
From Stanbury Martha DHHS
Sent Tuesday December 15 2015 443 PM

To Scott Robert DHHS Linda DHHS Corinne DHHS
Subject FW For your review Hurley amendment

Attachments HIPAA waiver Hanna-Attisha 100115.pdf

Well we arent done yet We hive to address ans concms Shoud just forward this to Moni and ask her to wrfte up

more ustfcaton

From MDHHS-IRB

Sent Tuesday December 15 2015 436 PM

To Scott Robert DHHS ScottR9@michigan.gov

Cc Stanbury Martha DHHS stanburym@michigan.gov

Subject RE For your review Hurley amendment

Heo Bob and Martha

wint to send note right away as Vrn actually not sure this proposed revson is as straight forward as thought it

might be eirer when spoke wfth Martha Th RB appcaton was ipproved whe thnkng of this research as

retrospective and rwoMng data that had arady been collected Our RB approved of the research with waiver of the

requftement for nformed consent and waiver of authorization for the Department to thsdose protected heth
information to Hury The justificiton that permftted approva of those wvers attached nduded the foUowng

nguige

This study coud not be practically conducted without Waiver of Authorzaton The number of subjects woud be

greaty reduced ft authorization wis not waived for sevra reasons

At best possiby 75% of Fnt chdren and even ess non-Fnt chdren have ther abs processed at Hurey

Of th patients whose abs were processed at Hurey the contact nformaton on fe often outdated or

wrong

HnaHy consderabe percEntag of ubjEcts may not return caHs/contacts evEn if the nformaton on was

correct for thim

ft is crtft this issue that we have thE most data to get an acurate assessment of the impact of the water change on

chdrens cad ives This wH hep to determine æsk and prortze rEsponse hasd arnpk rny make any ssues

seem worse or better than the actu tuaUon

greaty reduced smpe se woud ako cad to power issues wth the anyss as the sampe size wfth authorzaton

wouhi Ukey not be adequate for th anayss condErng the percentage of chdrEn with eivated bood ftves

Thk anguge doesnt diady support wver that pErtans to prospective data coHicton Afthough thE ssUe of

biased sampi may stW be compehng probems with contact nformaton bng outdated or wrong are not pp cbe
the potenta to interact wfth subjects at the time of iad testing is prEsent that th test hant occurred yEt

Thk snt to say that waver of nforrnEd onsent or waver of authonzat1on to dkdose protected heafth nformaUon

snt possbe but new justthat counts for the ft that the desired data now to be coVected prospectvey

necessary Our RB requests that the attached document be updated to reflect thk hangE in the research ft appears

that for potntaHy 7S% of subjects the researcher/hEr nstftution wH have an opportunty at th tm bood samped

to obtan informed consent and authoæzaUon from Hurey patent or parents for the use of the test reut and other
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patient information address specificaHy in research ft consent process is appropriate one shoud be

proposed Afternativy justification for why that cant occur and/or why MDHHS must stifi provide identifiabe data

to the researcher without authorization from subjects is needed for the research to proceed

Vm avaiabe and very willing to discuss any questions related to this certainy understand the interest in making data

avaiabe to study this important issue also sensitive that children invoved in this research have rights under the

Common Rule regulations/HIPAA that prohibit the use of their identifiabe information in research without consent of

parent or without an approved waiver of the requirement for informed consent Aside from hiving the researcher

respond with an informed consent proposa or revised version of the attached document ct me know if you have

questions or concerns it thk point

Thank you

an Horste MPH

nsiftution Revew Board Adrninktrator/Char

Mchgan Department of Hiafth and Human SErvcs

517-241-0806v1rb
This rnessaq inciudinq cny attcchmnLs is innded solely jor the use of the narnd rdpients and mcy conoin conJidenticI and/orprinformation Any unauthcnzed review ue dicIcsur or ditribution of any confidential and/or privileged

contained in this rnaii eprssiy prohibited If you or rot th mrnthd ucpient p/cse contict the sndr by repij mai cnd

cJstroy cny cnd ci copis of th oricnaI mssrJg

From Scott Robert DHHS
Sent Tuesday December 15 2015 1059 AM
To MDHHS-IRB

Cc Stanbury Martha DHHS rgjgov
Subject For your review Hurley amendment

In

Please see attached

Thanks

Bob

Robert Scott

Childhood Lead Poisoning Prevention Program

Michigan Department of Health Human Services

517 335-8178

fax 517 335-8509
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