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DATE;

J'effrey D, Kerby, Ml), PhT?, FACS.

Frtn~.ip~t Investigator

Denise Ball
On behalf'o f 1 RI3 02

August 16, 2Q4?

FAX. 5-4662

RE: '17060328009
I-lypertanie Ros~t scication t~i3tlawing Trauntatic In,jury ,{8outhoastorn ResuseiWi0ri

R t,-search Center)

The IRB 02 met on Augu;st 1 5 , 2407 and discussed the "opt-oo#" options available for iftdividuals who do

not want to pnrtivipatc jn .tje ROC studies . The IRW noted that the current opt-out option in the

Birmingham community is the use of an EI?l card that is carried in 1 purse or wallet . The 1RB confirmed

that this an appropriate option for those individuals Who prefer to be more inconspicuous about their
decision not to participate and those who don't want to wear a bracelet at all times_ However, to b e

consistent with the opt-out options at oftrROC sites, the IRB determined t~aiElac bracelets should also

be available to Alabama residents

. In a memorandum, please address whether it will be feasible to give individuals the option o f obtaining

either the EPi card or the bracelet . If the bracelets can be made available to the public, address your plans

for educating the EMS staff and others involved with this study regarding this new opt-out option . Also

address your plans `tor notifying the public about this new option .

The IF;.Ii also requested-that you address the concern regarding whether E MS responders can Fnd the EP-1
card and access The information on the card quickly enough in on emergency situation :

Please call me if you have any qLMStiOnS about the Board's decision .
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This box in for Mu ubjec e w Committee Use Only Master
HSRC signature: `~~ fi~-~~ p t ra --am-,ved! ted/denied: D"f Committee
Contingencies

: investigator

A&Safety Report

PLEASE READ THIS FORM CAREFULLY, ADDRESS EACH APPLICABLE ITEM OF INFORMATIONREQUESTED IN NUMBERS
1-8, AND SEND THE R#QUESTEQ NUMBER OF CQPILS.

.PI.EASE.DQ NOT s bnPft sfauble-,cffed Por ts or nttached , eddk!
Unloss otherw}se, stated-, submit three (3) copies Of this form callalod with th ree (3) copies- of revised or additional materials.We will not accept handwr itten farnag, lacnmplate tnrmsh or form printed on both sides. of the paper. Una 10 pointtype or larger ttirou ghunt ntodiflcetian form : , .
Modwcodons may not be Implemented anttl you have received approval . The approval of this modification does notchange the original period ofapproval of your Human Subjects Review Committee application.
If a n adverse event occurs at a sit* covered in your qoproval for this study, submit o t1W "Adver,eo Event Report Form. "'ChixFarm is available on the Human Subjects Diviripn web site at w
If y o u have any quest i0n8, please call our office at (206) 543.0098 ,

TITLE O F APPLICATION: Resuscitation Outcomes Consortium Preh4apitui Resuscitation using an Impedancethreshold device and Early versus Delayed rhytl,a , . a A alysis (ROC-PRIMED)

Princ ipal Investigator; Peter J . Kudenchuk, Mp ~ Currcn t HSRC approval n o . : 06-1314-AU )
Dept./Div . : MediQinc/Cfl ' Boz/Mailstap: 35b422_ Phone ; 206 685 417 t5_ Pax ; 206 616 1022 Email :IG Udenchuft.wnshington . ed u

Contact person if not the P[ _ Fhnno :_ ,13muil :

0 1. ADDING A NEW FUNDING SUU RCE. Complete the informutian`in the box below . Briefly summarize theprocedures involving Human Subjects in this new funding proposal and describe any
differences between the approved

application and the new proposal, It there ure multipJe 0my in this grnnt, please specify which aim(s) pertain to this specifi
cHuman Subjects Application, and flag or Indicate the page

. II'thiis grant will modify the population, purpose or procedures,outline these changes under the appropriate heading below
. Submit 3 copies of this form and I co py of the grant proposal .

Funding Type: Research Grant [J Fellowship 'O .Training Gr a nt ❑ Contract [J Other, specify :-Prin c i pal Investigator (on grant proposal) ;
Proposal Title :

t atus: 0 New El Competing Renewal Non-Qompeting Renewa l
Start Date : End Date ; Submitted th rough C►SF'7 Q Yes C) No. lf No. explain

University OF Washington, Human SubjectsDiviB ion . B ox 355752, 19.35 University Way NE . Seattle. WA 9 6 105 -66 I 3Phone: (206 ) 543- (} pg8 pax : (20b) 54 3.9 2 1 N Emai l : hs i lfcD u. wnRhinwnn . r.ri,, wwh Mft- .,,• ti,, ., .
SEP-20-2007 03 :34PM FAX:2066161022 • ID:UW CTC ~ PAGE:002 R=100%
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University of Washington
Human Subjects Division

,.-,. Modification Form
❑ 2 . CHANGE IN STUDY pT]RPOSB: Describe the'changz/rtcv ; s ion to the purpose of the study, and explain the reason
for this change .

❑ 3. CHANGE IN PROCEDURES: Brietly summarize proposed changes below . Explain why the changes are being mad o .
Describe any changes i n risks , and an assessment of whether or not any changes should he made to the consent form(s) . If you
believe no changes are necessary, please state . Send 3 copies of this form along with 3 copies of the revised consent form(s).
(See 4, below . )

4. CHANGE IN 1'UPULAI7QN and/or' R*HCRUi1'M&NT : BricAy describe proposed changes in subject population or
recruitment, including the masons for this change. Include the following for each new population . if relevant : inclusion
criteria, exclusion criterio, age range, number of subjects (cases and conlrols) , approach and recruitment methods. Submit 3
copies of this form and 3 capfeo of all revised or new recruitment materials .

[j 5. SITE: Submit three copies of tltis form and one copy of a tettcr of cooperation from each non- UW site. The lettershould acknowledge that the agency is tbmiliar with tho:R tu;iy purpoitc and procedu res, and wi t h the investigator and theiraI'riliutian with the University of Washington ,

~., ❑ 6. REVISIONS TO CONSENT DpCUMENTS : Submit 3 copies of this form and 3 copies of each revised
consent/assent form or oral consent script, incorporating changes in purpose, procedures, population, investigators and risks
as described cNewhere on this form . Highlight chnna~on one cou~. Please check the sample consent form and the consent
form checklist on the HSD web site at for current requirements, please also refer to
the Clinical Trials Handbook, at w ' e 4 s , for other sample
consent form language ,

State the total number of approved consent formy in current use (or this study . State if this consent farrn replaces a currentversion (and specify the approval data), or is an additional consent torm ; ~

M. CHANGEIN INVEBTIGATt1RS: Provide infocmatioa raquestcxl below for each new investigator ; also indicate if aninvestigator is no longer associated with this resmeh ; If the Principal Investigator Is appointing a new Pi, both thecurrent PI and new P1 should sign this form.
.

-DeP-LLQiv- Phone Box

❑ 8. OFF SITE ADVERSE EVENTS and SAFETY REPUR'I S : If an event occurs at a site covered in your approval forthis study that i s unexpected or more severe than aniicipared, submit the UW "Adverse F.Ve rt! Report Form" available athtt ~ i t d c , Iran adverse event occurs that is anticipated or no more severe thanexpected, i t must be reported o n the Status Report at annual renewal or when closing the gt udy . Otherwise, s ta te how manyevents are b e ing reported here, list the dates of occurrene arid provide a bricl' dc .ccription of each event. Also, inform uswhether these adverse events are n ew or -M law-upy of events lht,t were already reported to us, then include the data the eventwas originally reported . Assess wheth er or not changes _ure required .to the consent form . If you believe, n o changes tirerequired , please state . Also state whether enrollment is : still open for this study.and whether subjects are still undergoing studyprocedures . Submit 2 copies of th is form and 1 copy of. each adverse eventJsafcty report-

Llni vcr s ity of Washington, Human Subjcct s Division, Box 355752,3935 University Way NP.. .Seattle. WA 98105-6613Phone ; (2Uh ) 54. .0098 Fax : (2(1fi) j4 3-92.1R Rnmil ' ►,qdir,n ,i wnchinninn ~A . . ,,,, k
SEP-20-2007 03 :34PM FAX:2066161022 ID:UW CTC PAGE:003 R=100%
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Univers ity of Washingto n

Human Subjects Division

Modification Form
❑ 9. PROTOCOL AMENDMENTS and INVESTIGATOR DRUG BROCHURES (for F DA regulated studies only) ;
Describe what changes are bei ng made if not described above, and .uscss any changes in risks to subjects . If you believe (here
are no changes in risks, please state . If submittin g a protocol nmendment; submit 3 copies of this forny 3 copies of the
amendment and 1 copy of the revised protacol. If submitting an updated investigator D rug Brochure, submit 3 copies ofth is memo and 1 copy of the brochure ,

[] lU. CONFLICT OF INTERTST i If theta has been a change in the financial interest for any members of the researchteam, provide a copy or the letter you received from the Office of Research about how this conflict of interest should bemanaged .

11 . OTHER (prutucol violations, relevant compliance approvub, and data monitoring, etc .) :

The following information is p rovided as an interim summary to the Committoo of our community notification activitiespertaining to adoption of an opt out protocol modification, which applies specifically to persons who may indicate theirwish to be excluded from ROC-PRIMED bgft sustai ning a cardiac arrest that might result in their enrollment in the trial .As the Committee i s aware, thi s is u Kto issue from our pre-ex j glipg policy th at subjects already en(e~~ in the tri alwill be noti fied of their participation as soon as feasible upon their admission to the hospital and offered the opportuni ty toopt out of further participation in the trial
.

whjchhas always b -n qd remninY our strindt d operating aMedurc .

On May 30, 2007 a modification of the ROC-PRIMED protocol was requested and approved by the Committee forinstitution af nn it priori opt out provision pertaining to persons who may indicate their wish to be excluded From tha trialbef.orn their on rollme Gt : Such pers4as would be mailed an "opt out bracelet" along with a letter, indicating the bracelet'spurpose and i nstructions for its use.. Subsequent modifications of this policy that were approved by the Committeeincluded permission to issue temporary plastic bracelets to expeditiously accommodate incoming requests (because ofunexpected logistical delays-before engraved permancnt .stainle3s steel bracelets were initially available for mailing),permission to substitute the words "NO STUDY" foc "[VQ, RESEARCH STUDY" to allow these letters to be sufficientlylarge to be easily legible on the bracelets, and .permission to issue permanent plastic opt out bracelets as an alternative tothe permanent stainless steel bracelets for pcrxons indicating an allergy to metals, As of this date, all requests for opt outbracelets have been accommodated a nd all temporary plast i c bracelets have been replaced with permanent stainless steelbracelets or a permanent plastic bracelet (in the case of metal-allerg ic persons), each professionally engraved with thewords "NO STl10Y" in largo letters as ,dcpicud below . Prehospital providers have been shown these bracelets andfamiliarized with their appearance and the need to exclude pcrppns wearing them from enrollment in the prahnspitnl trial .

r''"^`

University of Washington . Human Subjects Division, Box 355752, 3935 University Way NE . Sciii uc, WA 98 1 05-661 3Phone : (206)S43-0098 Fax : (2061543-921k F.mnil • hait rfd oj urn .himm A„ ,.A,. , .,.k ... . .... . .. .. . . . . .a__._ _ . .__~ : ._ . . . 1 , .
SEP-20-2007 03:35PM FAX :2065161022 I[3:UW CTC PAGE :004 R=100%
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University of Washington

Human Subjects D i vision

Modification Form
The community has been nucif;cdabour th is a. pra0ri .;opl. oui po ri Cy, the availability of, and means of obtaining opt out

bracelets upon request, Such cornm u flity , notitcation has occurred through published articles in the Seanlo'CimC s
be tween the dates of 6l3 ,- 6/1 .1 a007, Io04 rt►di'6: spots on T(iR0. and KQMO radio on 6/6/2Qp7, a variety or websites
including S e att)est on 6l11/p7,

r
ox, Cable.Tcicvi ~ion owM20Q7, and KOMO Television and KOMO radio on

8l 1 6/2007 . Wc will al so. be providing•AClditidna l in-formationi n a scheduled radio presentnt ion on KVI Radio on 9/30J01 .
In uddition, this information i 9,proy itlcd on aur :dcdictrted pub1ic , information webs;ta www ,uwhebrttoc , org .

To dale, 2 1 6 individual requests for optuul, dr~clCts ( some requesting muUiple bracelets) have been received and all
have bee n accommodated . Some requests have come from other. communities, inc luding Portland, OR, Providence, RI ;
and as fa r away as Qttuwa. . Canada and Au s tralia . All rcquests : hnve expressed the desire to opt out oi' gqY study that doesnot require prior written informed consent, regardless. of the-nature of the intervention, For this reason, with the approvalby the Committee of such an a prion opt Out prQvisi on Por wh trial, we intend to continue to use a single braceletinscribed with "NO STUpY" for uli .P`chospi tnl trials i,eingcanducted locally with exception to informed consont, in thiscase ROC-PRIMED as wcll as . the R(1 C-hypertonie saline fHSp) .trauma trial, Persons requesting an opt out bracelet, andthe date when such bracelets warc mailed have been a d will dptinue to ocumented . This information remainsavailable upon request to the. Cammittcc . .':

Typed name and original inked .s1gnaLure of PL Date: 9J18/2007. . r a

~
, . .

University of Washingi
t
m, Human Subjects Division, B ox. 355 7 52, r 1935 Universily Way NE, Seattle . WA 9 810$-6613Phone ; (206) 543-0098 Fax; (206) 543-9219 Bmuil . hW&u . w= ' ~ ~~& web page: http:!/depis. wushinktan.eclu/h yd/

SEP-20-2007 03 :36PM FAX :2066161022 ID:UW CTC PAGE :906 R=100%


	page 1
	page 2
	page 3
	page 4
	page 5
	page 6
	page 7
	page 8

