
From MDHHS-IRB

Sent Tuesday December 22 2015 147 PM

To Stanbury Martha DHHS
Cc Scott Robert DHHS Linda DHHS Hanna-Attisha

Subject RE For your review Hurley amendment

Attachments Study Proposal IRB BLL MHA revised 10 15.docx

Heflo Martha

Thank you agafti for the prompt nd thorough response to the RB comments Your most recent emai ws very hepfu

to my understanding of the proposed revision Whet thftik has caused confusion to this point that the orgny
approved study protoco suhmftted to the MDHHS RB on 10/1/2015 nduded ony Umfted anysk of pethatrc hood

cad dath fact power nyss had been performed wfth the inita proposa indictftig ony reatvey smafi

popuaton smpe woud be requred for the researchers to address the proposed aftns Because no revised protoco

yet aviahe to me ft was my understanding wfth this revkon that the scope of the research proposed hd ony

changed with respect to the time frame to he studied

ft appears however given the descrpton provided wfth your ast emaL that the researchers now ntend to perform

much more detailed characterzton of the pedatrc popuaton Hint The request for prospective waiver of

informed consent that has been submftted reads much more appropriatey for descrptve study think what woud

be most hpfu here and what woud Ukey aow our board to view waiver request posftvey is revsed research

protoco thit captures the new design of the rsearch to be conducted it Hurey Medca Center

Vve attached the protoco that currendy approved in case that hpfu reference Pease note that our RB

acknowedges th mnma risk niture of this proposa we agree that there the potent for benflt to this research

and think the data security measures proposed shoud protect the data requested At this point we smpy want to

verify that th privacy rights of subjects unckr HPAA are appropriatey respected ft is not necessary to dkdose

protected hafth nformaton for this rsearch without authoæzation from subjects then we dont want to vioate that

right ft ft is necessary to dscose protected heafth nformaton wfthout iuthorzaton for this research to occur then we

can approve the waiver ind thk revision to the research ook forward to revewng an updated reseirch protocoL Do

not hstat to contict me with any questions or concerns

Thank you

an Horste MPH

nsttutona Review Board Admnistrator/Chaft

Mchgan Department of Heth and Human Servces

l724i- 0806

This message including ony attochments is intended sole/V for the se oj the named recipients nd moy con tcin con fideniaI and/or

privileged An unczutnonzed review use discfcsure disrihuion of ari confithniaI and/or prinformation

contained in thi mwi is xpnssiv pmhhitd fvou cr not the Thtndd recipient pioe contact th sender by reply inai/ ond

destroy any and all copies of th origThci mg
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From Stanbury Martha DHHS
Sent Monday December 21 2015 256 PM

To MDHHS-IRB MDHHS-IRB@michigan.gov

Cc Scott Robert DHHS ScottR9@michigan.gov Dykema Linda DHHS DykemaL@michigan.gov Mona

Hanna-Attisha MHannal@hurleymc.com

Subject RE For your review Hurley amendment

HHo an Think you for your comments the attached document have prepared some remarks thit hopefuHy

address your concerns ook forward to hearing from you on thk Regards Martha

Martha Stanbury MSPH

Division of Envronmenta Heafth

Mchgan Department of Heafth and Humin Services

P0 Box 30195 Lansing 48909

517-3358364

From MDHHS-IRB

Sent Monday December 21 2015 1054 AM
To Stanbury Martha DHHS
Cc Scott Robert DHHS ottR9rov
Subject RE For your review Hurley amendment

HHo Martha

Thanks to you and to Dr Hanna-Attkha for the very prompt response to my inta nqufty apprcate the comments

provided ft does not appear it thk point the threshod for mpractcabhty of obtanng authorzaton and therefore

the threshod for approva of prospective waiver of authorziton has been met Vm hopefu the foHowng questions

wH be hepfu thnkng through afternatve ipproaches to this research or the detas of the waiver request

ft not possb for MDHHS to recev dati from Hudey that aHows MDHHS to perform th remova of dupUcite

test resufts ft MDHHS the non-research ntfty and th entity hodng the more ndusive data set received

nformaton from Hurey that aowed for dupcate data to be screened out of prospective dtatrinsfers

MDHHS woud appear to ony nEed to send address agi test date nd reuft that ess protected hth
nformaton than proposed to the resarchrs Thk woud mnrnzth rsk of provdng ddtona dntfyng

nformaton ChHd Number about non-Hurey patients to the researchers Understanding that the

retrospective data transfer nduded rge number of records that perhaps prohbfted MDHHS from performing

this function pror to data transfer ft appears ny subsequent data exchanges wW reatvdy smafl

cornpadson of rsk rnportant to RB approva gnerHy ft MDHHS nvovemnt thk ftve

not possbe piase docurnEnt that

There ar two weaknEsses wfth th current justicton for the waiver rekted to the mpractcabWty of

conducUng the resEarch thout the wver
Th case made that obtnng authorLaton woud be dfficut but ft not cer thk meets the

threshod of mpractcabhty ThE resarchr does not ndcate how many potenta subjects wH be

nduded th propectve resEarch fther are hundreds of subjects being tstd each day ft woud

seem morE key that oordnton cros Hudey practftoners and/or others woud dificut to the

point of mpossbft there ar reatvey fEw tests performed pir day thin coordnton typca of

routne cnca research shoud not be an kue Aso thE opportunity to obtan authorzUon does not

appear hmted to the time of the testing Ft appears there addUona opportunty to obtan
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authorzaton during foHow-up contact with subjects presumably contact information for subjects wont

be as likey to change in the matter of days foHowing test as ft might over the course of years as was

discussed in the approved waiver request for the retrospective data

ft is not dear what sampe size is needed for the researcher to conduct the proposed anaysis The

argument that sample that excludes the 25% of children not tested at Hurley wouhi bias study results

would be better supported with routine power analysis documenting that greater than 75% response

rate is needed The current justification includes claim that populationlevel data is required Given

the reatve raætyof elevated blood cad eves among the genera popuaton ft appears reasonabe

that somewhat large sample will be needed to provide accurate characteæzations of dftferng rates by

geography and over certn time sce but to state thit the anayss couldnt be conducted without

popuaUon evi data is certainly not supported the documentation provded dkcussion that

demonstrates thE neEd for mnmum response rate nd dditona proof that such rEsponse would

not be achieved uthoraton from eh subject ws required woud be hpful documenUng why

the research cannot conducted wfthout approved waiver

Thank you for conskieæng these points ook forward to response addressing these concerns Regards

an Horste MPH

nstftutiona Review Board Adrninktrator/Char

Mchgan Department of Hialth 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 confidentia/ and/or privileged

contclned Th this rnall is xprEssiy prohibited If you rot th intended recipient pIese cortact th sndr by reply e-maii and

destroy cny and ciii copies of the oriqina/ messcge

From Stanbury Martha DHHS
Sent Friday December 18 2015 123 PM

To MDHHS-IRB

Cc Scott Robert DHHS
Subject RE For your review Hurley amendment

Heflo an Attached the HIPAA wakier form amended that has been signed by Dr HannaAttkha which hopefuy

addresses your concerns Peae ct Bob and me know Many thanks Martha

From MDHHS-IRB

Sent Tuesday December 15 2015 436 PM

To Scott Robert DHHS
Cc Stanbury Martha DHHS rgjgov
Subject RE For your review Hurley amendment

Heo Bob nd Martha

want to send note right away as Vm actuaHy not sure this proposed revson as straight forward as thought ft

might be earner when spoke with Martha Thk RB applcaton was approved whe thinking of thk research as

retrospective and nvolvng data that had aready been coUected Our RB approved of the research with wve of the

requftement for niormed conent and waver of authorzaton for the Department to dkciose protected heafth
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information to Hurlay The justification that permitted approval of those waivers attached included the following

nguage

This study could not be practicaHy conducted without Waiver of Authorization The number of subjects would be

greatly reduced if authorization was not waived for several reasons

At best possibly 75% of Fnt chdren and even less nonFUnt children have their abs processed at Hurley

Of the patients whose abs were processed at Hurley the contact information on file is often outdated or

wrong

FinaHy considerable percentage of subjects may not return caUs/contacts even if the information on file was

correct for them

ft is critical for this issue that we have the most data to get an accurate assessment of the impact of the water change on

childrens lead levels This will help to determine risk and prioritize response biased sample may make any issues

seem worse or better than the actual situation

greatly reduced sample size would also lead to power issues with the analysis as the sample size with authorization

would likely not be adequate for the analysis considering the percentage of children with elevated blood levels

This language doesnt clearly support waiver that pertains to prospective data collection Although the issue of

biased sample may still be compelling problems with contact information being outdated or wrong are not applicable if

the potential to interact with subjects at the time of lead testing is present that is if the test hasnt occurred yet

This isnt to say that waiver of informed consent or waiver of authorization to disclose protected health information

isnt possible hut new justification that accounts for the fact that the desired data is now to be collected prospectively

is necessary Our RB requests that the attached document be updated to reflect this change in the research It appears

that for potentially 75% of subjects the researcher/her institution will have an opportunity at the time blood is sampled

to obtain informed consent and authorization from Hurley patients or parents for the use of the test result and other

patient information address specifically in research lf consent process is appropriate one should be

proposed Alternatively justification for why that cant occur and/or why MDHHS must still provide identifiable data

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

Im available and very willing to discuss any questions related to this certainly understand the interest in making data

available to study this important issue rn also sensitive that children involved in this research have rights under the

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

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

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

questions or concerns at this point

Thank you

an

an Horste MPH

Institutional Review Board Administrator/Chair

Michigan Department of Health and Human Services

L724i-D8O6

Thiz caq inciudinq czn ott chmnts is intended solely for the use of the named recipients and may contain confidential and/or

privilecied information Any unauthorized review use disclosure or distribution of any confidential cnd/or privileged information

contained in this e-mail is expressly prohibited if you are not the intended recipient please contact the sender by reply e-mail and

destroy any and all copies of the original message
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From Scott Robert DHHS
Sent Tuesday December 15 2015 1059 AM

To DH HS-IRB

Cc Stanbury Martha DH HS
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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