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TO: feffrey B. Kerby, MD, PhD; FACS
Emmpai‘ Investigator
FROM: Denise Balf, CIP
Assopiate Director, Office of the IRB
DATE: March 30, 2007
RE: F060328008
Hypettouic Resussitation Following Traumatic Injury (Southeastern Resuscitation
Research Center)

Pr. O m, Sheila, and I would like to thank yon, Shannon, and> Carlyn for takmg time away from
your busy sghm}esw mieet with us this momng The regulatory spreadshest you provided has been
helpful in determining the status of each site. ¥ beliswa it would be beneficial for you to pmviﬁe an
updated spreadsheet each time you submit the protoco! for continuing TRB review. As you’re aware, on
March 28, 2007, the TRB 02 reviewed yonr response to the TRB’S letters dated February 14, 2007 and
Mareh 21, 2007, The IRB dgtermined your wsponses to the Board’s previous concerns have been
adsquaiely addressed. The fmﬂowmg is a summary of the ftems that are vngoing:

1. The following is a.list of community wnsxﬂtaﬁan activities that are planved. Tam working to have
IRB represontative at these meetings. Please verify that these dates are correct and if there are any
omissions.

The Clay City Council Meeting — Monday, April 2 at 7:00 p.m,

The Jasper City Council Meeting - Tuesday, April 3 at 10:00 aan.

The Bessotnor Mecting — Wodnosday, Agiril 4 (Nood timo, location and type of mcecting)
The Centor Point Council Meeting — Thursday, April 4 at 6:30 p.m.

Jefferson County Community Meeting ~ Wednesday, April 25 at.2:00 p.u.
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2. Wehave discussed a-couple of options for community consultation in the areas covered by
Omniflight (Lifesaver) sorvices. Ono of the options invelved- tcleph@nc surveys and the other
involved attending City Council Meetings in the larger communities, i.e., Tascaloosa, Anniston, and
Gadsden. Once you've docided the best appreach for tho broadest mprescntanvc ploasc submit this
plan as a formal request via an amendment to the IRB for review and approval,

3. Please continue to keep us posted on the activities concerning the Hispanic population. The PSA that
you provided for the Spanish languagpe tadio is approved and we are awate that you are working to
liave a-plan in place for having a translator available to receive these calls.




Dr: Kerby
Mareh 30, 2007

4. As discussed at our mesting today, we mask%@ I}iat you. subnut a memorandun to the IRB each

time you. are ready fo start with an EM 1 tym should include information:
regarding the MO A status, FWA #, GCE ’I‘mﬂmg, anddxscl@smcimmumiy consultation activities,
Once the IRB an%rﬂxem’a (.)haﬁ-man has reviewed the information provided, we will stamp the

metoorandum “approved” and will notify - 'ytau that yéu may beginthe study with that agency.

5. 1would again like to remind you that: public disclosure and commynity congaltation should bo an
ongoing effort. 'With sach IRB renswal submission, you will need to address your plans for ongoing
disclosure and community consultation,

1 hope that T've covered everything orandum. If Pve forgotten something or if'you have any
questions, please call or emadl me. 1look fo:wardtawrking with you and your sesearch tearn: a5 we
otisure this cmergency research stady is conduvtod in.a. safé and appropriste manner.

€6 Ms: Sheild Moors
Dr. Al Obsriman
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