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1S ce t W|th the Common Rule (45 CFR
2 J) Ad other federal and state laws and

 [left at-lons pertaining to human subject
-: : é‘t ction
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JIENaW SEparates’ Emergency Room
virenment from Non-emergency Room
envjrom ent (AD research)

C rJre a for use of a surrogate:

Research studies relating to cognitive impairment,
= ack @i Capacity, or serious or life-threatening
— -*ilseases

?f: ~ — Protocol specific.
~ — Must be requested through the IRB.

— [RB application must include a protocol specific plan
for decision — making capacity assessment (DMC).

— If subject expresses dissent or resistance, excluded
from study.
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Determining the Decision Makingg.
"apacw%ﬁ‘-the Subject
SVAGUEML torobtain informed consent from the

IbjECt.
JJ__c"* standard

_J ot ocol specific plan for assessment should
——in ﬁJde understanding, expression of a reasoned
' '*ch0|ce nature of research, consequences of

~ participation, alternatives to participation
(MacArthur Competency Tool, Dan Marson
interpretation)
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J UJIHH\/ Wolves reiterating a 5|mpI|f|ed
veuon of the consent and protocol
S[PE _cu* questlons

\:*- essment of the DMC of the surrogate is
= rﬂy used when there is reason to believe
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= = surrogate has impaired DMC.
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2 Inforsg tgesy] Dject of the investigator’s
IEptte —‘Use a surrogate

5 Dov-«‘-"'? discussion in research file
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ZEiE0n’slagent named inan advance healthcare directive

g on:@r\m r or guardian; withr authority to make health
Selie CECIS _{ons
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°= S r)Ql'ﬁE“
S -jcﬁ fStIC partner
— ‘c'IUIt son or daughter

‘.

’-:r o Gustodlal parent
- e Adult brother or sister
e Adult grandchild
e Available adult relative with the closest degree of kinship
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\ErsliFrogate consent may be utlllzed It

o , ‘:.

bErElS a disagreement whether to
OIISEN t among members of the highest

able priority class.
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RESHONSIL I1t-|e:§g’he -I-mvgﬁW'

SAIIIE surrogate must:
ShjaVve ;f asenable knowledge of the subject
~ BQ felj iiliar with the subject’s level of impairment

— Be v ﬂlmg o serve as substitute decision maker

nderstand the risks, potential benefits, procedures
= and alternatives to the research participation.
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- — Make decisions based on the subject’s known
 preferences or surrogate’s judgment of what subject’s
preference would be
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BSlirogate must be advised that if a

rl] Jmerﬂ diiking suUrrogate is identified at
fm\/r e defer to his/her decision

Teg rdlng participation in research

~ fpotentla surrogate identifies a person at
= a_hlgher rank, the investigator is
responsible to contact such individual to
determine if they want to serve as
surrogate
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ACiiteria which would normally trigger re-
eENSENting a subject apply (SAEs, change
If] I)ra ocol)

:nge of surrogate
Jb]ect regains cognitive function
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Reconsenting Subjects
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W/aye fave any id /Hea of
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erf *Educate ourselves
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PNElito al local legislator to assess
Jegblr] FJ‘? ) interest.

S Wer r eded a SPONSOr.

= Cor n tact UCSD IRB to learn their
f4nférpretat|on of the current law.
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isearch, o a sponsof’

——

S ZIEImer’s Association — California Council —
Pugliel? chy arm

= NOt | JJC Srested at this time

SUE O fice of the President (UCOP)— moving a
: JFEJJ ntaln

: s UCOP agrees to sponsor legislation — 5 months
= :after initial contact (Late summer 2001)

1o Alzheimer’s Association with a nudge from
national — gives us their support
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Sinding suj port in in the resgarch .

unlty

a JJfor' 'AD researchers contacted
OIU 10 state ARCC's.

LIAICS commlttee formed

= ,.-JJF rmatlonal meeting with experts: Jason
| -KarIaW|sh and Dan Marson

e Qutcome: Guarded support, rear or
prnging attention to a major problem!
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Nme to,spread {«W

J eygaf hers In other areas of cognitive
Mpairment contacted

= —_*3 reke Parkinson’s disease, MS, Huntington’s
|sease head trauma, and HIV

== Sample letters of support sent out

‘o ARCC’s formed the backbone of the
PrOCess
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\ZHEIMET S Association
J rerJJ\/ f—*areglver Alliance
S r;f—: rt groups contacted
"|5Ie letters sent out

l./
l

e
: -

e
e R, i

i

—

S



T —
Identification of poten
a’lﬂg osition

SNVIERC) nwf N groups’
o Clv| rur 5 groups
/mer ] e vlll-was introguced, they came




fegisiative Tlﬂﬂ]e Th%&tﬂr
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SV EOP drafts language of the pill

SWAB 2 ’” Introduced to the CA Assembly —
FEDI Uary 21, 2002 by San Diego
AS mblyman Howard Wayne

*SSlgned to two committees: Health and
~ Judiciary-Hearings in April and May

s Amendments taken
® The floor of the Assembly-May
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The Senatess

MiSEigned|to two committees: Health and
Sllmant Services & Judiciary

SINESIEh and Human Services — June

=S Amendments taken
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.-,.hi-f‘f'-f":ij:l:lfaiciary chair decided not to hear bill

e Floor of the Senate
e Floor of the Assembly
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e Governor
September 11, 2002
‘would become law January 1, 2003
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\ 1alts research mvolvmg Auman
‘ WHo cannot consent for

;F IS reprimanded for inappropriate
NSEenting processes

= : UC Davis VA halts human subject research
o

March 2002 — Newsweek has on its cover
—'a human crouching in a cage’
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plementation of the LW
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o C ommjrr“ ‘ormed to draft the Guidelines
2 rmrmzer‘ sent to all UC IRBs




SESILE IS UE S

— F RB wants outside MDs to determine
ty to consent

ford VA: wants 2 VA MDs, not involved in

__'_-' -dll-"'



e

ssueg(gg@tinueﬂ)h

DEpposition

— *_pponent: new bill introduced AB 1371
=819 2005

“tte'mpts to change many features of our bill,

| -fmcludmg requiring primary care MD to
- determine capacity

— UCOP legislative analysts meet with sponsor
of AB 1371 to draft amendments
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SHIE moa : unlikely issues will be raised as
POINTS O > discussion
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i g ossmle to change the law! The

= rocess really does work!
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tgguture

mrmvr Q the legislation is still’ being felt
J Hrejgn tion at GSA in November
) Mfm ISC 'pt describing the process, pitfalls,
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