‘ -

Thé I "J‘S’S '_ . ( %- | ‘ ———

Us 1g the Short Form in
SUIISE ; mg non-English Speakers In
~ Clinical Research

‘-— Director, BUMC IRB
— September 17, 2008
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v_ethlcal concerns related to consenting
smg a "short form"
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= “State fhe federal regulations related to consenting
_» ._Zn‘on -English speaking subjects
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o Describe the required steps in the newly revised BUMC
policy for consenting non-English speaking subjects
using the short form.
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b Ethical Concern S o
__'esr-» rPersons: |

I

SRHEIBEImont report clearly articulates the desired
OULCOME C ,,lnformed consent:

:;3

J Ji-aae & tior persons requires that subjects, to the
~ —degree 5 that they are capable, be given the opportunity
=) Choose what shall or shall not happen to them.

e ——— C—
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-® Subj'ects should be given information, understand the
information , and based on their comprehension of the
iInformation make a voluntary decision to participate in
research”.
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J Trlrorm‘—‘r ConsERtsIMOTEH: g?f@ﬁ@ﬁ%i&!@ﬂﬂé——
OIHNIEIS ar PrOCEeSS o1 1n -' ation'exchange that

f1lz)Y incltide; fin addition to reading and signing the
mrorrnar &onsent document, subject recruitment
rruceru spverbal mstructlons guestion/answer sessions
ziglel ,;; 5ures of subject understandmg

0-_ -
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== stutlonal Review Boards (IRBs), clinical investigators,

s,:-«, and' research sponsors all share respon5|b|I|ty for

= - ensuring that the informed consent process is
~—~= "adequate.

® Thus, rather than an endpoint, the consent document
should: be the basis for a meaningful exchange
between the investigator and the subject.



consent'Processa
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NG !Z!L) c@nfused with the lnformed consent form
(ICF) d JF'JHJv-‘ t ~
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EHE rcr SNOT the consent process- it is a record of
WhgtWe sisupposed to be communicated and a “take
Zémlnder of what subjects have agreed to
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=5 "ICF 1S .only a method for helping to assure that
~-Jaecessary information is communicated to potential
~ subjects in a meaningful way and a document that tells
- the IRB what the investigators plan to tell the subjects
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e The ICF is NOT proof that the subject understands
(even If it says “by signing I agree that I understand”)
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| (used by _“;gugvestigatg
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PINBIINtHE potential subject that there is a study which
nri/Jna mf« ht be eligible for.

SRl Jandthe otentlal subject a consent form to read.
(I e—\" he room. Get coffee.)

_—-.— -".- -~

== etarn to the room 10 minutes later. Ask the potential
= subject “Are you ready to sign the consent? Do you have
== any guestions?”

-
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® The potential subject signs the ICF.
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Consent Process

Corfle |cated ~- _lggua

SRIETS ,J_)Js;{ / LAR and |nvest|gator/person
ODLAINING onsent do not verbally communicate
If] rn‘-u- ne Ianguage
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— = = JTE' subJect cannot read the consent document
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. 'THe-subject cannot ask questions of the
Investigator
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ve subJect to meanlngfully engage in the
) consent process and to make an informed
:_ut participation in research

-
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ERIfIVES -lgators must carefully consider the ethical/legal
Sramifications of enrolling a subject when there is a
” a gHage barrier. *

sr«f::-
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~eo If subJects do not clearly understand the consent
- document or are can not freely ask and receive answers to

their guestions, then their consent will not be truly
informed and may not be legally effective ™

*FDA : Information sheet
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Ethical Conhcern
|str|bﬂﬁve Jus | e
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lls for ... fair procedures and outcomes in the
‘9 research subjects”.

“z -':‘-

el IOFENSU e that the burdens and benefits of research are
fel] iL\ distributed, Federal regulations require that IRBs
= consider whether selection of subjects is equitable

f"

-. 45CFR - 46.111)

-
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o BUMC IRB implements this principle for non-English
speaking subjects by requiring that investigators:

— Not automatically exclude subjects from research who can not
understand or read English, but otherwise are eligible to
participate
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Mot excluding s@ﬁg’:"
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AN Elcied ethical principle s that the target
SaimpleNior a study: should be representative of
phErpopulation that has the potential to benefit
oM participation in the research.
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'réquires the inclusion of non-English
—  speaking persons in research studies that have
the-prospect of direct benefit to subjects

unless there is a compelling justification for their
exclusion
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S ENRITO! med consent document should be in Ianguage
urldars _uﬂr- EN0, ;\,J nject/LAR.

o FDA'Says (21 crrR's0

.

2 Wnen rn—t» subject population includes non-English
Jg)a,wn cfe ople or the investigators/IRB anticipate that
iENeOnSEnt interviews will be conducted in a language

Jrrwr 1anrEnglish, the IRB should require a translated

k- al d assure that the translation is accurate.
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“‘A -5py of the translated consent document must be given

—

:' 0 each subject.

o Whlle a translator may be helpful in facilitating
conversation with a non-English speaking subject, routine
ad hoc translation of the consent document should not be
substituted for a written translation.



on Engllsh E%L(ihg'
J pecte‘HW-Encou ered
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SIS rsz on oral translation.

~

SRIVEStige tors should carefully consider the ethical/legal
r_er Catlons of- enrolling subjects when a language
Sbarrier exists. If the subject does not clearly understand
_—;;r- = the information presented, the subject's consent will not
_— tfuly be informed and may not be legally effective.

-L —
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~ o Written short form consent in a language
understandable to the subjects must be used. Must
contain required elements and required signatures
(stated in 21 CFR 50.27(b)(2).
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(45 CFRB¥6iand 46.017) |
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SISO EGUIrETtNat INTOrMEd CONSEnt INformation be
PIESENtEd i language understandable to the subject”
Anaminimost situations, that informed consent be
AEEUmeERted in writing

- :: ”~ - N,
T SR

J nformed consent is documented in accordance
== Withr 46, 11/(b)(1), the written consent document

& shiould'embody, in language understandable to the
~ subject, all the elements necessary for legally effective

o ———

- informed consent.

-
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http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

e ment of non-En
ek ||1g§EB§§cts isiexpected

WIEITNONEENGISITSPEAKING SUDJECLS are argeted'for enrollment or.
WIHERREIE! nrollment IS anticipated, they must be provided an IRB
.Jr),)rova_l -anslated ICF

Az

.’_

Provicligef ch subject with a consent document is his/her language
SF :le:m preferable

. o

-é,z-. ‘5" st|gators should plan ahead for expected subject populations

,ﬁ— = Whorare unable to speak or read En?llsh and should arrange for

— _ translation of the IRB approved English informed consent/assent
—— 'fO‘rm prior to beginning study recruitment.

o The informed consent process is the same for non-English
speaking su I%ects however, a qualified interpreter must be present
to facilitate the consent conversation between the investigator and
the potential subject prior to enroliment.
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S uernatively, 46, 117(b)(2) permits oral presentation
Of mumr ef consent information in conjunction
Withietransiated short form written consent

do ruu)-l t (stating that the elements of consent have
_)raa,r.}ﬁe resented orally) and a written summary of

= = What is presented orally (this can be the full English
= - .vers’ on of the consent).

—_— f-"‘-:.g —

— A_W|_tness to the oral presentation is required

= o The subject must be given copies of the short form
document and the summary.

—



http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
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2 Wrig) .r 5 procedure is used with subJec 'S Who
clo) plejgs eak English,

= (I) tr _,-ral presentation and the short form written
afo) cul ment should be in a language understandable to
= »--—E esub]ect

— -(ql) the IRB-approved English language informed
:"'“:U'-consent document may serve as the summary;

=
m—
A—

- — and (iin) the witness should be fluent in both English
and the language of the subject.

e
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Al rnr) UIME O1F CONSENT,

= (s e short form document should be signed by the
J,J.)Jar' 2 (or the subject’s legally authorized
[Epresentative);

g} he summary (i.e., the English language informed
, nsent document) should be signed by the person
- felélamlng consent as authorized under the protocol;
9:_-:’.15, ~dn

~ — (iii) the short form document and the summary
- should be sighed by the witness.

— When the person obtaining consent is assisted by a
translator, the translator may serve as the witness.
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BHRP.guidancexs

PRENRBIMUSErEceve allforeign language versions of:
WIENSHORETorm document as a condition of approval
INGERE provisions of -46.117(b)(2).

PREXpEdited review. of these versions Is acceptable if the
epretocol, the full English language informed consent

== gdocument, and the English version of the short form

;e%%‘ument have already been approved by the convened

"o It is the responsibility of the IRB to determine which of
the procedures at 46.117(b) is appropriate for
documenting informed consent in protocols that it
reviews.



http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
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~ = (45 CFR 46.111(b) and
o CFR 56.111(b)).




Non-Enqglish Speaking™ =
PIHSENGIISH P,_&ﬁ —

, unable to verbally,,gcehé_nd sp_o_ke_lj E_nglish Iangu_age or

more difficult to meaningfully engage in the consent
vulnerable to coercion

or 'dlfﬁcult to make a truly informed decision about
pa t|C|pat|on in research

= avallablllty, compromlsed position, or social, racial,
sexual, economic or cultural biases results in an uneven
distribution of the benefits and the burdens of research.
The IRB must examine research that appears to recruit
subjects based solely on their easy availability,
compromised position, or susceptibility to manipulation.



Additional Séfeguarg,s’i-;,

J frz latlon _0ff consents =‘F|w en p055|ble {0/ a language
,Jndar iaealleepAESUBIECH

2 \/\/Jrnx Edl CONSENL ProCcess when the short formis

USEQ

IRBdE g_rmination as to whether or not use of the

shori'-- IS appropriate

-.' ,; =

—

= In estlgators also need to be aware of the difficulties

= f:mherent In providing accurate and effective consent to

~ nhon-English speaking individuals and ensure
-apRroprlate safeguards are in place to protect the

rights and welfare of these individuals

— Allow additional time for consenting

— (Careful consideration as to who is obtaining informed consent

— Tools or procedures to assess subjects” understanding

p—

i

\ \
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. Hre\/Jo_JJJy BUNMEHRBIGHIapprovedishortforn
VETR Jerrae number of studies (mostly studies < minimal
rigig)

N

o~ 1o -
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‘E ecutlve Committee recently revisited the
aI policy on the use of the short form

if:f‘ﬁéided to expand the use of the short form to
- encourage enrollment of non-English speaking subjects
In research
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stitutional Policy™™ s

SREsShontformishouldmoetibelused forsituationswhere .
—r Tei |

SOIMENt o1 NON=ENGIISHTSPearing subject
SntiEipated or suchigroupsiare targeted for enrollment

BVAGI .,‘;'Bal_transla_tion of the English consent for non-
Eglishispeaking subjects is NOT allowed.

- -ty - -
R
. e .

== F=[; ezpk"éferred method is still to provide subjects with

—

= —fully translated consent documents.

._.—-‘._

- R

< . The IRB will approve on a protocol by protocol basis the
use of the short form consent process for use with

incidental, unanticipated non-English speaking subjects
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e [RE'L =xecutive Committee has reviewed
glid ,}r ) roved a BUMC English version of an
JrJJrg; rm It will be posted on the IRB

L —— -n--

= 0:,:Th|s short form utilizes the recommended
: “language in the OHRP sample but has been
simplified to 6-7" grade language.

-


http://www.bumc.bu.edu/irb

R
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IENRETASAAtNE SNOKL TOrm rans ate INto 5
OIRUIENT] st common languages used at this
[ISHEOEON: These short forms have been
Valllelzlile They will' be posted on the IRB

WEIST e ‘Only the BUMC short form may be

=" ,’_}:" e E

‘}-' Spamsh

- =

—
-

= jfu—-French

: — Haitian Creole
— Brazilian Portuguese
— \ietnamese

-
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Oblaining IRB Approval to userthes.
'ort__j’&ﬁhw;nsent process

R

SREOIPIELE the short form request (on the IRB'website)
giuattach  to Section S of INSPIR

SNhdicate which languages you wish to use

ENndicate on the form the plan for who will serve as
Stranslators/interpreters

—— dicate the plan for emergency on call, how you will
s communicate with subjects during follow-up visits,

—" -

= how you will answer subjects’ questions, etc.

e —

~ » Download the IRB approved English version of the
_ short form and attach to Section S of the INSPIR
protocol

e Download the IRB approved translated short forms
grom theSIRB website and attach to the protocol in
ection

—
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Obtaining IRB A_m%roxalk"-,
fo "u§_ee-shor orm
SESTHLHIRONHE IRBWVIa INSPIR WIth a new protocol, as an
aIenement, or with the next progress report. Do NOT email

MESENEYUESts separately to the IRB (outside INSPIR).

— o

. .-

- 5 : i )
ERAIIOValor Use of the short form (with any stipulations) will
Esiotediin the IRB approval letter

- z = - R
e T— —

5 Tihe English version of the short form and the translated

mm—
p— e

~short forms will NOT need to be stamped by the IRB as they
will"already be validated.

-~ T
T
- —

¢ (The English version of the full consent will still need to
be validated per the usual INSPIR process).
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PHOGESS TOr Obtammg Co
Using chort

or Use of the short form

2 [ prJrc‘ S0IS dPPrevVec
PIOGESS:
o A nor]-r'LL, | Speaking person presents

SRNVEStIga Or secures an interpreter (if he/she does not
J,)!-u' 1€ language of the potential subject.)

2 _I: Vestigator, via the interpreter, conducts the consent
=== process with the subject

=E’ :— = Reviews the contents of the short form

- = Using the full English version of the consent as a
- script, reviews the entire full consent which is then
translated by the interpreter into the subject’s
language

» Tnvestigator answers questions (via interpreter)

l

;

'i
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itness to %’
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PAitness- a witness to the consent process
5 resuf

= fligle person obtaining consent does the
Ver aI translation then a witness (who
U derstands both languages) is required

-__c:“The witness must be fluent in both languages

| —
—

A—

- If an interpreter is used- the interpreter can
serve as the witness
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Signaturess

2 Shorsidili B
= Si Jrl‘-‘j oy the subJect or the LAR
=] _Jf]“ a y the witness

Ne person obtaining consent

'«‘Engllsh version of the consent
-~ —Signed by the person obtaining consent
— Sighed by the witness
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SWANGOpY of the
rr,mJLJEaJJ _“Grt form

-c. >

ATCOo] Ie the English
\/Jg 0 of the full

“cor sent
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Adtiitiona Lg,gnsideraﬁﬁsﬂ"

2d consent is a process that requires investigators
Inuously re-assess the subject’s understanding of
ure of the research, its risks and benefits.

f *- uate communication between the research staff and
= subject must occur throughout the research to ensure

—
et
—
—-——

= "ETe safety and welfare of the subject and the integrity of

i

— the research data.

-
—

® As part of the short form request the IRB will ask for the
plan for how non-English speaking subjects will be
managed, who will interpret for all study visits, the plan
for translation of additional study materials, etc.
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SEENSUVIE IRBE has approved the expanded use of the
BN oI as part of the consent process for non-English
SPEEIKIN _j ubJects

. - / -

0 Ar\r;___ ~' e respon5|b|I|w of the person obtaining consent,
——an d-ultimately the responsibility of the PI, to ensure that

- fuly Informed, legally effective, consent process takes
f’_":hpjace (not just 5|gnatures on the documents)

-h@-

e Investigators must be committed to the consent
process and recognize that obtaining consent from non-
English speaking subjects will take additional effort and
time






