its 

on. During this s

tion in order to 

n process 

, and transparen
ER study that me
rials.gov registra

IH’s definition o

nts will be serve

little or no knowle
s is on introducing
tions, policies, or 

e
-5:00 PM 

rease 

on Sewards 
or the IRB review
ly for many IRBs
session will pre
ctice of ethnogr
o identify legac

gle for mutual 
n improved IRB-
of the Common 
implementation

session, speaker

capture researc

ncy of clinical tri
eets the NIH’s 
ation, single IRB

of a clinical trial 

ed.

 Call for Session 

 Recorded se

edge of the topic o
g, explaining, and i

best practices rel

Room

 

w 
s, with 
sent a 
aphic 
ies and 

Rule, 
n, as 
rs will: 

ch 

Room

 

ials. 

B 

Towe

Proposal 

ession 

or who are looking
llustrating basic 
evant to the topic

m 213

 Advanced

m 210

 

er View Foyer

g 

c. 

 


