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met on August 15, 2007 and disenssed the “opt-out™ options available for individuals Who do. -
£ participate in the ROC studies. The IRB noted that the current opt-out option inthe 3
1 coramunity is the use of an EP1 card thut is carried in a purss or wallet. The IRB: confirmed
the appropriate option for those individuals who prefer to be more inconspicnons abouittheir
decision nat 10 participate and those who dop’t want to wear & bracelet at all fimes. Howeyer, 1o be

table to Alabama residents.

- consistérit with the opt-out options at other ROC sites, the IRB detormiined that the bracelets shonld also
‘be avai - ‘

10 4 memorandum, piease address whether it will he feasible to give individuals the option of obtaining .
efther the BPI card or the bracelet. If the bracelets can be made available to the public, address your plans
for educating the EMS staff-and othets involved with this study regarding this hew opt-out option. Alse -
address your plans for notifying the public about this new option. » :

The IRB also requested that you address the concern regarding whether EMS responders can find the EPJ

_ card-and access the information on the card quickly enough in &n emergency gitnation.

Please cajl me if you have any questions about the Board’s decision.

ith
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Modification Form SEP 2 0 2007
R uw

This box is for Hy ubjectsReyiew Committee Use Only o Master
HSRC signature: ' ' D@teﬁdenl&d:ﬂ'ﬁ'? Commiuee

Contingencles: Investigaior

AE/Safety Repor

PLEASE READ THIS FORM CAREFULLY, ADDRESS EACfl APPLICABLE ITEM OF INFORMATION

- REQUESTED IN NUMBERS
1-8, AND SEND THE REQUESTED NUMBER OF COPIES,
PLEASE D T submit double-s ded forms or attac erials

Unless otherwise stated, submit three (3) copics of this form collated with three (3) copies of ravised or additions) materials,

We wiil not accept handwritten forms, Incomplete forms, or forms printed on both sides of tho paper, Use 10 point
type or lasger throughout modification form. - o o

Modifications may not be implemented untf} you hiave recelved npproval, The approval of this modification does not
‘change the ariginal period of approval of yaur Human Subjects Review Committes application,

[Fan adverse cvent occurs at a sits covered in your agproval for this study, submit a UW “Adverse Event Report Form.” This
form Is available on the Human Subjects Division web site at hitto: waghi 5 i

»~~ I you have any questions, please call our office at (206) 543-0098,

TITLE OF APPLICATION: Resuscitation Outcomes Consbrﬁurﬁ Prehospitul Resuscitation using an Impedance
threshold device and Early versus Delayed rhythm analysis (ROC-PRIMED)

Principal Investigator: Peter J. Kudenchuk, MD___ " Current HSRC approval no.: 06-1314-A0]

Dept./Div.: Medicine/Cardiology . Box/Mailstop: ‘356422_ Phbnc; 206 685 4 176_ Fax: 206 616 1022 Email:
kudenchu@u.washingtqn.edu o o :

Contact person if not the Pl: ' R : Phone; Bmail:

[0 1. ADDING A NEW FUNDING SOURCE. Complete the information'in the box below. Bricfly summarize the
procedures involving Human Subjecis in this new funding proposal and déscribe any differences between the approved

application and the new proposal, 1fthere are multiple aims in this grant, please specify which nim(s) pertain (o this specific

Human Subjects Application, and flug or-indicate the page. If this grant wi)) modify the population, purpose or procedures,
Oulline these changes under the appropriate heading below. Submit 3 coples of this form and 1 copy of the grant proposal,

Funding Type:  [] Research Grant  [] Fellowship " [] Training Grant. [ Contract [ Other, specity:_
Principal Investigator (on grant proposal);
Proposal Title:

A Funding Agency: . ‘ ' _ Ag@ri_cy Number (if known):
~tatus: [New [ Competing Renewal [ Non-competing Renewal =
[ Start Date: End Date: _Submitted through OSP? L] Yes [.] No. 1f No, explain

University of Washington, Human Subjects Division, Box 355752, 3935 University Way NE. Seatile, WA 9R108-6613
Phone: (206) 543'0098 Fax; (206) 543'92“‘ Email: hid @u. washinmtan.arde  wah noos hitn-Helama .......l.:__.-... IR .
SEP-20-2807 83: 34PM FAX: 2866161022 - S 1D: UN CTC »PQGE 1082 R=100
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University of Washingtan
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o Modiﬁtatiou' Form

[[J2. CHANGE IN STUDY PURPOSE: Describe che»‘chaﬁgélrcvfsion 1o the purpose of the study, and explain the reason
for this change. ’ : Cor .

[[]3. CHANGE IN PROCEDURES: Briefly summarize broposgd cﬁnnges below. Explain why the changes are being mode.
Describe any changes in risks, and an assessment of whether or not any changes should be made to the consent form(s). If you
belicve no changes are necessury, please state, Send 3 coples of this form along with 3 coples of the revised consent form(s),
(SCC 4‘ bclow.) . - R S, . R

(J4. CHANGE IN POPULATION and/or RECRUITMENT: Briefly describe praposed changes in subjoct population or
recruitment, including the reasons for this change. Include the following for cach new population, if relevant: inclugion
criteris, cxclusion criteria, age range, number of subjects (cases and conirols), approach and recruitment methods. Submit 3
copies of this form and 3 copies of all revised or new recruitment materials.

[]5. SITE: Submit three copies of thli form sind one copy of & letter of cooperation from cach non-UW site. The letier
should acknowledge that the agency is familiar with the:study purpose and procedures, and with the investigator and their
affiliation with the University of Washington, -~ . .7+

{7 6. REVISIONS TO CONSENT DOCUMENTS: Submit 3 coples of this form und 3 coples of each revised
consent/nssent form or oral consent seript, incorporating changes in purpose, procedures, population, investigators and risks
ns described clsewhere on this form. Hig L chnnges on one copy. Please check the sample consent form and the consent
form checklist on the HSD web sits at httpi//depts. washington edu/hsd/FORMS for current requirements, Please nlso refer 1o
the Clinical Trials Handbook, ut hip; ' i inicalt; 5 , for other sample
consent form language,

State the total number of approved consent forms jn current use for this study. State if this consent form replaces a current
version (and specify the approval date), or is an additional consent form,

(0 7. CHANGE IN [NVESTIGATORS& Pravide infommlionvréquested below for each new investigator; also indicate if an
investigator is no longer associated with this research. If the Prineipal Investigator is nppointing a new PT, both the
current Pl and new PI should sign this form, ‘ S

Name and Title Umvegmxj_gmm_ o Dep/Div, Phone Box

[J8. OFF SITE ADVERSE EVENTS and SAFETY REPORTS: If an event occurs at a site covered in your approval for
this study that is uncxpected or more severe than anicipated, submit the UW “Adverse Event Report Form" available at

hip; ingt - ptidoc . If-an ndverse cvent oceurs that is anticipated or no mare severe than
expecled, it must be reported on the Status Report at annual renewal or when closing the study. Otherwise, state how inany
avents are being reported here, list the dates of occurrence and provide o brief description of cach event, Also, inform us
whether these adverse events are new or follaw-ups oF cvents that were already reported 1o us, then include the dale the event
was originally reported. Assess whether or not changes are required to the consent form. If you believe no changes are
required, please state. Alsa state whether enrollmont is still open for this study_ und whether subjects are still undergoing study
procedures. Submit 2 copies of this form and 1 copy of cach adverse event/snfety report.

University of Washington, Human_Subjccts Division, Box 355752, 3935 University Way NE, Seattle, WA 98105-6613
Phone: ‘206) 543"0098 Fax: (206) 543-02'“ F.mnil' hﬂ{l@ll_\!ll_“lehil\_ﬂii‘\ﬂ mAu sk mnnas kitns ebamtn o alaoad —-‘--'L.J'_ .
SEP-20-2087 9U3:34PM FQX; 286616‘1_828:. . ©r o IDHUW CTC PAGE: B3 R=100%
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~ University of Washington
Human Subjecis Division

' 'Maodification Form
5 [J9. PROTOCOL AMENDMENTS and INVESTIGATOR DRUG BROCHURES (for FDA regulnted studies only):
Describe what changes ure being made if not described above, and asscss any changes in risks to subjects. If you believe there
are no changes in risks, please state. If submitting o protocol amendment; sybmit 3 copies of this form, 3 coples of the
amendment and 1 copy of the revised protocol, If submitting an updated Investigator Drug Brochure, submit 3 copies of
this memo and 1 copy of the brochure, : - o

[J10. CONFLICT OF INTEREST: If thers hus heen a change in the financial interest for any members of the research
feam, provide a copy of the letter you recéived from the Office of Research about how this conflict of interest should be
managed. ' R .

R 11. OTHER (protocol violations, relevant compllidﬁc.e hpﬁrﬁu]s. and dotn monitoring, ete.):

The following information ig pravided as an interim summary to the Commities of our community notification activities
pertaining to adoption of an opt out protocol madification, which applies specificaily (o persons who may indicate their
wish 10 be excluded from ROC-PRIMED before sustaining a cardiac arrest that might result in their enrollment in the trial.
As the Commitice is aware, this is o sepneate issue from our pre-oxigling policy that subjects plready enrolled in the trial
will be notified of their participation as soon as feasible upon their ndmission 1o the hospital and offered the opportunity to
opt out of further participation in the trial, whj G ins g i Ire.

JCILOAS flwg LOCEN NG remain SLIGNLG ODETRLINE proced
On May 30, 2007 o modification of the ROC-PRIMED protocol was requested and approved by the Committee for
institution of an g prior opt out provision pertaining to persons who-may indicate their wish to be excluded from the trial
i )t - Such persons would be mailed an “opt out bracelet™ along with a letter, indicating the bracelet's
e purpose and instructions for its use. Subsequent modifications of this policy that were approved by the Committes
included permission to issue temporary plastic bracelets to expeditiously accommodate incoming requests (because of
unexpected logistical delays before engraved permanent stainless steel bracelots were initially available for mailing),
permission to substitute the words “NO- STUDY™ for “NO RESEARCH STUDY" (0 allow these leiters o be sufficiently
large to be casily legible on the bracelets, and permission (o issue permanent plastic opt out bracelets as an aliernative (o
thc permanent stainlcss steel bracelets for persons indicating on allergy to metals. As of this date, all requests for opt out
bracelets have been accommodated and all tomporary plastic bracelets have been replaced with permanent stainless stecl
bracelets or a permanent plastic bracelet (in the case of metal-allergic persons), each professionally engraved with the
words “NO STUDY™ in large letters as depicted below. Prehospital providers have been shown these bracelets and

familiarized with their appearance and the nead to exclude persons wearing them from enrollment in the prehospital wrial.

Univessity of Washington, Human Subjects Division; Box 355752, 3935 University Way NE, Scutle, WA 98105-6613
Phone: (206) 543-0098 Fax: (206) 543.921R Bmnil- heetGidn wnchinnlnﬁ P TR T N N7 F TR S JEE .
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Modlﬁcahon Form

The community has been notificd;about this a priori.opt.out policy, the availability of, and means of obtaining opt sut
bracelets upon request, Such commynity notification has occurred through published articles in the Seattle Times
between the dates of 6/3.- 6/11/2007, local radio:spots on KIRQ and KOMO radio un 6/6/2007, a variety of websites
including Seattlest on 6/11/07, Fox:Cable Telcyisi  §/22/2007, and KOMO Television and KOMO rudio on

B/16/2007. We will also be providing additionsl i tion:in a scheduled radio presentation on KV1 Radio on 9/30/07.
d on.ourdi ic.inforrnation website www.uwheartroc.org.

In addition, this information is proyide

To dale, 216 individunl requests for opt some, requesting muliiple bracelets) have been received and all
have been uccommodated. Some requests have & om other communities, including Portland, OR; Providence, RI:
and as far away ns Otawa, Canada and Australia. All requests-have cxpressed the desire to opt out of gny study that does
not require prior wrilten informed consent, regardless of the nature of the intervention. For this reason, with the approval
by the Committee of such an o priori opt out provision for each trial, we intend to continue 0 use a single bracclet
inscribed with *NO STUDY” for ull prehospital trials bein, eonducied locally with exception 10 informed consent, in this
case ROC-PRIMED as well as:the ROC-hyp M aline .(HSD)‘-uhuma trial. Persons requesting an opt out bracelel, and
the date when such bracelets were mailed.have been afd will continue 10 heYocumented, This information remains
available upon request to the Commitige. .- - \ A ‘

Typed name and original inked .slgmifuté of’ﬁ;l‘;'; p foi

S /

Date: 9/18/2007

University of Washingion, Human Subjects Division, Box 355752, 1935 Universily Way NE, Secatle, WA 981056613
Phone: (206) $43-0098 Fax: (206) 54}_’-92|ﬂ E»tr:m'il: s : ingto web puge: hitp://deots. washinuton.edu/hsd/
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