ROC Site Status and Enroliment as of 4/30/2007

IRB FDA Shock TBI Community
Approval to] Amendment Cohort Cohort | Consultation
Dallas IRB Start Approval Enrolled | Enrolled | Completed
Overarching IRB-UT SW Med Ctr
HOSPITAL 1 T3 Sep-06
Baylor University Medical Center Baylor Res Instit 8/3/2006 12/7/2006
Methodist Dallas Medical Center Methodist Dallas 8/29/2006 12/22/2006
(UT SW Med Ctr (no mmoé_ﬁmmmm“ UT Southwestern 5/10/2006 11/22/2006
[Parkland Health and Hospital Systems UT Southwestern 5/10/2006 11/22/2006
EMS AGENCIES
Care Flight (North Central Texas Services)* UT Southwestern | 5/10/2006 11/22/2006
Carrollton Fire Dept* UT Southwestern | 5/10/2006 11/22/2006
Dallas Fire Dispatch Center* UT Southwestern | 5/10/2006 11/22/2006
[DeSoto Fire Dept™ UT Southwestern | 5/10/2006 11/22/2006
Duncanville Fire Dept™ UT Southwestern | 5/1072006 1172212006
Garland Fire Dept™ UT Southwestern 5/10/2006 11/22/2006
City of Irving Fire Dept™ UT Southwestern | 5/1072006 11/22/2006
Lancaster Fire Dept™ UT Southwestern | 5/10/2006 11/22/2006
Mesquite Fire Dept™* UT Southwestern 5/10/2006 11/22/2006
PHT Air* UT Southwestern | 5/10/2006 1172212006

*currently enrolling subjects

**Not enrolling due to retraining staff, will start 3 agencies at a time




Shock Enroliment Breakdown as of 4/30/2007
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TBI Enrollment Breakdown as of 4/30/2007
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IRB APPROVAL - Revisions to Preﬂoualy Approved Projects

Docember 7, 2006

Michael A, B, Ramsay, MD
Anesthesiology

2nd Floor Roberts

3500 Guston Averue
Dallys, TX 75246

ertoplc Resuacitat
Project#s 006154 Pratocalil: N/A Protocol Dz 11/08/2005
Sponsor: NIH

The following items were revigwed ul the 12/07/2006 meeting and approved:
+  Research Protocol (11/08/2008)
FDA Letter (11/14/2006)
¢+ Amendment - Other (10/28/2006; 1)
+  Change in Stucy Staff » Dr, Michael Foreman (11/27/2006)
o IRB Porm 7 - Revigions (11/27/2006)

The Institutional Review Board has reviewed the above referenced rescarch project in aecordanse with 43
CFR 46, 21 CFR 50 & 56 and 45 CFR 164, This review was conducted at a meeting of the fully convened

IRE.

‘The Board reminds you that Baylor Policy requires that that unless walved, fully docurented informed
consent must be obtuined in uccordunce with 45 CFR 46,116 and 21 CFRS0.20 fram all human subjects
invelved in this resenrch study. Informed consent nust he obtained by the principnt Investigator or other'key
porgonnel ns Jlsted In this submission, Documentation of informed consent mugt be kept on file for o period
of three yeurs past completion or discontinuation of the study and will no doubt be subject to ingpection in the

future,

tn addition, 45 CFR 164 requires thul, unless waived by the [RB, authorization must be ebtained for usclﬂnd
diselosure of Protested Hualth inforeation. 1Eths project ia currently apen 1o new ehroliment, the approved
vergion of the congent forms) is {isted above, The document(s) reviewed in (his subrmission hae been

Jetermined to satlefy the requirements a8 outlined in 45 CFR 164,508,
Page 1 of 2

BTd WorB:TT LBPE S "WED 1695-8F9 PIZ: "ON XBd MSLn: Wodd



“PAAT=4 T170:394d 242 mMn=aI 1695 8k9 PT2:X0d  WoObPT:68 JAAZ-S2-NUL |

DHHS and FDA regulations require you to submit periodic and terminal progress reports to Baylor's |
Institotions) Review Board md to receive ot least annual approval of your aclivity from this Committeo, -

‘ou bee also reguired to report to this Commities immediately any death, unanticlpated problems nvoving
riskd to swbjects or others, or serlous adverse incldents resulting from your study. These events must be
reported in uscordamoe with current BRI Policies 830 end 838, i

Federal regulntions und institutional policies require that the TRE review any and all changes In your research
actlvity, Thls includes asmendments, revislons, adminlstrative chonges, advertisaments, or ANYY other change
in the Information as presented at Inltial review, (n other words, should your project change, another review
by the Board is required, Fuilure to comply with any of the nbove requirements, federal regulationg, or
Institutional palicy may rewult in severs sanctions being placed on the Medlcal Center and on you as the
Principal Investigator. These sanctions could result in your resenrch being permanantly terminated for non-
compllance,

Receipt of npproval does not venvey institutional authority to gain additional patient Information. Tt ls your
rospanslbllity as Principal Investigator to abide by Institutional and/or deparimenitul policles regarding
confidertiality, aocess, and release of potient dutn.

Plense be advised: there may be additional administrative requirements from Baylor Research Inatitute that
mugt be met before the study may begin enrolling subjects.

Sincerely,

wawrenee R, Schiller, MD, Chair
Tnstitutionn] Review Board ~ Blue

kT g
IojectH# 006-154 Poge 2 of 2
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~ TRB APPROVAL
August 14, 2006 A

Michazl A. E. Ramsay, M2
Anesthesiology o
2nd Floor Roberts

3500 Gaston Avenue

Dallas, TX 75246

T

. 50
Project#: 006154

ion Follc
Protocol#: N/A
. §ponsor: NTH. -

Re:
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Protocol Di: 11/08/2005

The following items were teviswed at the 08/03/2006 meeting and appraved, pending minar modifications in

ench Item marked with an asterisk (*);

sy Resenrsh Protocol (11/08/2005)

SEFP-85-2086 12: 26PN

= FDA Approval Letter (02/16/2006)

+  Community Conaultation Plan -

+ ¥ Consent Form - 8hoek (07/24/2006)

« ¥ Consent Forrn » TRI (07/24/2006)

+ TFducation Report (07/11/2006)

« * IRB Form 1 - Application and Project Summary (07/24/2006)

* IRB Form 18 - Review of Scientific and Scholarly V (07/10/2006)
¢ IRB Form 23«Authorization to Enrol] Childean in Re (07/10/2006)

* * Notifieation Letter to Subjest » English & Spanish - A (07/10/2006)
* * Notification Letter to Subject » Einglish & Spanish - B (07/10/2006)

+  Spanish 8hort Form (07/24/2006)

Conaent Farm - Shock (07/24/2006) was retumed (o you requiring minor modifications. The following

revised items incorporate those madifications and are now approved:

¢ Consent Form « Shock (08/09/2006) -

Consent Form « TB] (07/24/2006) was returnad to-you requiring minor modifications. The following revised

iterns incorporate those modifications and are now approved:
v Consent Form - TB1 (08/09/2006)

et

FRX:214 648 5691

ID:UW CTC

Page | of 3
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FROM :UTSL FAX NO. :214 648-5691 Sep. B5 2006 B2:@5PM P3
AUG-31-2806 13:29 Frem!PRI RESEARCH MURSE 2148186142 Ta:UT Southwestern P.3/4

' fon ¢ jecl ary (07/24/200 fring minor
IRB Form | « Application and Project Summery (07/24/2006) was yeturpacl to you requ '
modifications. The fallowing revised items incorporate those modifications and are now approved:
v JHB Form 1 » Application tnd Pt.‘qiect'ﬁSui_nmary:(08/09/2005)

- ﬁaﬁﬂwﬁon Latter to Subject « English & Spahi_‘gh A (0-7/1. 0/2006? was returned 1o you requiring minor
modifications. The following revised items incorpornte those modifications and ate now approved!
+ Notification Letter to Subject « English & Sp’axﬁshz-‘A (08/09/2006)

Notification Letter to Subject : ‘Engflvisli & Span'iéh - B (07/10/2006) was'rntume:d to you requiring minor
modifications. The followings revised items incorporate thase modifications and are pow approved;
« Nofification Lester 1o Subleet - English & Spanish - B (08/09/2006)

Approval is granted for a period noﬁ to ,¢}ccond 12 months and will explre on 08/02/2007, Your Continning
Review is scheduled for 07/05/2007. - .

The Institutionad Review Board huh_; reviewed the above teferenced research project in acsordance with 4%
CFR.46, 21 CFR 50 & 56 and 45 CFR. 164. Thig review was conducied at a meeting of the fully convenad

The Board reminds you that Baylor. Poticy requirss that that unless waived, fully documented informed

consent must be abtained in accordance with 45 CFR 46.116 and 21 CFRS0,20 from all human subjects

invalved in this research study. Tnformed.consent must be obtained by the princlpal investigator or other key

peraonnel as listed in this submission, Documantation of Informed consent must he kent on file for a perled

of threo yers past completion or discomtinuation of the study and will no doubt be subject to inspection in the
ey fuuure. : : . .

Tn additlon, 45 CFR 164 requives that, unless waived by the TRB, authorization must be obtained for use and
diselosure of Protected Health Information, If this project is currently open to new enrollment, the approved
version of the consent form(s) 1a listed above, The doewment(s) reviewed in this submission has been
determined to satisfy the requirements as outlined in 45 CFR. 164.308,

DHHS and FDA regulations require you o submit periodic and termina) progress reports to Bayler's
Institutional Review Roard and to receive at least annual approval of your activity from this Committee,

You are also vequired to veport o this Commities Immediately any death, unanticipated problems invaving
risks 1o subjecta or others, or serious adverse incidents resulting from your study. These eventa miust be
reported {n accordance with current BRI Policles 830 and 838,

Fedaral regulations and institutional policies require that the TRB review any and all changes in your research
activity. This includes amendments, revislons, administrative changes, advertisements, or ANY other changs
in the information as presented at initial review. In other wards, should your praject change, anather review
by the Board is required. Failure to comply with any of the shove requirements, federal rogulations, o
institutional policy may vesult in savera sanctions being placed on the Medieal Center and on you as the
Principa] Investigator. These sanctions could result in your research being permanantly terminated for nons

compliance.
-’ -
" Project# 006-154 Page 2 of 3
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FAX NO. 1214 643-5691 Sep. BS 2006 02:06PM P4

FROM & TS
To:UT Southuestern  P.474

ALG-31-2AR6 13:22 From:BRI RESEARCH NURSE 2148186162

Recuiptlo:l:” n_pprovul' dqes nat convey inatitutional authorlty to galn additional patient information. It s your
rnaponsxb'iliry as Principal Investigator to ablde by institutional and/or departmental policies ragarding
canfidentiality, access, and releass of patient data,

o -
" Pleaso be ndvised: there may be aclditional administrative requirements fram Baylor Research Ingtit
must be met befora the study may begin enralling sﬁbjgcm!m 4 areh [nstituto that

Sincerely,
Lawrence R, Schiller, MD, C!htiir
Institutional Review Board ~ Bhie

Ject# 006~
Ject# 006-154 Page 3 of 3
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IRB APPROVAL PENDING MODIFICATIONS

August 3, 2006

Michael A. E. Ramsay, MID
Anesthesiology

2nd Floor Roberts

3500 Gaston Avenue
Dallas, TX. 75246

Re: Hypertonic Resuscitation Following Traumatic Injury.
Project#: 006-154  Protocol#: NNA Protocol Dt: 11/08/2005
Sponqor' NIH

“The following items were reviewed at the 08/03/2006 mcctmg and approved, pending minor modifications in
each ilem marked with an asterisk (*) :

Research Protocol (11/08/2005)

FDA Approval Letter (02/16/2006)

Community Consullation Plan
¥ Consent Form - Shock (07/24/2006)
*¥ Consent Form - TBI (07/24/2006)

Education Report (07/11/2006)

IRB Form 1 - Application and Project Summary (07/24/2006)

IRB J'orm 18 - Review of Scientific and Scholarly V (07/10/2006)
* IRB Form 23-Authorization to Enroll Children in Re (07/10/2006)
* * Notitication Letter 1o Subject - English & Spanish - B (07/10/2006)
* ¥ Notification Letter to Subject - anlwh & Spamsh A (07/10/2006)
* Spanish Short Form (07/24/2006) =

Cpnﬁggcnt Approval. —Revised Item(s) Du’e: 09/_17/2006

IRB FORM 1 '
Number 17 - Should be changed to indicate use of Spanish Short Form version that is supplied.

Page 1 of 2
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FROM :UTSW - FAX NO. :214 648-5651 Aug. 18 28W6 B2:58PM P3

' CONSENT FORMS
WHAT IF 1 AM INJURED OR: BH;OME lLL WHILE PARTICIPATING IN THIS STUDY?
aock Congent - strike orphan bullet attop of page 5 of 7.

" WHAT ARE MY RIGHTS AS A PARTICIPANT” '
Shock and TBI Consents - The first sentence should be changcd to read "Continuing to take part in this study
is voluntary."

CONFIRMATION OF CONSENT A

Shock Consent - Page 7 of 7 and TBI Consent, page 7 of 7 - Each should include additional line for signature
of guardian of paticnts 15-17 years old. Add line at the end of document as follows: Signature of parent or
guardian if applicable (required for subjects 15-17 years of age). Also include a line for date and time.

OTHER

Notification Letter A - Eng,llsh 2nd paragraph last lihe should be changed to, "of his/her injury".
Notification Leuer B- Enghsh 2nd paragraph last scntcnce, should be changed to, "Due to the severity of
his/her injury", : . G

The Board has stipulated that the above outlmcd specxﬁc ‘modifications be made priot to granting final
approval Upon satisfaction of these stipulatmns fuﬂher review is required by a representative of the IRB
prior to beginning the research. . '

Once the requested changes are made, please submit three copies of the revised documents with the revision
ate (e.g. Revised ) typed at the top right hand corner of the document, One copy, for our files, needs to
4ve the changes highlighted in yellow. Since the revision date should be changed, this should be highlighted
. on this copy as well. The copy which does not have changes highlighted, when approved, will be returned to
you stamped with the approval pcrmd

Revised documents must be submitted prior to thc explratmn date listed above. Documents received after this
date will need to be resubmitted as a new study.

In order to assist us in confirming that al changes have been made, please include & copy of this letter with
your corrected submission.

In addition, if this is a sponsored study please remember that a signed contract must be on file in the Baylor
Research Institute before research can commence,

Sincerely,

< OMrpusete -

Lawrence R. Schiller, MD, Chair
Institutional Review Board ~ Blue

" Project# 006-154 Page 2 of 2
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214547881

Dmmbm-za,zéés_ -

” y
 Hypertonic Resuscitation Following Tratumeti Iy - ~
Sponsor: NIH

IND: Traumatic Brain Injury IND#12505

IND: Hypovolemio Shock IND#12508

PI; Robert Sivsonsom, DO

Sub-Investigator(s): Ahamed . Idris, MD, Dixie L, Climar, RN, Melinda Moffat, RN.
Re: Protocol Amendipenrt #1 Datad (10/28/06), Revived 1572 dated 11/10.06

TRE No, 2006.00.376.A. o .

Your shove study protocol amendtment (10/28406) was reviewed rnd approved on
Decombet 13, 2006 duriog it injtial review, slong with the investipetors listed in the
application (yourself, Dis, ldsis, Mangratm, Climer & Moffat).

Action Teem reiied within 30 days:

During the meeting the board reviewnd sed discussed a diserepancy in your protocol
(pages 13 & 14— Table 2) dated 11/08/05. Table #2 on page 14 does not watch the data
that 15 listed on page 13. Please send o letter to the IRR board within 30 days addrescing
and clerifying the disctepancy for the above captioned items,

OnmthcmeltEﬂ;ibﬂhndMummmpldedpMMWthememmﬂew
ud 1 |I .t .... Twr e wu |
Onco the requested cliktges are mads if say, please submit thrae copies of the revised
abmdomm@ﬁi;hﬂgmﬁﬁmdﬁe(&g.miaaﬂ___)typgdatthewpqwm}d
porter of the doctiment . One copy, for our filss, needs to have the changes highlighted in
yelfow. Since the revision date should be changed, this should be highlighted on this
copy aswell. The copy which does not hixve changes hightishted, when approved, will
be returned to you stamped with the approval period, ,
3 ;?:E- : -

m mivinusm: (2) not identificrs mch as
Coﬁdmﬂyhmynfﬂmua u@hﬁﬂmw oy
55 s apgmoved wtdy protocol; (b) reseving coded pessonal idetifiers mich as cituic of tal promrihers 3t
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mwmwmmmﬁwuaumuwmmm. Flease send your-
- wnﬁnuhgmhwfqmpﬂaﬂﬂeﬂmzmmmﬂmmmm.

The approval decision for tha study is based on migimizing siak, acceptible risk-bensfi
 utho flor subjects, equitable seloction of mbjects, confidentislity in the use of data’
and properdy executed and docunented infyamed consent.

ST T [ |
Vulnmblnl'npuhﬂ&: The Board has fornd that some or afl of the subjectsars -
vitinerable to cosrelon of undue influence by virtue of their disease, chronjc condition.
Accordingly, the Board expects that extra cars will be takan in the consent process to
eveid axy coercion or undue influence to participate in this research study.

You mst Sl il réquirementy of the IRB wiitten procedures ingluding but not imited
1. Conduxt the tesurch as raquired by the Protocol.
2, s only the Comsent Form approved by the Board.
3. Iyou provide Non-English speaking patients with a translation of the approved
mmwfmqgmm'zhmmhmmmumdby
4, Otrtsin pr-ajsrdval from the Board of atty changes in the reseatch activity (cacept
when tizcessary Jo protect inmman sabjects ;(HES 45 CFR & 46.103(b)(4); FDA 21
CFR & 56,108(a)(3)); immediataly repurt o fhe Board any such emergency
5. Within 5 days rejwiet in writing to the Board the daath, bospitaliztion, or serious
nhmaﬁmymmbj-nmndhammwmmuh
or may be related o your shidy. ] .
Withii (5) days y report to ths Board asy new information that mtight
adversely affict fiie safbty of the sibjects or the conduct of the trial.
Provide reports/to the Bosrd conceming the progress of the resegrch, when
M!HMWHMywmummm_
provide the potetial scbject sufficient opportunity to consider whether or not

CE R

a5
e
PR

. o0 ot st Tesguloms ot spiokrnr: (p) 0ot s m“""‘ o
Coufiduogally i tho wos f dat Tepdom ot o kS e

rmies, ¥ addeeies, Sumiity

tom stady picticol; (1) removitg coded porsomml Mentifices sct s clinic or mtmhery &t
ummmmmmmmmmmummm vatiout
souross toeether: () Ecoded peraonat Bentifiens sk remain to comtiitg with ftume dita, these should be.
eyt and st bt el clinde: o hospltal sumiw and (4) i deta fles shoukd be kept 10,4 sacure
eviooment such aga jovis] Gbioet or & propedy secad cospater Sk with pesprrond profection.
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In order o astst v in coofirming that ll chenges have been nzade, ploss incfude
of this letter with your coracted qubmssion, wen

Thar_:mmnﬁmxmgmhdmmwmn\w%mw. Flease send your.
mmmmmfomﬁqﬂnmm:tmzldmbﬂhnm:m#nﬁm. -

Tho approval decision fr the study is bescd on minimizing sisk, acceptable risk-benait
- futlo for mubjects, equitshle selection of sabjects, confidentiatity in the use of date®
mdmpuiymmdmﬂdnmmdmﬂmdm e

SEA L L ‘ -

- Vulnerable Popilition: The Bowrd has fnund that some or al of thesublecis ara.
Mmmmmmwmammﬂc@?ﬂm '
Ana_ntdingly,ﬂmnoardmmmumwmhuhminhmmmm
svoid any coercion or utdue imfiucace to participate in this research study.

go&?mw"ﬁ&ﬁﬁﬁmﬁﬂmmmwmme
1 Comcluct the-teseaich as ruquired by the Promaal,
2. Use only the Comsent Form approved by the Board.
3. Empm%lb{qmmﬂhhmmvﬂththﬂmuﬂhupmm
mmm#m&mwmtmmmumw

4, reEpproval from the Board of ary changes in the ressarch activity except
% m&ﬁm honen sabjecta ft?es 45CFR & ;:ﬁtmmm; 1§DA21

3. Withn 5 deys;‘raport in writing to the Board the death, bospitalization, or serious
mﬁwmgmwwmwﬂmmvﬁmmh
of may mhud X ‘ybﬂl‘ "

Within (5) dxyi, promptly repoet to tha Board any new infimmation that might
sdversely affict the safbty of the subjects orthe conduct of the tial,
qumghnmwmmofmmwm

<pproval ofstudy advertisemerts from the Board bafore use

Yo

Condunt the inforaed conseir process, without coerclon or udos influercs and

e N o

h .‘-_.,-!'i '\
- Chegas i
1 o ey
Confliacsiulity in fhes s of date moiyeives st thiokeoncr: () not sbetacting pecscnil KonetSers sach 28
o ome rmiioues, o-miall wikiresers, o Scokd Swourity ey when epsential

0 mm. approved stady poféonl; () sanoving coded prsotm! agtifiers gich sy olinde or axmbers o
of the retnch conipatiisle with the stuy goals, sch st aftec tnking data from varioos
aonnes weethie: (5) I coded pervonal ddmiifices sroch renaln to combifos with fhture duts, these skould by
ancrypiad il sick b the ilaf clinle o Dospital et s () the dets Wl should be kept in 2 socur
enviromsent such a8 2 ockong cabitet or 4 fropudy secevesd cogmpoter fils with pessreont proteetion.
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¥ you have any questionsor peed additione]informati o B oo
@188 1o infoeiation plesso coact o TRB office

b

1

Coufidentelility in fhe vae of data rxiiies at & minbuon: (x) not shtracting poccrad Ldecaiflars soch o
saaon, addresmes, telrphone muers, e-taill addressan, or fiockal Secerity Nmmbers cxcipt when cescntial
to mi approved anudy protocol; ) resoving coded pemon] Rlemifivin mach a8 eitnic ce hospioal atutibery 2t
the earlicst stagn of the vewasach computible with the sty goul, sncll ax affer litking ders font vatious
sotirons togethes; {€) 7% exdedt pesonal identifices mh reimedn 4 cambins with o data, these sbould be
scrypted sk siot be e gibaln chipic or bospltel mmrbacs: md (4) the date files ghonld be kept in 2 secare
exvizowmnent smidh ona locdkmd cabinat ot & proparty sectsd computer flo with pasrword profectie,

T
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, 1 : Pmilan, Toxis 74240

| . augpAs
Sepettibes 22, 2006 "

‘Eypertonic Rasnscliniion Fellorring Tranroatie Tajy

Sponsor: WiH o

TN Travmatic Brudn Injary IND#L2505

IND: Hypovolemtis Shaek INDFLIA%06

PI Robegt Bimansen, PO

Qub-Inwestgaon(s): Abamned FL. Tiris, MD, Dixle 1. Climer, RO, Melinda Moat, RN,
RS No. 2006008784 |

2 Revised *Tramms Notificatien Letir to Subjest (Eaglish & Bpanish)
wShock ~Nutification Letier to Subject (Brglish & Spanish)
Version Date: 09/07/06
Revised *Enfoymed Convents: (English & Spaish) Tranma & Shock
Vergion Data: 09/07/06 '

Yenr above sdy protocol révised domumests wers zeviewed and approved on Septanbes
22, 2005 by expedised review , slong with the investigators listed in tha wppliestion
(youzself, Dps. Jrils, Climer & M) for a peciod of 1 year, Yoor approved nombar
of subjects is 700, Tf dming the sowyse of your smdy if you fegl you ased 1o fuerense this
by, plesse subolt ot amendmeant to the IRB far review snd approval.

Tn eddition, ifthisis a spm&ml study plense remember thet 2 signed semmot mmst be
reviewed by Legal and Administration/VP, before research 440 cOmmares,

[ )
The mest ctitning review is due on or befora Augmat 9, 2007. Please send your
- continting raview form to the TRE office at least 21 days Dofore your gtady expires.

The eppraval decision for the stdy Is baged on mintmizing risk, acceptabils sisk-bemadlt
ractie for subjects, equitihle calechon of subjects, confdentiality in the nse of data!
and properly exesnted and dosumented inferred consers. '

Vlnersble Papulstion: 'Tha Board has found that sems of all of tha aulkjacts are
vuloerable W seercion aF B infinsnoe by virtue of thelr disease, chronie sunditan.

1 " ' ’
ConfAmsality in the vss of dar roquies 2t 8 minimues: (s) wotabetiaing pesnemal idencdfers mash £y
namas, addtesse, mlaphon omhecs, o2l addesus, o St Sevity Hmhern pxospr When ossenrial
wmm ﬂmmmmmmmmmgm ohimie st Bewpivad smomhers 4t
the stage bf e swresrals coppatible with the spaly goals, mach as fftex By dni Bum vazions -
yenmmen topethers (c) T coded Peenal idmtifien el rernaln o combboe with Birs diia, theee aboald be
m‘y}uﬂmﬂ.mbnmybﬂn%umtﬂmmmm damn. Rles shoold i Reph i & pacure
envitomment fach as uln;hdqmwtmpnwnmdmmwmﬂhv&mmeﬂwmm

!
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Ascordingly, the Board expacts that extra care will be ralen {n the coveent process to
avold wummmmmﬂmatampmh&smmm stndy.

Yo mvst S241 ellraqmwm oi'tha IRB wiiiten procednres including tut not limited
to the following:

1. Gmdmtﬂmrmmhmrquhadbyﬁﬂmom

2, Uze enly the Consewt Fart approved by the Bowrd.

3. My pxmm Nonuanﬂhh speaking patieata with 2 translation of the spproved
Consent Fom in thepaaim’s:&ratlaume it mut oertiSed and be rpproved by
the TR, The ?Bogggom mw:d mfumum vusioa.a s sl Cenoegt

4, Obtaiz pok-approvV m oxrd of apy chanspes in tha Togess
whmﬁ"mm 10 protact lumm subjects (RIS 45 CFR & 46,103(b)(4) FDA 41
CPR & 56.108(3)(3)); xenediataly repart to the Board any such emergency
changes for e protection of kuman subjects.

§. Within 5 days, veport in weiting o the Board the death, Sedpltalization, or sardous
apss of any stidy subject snrollad in 2 Maethodist IRE approved protocol that i3

 armay bs related to your study,

6. ‘Wi&m?; (&) daya, procitly sepert 1o the Bogrd any new information that might

advargely affoet tha safuty of tha suljess or tha ronduct of the trigl,

Provide reporix to tthoa:d sencearting the propreds of the rosearuin, when
Tequested-

Obtain pro-apprival bt study advmmmm Horn the Boatd hafors vye,
Condnat the nforined consert process, without coerslon or undue inflnerss and
vrovide the putc:snal Fu‘mact mﬁcient oppmumym censider whether or not to

partivipate.
T¢ yons Wave ayy qumdons otdceﬂ. uddiﬂnml mfommm plelse contact the TRA affico at

L N

(A14) 9472343

Rincerly,

B . L

1 o i,
mmmmamufmmmmwwmuummmmm
e, audrmnes, teleghomn mzes, o-pall addueans, ox Boclal Security Nupaliens axcnepr oiem enmerial
memmkmmmdpmmﬂwemh“wmh sbiers at
mmmwwmmwmmmdymm“mmm yRricms
nmmmdumtngmhm, A tectis umn?mibu m:ﬁiwﬂﬁmﬂiﬂ”ﬁi’?ﬁ“
and oes B the
xmmmﬁt:aluﬁ:?:m%amb smw'::d.nmp\w whth passwes protection,

,#
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DALLAS MEDICAL CENTER { P.0. Box 655999

Dallas, Texas 75265-5999

1441 N, Beckley Ave.
Dallas, Texas 75203

214.947.8181

August 29, 2006

Re: Hypertonic Resuscitation F ollowing Traumatic Injury * IRB Approval Pending
Modifications

Sponsor: NIH

IND: Traumatic Brain Injury IND#12505

IND: Hypovolemic Shock IND#12506

PI: Robert Simonson, DO

Sub-Investigator(s): Ahamed H. Idris, MD, Dixie L. Climer, RN, Melinda Moffat, RN,

IRB No. 2006.00.376.A

Your above study protocol (11/08/05) was reviewed and approved on August 09, 2006
during its initial review, along with the investigators listed in the application (yourself
Drs. Idris, Climer & Moffat) for a period of 1 year contingent on changes with the
inclusive study documents*. Your approved number of subjects is 700, If during the
course of your study if you feel you need to increase this number, please submit an
amendment to the IRB for review and approval.

The following items were reviewed and approved:
Research Protocol (1 1/08/2005)
* FDA Approval Letter (02/ 16/2006)
¢ Community Consultation Plan (DARP)

*Trauma Notification Letter to Subject (English & Spanish)
*Shock  Notification Letter to Subject (English & Spanish)

*The Board stipulated that the Trauma and Shock Notification Letters to Subject be
revised with the following changes:

Revised and add a clearer description as to where the letters are coming from.

*  Please delete the first 3 sentences of both letters because the treatment related to
the study will actually take place prior to arriving to Methodist.

1

encrypted and not be the plain clinic or hospital numbers; and (d) the data files should be kept in a secure

v 3
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e Please revise the second paragraph so that it relates to the treatment related to the
study.

o Delete the name” Dixie Climer” and replace with the P1, Dr. Simonson, at the
closing letter.

*Informed Consents:
(English & Spanish)
Trauma & Shock:

The Board stipulated that the Trauma and Shock consent forms be revised with the
following changes:

e Page 2: under section titled “Purpose” please delete the last sentence in the 224
paragraph “The Institutional Review Board at the University of Texas
Southwestern Medical Center oversees the safety of subjects in medical research
and replace with Methodist Health System Institutional Review Board.

s Page 3: under section titled “Risks” 3™ paragraph: Please revise this sentence
to include “You may or may not benefit from this research”.

¢ Page 6: under section titled “What if I decide not to give my permission to use
and give out my health information. Please change the “t” to “to”.

» Page 7: under section titled “Question” please add a phone number for the IRB
contact Phyllis Everage (214) 947-2542.

Once the consent form revisions and issues are completed the consent form can be
reviewed and approved by the expedited review procedure.

Once the requested changes are made, please submit three copies of the revised above
documents with the revision date (e.g. revised ) typed at the top right hand
corner of the document. One copy, for our files, needs to have the changes highlighted in
yellow. Since the revision data should be changed, this should be highlighted on this
copy as well. The copy which does not have changes highlighted, when approved, will
be returned to you stamped with the approval period.

In order to assist us in confirming that all changes have been made, please include a copy
of this letter with your corrected submission. '

In addition, if this is a sponsored studv please remember that a signed contract must be
reviewed by Legal and Administration/VP, before research can commerce.

The next continuing review is due on or before August 9, 20607. Please send your
continuing review form to the IRB office at least 21 days before your study expires.
1

Confidentiality in the use of data requires at a minimum: (2) not abstracting personal identifiers such as
names, addresses, telephone mumbers, e-mail addresses, or Social Security Numbers except when essential
to an approved study protocol; (b) removing coded personal identifiers such as clittic or hospital numbers at
the eardiest stage of the research compatible with the study goals, such as after linking data from various
sources together; (¢) If coded personal identifiers much remain to combine with future data, these should be
encrypted and not be the plain clinic or hospital numbers; and (d) the data files should be kept in a secure
environment such as a locked cabinet or a properly secured computer file with password protection,




The approval decision for the study is based on minimizing risk, acceptable risk-benefit
ratio for subjects, equitable selection of subjects, confidentiality in the use of data®
and properly executed and documented informed consent.

Vulnerable Population: The Board has found that some or all of the subjects are
vulnerable to coercion or undue influence by virtue of their disease, chronic condition.
Accordingly, the Board expects that extra care will be taken in the consent process 10
avoid any coercion or undue influence to participate in this research study.

You must fulfill all requirements of the IRB written procedures including but not limited
to the following:

1. Conduct the research as required by the Protocol.

2. Use only the Consent Form approved by the Board.

3. If you provide Non-English speaking patients with a translation of the approved
Consent Form in the patient’s first language it must certified and be approved by
the IRB. The Board must approve the translated version.

4. Obtain pre-approval from the Board of any changes in the research activity (except
when necessary to protect human subjects ;(HHS 45 CFR & 46. 103(b)(4); FDA 21
CFR & 56.108(a)(3)); immediately report to the Board any such emergency
changes for the protection of human subjects.

5. Within 5 days, report in writing to the Board the death, hospitalization, or serious
Hiness of any study subject enrolled in a Methodist IRB approved protocol that is
or may be related to your study.

6. Within (5) days, promptly report to the Board any new information that might
adversely affect the safety of the subjects or the conduct of the trial.

7. Provide reports to the Board concemning the progress of the research, when

requested.

Obtain pre-approval of study advertisements from the Board before use.

0 Conduct the informed consent process, without coercion or undue influence and
provide the potential subject sufficient opportunity to consider whether or not to
participate.

&0

1f you have any questions or need additional information please contact the IRB office at
(214) 947-2542.

Sincerely, e

o

s

Jerry € McGill, PHE., FABMP.
Methodist Institutional Review Board Chairman

b

Confidentiality in the use of data requires at a minimum: (a) not abstracting personal identifiers such as
names, addresses, telephone numbers, e-mail addresses, or Social Security Numbers exoept when essential
to an approved study protocel; (b) removing coded personal identifiers such as clinic or hospital aumbers at
the earliest stage of the research compatible with the study goals, such as after linking data from vatious
sources together, (c) I coded personal identifiess much remain to combing with futare data, these should be
erictypted and not be the plain clinic or hospital nunibers; and (d) the data files should be kept in a secure
environment such as a locked cabinet or a properly secured computer file with password protection.
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ul SOUTHWESTERN

MEDICAL CENTER

Instltutiovol Review Board

TO: Ahamed H, Idris, MD |
c/o Dixie L. Climer

W@mmew < MC #8579
FROM: \Wé . Karp, MD, PhD
|

nstitutional Raviaw Board 1 Chairperson

IRB - 8843
DATE: February 26, 2007
RE: Continuing Approval of the Protocol, CR Form, Progress Report, Project

Summary, and Consent Form(s)
IRB Number: 032006-028

Title: Hypertonic Resuscitation Following Traumatic njury

Having met the conditlons as set forthby t'h.e: IRB at the February 19, 2007 mesting, your research
protacol is now approved for continuation for a period of 12 months. This approval period will bagin

February 26, 2007 and fast until February 18, 2008. If the research continues bayond approval
period, the study will require continuing review from the IRB and a reminder will be mailed to you 60
days prior to the expiration date of stated above.

Please Careiully Read ImpoHar

All subjacts must sign a copy of the attached IRB-appraved and stamped consent farm(s) and
HIPAA Authorization, if applicable, before undergoing any study procedures, Including
screening procedures that would not otherwise be performed for a patiant/subject's medical
condition in a non-research context,

The above referenced study is approved to enrall Spanish-speaking subjacts. DHHS
regulations permit oral presentation of informead consent Informatlon In cohjunction wlth a
short form written consent document (stating that the elements of consent have been
presanted orally) and a written summary of what Is presentad orally. A witness to the oral
presentation Is required, and the subject must be givan coples of the short form document
and the summary. P

When this procadure is used with subjects who do not speak or read English, (1) the oral
presentation and the short form written documant should be in a language understandable to
the subject; (2) the IRB-appreved English language informed consent document may serve as
the summary; and (3) the withess should be fluent in both English and the language of the
subject. : o o

At the time of consent, (1) the short form document should be signad by the subject (or the
subject’s legally authorized representative); (2) the'summary (i.e., the English language
informed consent document) should be signed by the person obtaining consent as authorized
under the protocol; and (3) the short form document and the summary should be signed by the
witness. When the person obtaining consent is assisted by a translator, the translator may

APR-B3-2007 @1:50PM  FAX:214 6485691 . . . . ID:UN CTC 77 PAgE:gee  R=1pgx
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Page 2 0f 3

serve as the witness.’_ .

For research involving therapeutic arprophylactic interventions or invasive diagnostic procedures, a
bllingual translator must be confinuously available to facilitate communications betwaen research
personnel and a subject. If a hilingual transtator will not always be available, it may be unsafe for
an otherwise aligible candidate to participste In the research if that person does not speak and read

English.

Important Note: You must use a photocopy of the attached [RB-stamped cansent form(s).
Use of a copy of any consant form on which the IRB- stamped appraval and expiration dates
are replaced by typescript or handwriting is .grohipited.

A photocopy of the sighed consent form(s) and HIPAA Authorization should be given to each
participant. The copy of the consent form(s) bearing original signatures should be kept with
other records of this resaarch for at least five years past the completion of the study. For
research involving treatment or Invasive procedures, a photocopy of the signed consent form(s)
should be on file in a subject's medical record.

The Dapartment of Health and Human Services (DHHS) regulations for the protection of human
sublects raquire that informed consent information be presented in a language understandable
to the subject(s), and, in most situations, that informed consent he documented in writing.

Where informed cansent Is documented, the written consent dacument(s) shauld embady, in
language understandable to the subject, all of the elements necessary for lagally effactive
informed consent. Potential subjects who do not speak or read English should be presented
with a consent document written in & language understandable 1o thern, The Office for Human
Research Protections (OHRP) strongly encourages the use of this pracedure whenaver
possible. R : R

In the future, should you require a change or need to modify the research, including the
informed consent documeant(s) and HIPAA Authorization, per federal regulation you must obtain
prospective review and approval of the Institutional Review Board. For any ¢change to the
research, prior review and approval befare implementing such changes is mandatory axcapt
when prompt implementation is necessary to eliminate apparent immediate hazard to a subject,

Approval by the appropriate authority at a collaborating facility Is required before subjects may be
enrolled on this study. :
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If you hava any questions related to thus appmval or IRB policies and procaduras, you may
telephone Denise Landers 214-648-2137

Attachments: CR Form

Progress Repart
Project Summary ..
Consent Form(s)
DK/dI
APR-B3-2007 B1:51PM  FAX:214 648 5691 . . ID:UW CTC PAGE: 004 R=100%
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The University of Texas Southwestern Medicai Center at batias Tl o
IRB Form MOD Ujzofece
Request for Protecol/Consent Modifications
{revised February 2005)
. _File Numiber: 032006-028

Title of Research: Hypeﬁonic Resuséitcuﬂon Following Traumatic Injury

Principal investigator (name printed): Ahamad H, idrls, MD
Department: .'Er'ﬁe‘r_genk::y Medicine
Surgery '
Mdll Code at UT Southwestern: 8579
Phone Number: 2147499054
Research Coordindgtor (name printed): Dixie L. Climer, RN
Mdall Codls at UT Southwestern: B579
Fhorne Number: 214-648-0408

Directions: Per requirerments of 45 CFR 46,103(b){4) and 21 CFR 56.108(w) (3){4), changes in approved research

canrot be Iniflated without IRB review and approval unless necessary to sliminate apparent immediate
hozards to the subject or provide important information germane to informed consent. In tHis circumstance,

the IRB must be notified Immediately, To review your Request for Protocol/Consent Modificailons, the IRB must
have the fallowing Information provided according to the specific Instructions In each subpart.  Additional
ages can be used as necessary, The Information should be typed.

Hon | « Changes In Protocol

& yes
O

A) Description:

Desciibe gach proposed change in the protacol separately in numbered sequence. If the proposed change
will directly affect the subjects (e.g.. additional tests, changes in drug dose or schedule, change in eligibllily
criterla, ete.), the Justification/ratlonale for the change must be included. The investigator must advise the (RB
In this soction whether or not each proposed change that directly affects the subject requires revision of the
consent document(s). Flease submit (1) the previously approved profocol/project summary with deletions
red-lined, (2) the proposed protocol/project summary with additions highlighted, and (3} a fresh copy of the
new protocol/prolect surnmary, The redlined and highlighted vetstons may be combined. Note: Section IB

must ompl and coples of the revised consent form{s) must be submitted.

Attached s the protocol and protocol amendment for Hypertonic Resuscltation Following Traumatic !n]u'ry. No
changes have been made 1o the original study profocol. The protocol amendment outlines and explains the
FDA approved changes, '

The changes are related fo increased monitoring and assessment of enrolled patlents after hospital admission

and potential variation in hospital treatment after admission. There are no changes 1o the study freatment
protocol of to the consent form.

' An Information sheet about hypematremia will be given 1o hospital personnel by the transferring EMS

IRB Form MOD (February 2005)
Page 1 0f 4
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™ BIOTEL will notify the Study Coordinator or investigetor Immediately when o subject Is errolled. The

ordinator of Investigator will then contact the admitting physician to infarm them of th
) & subject enroliment
and will request that g8 hour serum sodium levels (standard of care) be obtained to monitor for r]uyperndtremla.

“ i the freating physicion orders mannitol or addlﬂoncl non-study hyperionlc saline Infusion (3% saline) for
patient core within the first 24 hours, gé hour serum sodium levels {standaord of care for subjects recelving
mannitol or 3% saline) will be drawn to monitor for hypematremia,

4) Any sublect requiing hypertonic saline infusion or mannitol b,olusr:‘aﬁ beyond 24 hours will have g6 hour
sodium monitorihg with the last sodium level 6 hours ofter discontinuation of therapy and/or up to 5 days after
Injury.

5) A study coordinator and/or investigator will be on call 24 hours o day, 7 days o week to implement the
sodivm monitoting plan and address any concerns from care providers.  The coordinaior will clso have a 24
hour/7 day o waek backup by a ROC investigator physician.

6) Each hospltal accepting patients enrolled in the study will have o named physielan co-investigator on
the medicdl staff who wil be responsible for facilitating communication with study persornel and addressing
any concerns regarding patient monagement, ‘

Parklond Health and Hospltal System: Principle Investigator Ahamed H, Idris, MD
Trauma Co-Investigator Joseph Minel, MD
Baylor University Medical Center: Co-investigator ‘Michoe! Ramsay, MD
Trauma Co-investigator Michae! Foreman, MD
Methodlst Medical Center: Co-Investigator ‘ Rebert Simonson, DO
Trauma Co-lhvestigator Alicia Mangram, MD
/1 After admission to ICU, the patient's clinical staius will be monitored daily by study personnel for the first

5 days after Injury and then every other day thereafter, This will include monitoring of soclium levels, screening
. for potentiol SAE's and completing data collection forms with respect to the patient's clinical status.

8) All three trauma centers, Porkland, Baylor and Methodist have agreed 1o tfollow the GLUE grant or similar
cliniedl care guldslines for managing severely injured pafients, Should the study co(_::rdlnmox: ‘llden‘rafy any
concetns related to the patient's condition or management, the local lnvestigator or PI will e notified.

7) The ICU medical staff at ol three frauma centers will be in serviced regarding the above protacol
changes.

B) Risk Analysls Update:

i igi ' Ither
if the overall tsk(s) associated with the research as originally stated in the IRB approved application are @
Increased or de(c)rec:sed, an updated assessment of the risk{s) must be provided. If the risk profile of the

research Is unchanged, this should be stated.

The tisk profile Is improved. The amendment Includes increased monitoring of patient condition and laboratary
" values.

IRB Form MOD (February 2005)
Page 2 of 4
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Section Il - Changes In Consent Document(s) 2-5e-Ndl

—_vyes
X ho

Jescription:

Describe sach proposed change in the consent docurment(s) that is not related o changes in the protocol
described under Section [A (e.g., corrections of emars, sponsor-required changes In language, addition of new
side eflects) and provide the Justification/rationale for the change unless it Is self-evident. Note: Coples of the
revised consent form({s) must be submitted as follows: (1) the previously approved consent form with deletions
red-lined, (2) the proposed consent form with additions highlighted, and (3) a fresh copy of the new consent
form. The red-lined and highlighted versions may be combined. Make sure the IRB Flle # Is listed in the footer.
Ledve the approval gnd expiration dates blank. N

B) Re-Consent:

Significant new findings (e.g., previously unknown side effects) developed during the course of the research or
information concerning changes in protoco! that may relate to the subject's wilingness to continue
participating must be provided to the subject per 45 CFR 46.116b(5) and 21 CFR 50.116b(5). Therefore, if any
new Information or changes could potentially affect a subject's willlngness to continue participating in the
study, they must be Informed and consent renegotiated, Ih this secllon, describe any plans to renegotiate
consent. if this Is unnecessary, this must be stated dnd exploined.  Note: Coples of revised consent forms
and/or dmendments must be submitted with changes highlighted and a fresh copy provided as discussed
above, ‘

C) Change In Study Personnal:

"t additions/deletions to study personnel, State the reason(s} for the change, Include copies of the revised
msent documents. Include the following when adding new study personnel (1) attach an NR-1 signature
page with an otiginal slgnature for new personnel. Also need the NR-1 sighoture page updated when changtng
the Pl of the study. (2) fraining completion dates for Humuan Subjecis Protection, HIPAA (Inclusive of Research
Module), and Good Clinleal Practices (If the study Is Indusiry sponscred) (3) use the format as listed below.,

Add ___ Delote

NAME: = HSPdate: <HIPAA ____: GCP (it applicable) _

Reason for change:

saction Il - Cther Changes not reluted to protecol or consent

A) Description;

Describe edch proposed change that is not related to changes in the protocol or consent:

IRE Form MOD (February 2005,
Page 3 of 4
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. My signature cerlifles that | assure compliahce with the ethical ptinciples and Institulional policies regarding the
protection of human subjects In research s stated in Title 45 Code of Federal Regulafions Part 46 (revised June
1971; reprinted April 2, 1976) and the Multiple Project Assurance, and that | have reviewed this report for
w~Curdey, In addition, my signature cedifles that the proposed changes are necessary tor sclentific, medical,
r “alnistrative or disclosure reasons In order to continue the research project us orlginally described in the
1l IRB application,

M.ACZ«:MM/Z_M:.. e

Princlpal Investigator's Signdiure

Date

Algzei Xty /ﬁc_/ e, iy,

Researck Coordinator's Signaturd Dafe

For IRB office use only: E? \a
Approved Expedited Review O Reviewer: ‘
: IRB Chair of Designee

Date: ”’ LL/()é
l (

r for Full Boord review (| Reviewer:
IRB Chalr or Deslgnee
Date:
Parlodic Review Apptoval | Reviewet:
Date:

IRB Form MOD (Felruaty 2005)
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ol SOUTHWESTERN

MERICAL CENTER

Institutional Review Board

TO; Ahamed H. Idris, MD
¢/o Dixie Climer
urgery — MC # 8579

FROM: W., . Kamp,*MD, PhD
" Institutional Review Board 1 Chaimerson

IRB — 8843
DATE: May 10, 2006
RE: Final Approval of Protocol, NR1 Farm, Project Summary, Consent Form(s),

HIPAA Waiver and Acknowledgment of HIPAA Authorizatlon
IRB Number. 032006-028

Title: Hypertonic Resuscitation Following Traumatic niury

Thank you for responding to the stipulations as requested hy the Institutional Review Board in the
memo dated March 27, 2006. This letter is a notification of final appraval of the protacol, HIPAA
waiver and attached infarmed consent document(s) dated May 10, 2006. IRB approval of this
research lasts until March 19, 2007. If the research continues beyond twelve months, you must
L apply for updated approval of the protocol and informed consent document(s) one month before the
date of expiration noted above.

Please Carefully Read Imgu[gantrc:omgllance Information Below:

Your approved number of evaluable subjects is 700. if during the course of your study you feel
that you have need to change this number, you rnust submit a completed MOD Form applying for
prospective approval to do so.

All subjects must sign a copy of the attached IRB-approved and starnped consent form(s) and
HIPAA Authorization, if applicable, befere undergoing any study procedures, including screening
procedures that would not otherwise be performed for a patient/subject’s medical condition in a non-
research context.

The abova referenced study Is approved to anroll Spanlsh-speiaklng sibjects. Dl_iHS
regulations permit oral presentation of informed consent Information in conjunction with a
short form written consent document (stating that the elements of consent have heon
presented orally) and a written summary of what is presented orally. A withess to the oral
presentation is required, and the subject must be given copies of the short form document

ahd the summary.

When this procedure is used with subjects who do not speak or read English, (1) the oral

i in a language understandable to the
' d the short form written document_should beina
zﬁisjggtt‘azgntﬁg IRB-approved English language informed consent document may Serva as the

ummary; and (3) the witness should be fiuent in both English and the language of the subject.
8 )

@ subject's
At the ime of consent, (1) the short form document should be signed by the subject (or th I
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lagally authorized representative); (2) the summary (i.e., the English lgnguage informed consent
document) should be signed by the person obtaining consent as authonzgd under the protocol; and
(3) the short form document and the summary shauld be signed by the witness. When the parson
obiaining consent is assisted by a translator, the translator may serve as the witness.

For research involving therapeutic or prophylactic interventions orinvasive diagnostic procedures, 8
bilingual translator must be continuously available to facilitate communications between research
personnel and a subject. If a bilingual translator will not always be available, it may be unsafe for an
otherwise eligible candidate to participate in the research if that person does not speak and read
English.

Important Note: You must use a photocopy of the attached IRB-stamped consent form(s). Use of
a copy of any consent form an which the IRB- stamped approval and expiration dates are replaced
by typescript or handwriting is prohjbited.

A photocopy of the signed consent form(s) and HIPAA Authorization should be given to sach

participant. The copy of the cansent farm(s) bearing original signatures should be kept with other

Irecorc'ls of this research for at least five years past the completion of the study. For research

involving treatment or invasive procedures, a photocopy of the signed consent form(s) should be on
— fite in a subject's medical record.

The Departmn_ant of I-!ealth and Human Services (DHHS) regulations for the protection of human
subjects require that informed consent information be presented in a language understandable to
the subject(s), and, in most situations, that inbrmed consent be documented in writing.

Where Informed consent is documented, the written consent document(s) should embody, in
language understandable to the subject, all of the elements necessary for legally effective informed
consent. Potantial subjects who de not speak or read English should be presented with a consent
document written in a language understandable to them. The Office for Human Research
Protections (OHRP) strongly encourages the uyse of this procedure whenever possible.

in the future, should you require a change or need to madify the research, including the informed
consent document(s) and HIPAA Authorization, per federal regulation you must obtain prospactive
review and approval of the Institutional Review Board. For any changs to the research, prior review
and approval before implementing such changes is mandatory except when prompt implementation
is necessary to eliminate apparentimmediate hazard to a subject.

Approval by the appropriate authority at a collahorating facllity is required before subjects may be
anrolled on this study.
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