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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)

Mol fann Thark vou for yvour cormmaents, In the attached docurment Fhave preparad soms remarks that hopefully
address vour concarns, ook forward to hearing from you on this, Regards, Rartha

s

Riarihs Sranbury, MEPH
Pvision of Ervvironmanial Heatth
Wichigan Deparoment of Health and Human Services
P-.’J Bow 20185, Lansing, MI 48509
7-335.8304
stanburyrnd@rmichizan gov

From: MDHHS-IRB

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

To: Stanbury, Martha (DHHS) <stanburymn@rmichigan.govs
Cc: Scott, Robert L. (DHHS) <SepttBS@michizan.gow>
Subject: RE: For your review (Hurley amendment)

Heilo dMartha,

Thanks o you and 1o D Hanna-Attisha for the very prompt ras; sy, bappreciare the comments
Adad. i does not appear {at this point] the threshold for ‘;-*'-;}f:;;-‘*t‘:;;@i&;‘%;’i‘v I ;:ha;;-i;:ir;g authorization and therefore
the thrashonid for approval of a prospective waiver of authorization b ool the following guestions
wiil e heipial in thinking through alternative approaches 1o this resss § o bhe wabver racuest:

24t ot possible For MODHES to receive data from Hurlsy that allows MBHES to perform the removal of duplicate

FEMDHHS (the neneresearch entity ard the endny holding the mors indusive data set) received

rion irom Hurlay that allowaed for duplicate data to be sorsaned nut of prospective data transfers,

would appear 1o onby need to send address fant date and result (that s, ess protected health

o than proposed) to the researchers, This wanild romdendes sk of providing scdcitbonal identifying

rryation {Chid 1) Number) about non-Hurley patlerds 4o the researchars. Underdanding that the
retrospective data transfer intluded alarge number of records that perhaps prohibited MUBHHS from performing
ihis 'f\,il’iin.tiu:‘i prior o data transfer, it appears any subseguent d sehanges will be relatively small in
cornpanson, Minimization of risks is important to B8 approval generaliy, iF #MDHHS involvement at this level is
nob pocsible, pleace documeant that,

. inere are two weaknesses with the current justification for the wailver related 1o the impracticability of

wiicting the resaarch without the waiver.

. the case is made that obtaining authorization would be difficult, but it i< not claar this meets the
thresnold of impracticability. The researchar does not indicate how many potential subjects will be
included in the prospective resaarch. If there are hundreds of subjects being tested each day, it would
e more likely that coordination across Murbesy practitioners and/or othars would be ditficult to the
point of impaossible. H there are relatively foaw tests performed p s, then coordination typical of
routing clinical rasearch should not be an issue. Abe, the opportunity 1o obtain suthorization does not
appany Hmited te the time of the testing. It appears there is additios ;ai apportunity to obtain
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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




