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heriration during folloveup contact with subjects {prasumabdy contact information for subjacts wordt
s Hhedy to fhdﬂﬂf- in the matter of daye foliow s e o bhe oonarse of yaars as was

:-\E,
gizeassad in the approved walvar reguest for

[+

i pelrospeciive daisl
stolear what sample size is needad for ithe researchey to con duu the proposed analysis, The

T Srirer not resied 2t Murley would bias study results
would b batter sapported with a roctine power ansaiys ' ; ihat greater than 75% response
rate is reeded. The current justification inciudes 3 clair that popalatinreisvel data is reguired. Given
i popuiation, it appears reasonable

b drian
arpument that a sample that excludes the 7

that woaomewhat large sampla will bs nefrrjr- Eio provide acourate charasterizations of differing rates by
secyranhy and over a cartain dme scale, by tryat the anabyads couldn’t be conductad without

population level data is certainky not supporied i the documentation provided, A discussion that

demorstrates the nead for & minkvam resporse rate ard aoblional prootf that such a response would
ot be achieved if authorization from each subdect v red wouid be helpful in documenting wivy

'th@ research cannot be conducted without an approved wanesr

Thank vy for considering these points. ook forward to @ responde addressing thase concerns. Regards,
i

tan AL Horste, MPH

inctituifonal Beview Board Administrator/Chair
chigan | }..;:L riment of Haalth and Human Sarvices
7 AL ORDE

ww*;sf.m=.i:?‘:sf«’z;aa‘;.f«ze.’a‘;;’irb

Thiz message, intiuding any attachments is intended sofely for the use of the numed recipientis} ond may contain confidential and/or
formotion. Any unauthorized review, use, disclosure, or distribution of any confidentiol and/or privileged information
contained in this o-muail is expressiy prohibited. If vou are nat the intended recipiont, piease contact the sender by repfy e-maif and

=5 of the arigingf message.
y

destrey ary and aff copi

From: Stanbury, Martha {DHHS)

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

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

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

Madio farn Sttached o the HIPAS waiver form amended that gred by Dy, Hanna-Aitisha, which hopefully
addrassed your concernd Flease let Bob and me know, Bany thanks, Martha

From: MDHHS-IRB

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

To: Scott, Robert L. (DHHS) <&opisfiS@mishizan. oy

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

Heilo Baoby and Martha,

Pwant o send & note right away as 'm actually not sure this proposed rev stratght Torward as | thought it
rriight be earker {when | spoke with Martha), This IRB application was ;:;:r;.,ef* whiite thinking of this research as
retrospective and involving data that had already bean colietted. Cur IRR ved of the res=arch with a waiver of the
reqiirement for informed consent and a walver of authorization for the E‘r*.mrt?r’wﬁt o dhisclose protected health
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informmtion to Hurley, The justification that parmitted approval of those wabvers fattached) included the following

shiedy vautd rot e practically sonchicted without Wabvar of Author
greathy reduced 1 authorization was notwaived for severa! reasons
ek, pasuibly 7% of Hint chitdran {and even lass nom-Fie children) bave their labs processed at Hurley,
FYOF the patients whose labs were processad at Hurley, the contact information on file is often outdated or

WIONG.

o The number of subjects would be

Z} Finaliy, s considerable percentage of subjects may not retarn eallsfeontacss avandif the information an file was
eosrrect far them,

s« hasuse that we have the most date 1o get an aocurate assegsmant of the impact of the water change on
Ess whs. This will help to determine risk and pri arpsponse. A ased sample may make any issues
& of etisr than the actual situation.

i& groothy reducsd samy
shy rtk e 4

she size would also lead to power ssuess with the anabysis as the sample size with authorization
yuate for the analysis considering the percentags of chitdren with elevated blood fevels )"

0L clearly support a waiver that pertains to praspective data coliection, Although the issue of a
hizsed <ample may still be compelling, problems with contact information heing cutdated or wrong are not applicable if
eatial i interact with subjecis at the time of lead tasting s present {that i<, i the test hasn't occurred vet).

ot diseioss protected health information
:sived data i now (o be collected prospectively
Hect this change in the research. {1t appears
pportunity at the time blood is sampled
use of the test rasult and other
one should be
zabill provide identifiable data
v b prsead,

This st to say that a waiver GF infarmed consent or a waiver of au'ihcri;{r

T - P I
SOY G4 s} o

f;r‘r‘r ‘;:rL

RS ti m’or.f'f d consant and auti‘onzation from Hurie" rat
reovation {address specifically) in rasearch. W a consant Q{OC{_’.S‘_. i
. Albernatheshy, o justification for why that can’t coour, anedd
cher without authorization from subjects is needaed fs,;r t B OERAERE

P auailable and very willing to discuss any questions related o this {eertainly understand the interast in making data
sitabie to study this important issue Umoalso sansitive that chiidren mvoived in gk sarch have righis under the
g Hides v 45 prohibit the use of ther identifiabie in 's'fm?éor} ir research without consent of a
gprend, o withs sareved waiver of the requirement S iformasd consent, Aside from having the resesrchey
rrned consent proposal or & revised version of § i el me know i you have
ks point,

3 O SO0

R?w@w Beard Administrator/Chair
hi’-‘*a’? Depariment of Haalth and Human Sarvices
7-243-0806
Wl rnichigan.gs

iy vy gttachments (s intended solely far the use of Fue named recipieniis] and oy confain confidential and/or
ion, Anv unauthorized review, use, disclosure, or distribution of any confidentic and/or privileged information
neil is expressly prohibited. if vou are not the intended recipient, please contoct the sender by reply e-mail and
deatioy gy and Gff copies of the orginal message.

FHRERRGE, (D
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