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Bare,

Please see Colin's (Legst Affalry] rommants below. 1 apologlze for not passing it slong yvesterday—1the dey got sway From
. olearly have g0t W Jearn— gade Changes teyeur thanment thinking B was & slemedunk as de-dentified, bubwas
wEnng, os indicated beloswe,

Please make changes 1o your DOH-1294 ax divected by Colin's comments, and re-suthmib to me, s no slignators,

Thands,
Pl

Frory: Boes, Colin {DCH)

Sent: Frivday, September 11, 2015 2:08 PM

Tai $60it, Robert L. {DCH) <Scotif8 & michizangovr
Cer Horste, lan {DOH) <Hnrsted@oehinsn.go
Subject: RE; New DCH-12594, time-sensitive

Hobert,

Hergare my comiments regarding this DUA, Please feel fres Lo give me g call ff yout baws any fuestions, As
intionte below, we glso nesd 1o see aboub whether owr (B8 neads o Be nvahesd,

1. Twant to know more about the sindy thet is being vecieated i itern 1. The attached protocol seems o
discusa more about the study of the water samples, not the hlood lead data, Saying that the rescarcher
wants to verify the claim of MDEQ is not sufficient, Tt does wot have {o be a great deal longer, but it
should explain what the intended use of the blead lead data is,

1t is ulso imporfant & know exaetly how it will be used for rescarch in order o justify the release not just
undder ITIPAA, but also under R 325 3086 pertaining o the confidentiality of blood lead fest epoits. It
must be for the "I necsssary for the purpose of research designed to develep or contiibute to
generalizable knowledge, with documented approval by the deparbiment’s institutional roview board.” R
325.8086(2)e). [ am not sure how [an would handle this, given the language w the rule that secns to
reguive IRB approval,

2. Tving in with |, above, telling us that the analysis will be similay 10 some other study s insufficient.
This section should tell us how the data will be used and disclosed, how many prople (research team)
niight have access, whal formats 1might be used in snd other similar isformation, The attachiod rescarch
motocol, as noted above, doey not get inte sulficient detail segarding exactly how our blood jead data
will beused and how its wae will be restricted.

T alse need fo know more about how the data will be secured on their end, Bow it will be handled, by
whe, and what will be done with i when ¥ i3 no longer needed for their study.

1. The ruscarcher indicates this data will be deidentified, but then goes oit fo ask for a number of idemifiers
that make the data identifiable, including county, oity, and birth date of the cluld. Tn order for data to be
deidentified (short of the statistical analysis method which would have to be documented and shown to
us), it must niot contain any geographic subdiviston smaller than siate. 45 CFR 164,414y 2){13(B).
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Adkditionally, all dloments of dates related w the individual must not be included, which includes birth
date, 45 CFR 164, 414{H(ZHH{C). Therefare, the roscarchor must follow protocols for identifiable data,
which may include sequesting a waiver of informed consent from the IRB.

The rasearcher could possibly obtain the data requested as a Himited data set without o walver | believe {though
we still would want to run # by the [RBY If this s the gass, item 3.h. should be changed o "Uimited Data Set.”

{nlin Boes, JD

Privacy Soecialist _

Offine of Legal Afalrs & FOIA

Michigan Daperbment of Health & Humsn Bervices
20 Townsand 81,

Langing, Michigan 48833

(5173 335858 - V{517 2411200 - F

From: Scott, Robert L. {DCH)

Bent: Friday, September 11, 2015 1:44 PM
To: Boes, Colin {DCH}

Subject: RE: New DCH-1294, ime-sensitive

Thanks, Dwas wid by o colleague of mine that 1an is expected back on Monday I hope she was rightl

# thvinde the researcher s hoping for 3 lure-sepund with 3 weed or oo, but Vo sore fe kaows be can't make Jandg hawifs
rade) dowiands, P ohook with him abowd an IRB.

Frow: Boes, Colin {DOH)
Sent: Friday, September 11, 2015 1:33 PM

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

Sublect: RE: New DCH-1204, time-sensitive

Rabert, thank you for letting me ow about the Uime-sensithity. Darll do ey Bes? 1o gat this tursed avound a3 soomn ag |
Carn Bhnce this involves resedech you oy wish to send & the 1B a3 wall and ot them koow abodi the digency, How 5005
g you think they were hoydng tnget 8 bagkT & fewr wereks? Shorter? | ask because our IRE director ban s tut pf the
oifice untdl at least next week {1 cannot remermher exactly how long be s outd

Solin Boas, JD

Privacy Specialist

OHfice of Legal Alfairs & POIA _

Michigan Dapartment of Health & Humaen Senvicss
201 Towasend 5t

Lansing, Michigan 48933

{5173 3358588 — T {B17) 2411200 - F

Frows: Scoft, Robert L. {DCH}

Sent: Friday, September 11, 2015 1:26 PM
Yo Boes, Colin {(DCH)

Bubject: New DCH-1704, tme-sensitive

Cailn,
Please sge aitached BUA and velated nroposal. Vo asking for 3 reasonably-quick turn-around on this reguest for de-

identified data, i possible given your schedule. Fve pasted Prodessor Edwards’ comments below:
3




