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From: MDHHS-IRB

Sent: Tuesday, December 22, 2015 1:47 PM

To: Stanbury, Martha (DHHS)

Cc: Scott, Robert L. (DHHS);Dykema, Linda D. (DHHS);Mona Hanna-Attisha
Subject: RE: For your review (Hurley amendment)

Attachments: Study Proposal IRB BLL MHA revised 10 1 15.docx

Hello Martha,

Thank you again for the prompt and thorough response to the IRB comments. Your most recent e-mail was very helpful
o my understanding of the propossd revision. What | think has caused confusion to this point, is that the originally
approved study protocot {submitted to the MDHHS IRE on 10/1/2015) included only a limited analysis of pediatric biood
lead data. In fact, 2 power analysis had been performad with the initial proposal indicating only a relatively small
population sample would be required for the researchers to address the proposed aims. Because no revised protocol is
vet available to me, it was my understanding with this revision that the scopes of the research proposad had onky
changzed with respect to the time frame 1o be studied,

it appears, howsaver, given the desoription provided with vour iast e-mail, that the researchers now intend o perform a
much more detailed characterization of the pediatric population in Flint. The request for a prospective waiver of
informed consent that has been subrmitted reads much more appropriately for a descriptive study. | think what would
be most helpful here, and what would likely allow our hoard to view a walver reguest positivaly, is a revised research
protocol that captures the new design of the research to be conducted at Hurley Madical Center,

'wa attached the protocol that is currently approved in case that is a helpful reference. Please note that our iRB
ackniowiedges the minimal risk nature of this proposal, we agree that there is the potential for benefit to this ressarch,
ardd we think the data security measures proposed should protect the data reguested. At this point, we simply want to
verify that the privacy rights of subjects under HiPAA are appropriately respected. I it is not necessary to disclose
protected heatth information for this research without authorization from subjects, then we don’t want to violate that
right, if it is necessary to disclose protected heatth information without authorization for this research to ocour, then we
can approve the walver and this revision to the research. ook forward to reviewing an updated research protocel. Do
not hesitate to contact me with any questions or concams.

Thank you,
-fan

fan AL Horste, MEPH

institutional Review Board Administrator/Chair
Michigan Departrment of Health and Human Services
5317-241-0806

weasseamichizan govfih

This message, including any attachments is intended solely for the use of the named recigient{s} and moy contain confidentiol and/or
priviteged information. Any unauthorized review, use, disclosure, or distribution of any confidenticl and/or priviteged information
contained in this e-muail ie expressiy prohibited. if vou are not the intended recipient, please contact the sender by repfy e-maif and
destroy any and aif copies of the origing! message.
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From: Stanbury, Martha (DHHS)

Sent: Monday, December 21, 2015 2:56 PM

To: MDHHS-IRB <MDHHS-IRB@michigan.gov>

Cc: Scott, Robert L. (DHHS) <ScottR9@michigan.gov>; Dykema, Linda D. (DHHS) <Dykemal@michigan.gov>; Mona
Hanna-Attisha <MHannal@hurleymc.com>

Subject: RE: For your review (Hurley amendment)

Hello lan: Thank you for vour comments, in the attached document | have preparad some remarks that hopefully
address vour concerns, | ook forward to hearing from you on this, Regards, Martha

Martha Stanbury, MSPH

Division of Environmental Health

Michigan Department of Health and Human Services
PO Box 20185, Lansing, M 48809

L17-335-8364

stanburym@rnichigan.gov

From: MDHHS-IRB

Sent: Monday, December 21, 2015 10:54 AM

To: Stanbury, Martha (DHHS) <stanburyrn@michizgan.goe>
Cc: Scott, Robert L. (DHHS) <SRG i@ michigan.gov>
Subject: RE: For your review (Hurley amendment)

Helle Martha,

Thanks to you and to Dr. Hanna-Attisha for the very prompt response to my initlal inguiry. | appreciate the cormmments
provided. it does not appear {at this point} the threshold for impracticability of obtaining authorization and therefore
the threshoid for approval of a prospective waiver of authorization has been met. ' hopeful the following questions
will be helpful in thinking through alternative approaches to this research or the details of the waiver request:

1. st not possible for MDHHS to receive data from Hurley that allows MDHHS to perform the removal of duplicate
test results? F MDHHS {the non-research entity and the entity holding the more inchisive data set) received
information from Hurley that aliowed for duplicate data to be screened out of prospective data transfers,
MDHHS would appear to only need to send address, ags, test date and result {that is, less protected health
information than proposed) to the researchers, This would minimize the risk of providing additional identifying
information {Child 1D Number) about non-Hurley patients to the researchers. Understanding that the
retrospective data transfer included a large number of records that perhaps prohibited MDHHS from performing
this function prior to data transfer, it appears any subsequent data sxchanges will be relatively small in
comparison. Minimization of risks is important to IRE approval generally, i MDHHS involvement at this level is
not possible, please document that,

. There are two weaknasses with the current justification for the waiver related to the impracticability of
conducting the ressarch without the waiver,

a. The case is made that obiaining authorization would be difficelt, but it s not dear this meets the
threshold of impracticability. The rasearcher does not indicate how many potential subjects will be
included in the prospective reszarch. If there are hundreds of subjects being tested each day, it would
seem mora likely that coordination across Hurley practitioners and/or others would be difficuit to the
point of impossibbe, H there are relativaly fow tasts performed par day, then coordination typical of
routine clinical research should not be an issue. Also, the opportunity 1o obtain authorization does not
appear limited to the time of the testing. It appears there is additional opportunity to obtain

2
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authorization during follow-up contact with subjects {presumably contact information for subjects won't
be as likely to change in the matier of days following a test as it might over the course of years as was
discussed in the approved walver reqguest for the retrospective datal.

b ftis not clear what sample size is needed for the researcher to conduct the proposed analysis. The
argument that a sample that excludes the 25% of children not tested at Hurley would bias study results
would be better supported with a routine power analysis documenting that greater than 75% response
rate is needed. The current justification includes a claim that population-tevel data is required. Given
the relative rarity of elevated biood lead levels among the zeneral population, it appears reasonable
that a somewhat large sample will be needad to provide accurate characterizations of differing rates by
geography and over a certain tme scale, but to state that the analysis couldn’t be conducted without
population leval data is certainly not supporied in the documentation provided, A discussion that
demonstrates the nead for a minimum response rate and additional proof that such a response would
not be achieved if authoarization from each subject was required waouid be helpful in documenting why
the research cannot be conducted without an approved waiver.

Thank yvou for considering these points. |look forward to a response addressing these concerns, Regards,
-farn

fan AL Horste, MPH

institutional Review Board Administrator/Chair
Michigan Department of Haalth and Human 3arvices
B17-243-0805

wwyy tnichizangmdirb

This message, inctuding any attachments is intended solely jor the use of the named recipient{s) and may contain confidential and/or
priviteged informotion. Any uncuthorized review, use, disclnsure, or distribution of any confidential and/or privileged information
contained in this e~-mall is expressiy probhibited. if vou ore not the intended recipient, please contact the sender by reply e-mail and
destroy any and ail copies of the origingi message.

From: Stanbury, Martha (DHHS)

Sent: Friday, December 18, 2015 1:23 PM

To: MDHHS-IRB <BA04HSRB S mchigan g

Cc: Scott, Robert L. (DHHS) <ScottRGEHvichizan. gov>
Subject: RE: For your review (Hurley amendment)

Heillo fan: Attached is the HIPAS walver forny amended that has been signed by D, Hanna-Attisha, which hopefully
adddresses your concerns. Please bet Bob and me know. WMany thanks, Martha

From: MDHHS-IRB

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

To: Scott, Robert L. (DHHS) <&coitf&@michigan.govy>

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

Hallo Bob and Martha,

Pwant to send a note right away as U'm actually not sure this proposed revision is as straight forward as | thought it
might be earlier {(when | spoke with Martha), This IRB application was approved while thinking of this research as
retrospeciive and invelving data that had already bean collected. Gur IRB approved of the ressarch with a walvar of the
requirement for informad consent and a waiver of authorization for the Department o discloss protecied health
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information to Hurley, The justification that permitted approval of those waivers {attached) included the following
language:

"This study could not be practically conducted without Waiver of Authorization. The number of subjects would be
greatly reduced if authorization was not waived for several reasons:
1} At best, possibly 75% of Flint children {and even less non-Flint children) have their labs processed at Hurley.
2} Of the patients whose labs were processed at Hurley, the cortact information on file is often cutdated or
WrONg,
3} Finally, a considerable percentage of subjects may not return calls/contacts even if the information on file was
corract for them,

it is critical for this issue that we have the most data 1o get an accurate assassment of the impact of the water change on
chilebran’s lead levals. This wilt help to determine risk and prioritize response. A biased sample may maks any issues
seem worse or better than the actual situation.

{A greatly reduced samphs size would also {ead to power issuss with the analysis as the sample sire with authorization
wonid Hikeby not be adeguate for the analysis considering the percentages of children with slevated blood leveds, )"

This languags doesn’t clearly support a waiver that pertains to prospective data collection, Although the issue of 3
bizsed sample may stili ba compeliing, problems with contact information being outdated or wrong are not applicable if
the potential 1o interact with subjects at the time of lead testing is present {that is, if the test hasn’t occurred yet).

This isn’t to say that a waiver of informed consent or a waiver of authorization o disclose protected heaith information
isVE possible, but g new justification that accounts for the fact that the desired data is now to b collected prospectively
is necessary. Qur RB requests that the attached document be updated 1o reflect this change in the research, it appears
to obtain informed consent and authorization from Huriey patients {or parents) for the use of the test rasult and other
patient information {address specifically} in research, if a consent process is appropriate, one should be

proposed. Alternatively, a justification for why that can’t occur, and/or why MEDHHS must still provide identifiable data
to the researcher without authorization from subjects is needed for the research to proceed.

'rn available and very willing to discuss any guestions related to this. | certainly understand the interest in making data
available to study this imporiant issue. I'm also sansitive that chiidren involved in this research have righis under the
Common Rule regulations/HIPAA that prohibit the use of their identifiable information in research without conssnt of a
parent, or withoul an approved waiver of the requirement for informed consent. Aside from having the researcher
respond with an informed consent proposal or a revised version of the aitached document, It me know if you have
guastions or concarns at this point,

Thank you,
-fan

ian A, Horste, MPH

institutionat Review Board Administrator/Chair
Michigan Bepartment of Haalth and Human Sarvices
517-241-0805

wveaew michigar gov/irh

This message, inciuding any attachiments is intended solely for the use of the named recipient{s} and may contein confidential and/or
privileged informeation. Any unauthorized review, use, disclosure, or distribution of any confidential and/or privileged information
contained it this e-mail is expressiy prohibited. if vou are not the intended recipient, please contact the sender by reply e-mail and
destroy any and ail copies of the origingi message.
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From: Scott, Robert L. (DHHS)

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

To: MDHHS-IRB <MDHHS-IRBE michigan.goy>

Cc: Stanbury, Martha (DHHS) <stanburymi@michigan.gow>
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



