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Scott, Robert L. (DHHS)

Frow Seott, Hobest |, {(DCH}

Sent: Tuesday, September 15, 2015 821 AM
To: "Mare fdwarnds

Subjuct: P Mew DOH-1784, time-sensitive
dMarg,

Please see Colln’s fhepat AHalrs] coimments below, §apalogize for not passing it aleng vesterday—the day got awey from
me. | clearly have a ot to leern—f made changes toveuy dooament thinking it was a slam dunk sy de-identified, but was
wrnmi, as indizated below,

Plegse srake changes (o youy BOHWTAS as Jivected by Collifs conunents, and re-subinl B ma, still no sipnaturs,

Thanks,
Bob

From: Boes, Colin [DOH)

Sent: Friday, September 11, 2015 208 PM

Yo Scott, Rohert L. {DUH) <ScottR3@michigan.govs
Cer Horste, lan {BCH) <Horstel@michigan gov>
Subject: RE: New DCH-1294, time-sensitive

fohert,

Here are my comments regavding this A, Please feal free 1o give me a calt Fyou have any questions, Ast
fnioyte below, we also need to soe aboul whather our IRB needs 1o be Invohesth

1. 1 want to know more gbout the sindy that is being reorented in itern 1. The attached motocal scems to
discuss more about the study of the water samples, pot the blood Jead data, Saying that the researcher
wants to verify the claim 6f MDEQ is not sufficient, It does not have to be a great deal louger, bt #t
sheuld explain what the indended nsc of the blood lead data is,

it is-also important to know exactly how it.will be used for rescarch in order to justify the release not just
under HIPAA, bnd also wader R 3259086 pertalning to the confidentinlity of blood fead test veports, it
must be for the "I nceossary for the purpose of research designod 1o develop or contributs to
generalizable knowledge, with documented approval by the depariment’s histitational review hoard " R
325.9086{2){e). | am not sure how lan would handle this, given the language in the rule that seems to
vequire IRE approval.

2. Tying inwith 1. above, telling us that the analysis will he similar to some other study is insulficient.
This section should tell us how the data will be used and disclosed, how many people (research team)
ryight have aceess, what formats i might be used in and other similar information. The attached research
protocol, b noted above, does not get into sufficient detail regarding exactly how our blood lead data
will be used and how its use will be restricted.




000300

T alse need 1o kadw maoré about bow the dela will be scoured on their ond, how 1 will be handled, by
whao, and what will be done with i1 when itis no lonper necded for thoir study,

3, ‘The rescarchor imdicates thisdata will be dendentilied, but Hien goos on 1o ask for a sumber of identificrs
that make the data identifiable, including county, city, and birth date of thie child. In osder for data to be
deideitificd {short of the statistical analysis method which would have 1o be docwmenied and shown¥o
ug), i must not contain any feographic subdivision swaller than state, 45 CFR 164 414(02HIB).
Additionally, all clomots of dates welated to the individual must not be included, which includes bicth
date. 435 CFR 164.414(b) 2D, Therelore, the researcher must follow protosols for identifiable data,
which may include roquesting a watver of informed consent from the 1IRB.

The researcher could possibly obtain the date requested as 2 imited data set without 3 waiver | belisve {though
we sHH would vant to run B by the IBBL if this is the sase, tei 3.5, should be changed to “Limited Data Sel”

Colin Boes, b

Privacy Spacialst

Ciffios of Lagal Aflails & FOIA

Michigan Departraant of Health & Human Sorvioes
201 Townsend 8L

Lansing, Mickigan 48833

{BA7: Q358868 - T (B17) 2411200 - F

Fram: Scult, Robert L, (DCH)

Sent: Friday, September 11, 2015 1244 PM
To: Boes, Colin (DCH)

Subjechk: RE: New DCH-129%, time-sensitive

Thanks. Pwastold by 2 collesgue of mine that lan s sepected back on $onday {1 hope she was rght}

ehink the ressarcher i hoplg for 3 lurs-arourad with & wesk or so, ot P sure ha knosws bee <ardt mslie {and basr
made! demands, PH cheek with bin ghout an B8,

From: Boes, Colin {DUH]

Sent; Friday, September 11, 2015 1,33 M

To: Scoty, Robert L {DCHY <Sopbiigdmichizanaow
Subiect: RE; New DCH-1294, tivie-sensitive

Bobert, thank vou for ettng me know about the tme-sensithity, D will do my best 1o got this wrand around as soon asi
can. Sinre this breodves researclyyon may wish to send i the 188 as well and lat them keow about the wrgenoy. How soon
i you think they were hoping o oget It back? & fow wepebs? Sharter? | ask because our 18 director lanis out of the
affice untih ol loust noxt week [ cannot remerpber exanty bow long be s autd.

Gofin Boss, JI

Privacy Specialis]

Office of Legal Adlairg & FOIA

Wichigan Department of Health & MHumzn Bervices
201 Townzend 5L

Lansing, Michigan 48833

(G17y 3358558 - T (817 2411200 - F




