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4. The IRB noted emergency medical services in two communities have completed the required
training programs and are ready to begin the research. Therefore, the IRB is ready to consult with
these communities regarding their opinions about the study, The IRB will be setting up community
meetings in these two areas, Vestavia Hills and Centerpoint. The IRB will secure the location for
the forum and may ask that you advertise the meetings in local newspapers, church bulletins,
school newsletters and post flyers in those communities to advertise the forum. Please use the
same sort of PSA information as that used in the Spanish PSA.

5. Please note that any public forum for community consultation you are planning in the future must
be attended by an IRB member. Please contact the IRB in advance so that arrangements may be
made for one or more IRB members to attend.

6. You informed the IRB of a meeting held with the Birmingham City Council to discuss this study,
Please provide documentation regarding this meeting including the date of the meeting, a general
description of the information provided at the meeting, attendees of the meeting and an
approximate number of community members (the public) that attended the meeting, Also, provide
any feedback from the meeting. '

Please note that this protocol was approved with limited modifications and the IRB has requested
additional information. The IRB Office must review this information before formal approval of the
protocol is issued. Enrollment may begin after formal approval of the protocol and approval of
waiver of informed consent has been issued by the IRB Office.

Please submit a memorandum addressing the issues above.




ROC Site Status & Enrollment as of 4/30/2007
Final
Initial HS | Approval TBI Shock | Community
IRB to Begin | Cohort | Cohort |Consultation
Alabama IRB Approval Study | Enrolled | Enrolled | Completed
Overarching IRB-University Hospital
Hospital 0 0 4/1/2007##
Childrens Hospital* U of Alabama 2/14/2007**| 4/5/2007 *
University Hospital-Birmingham U of Alabama | 2/14/2007**| 4/5/2007 -
EMS Agencies
Alabama Lifesaver U of Alabama 2/14/2007**| 4/5/2007 o
Bessemer Fire and Rescue U of Alabama 2/14/2007** 4/5/2007 >
Birmingham Fire and Rescue U of Alabama | 2/14/2007**| 4/5/2007 *
Centerpoint Fire and Rescue# U of Alabama 2/14/2007**| 4/5/2007
Homewood U of Alabama | 2/14/2007**| 4/5/2007 o
Pelham Fire U of Alabama 2/14/2007**| 4/5/2007 >
Trussville Fire U of Alabama | 2/14/2007**| 4/5/2007 >
Vestavia Hills Fire# U of Alabama [ 2/14/2007**] 4/5/2007

*TCHA automatically approves UAB protocols; a confirmation number is on file

**Conditional on Community Consultation/Public Notification Results |

#Enroliment will be on a staggered start, beginning with Centerpoint Fire and Vestavia Hills Fire on 4/11/2007

#HFurther community meetings need to take place before the other a

gencies can start

TBI Enrollment Breakdown as of 4/30/2007
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Shock Enroliment Breakdown as of 4/30/2007
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OMB No. 09900263
Approved for use through 11/30/2008

- Protection of Human Subjects
Assurance Identification/IRB Certification/Declaration of Exemption
' -(Commori Rule)

Policy. Research activities involving human subjects may not b conducted orsupported by - Institutions must have an assurence of compliance {hat applies to the research lo be
the Departments and Agencles adopting the Comman Rule (58FR26003, June-18, 1991) - conducled and shovid submit cadification of IRB saview and approval with sach application ar
unlass the activitios ara exempt from or approved In aseordahce with thie CominonRule. Seq- . propagal unlasa atharwise advised by ihe Departmant or Agency,

section 101(b} of the Common Rule for exemptions, institutions submitting applicationgor”. .
proposals far support must submit cortification of appraptiste Ingitulional Reviaw Béard(IRB)"

reslaw and approval to the Deparimsnt or Agency In accordance with the Cafnmon Rulg, o

I, Request Type 2.Type of Mechanism L iNEme of Fedaral Departmant or Agency and, if known,
XOR|G|NAL [] GRANT [] CONTRAGT [] FELLOWSH,IP' ‘A_pplicaﬁon or Proposal Identification No.

[] CONTINUATION | [] COOPERATIVE AGREEMENT SR
(1 EXEMPTION | [] OTHER: -

4. Title of Application or Activity ) R
Hypertonlc Resuscitation Fallowing Traumatic Injury (Southaastern:Restiscitalich Résaar
Center) - o

|8, Nama of Principal Investigator, Program Diractor, Fellow, or
243 Other .
KERBY, JEFFREY D

6. Assurance Status of this Projact (Respond fo ona of fhefallbwlhb) TR

[q This Assurance, on fils with Depaﬂrﬁan,l of Health and Hl_.lma_h _Séé\:quqa;

, covars this sctivity:
Assurance Identification No.. FVWADDUDS98G - ._th g_a’xﬁ_lf;_ fon dgtp'_.v_..'_ZﬂﬂQQ__ IRB Registralion No. _ JRE00000Z26

[ ] This Assuranca, an file with (agency/ddi;'t):: e . e « covers this activity,
Agsurance No.,  the expiration date -~ IRH Registration/identifisatien No, (¥ applicable)

[ ] No assuranca has besn filsd for lﬁ:ilfs_lhﬁ;ﬁiy_ﬂpn. This insfitition’ da

Blhal llw :prq:v_lda &n Assurance and Certification of IRE raview and
approval upon request, .

" Exemption Status: Human subjacﬁ aré _If[l\i;il\'iéd;:tgy-t"lhi's;"acliw ualifies for'é)'cbmﬁfibn under Section 101(b), paragraph

7. Certificalion of IRB Review (Respond fo ona of the following IF yoy have.an Assurance on file)

({ This activity has baen reviewed and approvad by tha IRB In accordanea with thg,_(‘._ommo_n Rule and any other governing regulations.
by: X Full IRB Reviow on (dale of TRB meeting) _3/28/2007 "~ or T Expedited Review on (date)
4 f less than one year approval, provide axplration dats 09 -28-07
[ ] This activity contains muitiple projacts, some of which have:nof béen revieyved: The IRB has granted @pproval on condition that all projects
coverad by the Common Rule will be reviewed-and approved before hey are initlated and that appropriate further cerification will be submited.

8. Camments - : - Title - FOBO328008

Protocol subject to Bl-annual continulng review. © .+ Hypentonic-Resuscitation Following Traumatic Injury (Southeastern
. Rasuscitation Research Center)

IRB Approval lssued:  O% O~ C)7

9. The official signing balow certifies that tha Infarmation provided.above is |10, Name and Address of institution
correct and that, ag requirad, fulure reviews will ba parformad yntil study -
closure and cerlification will be provided. I University of Alabama at Birmingham

11. Fhone No. (with ares cods) (205) 9343789 * ~ - |  70%20th Streat South
v : Coo T L iBirmingham, Al 35294

12. Fax No. (with area cods)  (205) 934-1301

13. Email; smoora@_dab.edu;

14, Name of Officlal o s e
Albert Oberman, M.D., MPH : R - \_(!ce_Chalr, IRB

16. Signatura

«wrizad for local Reproduclion

I wponsored by HHS

Public repotting burden for this collection of informatiun is estimated to averags Jess than an hout per response. An RRency may not conduct or sponsor, and u person i
not required to reapond to, = colleetion of infarmation unless it displays u curently valid OMB control number. Send comments reparding this burden estirnate or

ity other aspect of this collection of information, including sugpestions for reducing this burden to; O8 Reports Clearancs OfTicer, Room 503 200 | A
S“X. Washinzton. DC 20201. Do not rclurn'!h'abomulelecgl /blgmg'_lu this address. ,g' o " om 303 200 Indspendencs Aven,
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REV £y BOARD

TO: Sheila Moore, CIP
Office of the IRB -~ |

FROM: Jeffrey D. Kerby, MD, PhD, A7
Principal Investigator .~ -

DATE:  April3,207

RE: F060'328008:—%1 Hypertoanesusmtatmn following
Traumatic Injury (]Southea_sfglfii Resuscitation Research Center)

This memorandum is a written request to begin enrollment in the above
protocol for Vestavia Hills Fire Department (VHFD).

VHFD has a signed and fully executed contract on file with the UAB Office
of Grants and Contracts Administration. VHFD has also secured a Federal
Wide Assurance number from the Office for Human Research Protections
(FWAO00010924). This agency has completed the training in Good Clinical
Practices. As a component of our IRB approved Community Consultation /
Public Disclosure plan, Wq_iha#e.pres’éhtédﬁan overview of the above
protocol at the Vestavia Hills United Methodist Church Meeting on
3/22/2007 at 7:00 PM, We solicited feedback from the community. UAB
IRB board members attended this meeting, -

Thank you in advance foryourconmderatlon of this request to begin
enrollment and for your support of emergency research. If you have any
questions or need any additional ﬂif(})‘fr“mati,on-,;p'lease do not hesitate to

contact me. '

Approved

o IR IRB Chairman
- 266N Jafferson Tower: . |. ~The University of 2%
__ 625 19th Stieet South - | Alabama at Birmingham O-MUU( X Db"r””‘“‘“/

AFR-B5-2087 B1: 15PM FQX:E_SBBSSBlg S CID:UW CTC PAGE: 803 R=100%




Hpr us U/ Ubibyp Hlabama Resuscitation Ctr 20598965019 k.4

e o1

B " |
- | el APR -3 20

Department of Emergency Medicine .. .

QFFICE OF INSTITUTIONAL
REVIFW HUARD

TO: Sheila Moore, CIP |

FROM:  Jeffrey D, Ketby, MD, PhD. /$¥
Principal -Inves;__'t_igator o

DATE:  April3,2007

RE: FO60328008 - Hypertonic Resuscitation following Traumatic
Injury - (Southeastern Resuscitation Research Center)

This memorandum is a written réﬁﬁest,,-_to f:beg%'ﬁe;ﬁmllment in the above protocol
for Centerpoint Fire Department (CPFD), -~ -,

CPFD has a signed and fully executed contract on file with the UAB Office of
Grants and Contracts Administration. CPED has also secured a Federal Wide
Assurance number from the Office for Human Research Protections
(FWAQ0010918). This agency has completed the training in Good Clinical
Practices. As a component of our IRB approved Community Consultation / Public
Disclosure plan, we have presented an overview of the above protocol at the Clay
City Council Meeting on 4/2/2007 at 7:00 PM. We solicited feedback from the
community. UAB IRB board members attended this meeting.

Thank you in advance for your consxd ot of this request to begin enrollment
and for your support of emergency research. If you have any questions or need any
additional information, please do not hesitate to contact me.

Approved
| Mcrm{,lf-n"fm,
Ty IRB Chairman g4, , 40kecmon
LR AR e’
266N Jefferson Tower - | - The University of 128 Viee Chans

625 10th Strast South | “Alabama at Birmingham
AFR-B5-2087 B1:15PM  FAX:2@59965019° - - - 7 IDEUW CTC PAGE: 084 R=100%




-ME

TO:
FROM:

DATE:

THE UNIVERSITY OF
ALABAMA AT BIRMINGHAM

Institutional Review Board for Human Use

MEMORANDUM

Jeffrey Kerby, MD FAX: 6-5019
Principal Investigator

Amanda Murphy, RN, CIP M}”b
On behalf of IRB 02
February 14, 2007

F060328008

Hypertonic Resuscitation Following Traumatic Injury (Southeastern Resuscitation
Research Center)

The IRB 02 met on February 14, 2007 and approved with limited modifications the protocol referenced
above. The modifications requested are listed by number below. Please respond by memorandum to the
Board, addressing each item by number.

1. The IRB thanks you, Todd Brown, Shannon Stephens, and Carolyn Williams for attending the
IRB-02 meeting on February 14, 2007 to discuss the above referenced protocol and answer the
Board’s questions,

2. The IRB noted your considerable efforts to notify the community about the study,

3. The IRB discussed that both nationally and locally, opinions regarding the optimal way to obtain
community consultation for research of this nature, varies widely. The IRB agreed that community

notification and consultation for this research is an ongoing process; therefore, the IRB makes the
following recommendations.

a. You informed the IRB that you will be mailing flyers to every address in Jefferson County.

The IRB recommends that the flyer contain three options for providing feedback about the
study. Please provide a telephone number, e-mail addresses (one you may have set up for
this purpose and the IRB’s address, irb@uab.edu), and a mailing address on the flyer so
that persons may not only opt out, but provide comment about the study. You may need to
revise the flyer so that persons are aware you are soliciting feedback about the study as
well as providing a way to opt out. Please keep a record of all communication received.

The IRB noted your efforts to inform the Spanish speaking population through a Jocal
Spanish language newspaper; however, the IRB recommends that you submit a public
service announcement (PSA) to local Spanish language radio stations. The PSA should
include ways for the Spanish community to provide feedback and/or an opportunity to opt
out of the study. The IRB suggested that you work with Media Relations regarding the
PSA. The IRB asks that the PSA not appear to be an advertisement nor a press release
touting only the benefits of the research that is being conducted at UAB, but a sharing of
information and a sincere solicitation of the public’s opinion regarding the research.

470 Administration Building The University of
701 20th Street South Alabama at Birmingham
205.934.3789 Mailing Address:
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