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From: Stanbury, Martha (DHHS)

Sent: Tuesday, December 15, 2015 4:43 PM

To: Scott, Robert L. (DHHS);Dykema, Linda D. (DHHS);Miller, Corinne (DHHS)
Subject: FW: For your review (Hurley amendment)

Attachments: HIPAA waiver Hanna-Attisha 100115.pdf

wigll, we arer't dong yorl We have to address lan's conceras, Shoul
sy ustification?

amt forwared this i Maona and ask bar to write up

From: MDHHS-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)

Heiln Bob and Martha,

Pwant to send g nobe right away as U'm actually not sure this proposed revision s a3 stralght forward as | thought it
rribghit be earlier fwhen | spoke with Martha), This [RB appi (at on was apprf'-ved wiile thirking of this research as
retyospective and involving data that had already been collected. Gur 1RB approved of the research with a waiver of the
reguiremeant for informead consent and a waiver of authorization for the Department to disclose protected health
information to Hurley, The justification that permitted approval of those walvers {attached) included the following

language:

o The nurmber of subjects would be

wiir labs processed at Hurlay,
n fite is often cutdatad or

stiderable percentage of subjects may nob reburn calls/oontacts sven if the information on file was

i is orsbloal for Bhis resue that we have the rhost data to geban stoura
ehifdren’s lead lovels, This will help to determine risk and priovitize n
sy worse oF et than the actual situation,

assessrment of the inpact of the water change on
i ample may make any Hsues

f4 greatly reduced sample size would also lead 1o power Bsues with the analysis s the sample size with authorization

woubd Hhely not be adeguate for the analysis considering the perventage of chilidres with elevated blood levels)”

suane doesn’t clearly support a waiver that pertains to prospecthee data collection, Although the issus of a
imeed sarnple may st be compelling, problems with contact information being ouldated or wrong are not applicable i
the potential o interart with subjects at the time of lead tecting < prosant (hat is, if the test hasn't occurred yetl

3 say that @ walver of informed consent or a wabver of authorization to disclose protected health information
isr't possible, bt a new justification that accounts for the fact that the uesireﬁd data is now to be collected prospectively
iz necessary. U iRE requests that the attached document be updated to reflect this change in the research. 1t appears
that for potantialiy 79% of subjects, the researcher/her incbitution will have an opportunity at the time blood is sampled
to abtain informed consent and authorization from Hurley patients {or parents? for the vse of the test result and other
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g oomsernt prooesy
¥, A }umfmat;t‘m Hals wh‘,r that can’t ovour, andfon why
it authorization frorm subjects is neaded for the reses

e oona shoudd bhe
stifl provide idestifiable data

Povy apeailable an i very willing 1o discuss any quastions ralatad to this,
avaiabis fo s important issue. 'm also sensitive that chifedren im
resulanonsHIPAL T :ai r}mmb;i iho 115 '}f sir tdentifiabie

indy unlerstand the interast in making data
ry this racearch have righte under the
o i research without consent of a
2 fram having the ressarcher

i dncurent, lat me know i you have

rreredd consent propo
ey At this point,

tan AL Horste, MPH

inctitutinnal Beview Board Administrator/Chair
chigan L _.L._i riment of Haalth and Human Sarvices
7 AL ORDE

ww*;sf.m=.c?asf«'zzai‘;.f«ie:w;’irb

fhis mess

age, inciuding any attachments is intended solely for the use of the named recipient{s] ond may contain confidential and/or
mriviteqed information, Any unauthorized review, use, disclosure, or Jietribution of any 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
dastroy any gnd off copizs of the origingl message.

From: Scott, Robert L. (DHHS)

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

To: MDHHS-IRB <{fiiis iRBE muchisan pov>

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



