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From: Stanbury, Martha (DHHS)

Sent: Wednesday, December 16, 2015 11:13 AM
To: Scott, Robert L. (DHHS)

Subject: FW: For your review (Hurley amendment)
Attachments: HIPAA waiver Hanna-Attisha 100115.pdf

felisevased vhis with Lindda and Dwill try o write a justificanioe for 8o ared ther heanee har review it

From: MDHH5-IRB

Sent: Tuesday, December 15, 2015 4:36 PM

To: Scott, Robert L. (DHHS) <ScottR9@michigan.gov>

Cc: Stanbury, Martha (DHHS) <stanburym@&michigan.gov>
Subject: RE: For your review (Hurley amendment)

Heilo Bob and Marths,

Pwant to send g nobe right away as U'm actually not sure this proposed revision s g stralght forward as | thought it
rribghit be earlier fwhen | spoke with Martha), This [RB appi (at on was approved while thirking of this research as
retyospective and involving data that had already been collected, C& BB approved of the research with a waiver of the
reguirgment for informad consent and a waiver of authorization for the Dapartment to disclose protected health
information to Hurley, The justification that permitted approval of those wa%vee's {attached) included the following

anguage!

o The number of subjects would be

sir fahs processad at Horlay,
:L,rr‘ﬂzf oy o file i often cutdated or

OH té Pt os*ts whirse iabs WS pBrac E“,S("d at Hu

WEO3T s,’S

s even if the information on File was

msiderable percentage of subjects may not return cails/oontacts

This will help to determineg risk and priovitdze
ey than the actual situation,

DS

the potential to interart with subjects at the time of lead testing i< pross

s

54N E ey ~t§ be compelling, prahiems with contart infor s“,i ion be ng ouidated or wrong are not applicabla if
it iihat is, if the test hasn't occurred yetl

This feny't o
isrr't possible

say that 2 waiver of informed consent or a wabver of authorization to discinie protected heslth information
. But & new justification that accounts for the fact thet the dedred data is now to be callected prospectively
pdated to refiect this change in the research. 1t appears
wiil have an opportunity at the time blood is sampled

for parents for the usa of the test result and other
iz appropriate, one should be
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vernativeby, a justificabion for why that can’t ocour, andfor why B
it authorization frov subjects is neaded for the research o

s1atift provide identifiable data

oy apeailable ar uj very willing 1o discuss any quastions related to this, | oertaindy understand the interast in making data
avaialie fo sty irnprortant ssue. moalso sencitive that ehildrer invob
PeTHI m;it-;- s’f.-;;\as avicns HIPAK that prohibit the use of thelr dentifisbie nformation “r'- research without consent of 8
paarend, o withour an aoproved walver of the raguirement for informesd consent, Aside from having the ressarcher

bawith an informed corsent proposal or & ravised version of the artached docament, let ma know if you have

sarch have rights ander the

fars A Forste DADRH

inctitutinnal Beview Board Administrator/Chair
chigan Department of Health and Human Sarvices
L17-741-D806

woanwe rrachigan.go/irk

fhis mess

age, inciuding any attachments is intended solely for the use of the named recipient{s] ond may contain confidential and/or
nrivifeged informotion, Asy unouthorized review, use, disclosure, or Jistvibution of gay confidentiol and/for privileged information
contained i this e-mail is exprassly prohibited, if your are not the intended recipient, please qontuct the sender by repiv e-mail and
destroy any anid aff copizs of the origingl message.

From: Scott, Robert L. (DHHS)

Sent: Tuesday, December 15, 2015 10:59 AM

To: MDHHS-IRB <pALMPS BB michisangow

Cc: Stanbury, Martha (DHHS) <stanburyrnid@michizan govs
Subject: For your review (Hurley amendment}

lan,
Please see attached.

Thanks,
Bob

Robert L. Scott

Childhood Lead Poisoning Prevention Program
Michigan Department of Health & Human Services
{517) 335-8178

fax {517) 335-8509



