RESEARCH WITH SUBJECTS LIKELY TO MANIFEST OR DEVELOP DECREASED
DECISIONAL ABILITY

urt: HunarResearch PraiectinPrgran (HRPP), Office bResearch

Aplies to  Faculty ad Staff imbsed irhunarresearch

PURPOSE:

Federal regulatinad the MCW IRB require that subgcts preide writterceet prio
tatheir imbvenett imunanubgcts research utess the IRB has appreed a waiver
beeet proedures per 45 CFR 46.116(c)(d) 045 CFR 46.101()).

If aradult lacls capacity taeet, federal regulatiorequire that ifmed ceett is
btaiad froa legally authoed represetiative (LAR).

MCW IRB caders subects whdhave pare likely talevelpdecreased decisial

abilities as a vularable pulatioFpall vularable pulatig Federal regulatia

require that the IRB esures that "additial safeguards [are] inluded irthe prpct to
priect the rights ad welfare" ball subpcts t hat are "likely tde vularable taercio
oudue ifluene."

This doumett atligs istitutial requirenetts, ad preides guidane tdaculty ad
staff whaay wish teegage inesearch with subpcts whaurretily have decreased
decisial ability opare likely talevelpdecreased decisial ability irnthe future.

DEFINITIONS:
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ceettt proess, ad proide the LAR with dounetiatitbthe subpct's wish to
ctiine participatimfter becug decisially/ inpaired.

Fonet prpcts, ifmed ceett shald & be elicited ad dounetied athe sane

day that the subpct is first presetied with ifmatimbat the prpct. This prigiple is
particularly impctat foprpets that raise questinabat decreased decisial ability
inge subgcts. Questinfroptie ial subpct ad fanily nenbers shald be
eonaraged, ad hadots bfrequetily asied questinad aswers regardig specific
hunanubgct prtectionay be prepared. Couitatidbetweemenbers bthe

research tean, subgcts, ad their fanilies is key tauccessful research participatio

Idividuals whare decisially/ inpaired nay eed ne tine taader the
ifmaticthey are giverabat a research prtiob Ifmatishald be preided
iorenetially tdacilitate uderstadig. Plan g built-irwaitig perids withirthe
ceett proess nay be useful tallw peietial subgcts tine tamlt with fanily

nenbers abat participatio

Fially, foall prpcts that raise questipabat see bthe subgcts' ability to
participate inthe ceenti proess, lwestigats shald plarad deliver gim

educatial effots with subpcts durig the lifetine dthe prpct teehaoe research
subpcts' uderstadig ad appreciatibtheir rte inthe research. Because ifimed
ceel is argig proess thraghat the carse da preioh assessig ad

ehanig corehesicat each stage is essettial. Sigle sheet sumaries b

inpotant ifmaticbat ey elenets ba prpct nay be useful whenrgided m
regular basis.
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Foprpcts which represett a "niniorease wer nimal ris” (e.g., MRI with
sedatipidwellig catheters foshct duratip the IRB nay recmed

additial safeguard prtectinm prpct-by prpct-basis.

REFERENCES:

45 CFR 46.101())

45 CFR 46.102 (c)
45 CFR 46.116(c)(d)
21 CFR 50.3 (1)
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