G980125 Public Disclosure Sur  ssion — October 2002

SUMMARY OF PUBLIC DISCLOSURE

Community Consultation

The Community Consultation meeting for this IDE occurred on May 8, 2002 at the Italian
Community Center in Milwaukee, WI. The presentation script for that meeting has been
previously submitted and approved by the FDA. The meeting was videotaped and that videotape
1s available upon request. The announcement of the meeting was published in the Milwaukee
Journal Sentinel on May 5, 2002.

Public Disclosure

Public disclosure of this study was conducted using several different media formats. Copies of
website information, newspaper notices and broadcast announcements are included as
attachments.

A website (http:/www.mcw.edu/cardiac/index.html) was established to provide the public with
information about the study. This website includes a welcome page, frequently asked questions,
a copy of the presentation given at the Community Consultation meeting, samples of the consent
forms and surveys used in the trial, and a link for contacting investigators with questions or
concerns.

Newspaper notices ran:

Newspaper/Newsletter Date(s)
Milwaukee Journal Sentinel June 2, 2002
Spanish Journal July 17, 2002
Milwaukee Community Journal July 19, 2002
Milwaukee Star July 25, 2002
Milwaukee Courier July 27, 2002
Milwaukee Times Weekly August 8 - 14, 2002
50 Plus News Magazine August 2002

Television announcements were broadcast;
Date Station Length Viewing Area

July 2, 2002 WDJT-TV Channel 58 30-second announcement Milwaukee County, WI

July 23, 2002 WISN-TV Channel 12 30-second announcement Milwaukee County, WI

July 23, 2002 WTMJ-TV Channel 4 30-second announcement Milwaukee County, WI

July 24, 2002 WTMJ-TV Channel 4 30-second announcement Milwaukee County, Wi

July 27, 2002 WTMJ-TV Channel 4 30-second announcement Milwaukee County, Wi

July 28, 2002 WTMJ-TV Channel 4 30-second announcement Milwaukee County, WI
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Milwaukeeans Invited .

to Comiment on Study to Test New
Device in Cardiac Arrest Patlents

The Medicdl College of Wisconsin is Hold-
ing an informational meeling about a
plahned study to examins, the effective-
ness of the Resg-Valve™ used during
CPR for patlents, suffering a cardiac
arrest. The purpose of this public consul-
tation Is to get feedisack from the dommu-
ity in which the research study-will take
place. The Food and Drug Administration
requires this community consultation
because informed consent cannot -be
obtained from a patient suffering a cardlac
arrest.
May 8, 2002
Italian Community.Center
631 E Chlcago Ave,, Mllwaukee

§:00-5:abpm. Light Blitet -7, |

‘5456 bspm Résearch Presentahon
'8, 95-7 OOpm DlSCusslon .
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“'For more mformmtdn p(ease call - §
]#‘605 a873 or emaH Igrabows@mcw eclu.
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MILWAUKEE JOURNAL SENTINEL
Sunday, June 2, 2002

{175 Legal Notives |

OF WISCONSIN

Medical College of
Wlsconsin Announces

ResQ-ValveTM Cardiac
Arrest Trial

For patients Suffering
from Cardiac Arrest

Research to study the effec
tiveness of the ResQ-
ValveTM, a new biomedical
device used during
cargiopulmonary resuscita
tion (CPR) for adult patlents
sutfering cardiac arrast, wilt
bagin in June 2002 In Mik
waukee County. Inltial stuc
188 indicate thal the ResQ-
ValveTM increases blood
Hiow during CPA. Researchr
ers at the Medical College
of Wisconsin will compare
survival rates and brain tuno
tion for adult cardiac arrest
patients recelving the stand-
ard of care versus the stand-
ard of care plus the use of
the ResQ-ValveTM in add:
lion, 20 adult cardiac arrest
patients wiil also have car-
bon dioxide, chest pres-
sure. oxygen, and blood
pressura measured during
CPR.

Potential Risks/Benefits
for the Ctinical Trial and
Hemodynamic Substudy

The risks of this study In-
clude Increased work of
breathing, fluid buildup In
the lungs, failure of the de-
vice, or lack of benefit of the
device. A catheter placed In
the large artery in the upper
in the hemodynamic
substudy |s a standard pro-
cedure, Risks assoclated
with this procedure include.
1Lln1ecﬂon, 2) bleeding, 3)
abnormal connection or
hole between the artery and
vein of the leq, or 4) biock:
age of blood fow Lo the leg.
Surviving cardiac arrest with |
damage to the brain is a8 po-
tential risk for any patient un
der%?lng CPR. 1t Is possk
ble that survivors in one
group may have more dam-
age (o the brain. This wili
be monitored on an ongo-
ing basis and the study stop
ped I it occurs. There may
also ba some unknown or
unanticlpated risks because
this device is relatively new
and is an attempt to ad-
vance medical knowledge.
Every precaution will be tak-
en & assure personal safe-

e benefil, which may rea
sonably be expected from
participating In this study, is
possibly an increased
chance of survival from car
dlac arrest, but this is not
guarameed

his study meets the FDA

uidelines for waiver of In-
ormed consent under emer-
gency clrcurmnstances be-
cause Informed tonsent
cannot be oblalned from a
victim of sudden cardlac ar-
rest For details, on the
risks and benefits, walver
of Informed consant, and
other aspects of the study
please call Dr. Tom
Aufderheide at (414)
805-2572, emall al
tautderh@mew.edu, or
visit the WEB she at
www.mcw,edu/cardlac
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/ " Risk/Benefit Public Announcement

ResQ-Valve'Cardiac Arrest Trial
Public Notification:

Research to study the effectiveness of the ResQ-Valve™
a new biomedical device used during cardiopulmonary
resuscitation (CPR) for adult patients suffering cardiac
arrest, has begun in Milwaukee County. Initial studies in-
dicatg that the ResQ-Valve'increases blood flow during
CPR. Researchers at the Medicai@ollege of Wisconsin
will compare survival rates and brain function for aduit
cardiac arrest patients receiving the standard of care ver-
sus the standard of care pius the use of the ResQ-Valve™
In addition, 20 adult cardiac arrest patients will also have
carbon dioxide, chest pressure, oxygen, and blood pres-

sure measured during CPR.

Potential Risks/Benefits for the Clinical
Trial and Hemodynamic Substudy

The risks of this study include increased work of breath-
ing, fluid buildup in the lungs, failure of the device, or lack
of benefit of the device. A catheter placed in the large
artery in the upper leg in the hemodynamic substudy i1s a
standard procedure. Risks associated with this proce-
dure include: 1) Infection,-2) bleéding, 3) abnormal con-
nection of hole between the artery and vein of the leg, or
4) blockage of .blood flow to the leg. Surviving cardiac
arrest with damage to the brain is a potential risk for any
patient undergoing CPR. [t ts possible that survivors in i
one group may have more damage to the brain. This will
be monitored on an ongoing basis and the study stopped
if 1t occurs. There may also be some unknown or unan-
ticipated risks because this device is relatively new and 1s I ;
an attempt to advance medical knowledge. Every pre- [,
caution will be taken to assure personal safety.

————

—

|/ The benefit, which may reasonably be expected from par-
ticipating in this study, is possibly an increased chance of J:
survival from cardiac arrest, but this is not guaranteed.

This study meets the FDA guidelines for waiver of informed
consent under emergency citcumstances because in- (fi
formed consent cannot be obtained from a victim of sud-
den cardiac arrest. For details, on the risks and ben-
efits, waiver of informed consent, and other‘aspectsA

of.the study please call Dr. Tom Aufderheide at (414) ';
805-2572, email at taufderh @ mew.edu, or visit the WEB I
% site at (WEB site address). www.mcw.edu/cardiac i
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(Milwaukee Community Journal)

MCJ WEEKEND JULY 19, 2002 PAGE 9

Risk/Benelit Public Announscoment

ResQ-valve™! Cardiac Artest Trial
Public Notilication:

Resarich to 8ludy the sltectiveness of the AesQ-Vaive'™. & new bioahemical device uses MuNny cartopudmon
resuscnstion (CPR) fm adult patienis suflerding card@ac arest has begu: in Milwaukes County Inttlad studiss h#

cate 8t the RasO-valve™ increases biood ﬂow during CPR nmoqvwm 8! e Modical Gollege of Wisconsin
will compans survivel raiea and braln function kor adult cardiac arrest pationts recmving tho stendard of Care ver-
sus the standurd of care pius the usa of the Res(Q-Valve™ In addtion, 20 aduit cardiao arreet patients Wil aino
have carbon dioxide, chast preesurs, oxypen, and blood pressure measured during CPR

Potentiel Riska/Denetits for the Clinical Tris and Hemodynamic Substudy

The risks of this atudy inciude Inareased work of breathing. tiuld bulldup (n the lungs. feikire of the pevice, of iack
of bengin of the device A cathmier piaced in Ihe larpe artary In the upper feg » tha hemodynamic substudy in &
standard procedure Risks a180C!1ed with this procedurs include 1) infection, 2) bioedng, 3) abnomal connec-
o of hola betwaen the antary and vein of he legy, o 4) blockage of blood fiow 10 tha leg. Surviving cardiec arrset
with gamaga 10 the brain is & potential risk for any patient undergoing CPR U is possible that survivers n one
Qroup Mmay have more gamapa 10 tha beain  This will be monhoted on an ongoing brus and the study stopped #
itoocurs There may &30 De 30MA UNKNOWN Of UNKNACIPAIET Nsks Decause this Juvios (s relatively new and in &n
ntiemt {0 sdvance MeACH knowledgs Every precaution will be taken W assure porsonsl safely

The trenefit, which may reasonably be sxpected from participating in this study I8 possidly an incressed chance
of aurvival (rom cardas arrest, but thes s not guarantiend

Thia study maeats the FOA guidelines for walver of mitymed consent under emergency circumatances bocause
nloMMed consent cannot be ottained 110m m viciim of suddern cardisa smost For detalle, on the rieke and ben-
wiks, welver of ioformed toneent, Ind other espects of the s\udy plesss call Dr. Tom Autderheide ai (414)

80K-2572, ernal af taulerth @Mcr adhl, o vish the WEB site at www mew.ocw/cerdlsc
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HesO-Molve Y Cardding &
Public Notification:
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Initial studies: ihdlcate that the Res /Al
ddnngCPR R .q.;f

Hesearchars at the Medscal Collage ofi w|sc6ns|n will comparé sur- ’
vival rates and bra}n function for éardiadistra&t patients receiying the
standard of care versus the s;andard otisare;plus the use of the Rgsﬂ .
Valva™. (n'additit;. 20 aﬂult*éhrdlaqu rresk patients will-also havé}
cérbon dioxide, chiast preSsurb oxygén ahd blood pressure meé& ‘
sured duﬁﬁg CPR o - |

This study meets thé FDA guldelines for waiver of Informed consent,
undér emérgency circuiristances because.informed ¢onsent cannot] |
i ]be obtained from a vlct&m of sudden cardiac arrest. For detaits, on}
the risks and benefits, walver of Informed’ consént, and other
‘Jaspects of the study please call Dr. Tom Autderhelde at (414)
" 805-2572 email at mmmmmgdm or vlsit the WEB slte at

Z.MEDIC“A‘L I
~ COLLEGE
OF‘WISCONSIN




The Milwéukec Times Page 33
L August 8 - August 14, 2002 S

ResQ-Valve™ Cardiac Arrest Trial

Public Notification:

Research. to study the effectiveness :of the; Ffea@ Val M a ne
biomedical device used during cardiopsiimonary ,re,suscltaxlon (QF-' )
for aduit patients suffering cardiac arrest has.begun. isMilwaukes
County. Inifial studies indicate that the RasQ-Valve™ increases blood
flow during CPR. Researchers at the Medical College of Wisconsin will
compare survival rates.and brain function for cardiac arrest patients
receiving the standard of care versus the standard of cére plus the use
of the ResQ-Valve™. In addition, 20 adult cardiac arrest patients will
also have carbon dioxide, chest pressure, oxygen, and blood pressure
measured during CPR. This study meets the FDA guidelines for waiver
of informed corisent under emergendy. circumstances because in-
formed consent cannot be obtained from a victim of sudden cardiac
arrest, For detalls, on the risks and beneflts, waiver of-informed
consent, ‘and other aspects of the study please call Dr. Tom
Aufderheide at (414) 805-2572, emall at tautderh@mew. edu, or
visit the WEB site at www.mcw.edw/cardiac.

1 U A

MEDICAL
COLLECE »
OF WISCONSIN




10 ¢ 50 PLUS ¢ August 2002

ResQ-Valve™
Cardiac Arrest Trial

Public Notification

Research to study the effectiveness of the ResQ-Valve™,
a new biomecial device used during cardiopulmonary
resuscitation (CPR) for adult patients suffering cardiac
arres, has begun June 12, 2002 in Milwaukee County.
For details, on the risks and benefits, waiver of informed
consent, and other aspects of the study please call Dr.
Tom Aufderheide at (414)805-2572. e-mail at
taufderh@mecw.edu. or visit the web site at
www.mew.edu/cardiac,
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ResQ-Valve™ Cardiac Arrest Trial
Public Notification:

Research to study the effectiveness of the ResQ-Valve™, a new hiomedical
device used during cardiopulmonary resuscitation (CPR) for adult patients
suffering cardiac arrest, wit nmm in Milwaukee County. For
details, on the risks and benefits, waiver of informed consent, and other

aspects of the study please call Dr. Tom Aufderheide at (414) 805-2572,

email at taufderh@mew.eduy, or visit the WEB siteat ~  M(0. iUy / (ondlin C.,
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Welcome
FAQs - " .
Researchers at the Medical

College of Wisconsin are
testing a new biomedical

device during CPR to

determine if more people can

- be saved and the quality of
RS their lives improved.

This is the first human trial of
the device in the United
States.

Other research shows the

device can increase blood flow
A HealthLINK by 75%, significantly increase

DT ot vl ¥ a2~ ki W81 D L e iih

blood flow to the brain,
improve survival and holds
potential to reduce the risk of
brain damage.

Contact us

Copyright © 2002 Medical College of Wisconsin

http://www.mecw.edu/cardiac/index.html

CPR device may
improve survival for
O T (T victims of cardiac arrest

rage 1 011

The new ResQ-Valve™ device Is shown in
blue between airbag and endotracheal tube in
diagram (left) and In use with patient.

FAQs on CPR and how

this device works

Posted: 5.10.02

6/25/2002
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It's called the ResQ-Valve™. It's a one-way value that fits between the airbag
-- used to introduce air into the cardiac arrest victim -- and the endotracheal
tube placed into the patient's throat and lungs. The valve can also be used
with a facemask that fits over the patient’s nose and mouth and other

resuscitation devices. During CPR the one-way valve creates a small vacuum

within the victim’s chest, increasing the return flow of blood to the heart.

Will this valve save lives?

Preliminary studies have demonstrated:

o A return flow of blood to the heart by 75%.
e Increased blood flow to the brain.

e An increased survival rate.
However, none of these benefits are guaranteed.

Why are we doing another study?

The valve has been successfully used on humans in Europe. But more study
is needed. This will be the first study of cardiac arrest victims in the United
States and the first study using standard CPR. It will be conducted by Medical
College of Wisconsin physicians and Milwaukee County paramedics.

How will the Medical College of Wisconsin study be
conducted?

The purpose of the study is to compare the outcome in victims of cardiac
arrested who are treated with standard CPR techniques and those who are
treated with standard CPR along with the new valve. Exactly 832 patients will
be studied over the course of about a year. Physicians will measure two
minutes of hemodynamic data -- blood pressure, pressure inside the chest,
and oxygen and carbon dioxide levels -- in 20 of these patients during CPR,

The US Food and Drug Administration, the National Institutes of Health and

the Institutional Research Board of the Medical College of Wisconsin have
approved this study.

Which cardiac arrest victims will be treated with the valve?

This will be a randomized study. There is a 50-50 chance, similar to flipping a
coin, that a cardiac arrest victim will receive standard CPR without the valve
and standard CPR with the valve. Neither the victim nor the physician or
paramedic will know whether the the valve is being used. Randomization is
necessary to assure that research findings do not occur from bias or chance.

Who will be included in the study?
e The cardiac arrest patients must be at least 21 years old.
o The patient must be treated by Milwaukee County paramedics.

o Paramedics must be able to successfully place an endotracheal tube
into the patient's lungs.

http://www.mcw.edu/cardiac/fags.html 6/25/2002
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» Patients who received trauma, such as that from an automobile
accident or gunshot, will be excluded from the study.

¢ Patients who have a pre-existing "do not resuscitate” order will be
excluded.

Are there potential risks in the study?

Performing CPR, with or without the new valve device, can pose a risk.
Surviving cardiac arrest with damage to the brain is a potential risk for any
patient receiving CPR. The one-way value that fits between the airbag -- used
to introduce air into the cardiac arrest victim -- and the facemask placed over
the patient's nose and mouth could fail and not provide any benefit to the
victim.

The valve could become contaminated with bodily fluids and force paramedics
to discontinue using it. There is the possibility the valve could cause an
excessive buildup of fiuids in the lungs. There may be unknown or
unanticipated discomfort or risk from using the valve. Death from cardiac
arrest is a potential risk for any patient receiving CPR.

Are there any risks in measuring a victim’s blood blow and
blood pressure while the patient is receiving CPR?

When paramedics begin CPR, they may insert a catheter into the femoral
artery in the lower body. Femoral artery catheters are often inserted into the
body in a hospital during or after cardiac arrest. This is done to monitor blood
pressure. Inserting a catheter may cause infection or bleeding. It may create
an abnormal connection between the femoral artery and the femoral vein. it
can also block blood flow to the leg.

Will a cardiac arrest victim’s records be kept confidential?

Yes, information gathered in the process of this study will remain confidential
by the Medicai College of Wisconsin research team, the Milwaukee County
paramedics, the National Institutes of Health (N!H) and the Food and Drug
Administration (FDA). The NiH is funding this study.

How can you get more information about the study?

Please contact Tom P. Aufderheide, MD, professor of emergency medicine at
the Medical College of Wisconsin.

Phone: (414) 805-2572

E-mail: taufderh@mew.edu

Fax: (414) 805-6464

Mailing address: Department of Emergency Medicine, Froedtert Hospital
East, 9200 W. Wisconsin Ave., Milwaukee, W 53226

For more information on Dr. Aufderheide, please follow this link: Brief Bio

How are cardiac arrest victims and their families informed
about this research?

Obtaining an “informed consent” from victims of cardiac arrest is always
impossible. To allow researchers to possibly improve the survival rate of

http://www.mcw.edu/cardiac/fags.html 6/25/2002
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individuals suffering from cardiac arrest, the US Food and Drug Administration
(FDA) has issued guidelines for the waiver of consent under emergency
circumstances, as long as the research has the prospect of direct benefit to
the patient. However, consent information is provided to the patient, legal
representative and the family as soon as possible.

In an attempt to inform as many people as possible before the research
begins, the researchers are required to disclose to the public the nature, risks
and benefits of the study. This is being done through a variety of means:

e This website.

¢ Publicly announced meetings.

o Newspaper advertising.

¢ News stories.

o Consultation with survivors of cardiac arrest.

o Consultation with family members of survivors and non-survivors of
cardiac arrest.

¢ Consultation with the administrative staff of the Milwaukee County
Paramedics.

¢ Consultation with community leaders.

e Consultation with representatives of numerous other community
organizations, such as the American Red Cross, the Visiting Nurse
Association, Milwaukee Health Department, Wisconsin American Heart
Association, Milwaukee area hospitals, churches and ethnic health
organizations.

Why has the FDA changed its rules on informed consent?

The FDA has issued these regulations to allow research, designed to improve
medical treatment, to occur under emergency circumstances in which
obtaining informed consent is not feasible while doing everything possibie to
protect the rights and safety of human subjects.

Does the cardiac arrest study meet the FDA requirements
for waiver of informed consent?

Yes, the Medical College of Wisconsin research study meets these
requirements:

o A life-threatening situation with unproven or unsatisfactory treatment
where research is necessary to improve outcome. Cardiac arrest is an
immediately life-threatening condition with unsatisfactory treatment.

e Obtaining informed consent is not feasible because the patiernt is
unresponsive and treatment must begin immediately if there is any
hope for survival.

http://www.mcw.edu/cardiac/fags.html 6/25/2002
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o Participation in research has the prospect of direct benefit because the
situation necessitates an intervention, science supports the potential of
direct benefit and the risks of the research are reasonable compared to
the medical condition.

o The research could not practicably be done without waiver of informed
consent.

¢ The potential therapeutic window is short (in the case of cardiac arrest
just a few minutes).

e The Medical College of Wisconsin Research Board approves the
consent document and procedures for the subject or legal
representative.

Will the victim's family know that research was part of the
CPR?

Information will be provided to the patient, legal representative and the family
as soon as possible. Documentation will be kept on file according regulations.

Additional protections provided by FDA regulations include public disclosure
prior to starting the study, public disclosure after completion of the study, and
an attempt to contact family members whenever possible.

Return to top

Contact us Posted: 5.10.02

Copyright © 2002 Medicat College of Wisconsin

http://www.mcw.edu/cardiac/faqs.html 6/25/2002
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blue between alrbag and endotracheal t bein
FAQs Resea rC h diagram (left) and in use with patient.
Research

Tom P. Aufderheide, MD, professor of emergency medicine at the Medical

Co!lpnp of Wisconsin and an emergency medicine physician at the Froedtert &
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Medlcal College Emergency Center, described the research trial at a public
MCW home meeting May 8, 2002, at the Italian Community Center in Milwaukee.

Dr. Aufderheide's presentation here includes his commentary and the text of
slides he presented to the gathering.

Begin the slide presentation.

About one year after a cardiac arrest patient has been successfully
resuscitated and discharged from a hospital, Dr. Aufderheide will send the
patient and the family a letter asking the patient to fill out a short quality of life

nﬂealthlNK questionnaire.

AR Dk 8 i o R g 3

Copies of the letter and questionnaire are available here.

If you have any comments or questions about the research, you are
welcome to contact Dr. Aufderheide.,

ontact us Posted: 5.10.02

Copyright © 2002 Medical College of Wisconsin

http://www.mcw.edu/cardiac/research.html 6/25/2002
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Consent
Fo rms & The new ResQ-Valve™ d;vlce Is shown in

o o biue between airbag and endotracheal tube in
Welcome S u rvey diagram (left) and in use with patient.
FAQs
SUIDRUAE  Consent forms involving CPR and ResQ-Valve™ study
Contact us
MCW home

L0, .
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¢ Statement of Volunteer Informed Consent for Clinical Study

o Statement of Volunteer Consent for Clinical Study after Waived
Consent

e Statement of Volunteer Consent for Clinical Study for Family of Cardiac
Arrest Victims after Waived Consent

AR HealthLINK

Bl b o1 Vbl S vy wi  hes

Consent forms involving CPR and blood pressure study

¢ Statement of Volunteer Consent for Hemodynamic Substudy

e Statement of Volunteer Consent for Hemodynamic Substudy after
Waived Consent

o Statement of Volunteer Consent for Hemodynamic Substudy for Family
of Cardiac Arrest Victims after Waived Consent

o Statement of Volunteer Consent for Hemodynamic Substudy after
Family Consent

Followup letter and quality of life survey
o Letter to patients or relatives one year after cardiac arrest

o Quality of life survey one year after cardiac arrest

Contact us Posted: 5.10.02

Copyright © 2002 Medical College of Wisconsin

http://www.mcw.edu/cardiac/consentforms.html 6/25/2002
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http://www.mcw.edu/cardiac/consentforms.html 6/25/2002
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How t
OW 0 The new ResQ-Valve™ device Is shown in
contact us T g et anan use wih patent

Please contact Tom P. Aufderheide,
MD, professor of emergency
medicine at the Medical College of
Wisconsin and an emergency
medicine physician at the Froedtert
& Medical College Emergency
Center.

Phon
{(414) B05-2572

E-mail: taufderh @ mcw.edu

BRAHealthLINK .. 414) 805-6464

Mailing address: Department of Emergency Medicine, Froedtert Hospital
East, 9200 W. Wisconsin Ave., Milwaukee, WI 53226

For more information on Dr. Aufderheide, follow this link: Brief Bio
Posted: 5.10.02

Copyright © 2002 Medical College of Wisconsin

http://www.mcw.edu/cardiac/contactus.html 6/25/2002



Community Consulation Presentation

Community Consultation
for the Proposed Cardiac Arrest Study

“Comparison of Standard CPR versus Standard CPR plus
an Inspiratory impedance Threshold Vaive in Patients with
Out-of-Hospital Cardiac Arrest”

and “Hemodynamic Substudy”

DATE To Be Announced

LOCATION Itallan Community Center
631 East Chicago Street
Milwaukee, Wi 53202

PRESENTER: Tom P, Aulderheide MD, FACEP
Associats Professor ol Emergency Medicine
Frosdtert Memoriat Lutheran Hospital
Medical College of Wisconsin

Community Consultation Participant List

Survivors of cardiac arrest

Family members of survivors of cardiac arrest
Family members of non-survivors of cardiac arrest
individuals with nsk factors for heart disease
Community leaders

Interested members of the public

Milwaukee County EMS Medical Director
Miiwaukee County EMS Associate Medical Director
W] State EMS Director

Vice-President of Public Advocacy

Director, Diabetes Controt Program

C O N O E N -

- =
- O

Community Consultation Participant List

1 Amencan Red Cross 2  Miwaukes Hoalth Department

2 Visting Nurse Assoc 27 Miwaukes Academy of Medicine

3 Miwaukee Chaplor of the Black Nurses' Assoc 26 Wl Amencan Hean Assoc

4 Black Health Goalition 2 Hmong Amencan Women's Assoc

5 La Guadalupena Senior Center % Hmong Chnsbian Commisnity United Methodist
s Depariment on Aging Church

7 Paramedic Tralning Center 3 Sixeenth Streel Communty Health Center
8 Miwaukee County Health Care Programs = American Diabetes Assoc

@ Southeast Asian Cansutling Secaces = American Lung Assoc

10 Seitu Medical Serdces 3 St Anthany's Church

1 UW-MSiiver Spring Clinic: 3 Famly Servioss of Miwaukes

12 Harambee Urgenl Care % Vilage Adult

13 Shah Medical Genter, SC 37 Acting Commissioner of Health

14 Johnson Primary Care Clinic 3 AAAPR

15 Ranbow Communtty Heaith Canter % MCW Facully Physicians and Clinica
16 lsaac Coggs Health Center 4. Latino Health Organization

17 Haakhcare for the Homeless 4 WiHeahth and Hospial Assoc

18, Miwaukea Women s Center 42 St Francis Hospital

15 Dept of Human Services 45 St Josaph's Hospital

20 SET Ministry 44 Medical Society of Mitwaukes County
21 51 Michaol s Hosprial 45 Modical Sociely of Mitwaukee County
2 Amencan Hoart Assoc . Milwaukee Jewish Home

7 Miiwaiskes Hospal Assoc 7 St Bens Clinic

24 Cream City Medical Society 46 Healthwatch Community Advocates
25 St Marys Hosptal 4%  Snai Samaritan Medical Center

Cardiac Arrest
Research Presentation

Community Consultation

“Comparison of Standard CPR versus Standard
CPR plus an Inspiratory Impedance Threshold
Valve

in Patients with Out-of-hospital Cardiac Arrest”
and "Hemodynamic Substudy”

Tom P Aufderheide MD, FACEP
Professor of Emergency Medicine
Froedtert Memonal Lutheran Hosprtal
Medical College of Wisconsin

Medical College of Wisconsin

Agenda

m 6:00 pm -- 6:20 pm m Cardiac arrest research

presentation
m 6:20pm - 7:30pm = Communily consultation

& discussion
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Cardiac Arrest:
Extent of the Problem

& 500,000 cardiac arrest in U.S.
= 350,000 occur outside the hospital
= 1,000 occur in Milwaukee each year

e}

Cardiac Arrest

m Treatment of cardiac arrest
unsatisfactory

m Milwaukee County paramedics one of
the best in the U.S.

m Survival rate in Milwaukee
— Best circumstances = 24%
- Overall survival = 9%
a Qutcome from cardiac arrest dismal

Cardiac Arrest

= Definition: heart suddenly stops beating
s Treatment: immediate CPR
u CPR is poorly effective

— Forward blood flow during CPR is less
than 25% of normal

iy

Bag-Valve Mask, ITV
and Endotracheal Tube

[Insert picture of ITV in respiratory circuit}

Cardiac Arrest Study

m Preliminary information
—In animal studies

*Vital organ blood flow improved

*Increase in blood pressure

» Coronary perfusion pressure
significantly increased

Medical College of Wisconsin

i

%,

' Cardiac Arrest Study

u Information to date is encouraging BUT...

u Unknown if improved blood flow with the ITV results
in improved outcome for victims of cardiac arrest

= Purpose of study:

— To evaluate outcome in victims of cardiac
arrest treated with standard CPR versus
standard CPR plus the 1TV

~ To obtain hemodynamic information: blood
pressure, pressure inside the chest,
oxygen and carbon dioxide leveis
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| G

15

w Study Protocol Randomization
Cardiac Arrest
ml Rand Functional ® A 50 - 50 chance, similar to “flipping a
omize —» v e .
| B coin”
l %‘?ﬁ [ H B H H
Standard Treatment Standard Treatmen - u “Blinded” randomization
*«CPR - . . .
« Tntubation :E‘t’iam p Randomization is necessary to assure
: R/eﬂbrﬂlaﬁon « Defibrillation S research findings reflect the study
« IV Medications :}x Medications L intervention and do not occur from bias
| ) or chance
Outcome Outcome
13 14
| e
Study Protocol B Profile of Cardiac Arrest Patients
W w Subject inclusion - Race
— Adult cardiac arrest patients (21 years old or : Race \Number |Percent |
greater) r . Unknown 21 6%
o ~ Treated by Milwaukee County paramedics “é Black 81 2?3’
~ Successfully intubated Hispanie 4 °
oy . . s Native American 3 0.8%
747 m Subject exclusion e “Asian i 02%
— Less than 21 years old ’ White 262 70%
H - Trauma hopy TOTAL 372 jwo%
— Not successfully intubated ks Gender
— Known pre-existing “do not resuscitate” orders “ Number | Percent
~ CPR cannot be performed . 145 399
— Patients already successfully resuscitated h 227 61%
~ Patients entered into the hemodynamic substudy {312 100%

-

o

Age
18-29
30 -39
40 - 49
50-59
60 - 69
70-79
80 -89
90 -99

100 - 110

TOTAL

Age
Number
6
16
27
56
80
105
68
13
1

372

Profile of Cardiac Arrest Patients

Percent
1.6%
4.3%
7.2%

15.0%
21.5%
28.3%
18.3%
3.5%
0.3%

100%

Medical College of Wisconsin

Profile of Cardiac Arrest Patients

3 Geographic Location of Cardiac Arrest Within the Area
Served by the Milwaukee County EMS System

e Location Number |Percent
e Wauwatosa 24 6.5%
Milwaukee 221
North Shore 29
Greenfield 33
South Milwaukee 31 |
1.9%

Franklin 7 |

West Allis 27 72%
372 100%
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Hemodynamic Substudy Protocol

(20 patients)
Cardiac Arrest
¢ F al
Sham Randomize ~ unction.
-«
ITvV ITV

Standard Treatment, plus

*Oxygen level *Oxygen level
*Carbon dioxide level

|

| |

Standard Treatment, plus

Heme Mon Hemodynamic Momtonng
+Femoral artery catheter (BP) *Femoral artery catheter (BP)
Intrathoracic pressure «Intrathoracic pressure

«Carbon dioxide level

Outcome Outcome

19

Study Procedures

m Randomized (a 50 - 50 chance, similar to
“flipping a coin”) to receive either standard
CPR or standard CPR plus the ITV

m Results of resuscitation efforts and hospital
outcome documented and scientifically
reviewed

s Experimental aspect of study is that it is
unknown if CPR with ITV improves outcome

20

Substudy Procedures
mSame procedures, plus
" measure BP)

— Monitoring of
w * Pressures inside the lungs

* Level of oxygen

- — Femoral artery catheter (to

¢ Level of carbon dioxide exhaled

* Presence of a pulse during CPR

21

Investigational Device
(Impedance Threshold Valve)

s Mechanical failure of the device

VY

= Excessive fluid buildup in lungs

who are neurologically impaired

Potential Risks Associated with the

wte. @ Discontinued use due to fluid contamination

& Increased number of patients resuscitated

m Unknown or unanticipated discomfort or risks

23

Medical College of Wisconsin

¥ potential Study Risks

u If successful resuscitation
— Increased work of breathing
— Fluid buildup in the lungs

w Failure of the device

m Lack of benefit of the device

= Surviving cardiac arrest with damage to the
brain is a potential risk for any patient
receiving CPR

a Death from cardiac arrest is a potential risk
for any patient receiving CPR

m Unknown or unanticipated discomfort or risks

22

- Potential Substudy Risks

m Same as already reviewed, plus
— Possible complications from the femoral artery ,
catheter

* Infection

* Bleeding

« Creating of an arteriovenous fistula (an
abm;rmal connection between the artery and
vein

* Blockage of blood flow to the leg

* Unknown or unanticipated discomfort or risks

— Femoral artery catheters are often placed in the
hospital during or after cardiac arrest

5 2
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Study Monitoring

m Clinical Events Committee
— Review all adverse events
« Study
. TV
§§§§§ * Substudy
m Data Safety Monitoring Board
ﬁ - Monitor differences in the two groups
¢ Adverse events
* Rate of pulse return
* Neurologic outcome
» Carbon dioxide levels

« Survival at one hour, ICU admission, 24 hours, hospital
discharge, 30 days, 1 year

25

Potential Benefits (Study)

m Improved outcome

m Improved effectiveness of CPR
m Helpful to others

w Useful scientifically

a Benefits not guaranteed

@ Potential Benefits (Substudy)

e = Improved outcome

= Improved effectiveness of CPR
m Improved treatment during CPR
m m Helpful to others

m Useful scientifically

m Benefits not guaranteed

e
i

27

Study Protocol

m Financial benefits: none
u Alternative procedures: none
u Confidentiality
— Information will remain confidential
— Access to medical records
« Food and Drug Administration (FDA)
* National Institutes of Health
* CPRx LLC
* Research team
m Further information
- Tom P. Aufderheide, MD (414-805-2572)

28

Study Protocol

m Study end points: comparison between the
2 groups of:
~ Carbon dioxide levels
— Frequency of pulse return

— Survival at: one hour, ICU admission, 24 hours,
hospital discharge, 30 days, 1 year

— Neurologic recovery in survivors
— Quality of life at one year
= Study duration
- 832 patients total or about 12 months duration

Medical College of Wisconsin

5

?%
L

PR

Substudy Protocol

a Study end points: comparison between the
2 groups of

— Carbon dioxide levels

— Chest pressure levels

— Bloodstream oxygen levels

— Blood pressure

— Presence of a pulse during CPR

— Same endpoints in larger study
m Study duration

— 20 patients tota! or about 3 months duration
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Study Protocol

= Study will not proceed without

— Approval by Human Research Review
Committee at MCW

— Approval by receiving hospitals to review
records

— Investigational device exemption (IDE)
from Food and Drug Administration

lal

B Differences Between Treatment
and Research

m Treatment
— Proven to be effective
— Established as acceptable practice
— Involves risks and benefits

' = Research

— Attempts to advance knowledge and improve
treatment

- Unproven (experimental) intervention
— Randomize
~ Involves risks and benefits

% Waiver of Informed Consent
" Under Emergency Circumstances

m Informed consent
u Exception issued by Food and Drug
Administration (FDA)

— Waiver of informed consent under
emergency circumstances

# Food and Drug Administration (FDA)
% Requirements for Waiver of Informed Consent

A. IRB with concurring phystcian finds and documents
;. 1. Life threatering situation with unproven or
% unsatisfactory freatment and research 1s necessary
2. Obtaining informed consent I1s not feasible

gg 3. Participation In research has prospect of direct benefit
s because

‘ 1. Situation necessitates intervention
4 n. Science supports potential of direct benefit
o

w. Risks are reasonable compared to medical
condition

4. Research could not practicably be done without
waiver

5. Potential therapeutic window is short

6. IRB approves consent document and procedures for
subject or legal representative

Food and Drug Administration (FDA)
- Requirements for Waiver of Informed Consent

B. Information provided to subject, legal representative,
and/or family as soon as possible

C. Documentation will be kept on file in accordance with
IRB regulations

D. Separate investigational device exemption (IDE)
“ obtained from FDA

E. Additional protections
i. Public disclosure prior to initiation
. Public disclosure after completion
iii. Independent Data and Safety Monitoring Board
Iv. Attempt to contact family member when passible
v Community consultation

Medical College of Wisconsin

Community Consultation

= Present today include
— Survivors of cardiac arrest

— Family members of survivors and non-survivors of
cardiac arrest

— Individuals at risk for heart disease

— Community leaders

— Representatives of community organizations
— Interested members of the general public
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@ Community Consultation

m Feedback
m Comments
m Discussion

Cnind

a7

With further questions or
comments please contact:

Tom P. Aufderherde MD, FACEP
Department of Emergency Medicine
9200 West Wisconsin Avenue, Froedtert East
Milwaukee, Wisconsin 53226
Office: (414) 805-2572
Fax: (414) 805-6464
Email: taufderh@mcw.edu

Statement of Patient’s
Voluntary Informed Consent
for Clinical Outcome Study

Note: Waiver of this Informed Consent is
necessary and required for this study.

Statement of Patient’s
Voluntary Informed Consent
for Concurrent Hemodynamic Study

Note: Waiver of this Informed Consent is
necessary and required for this study.

4“4

Medical College of Wisconsin




Date of Submission; October 23, 2002

CDRH SUBMISSION COVER SHEET *

FDA Document Number; G980125

COPY

Section A
PMA

M Onginal subnussion
O Modular submussion
O Amendment

O Report

3 Report Amendment

IDE

O Original submission

Type of Submission

PMA Supplement

O Regular

0O Special

Cl Panel Track

0 30-day Supplement

0 30-day Nottce

0 135-day Supplement

[ Real-time Review

[ Amendment to
PMA Supplement

Humanitarian Device
Exemption

PDP SO0 e
407 L ’

3 Presubmission O Ongmnal submission

summary O Traditional
O Original PDP O Special
O Notice of mtent to [J Abbreviated

start clinical trials O Additional
O (ntention to submt information:

Notice of Completion 0O Traditional
0 Notice of Completion O Special

O Amendment to PDP
Ct Report

Class II Exemption

03 Onginal submission

[ Abbreviated

Evaluation of
Automatic Class 111
Designation

© 4 Meeting

1 Pre-IDE meeting

O Pre-PMA meeting
03 Pre-PDP meeting

0 180-day meeting

O Other (specify)

Other Submission

Describe submisston.

[ Amendment O Original submussion (3 Additional
$#3upplement 0O Amendment information M Onginal submission
LJ Supplement O Additional
0 Report information
Section B Applicant or Sponsor
Company / Institution name: Establishment registration number:
CPRx LLC 3003477173

Division name (if applicable):

Phone number (include area code):

(952 )947-9570

Street address:

7615 Golden Triangle Drive, Suite A

FAX number (include area code):

(952 ) 942-8336

City: Eden Prairie

State / Province y 1y 55344

Country: ysa

Contact name: Ms. Terry Provo

Contact title:  Director of Clinical Trials

Contact e-mail address: tprovo @resqepr.com

Section C

Submission correspondent (if different from above)

Company / Institution name:

Establishment registration number:

Division name (if applicable);

Phone number (include area code):

( )

Street address:

FAX nimber (include area code):

( )

City:

State / Province:

Country:

Contact name:

Contact title:

Contact e-mail address:

Version 2 0

FINAL DRAFT — May 8, 1998




Section D1 Ruason for Submission — PMA, PDP, or nDE

T New device O Change 1 design, component, or specification: Ci Location change’
O Withdrawal 0O Software M Manufacturer
7 Additional or expanded indications Ll Color Additive 03 Sterthizer
C! Licensing agreement [ Material O Packager
0 Specifications O Distributor
O Process change O Other (specify below)
CI Manufacturing [ Report submission:
O Sterilization {3 Labeling change: O Annual or periodic
0O >ackaging O ndications O Post-approval study
0O Other (specify below) O Instructions O Adverse reaction
0 Performance Characteristics M Device defect
[ Response to FDA correspondence: [ 3helf life Ct Amendment
0O Request for applicant hold O '(rade name
O Request for removal of applicant hold LI Other (specify below) O Change in ownership
0 Request for extension Cl| Change in correspondent

O Request to remove or add manufacturing site

0 Dther reason (specify):

Section D2 S Reason for Submission — IDE

O New device O Change 1n: 3 Response to FDA letter concerning:
O Addtion of institution 3 Correspondent 0 Conditional approval
[ iixpansion / extension of study L Design {3 Deemed approved
(3 IRB certification Ut Informed consent 0 Deficient final report
O Request hearing O Manufacturer L Deficient progress report
O Request waiver L4 Manufacturning process O Deficient investigator report
[0 Termination of study T Protocol - feasibility 0O Disapproval
3 Withdrawal of application O Protocol — other [0 Request extension of
O Unanticipated adverse effect 0 Sponsor time to respond to FDA
[J Notification of emergency use [ Request meeting
[0 Compassionate use request C Report submussion:
O Treatment IDE DO Current investigator
0O Continutng availability request 3 Annual progress

[ Site warver fimit reached

0O Final

E Other reason (specify):

Public Distipsure
Submussibn

Section D3 - Reason for Submission — 510(k)
O New device 3 Change in technology O Change in matenals
U] A dditional or expanded indications 0O Change in design 0 Change in manufactunng process

0 Other reason (specify):

Version 2 0 FINAL DRAFT — May 8, 1998



Section E

Additional Information on 510(k) Submissions

Product codes of devices to which substantial equivalence is claimed,

Summary of| or statement concerning, safety and

1

effectivenacs data
cligctiveness data.

2 3 4 C 510(k) summary attached

5

C 510(k) statement
6 7 8

Information on devices to which substantial equivalence is claimed;

510(k) Number Trade or proprietary or model name Manufacturer
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
Section F Product Information — Applicable to All Applications
Commion or usual name or classification name:
Impedance threshold valve
Trade or proprietary or model name Model number
1 ResQValve 0900
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome):
1 G980125 2 3 4 5 6
7 8 9 10 i) 12
Data included in submission: C1 Laboratory testing 0 Animal trials 0J Human trials
Section G Product Classification — Applicable to All Applications
Product code C.F.R. Section: Device class:
O Class 1 O Class Il

Classification panel: Not yet determined

C ClassIII O Unclassifisd

Indications (from labeling):
The ResQValve is a single-use device intended for use during the performance of cardiopulmonary resuscitation (CPR) on adult
patients in cardiac arrest.

Version 2 0

FINAL DRAFT — May 8, 1998



Note: Submission of this information does not affect the need to
submit a 2891 or 2891a Device Establishment Registration form,

FDA Document Number: (3980125

Section H Manufacturing / Packaging / Sterilization Sites Relating to a Submission

[ Add [ Delete

O Ongnal FDA establishment registration number

[} Manufacturer CC Contract sterihzer
[J Contract manufacturer [ Repackager / relabeler

Comnanv / Tngtititian name:

Establishment registration number;

Division name (if applicable):

Phone number (include area code):

( )

Street address:

FAX number (include area code):

( )

City: State / Province: Country:

Contact name:

Contact title: Contact e-mail address:

M Original FDA establishment reistration number: T} Manufacturer O Contract stenthizer

C Add 1 Delete O Contract manufacturer [ Repackager / relabeler

Companv / Institution name:

Estahlishment registration nnmher-

Division name (if annlicable):

Phone number (include area code):

( )

Street address:

FAX number (include area code):

( )

City: State / Province: Country:

Contact name:

Contact title: Contact e-mail address:

” Onginal FDA estahlishment reeistration number: "] Manufacturer O Contract sienlizer

] Add 0O Delete L] Contract manufacturer ) Repackager / relabeler

Company / Institution name:

Establishment registration number:

Division name (if applicable):

Phone number (include area code):

( )

Street address:

FAX number (include area code):

( )

Citv: State / Province:

Conntrv:

Contact name:

Contact title:

Contact e-mail address:

Version 2 0
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