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Tz i ﬁozs anybody and who does anything is

S22l o g .10 be criticized, vilified, and

S UL erstooc{ That is part of the penalty for

= = ieatness, and every great man understands it; and

= .- um[erstancfs too, that it is no proof of greatness.
 The final proof of greatness lies in being a6[e to

endure continuously without resentment. *
“Elbert Hubbard, US author (1856-1915)




‘JVJJJ p by
= porr ng out myths
= .‘Gut the IRB

__J———

i
c—

_-g".—



.
A\ ~
he RB revie

clinicalttrials™ =

= ,,}Bzizf ic research is what I am doing when I don't know

—

-~ what I am doing.”
-Wernher von Braun, rocket engineer (1912-1977)
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RVA (ree erall wide assurance) all human subjects
ESEANCh No matter the funding source

r{evrew of all research involving human subjects
= IIEEL ’deﬁnltlon of research
e—" eets definition of human subjects

== includes social behavioral, chart review, student
,-_,.esearch International research sun/eys tissue
= samples, satisfaction surveys, data bases &

— —‘Dlood/tlssue repositories

- & BUMC IRB makes determinations about whether
studies are Exempt from further IRB review
— One of the OHRP Exempt Categories
— Exempt because it is by definition NHSR
— Exempt because BUMC is not engaged in the research
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-~ “Ifwe knew what it was we were doing, it would not
be called research, would it? “

-Albert Einstein US physicist (1879-1955)
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5 HDs, Jvu_, RINSHPHEMDSHRPHS) MSWS, s
|Prls, tlst|C|ans adm|n|strators
r‘omr‘rum& ‘members, lawyers, ethicists

M,mya Bimembers are also researchers
J Itants are used as needed

'understands the challenges
eT—conductlng research
- (recruitment, deadlines, $$, etc.)

<
deadines, 5, et ‘i‘m
® Bound by the regulations
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e Continuous training as board members
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_ ,a. ';‘4[7 secrets are deep. All secrets become dark,

- That's in the nature of secrets.

— Cory Doctorow, Someone Comes To Town,
Someone Leaves Town, 2005
Canadian sclience fiction writer

—



http://www.quotationspage.com/quotes/Cory_Doctorow/
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MAVATVESHFAtors can attenc
MYistimake an appointment- call the IRB Office (Tasha)
933~/)J/

J I.Jnf"r ~sserved

J JVLf' eclare any conflicts of interest

_,--.__ .

‘-r_—;\r.,:u “agree to keep anything that is heard confidential
~ including the vote

—:_p"

- ® Must leave the room during final discussion and vote of
- any protocols related to you

® [nvestigators can also ask to meet with the board to
explain aspects of their research or appeal board
decisions
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= _“.frh am error to imagine that evolution signifies a constant

-‘r endency. to increased perfection. That process undoubtedly
m’uo[ves a constant remodeling of the organism i ac[aptatzon

~ to new conditions; but it depends on the nature of those

conditions whether the directions of the modifications effected

shall be upward or downward.”

“Thomas H. Huxley, English biologist (1825-1895)
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J r{_er]jy]r hasedeon™ "CL ALIONS= thHE
eglati Ons don‘t change but the regulatory
INEETPIELALoN does

PRIroerdertorconditionally approve a study: it
mustimeet all of the 45 CFR 46.111 criteria

J B fl Education re: interpretation
~r- regulations

-
—
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T

—E xecutlve Committee
‘-‘t Some members serve on all boards

 Boards are made up of people - so
variations in decisions will occur

e ot all "apparent inconsistencies” are really
Inconsistencies
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: j_ m an idealist. I don't know where
- I'm going, but I'm on my way.

— Carl Sandburg, /ncidentals (1907)
US bDiographer & poet (18/8 - 1967)
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IRE w%af prom&"

2 Dorie gelAgpiigle IRB'to flgure out your: i g’
esealich! ,because duestions=delay \‘W’

2 If rnF1 l“ ‘thinks that the researchers
O have a clear idea of what they
_'.,.."' € rymg to do (unclear research

= -guestlon and plan) they are reluctant

~ o approve the research
® Present a well thought out protocol

s
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SRV OSHC J"’fzﬁf
— Ilflce ij)l te or insufficient information

i.e. |Ied protocol, drug/device
_)rft“ tares Incomplete recruitment plan

| | ~t?:hstmgwsh standard of care from
?l:%,.: = —the research — if the IRB has to figure

~this out it will delay the review and
- create confusion for the reviewers
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—
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SREVET Jﬁ 2 a protocolis sent back there is more
clala)y ] Jn Jocessmg BEFORE SUBMITTING

—3@ nec' IRB ' website for human subjects training on file
Af -_l_ persons listed as investigators

’ ff Il signatures- can’t reroute for signature

‘Knswer all items in the mod memo and make the
"related changes to the protocol

- — Make sure that the attachments can be opened (no
symbols in the file name)

———



BBIore submittini

2 Cogisigien forms.

— JVJJ.di 'the risks /- benefits section of consent to the
,)rJre

= Col S|der the alternatives

= - T EAD the PRINT version before submission

e .'..‘"Glye the consent to a “objective reader” before

L mm—

=  submitting

~ * HIPAA forms
-~ — Don't just submit the template language
— Customize them to fit the protocol
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~ The universe will reward you for taking
7iSKs on its behalf.  shakti Gawain
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0 Ppoglﬁ'ii"w that the IRB doesn’t like risk
2 O r:m_r' pprove studies with risk

2 O)f J-z al .soaal/behaworal research has no risk
»J’}ﬁ‘ st all studies have some risk

- RISKS

o

-—_"-—

— o |\ ust not consider only risks of physical harm

‘-.
—

\.'

..g_..—»

~ @ Risk of criminal or civil liability, loss of
employment, loss of insurability, risk of
stigmatization, etc.

® Risk of loss of confidentiality
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=— “@amn the torpedoes, full speed ahead!”
- David Glasgow Farragut (1801-1870)
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ypucannot conduct human resea;:w[,ho 1.
IRBFADPro al;‘bg@-l\pproveﬂ €S NO‘F£

meanthat you can,conduct the research

ieview = ethical review
) PHarmacy. review

SRsGiEntific review (IBC, HGTC, Biomedical Engineering,

Radiation Safety, etc.)

= S Department Chair Review

==4-_"-»“;73;']'zepartmentaI review (Nursing, MCH, Psych)

""0 Fiscal concerns / resources (labs, MRI, etc.)
® Scholastic review for students

e Review by other IRBs or signed agreements

® Permission to conduct research

-
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~Possession is nine tenths of the law.”

~0ld adage (my mother)
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2 IVLJ\/ Jr]l‘F € data for purpoeses approved 0)Y
e IRB

€ ,mrur—* it and use it for other analysis
\j\jj"‘r e E IRB approval 011100111 00001 01 01 01 001 O1

100001 01 01 01 001 0111011001
11100001 010101 0010111011

= 1K :éfetermmes whether additional
"' fnsen*c will be required .

== “January 2007 CR Times

- ® Obtain consent for future use at the time of
the original consent
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2 AnonyuldUsaless ity  offsubjects
GlINOL b 'ascertamed o)V

— Jlrsgg-, dentlﬁers

fr direct identifiers

& Deductive disclosure

. ¢ Entlflable- data can be linked back to the
"tf‘—=subjects BY SOMEONE

o De-identified- all of the 18 HIPAA identifiers
have been removed



E¥plaining Data Collectiofial
__orag-he Protocol

e sip—— - - e -

SRIUSENHE same terminology as the IRB

2 YWrignhe 1ble data must be collected so that
clirget ij‘f lifiers are not on the data collection
orm:;a:a fords additional protection to subjects

M’ Ster codes
.G'seEI to link study data to subjects’ identities

'-#

_‘f
=== - — Master code stored separately — who will have access

—_--"
i

— Data stored as hard copies in files, on the network, on
-~ (D, etc.

® Consider protection from theft or loss
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= = "'too/{a speed reading course and read 'War and

= Q’eace in twenty minutes. It involves Russia.

 — Woody Allen
US movie actor, comedian, & director (1935 - )
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EXpedited) does not mean fast-tracked, just needs
ravigyy _)\ =ro one reviewer rather than fuII board

= Hﬂj emeans exempt from some of the regulatory
r;:cs r-ements but not exempt from IRB review

= ﬂm around time depends on many factors

__: }Smgle most significant factor- quality of the
~ submission

e Second most significant factor- rapidity of PI's
response to “mod memos”
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URE Zis 2004 2005 2006
| -~ 509 542 559

— Cho fa Iot of national data

__J,_'M‘

?:z—;BE'MC is as fast if not @E 5

~ faster than others \
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== E—xpedl’red (Median)

-

Exempt (Mean) 32.23
Exempt (Median) 27.63
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' Thank GOFW
‘only af .‘r,trev so I

r ._\_)( FONSE

L ecause there are no
i subjects)”

— ‘Know&zafge is of two Rinds: we RKnow a subject
- ourselves, or we know where we can find
information upon it.”

-Samuel Johnson, English author (1709-1784)
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SOISENLIS required for all'non- Exempt
rese rr*r inless waived by the IRB

it l Jvr* hart reviews

'rJ iresea rch rules

_ otected health information-
= —aUthorlzatlon needed unless exempt
= or waived by the PRIVACY BOARD

B

- — IRB reviews Research HIPAA
~® [ jving individual about whom a researcher
collects information through

— Interaction or intervention
— Obtaining private identifiable information

:
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Wﬁen I'm inspired, I get excited because I can't
“wait to see what I'll come up with next.
-Dolly Parton

—
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el _J\—l_ -“turnaround time since INSPIR
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e .-\L)- Iy o ‘see what the investigators see

’

~ % One spot- for all of the records

z?"‘*"

-

’*Wo more lost files or documents
e \/ersion II- when will it ever be here??
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Completing an TRB Application

ietting Started with

tesearch NEW FORMS
. The IEE subtmission process 15 now electronic. Al subtmzsions to the IEB must be done using INSFIE | For more techmical
luman Subjects wformation concerning INSPIE, chck on "IMSPIE" in the left-side menu.

'rotection Training -
>ertification /
recertification Ifyou have any questions the IEB Staff will be avatdable to assist you. Our phone number 13 (617) 638-7207. Please use this
mumber when calling the Office and hst this number on all informed conzent forms,

AUMC IRB Information

sompleting an IRB There are three panels of the IRE: Panel Blue, Panel Green, and Panel Purple. Panels Blue and Green meets twice per month, on
\pplication alternate Thursdays. Panel Purple meets once or twice per month as needed, to review primanly Progress Reports. There are a
lirruted munber of protocols accepted for each agenda. Studies are placed on an agenda in a rolling fashion, in the nest available
Hew Application agenda opening,

=3

Exermpt Research

Az part of our quality assurance effort, all applications must be complete upon subtrission i order to be eligible for IEE review.
An mcomplete applhcation will not be placed on an agenda untl all required mformation 13 subtmtted. The INSPIE system will help
by identifiing some, but not all, of the omizsions in an application.

Protocol Closure
Aduerse Events

" HIPAA Privacy Info B How to complete a new application in INSPIR {.doc)

© Signature Role in INSPIR  m How to complete a new IINSPIR. Application for Exempt Research {.pdf)

Joard Reviewers B How to Close a Study in INSPIR (.doc)
nformation

b e, bumne, bu, edufDept) Content , aspx?Department ID=2938Fagel D=3704  Internet
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How to Complete an INSPIR Application

5 4

ca
Section Type of New Protocols
Information

Al Title For sponsored protocols be sure to include version number

A2 PI Must be a member of the faculty or staff of BU/ BMC
Cannot be intern, resident, fellow
Does not have to be the PT listed on the grant (can be a co-investigator from the grant)
PI must be listed in the INSPIR database (list of all investigators whe have registered for to use INSPIR)
and have a forwarding email in INSPIR. See INSPIR web page. I no email address is listed when the PI's
name is selected, then the PI must update his/her BU directory listing by clicking on the link in blue ink in
the paragraph below or by contacting the BUME IT Help Desk at 617-638-5014,
A PT must have an email address in INSPIR o be allowed PI status in the system. A PT may opt MNOT to
receive emails regarding individual protocals by using the SET PRIVILESES function but he/she must still
have a forwarding email address listed in the BU directory,

A2 Required PLEASE NOTE: THIS IS A CHANGE FROM PREVIOUS INSTRUCTIONS:

Approval Your Department/Section/Center profile no longer determines who will approve your protocol before

IRE review. You can use these fields to select your own department, school and section under your
hame.
To select a department signature, go to the "Certification/Submit for Approval” section, and under
"Routing”, select the required department chair signature from the drop down list.

A3 Admin PLEASE NOTE: THIS IS A CHANGE FROM PREVIOUS INSTRUCTIONS:

Contact Use this section to name the Study Coordinator or Key Contact person {other than the PI) for the

chidi  Vau ara nat ranuinad +a lick an adminictrativa srantact i thara ic nana  Vau can MOT lict

v [y Agoshapes~ . W [ O E 4l 2 & d-Z-A-=S=5B@.

> 1 Sec 1
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Fihere is no struggle, there is no
_ pfogress.

— Frederick Douglass
US abolitionist (1817 - 1895)
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SRO[ONLUNILY LOr CNECK TN WIth tAE'IRB
SROPPORLUNILY for investigators to review the protocol and
sonsentiand make sure they accurately reflect the
sUffentistatus of the protocol
SERIGht investigators

== Rightinterventions, time frames, tools/forms
=== (onsent procedures and consent forms

;1"—'
— e

——  — Recruitment practices including all ads, internet materials

-

e
—
et

~ e ®*Be sure to include DSMB report, sponsor’s update,
~  safety updates

e | ong term follow-up vs. research interventions continue

® Read the comﬁlete protocol and make sure it is
consistent with the current research

® Read the PRINT version of the consent form
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If the TRB.dopsHTE
approve your study just
give up'because it is
I never going to be
approved”

=—— f at fzrst you don't succeed, try, try, and try

-~ again. Then give up. There's no use being a

dammned fool about it. ©
— William Claude Dunkenfield (W. C. Fields)



How!tofGet-IRBﬁ‘eiB" ‘

SRR SJJ;; ost never dlsapproves studies, frequently defers

SHIRE ,,,Jj “tries to review protocols prior to sending to the
OJI’C d administratively defer incomplete submissions

»J_ cy Bartlett IRB Educator 414-434/ or
S rtlet@bu edu will help investigators

-

e —

sf‘f-' {nvestlgators can come to the IRB meeting (but
-~ proposal must stand alone)

- e Investigators can appeal the IRB decision (in writing)

® [nvestigators can meet with IRB staff to draft their
responses to the modification memo


mailto:nbartlet@bu.edu

- - 771 [ztt[e [eczrmng is a dangerous thing but a lot
= ~ of ignorance is just as bad.

— Bob ‘Edwards



http://www.quotationspage.com/quotes/Bob_Edwards/

man Subjects Trai
Requirement

Ifuzlfcertiication

S LEIVET nlng BUMC class or

— N frJ r ' ‘lne training

S REcertl ification every two years
= ;;;fé:»:-: :ure articles in the CR Times
== ,‘Answer correctly 75% of the test questions
fﬁ:"’ ‘No substitute for CR Times reading

- o Recertification due by 6/30/07
® For more information www.bu.edu/crtimes

—"_/



http://www.bu.edu/crtimes

"‘” otﬁmg is more despicable than a professional

— ’ﬁfﬁ{er who uses his words as a quack uses his

—

- remedies.”

— Francois de Salignac
French archbishop e author (1651 - 1715)



http://www.quotationspage.com/quotes/Francois_de_Salignac/
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= Dont let it end like this. Tell them I said
~ something.

- —Panchio Villa, last words
Mexican bandit e revolutionary (1877 - 1923)



http://www.quotationspage.com/quotes/Pancho_Villa/

