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Dear Sir/Madam:

In accordance with21 CFR $312.54 we are enclosing copies of information concerning
research involving an exception to informed consent. This includes information that has
been publicly disclosed by the IRBs at Akron General Medical Center, Akron, OH,
University Medical Center, Las Vegas, NV, and Temple University Hospital,
Philadelphia, PA. Additional information from Lehigh Valley Hospital, Allegheny
General Hospital, and Hershey Medical Center is also included.

Akron General Medical Center

The public disclosure/community consultation information from Akron General Medical
Center includes: an outline of a presentation by the Principal Investigator to the members
of the Board of Directors of Akron’s Victims Assistance Program (Attachment 1) and the
summary notes from this board meeting (Attachment 2); a copy of the Akron General
Medical Center’s Web Page with information describing the clinical study (Attachment
3); a news release announcing the start of the study posted on the hospital’s Web site
(Attachment 4); an article that appeared in the September 1997 edition of Physicians IN
GENERAL, a newsletter for the Medical Staff of Akron General Medical Center
(Attachment 5); an article that appeared in the Summer/Fall 1997 edition of
Developments, an Akron General publication, which is distributed to physicians and staff
(Attachment 6); an article that appeared in the October-November-Dece-mber
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edition of Voice, a hospital newsletter (Attachment 7); an article that was published in a
local newspaper, Akron Beacon Journal, on September 23, 1997 (Attachment 8); and a
copy of an advertisement announcing the study that appeared in the following local
newspapers on the following dates (Attachment 9):
Akron Beacon Journal June 19,24, 1997; September 18,23, 1997; November 20,25,

1997

West Side Leader June 19,26, 1997; September 11, 18, 1997; November 20,27,
1997

The Green Leader June 19,26, 1997; September 11, 18, 1997; November 20,27,
1997

Tallmadge Express June 22,29, 1997; September 14,28, 1997; November 23, 1997,
December 7, 1997

Cuyahoga Falls News Press
June 22,29, 1997; September 14,28, 1997; November 23,
1997, December 7, 1997

Hudson Hub Times June 22,29, 1997; September 14,28, 1997; November 23, 1997,
December 7, 1997

Stow Sentry June 22,29, 1997; September 14,28, 1997; November 23, 1997,
December 7, 1997

The Suburbanite June 23,30, 1997; September 18,25, 1997; November 20,27,
1997

The Reporter June 24, 1997; September 16,30, 1997; November 25, 1997;
December 9, 1997

In addition, information about the clinical study was released to local radio stations
(WAKR, WONE, WQMX, WNIR, WKDD) (Attachment 10), signs of notification of the
study were posted in the Emergency Department waiting room (sign not included), and a
review of the protocol was made to all departments, to inform Akron General physicians
and staff of the study.

In summary, based on the information received from the clinical site, the investigator and
IRB of Akron General Medical Center achieved community consultation by presenting
study information to members of the Board of Directors of Akron’s Victims Assistance
Program (Attachment 1 and 2), posting study information on the hospital’s Web Page that
included a request for comments via either e-mail or telephone (Attachment 3 and 4),
publishing an advertisement that appeared in various local newspapers, also soliciting
comments and offering a phone number with a dedicated voice mailbox for responses
(Attachment 9), placing articles and announcements of the study in various hospital
publications (Attachment 5, 6, and 7), and by posting notifications of the study in the
waiting room of the Emergency Room.
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Unive rsitv Medical Center
The public disclosure/community consultation information from the University Medical
Center includes a Public Notice for the study and notice for the Public Hearing that was
published in local Las Vegas newspapers, Las Vegas Review Journal, and Las Vegas Sun
on September 26, 27, and 28, 1997, (Attachment 11) and El Mundo on September 27,
1997 (Attachment 12), a flyer announcing the Public Hearing that was posted in the
required areas around the city as defined by the Notice Provisions of Nevada’s Open
Meeting Law (Attachment 13), a flyer announcing the Grand Rounds, presented by Dr.
Edward P. Sloan, national physician investigator for DCLHb, that was distributed through
the University system and posted in the Government Center, the Oncenter, City Halls, and
Health Districts (Attachment 14), minutes from an Administrative Meeting on June 4,
1997, which included discussion of the study (Attachment 15), a press release
(Attachment 16) and the list of where it was sent (Attachment 17), a copy of a letter that
was sent to the area Jehovah’s Witnesses Congregations announcing the Public Hearing
(Attachment 18) and a list of the congregations to which the letter was sent (Attachment
19). Included with the letters to the various congregations was a copy of the Public
Notice (Attachment 11) and the flyer announcing the Public Hearing (Attachment 13).
Also included in this submission is a copy of a letter that was sent to STOP D.U.I.
(MADD) announcing the Public Hearing (Attachment 20). A copy of the Public Notice
(Attachment 11) and the flyer announcing the Grand Rounds (Attachment 14) were
included with the letter.

In summary, based on information received from the clinical site, the investigator and
IRB of University Medical Center achieved community consultation by publishing in
both English and Spanish, a Public Notice advertising the Public Hearing to discuss the
study in local newspapers (Attachment 11), and also distributing flyers advertising the
Public Hearing (Attachment 13) and Grand Rounds (Attachment 14). Additionally, both
the Public Notice and the flyer advertising the Public Hearing solicited communication
from the public and offered a phone number for questions and comments.

Temule Universi@ Hosuital
The public disclosure/community consultation information from Temple University
Hospital includes an advertisement that was published in the December issue of Temple
Neighbors, a community newsletter from Temple University Health Sciences Center
(Attachment 21), and also in two local newspapers, Girard Home News on October 23,
1997 (Attachment 22), and Philadelphia New Observer on October 22, 1997 (Attachment
23).
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Also included in this submission is a summary of six community meetings that were held
to provide the public with an opportunity to ask questions regarding the study
(Attachment 24), and the handout that was distributed to attendees of the meeting
(Attachment 25).

In summary, based on information received from the clinical site, the investigator and
IRB at Temple University Hospital achieved community consultation by publishing
advertisements in community newsletters (Attachment 21) and local newspapers
(Attachments 22 and 23), and by holding various community meetings (Attachments 24
and 25).

Sites Previously Subm itted - Additional Information
This submission also contains additional Public Disclosure/Community Consultation
information from sites previously submitted. This information is as follows: for Lehigh
Valley Hospital in Allentown, PA, an article published in the March/April 1997 edition of
a hospital newsletter, Healthy You (Attachment 26) and an article published October 6,
1997 in a locaJ newspaper, The Morning Call (Attachment 27); for Allegheny General
Hospital, in Pittsburgh, PA, a flyer that was posted in the fall of 1997 in municipal
buildings, libraries, and churches (Attachment 28), and transcripts of local news
broadcasts that aired December 1996 (Attachment 29) and July 1997 (Attachment 30); for
Hershey Medical Center in Hershey, PA, an article that appeared in a hospital publication,
Penn State Medicine Quarterly Magazine (Attachment 31); and for Albert Einstein
Medical Center in Philadelphia, PA, an article that was published in a local newspaper on
September 3, 1997, Philadelphia New Observer (Attachment 32).

The submission has been organized as follows:
Akron General Medical Center
Attachment 1: Outline of presentation to Board Members of Akron’s Victims

Assistance Program, June 9, 1997
Attachment 2: Summary notes from June 3, 1997 presentation to Board Members of

Akron’s Victims Assistance Program
Attachment 3: Akron General Medical Center’s Web Page (www.agmc.erg)
Attachment 4: September 15, 1997 news release posted on Akron General Medical

Center’s Web Page
Attachment 5: September 1997 article in Physicians IN GENERAL
Attachment 6: Summer/Fall 1997 article in Developments

Attachment 7: October-November-December 1997 article in Voice
Attachment 8: September 23, 1997 article in Akron Beacon Journal
Attachment 9: Advertisement published in several local newspapers
Attachment 10: Study information released to local radio stations
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University Medical Center
Attachment 11: Public Notice and notice for Public Hearing published in local

newspapers, September 26, 27, 28, 1997
Attachment 12: Public Notice and notice for Public Hearing published in local Spanish,

newspaper on September 27, 1997
Attachment 13: Flyer announcing Public Hearing
Attachment 14: Flyer announcing Grand Rounds
Attachment 15: Minutes from Administrative Meeting, June 4, 1997
Attachment 16: September, 1997 press release
Attachment 17: List of addresses where press release was sent
Attachment 18: Letter sent to area Jehovah’s Witnesses Congregations
Attachment 19: List of Jehovah’s Witnesses congregations where letter was sent
Attachment 20: Letter sent to STOP D.U.I. (MADD)

Temple University Hospital
Attachment 21: December advertisement in Temple Neighbors
Attachment 22: October 23, 1997 article in Girard Home News
Attachment 23: October 22, 1997 article in Philadelphia New Observer
Attachment 24: Summary of six community meetings
Attachment 25: Handout distributed to attendees of meetings

Lehigh Valley Hospital
Attachment 26: Article from March/April 1997 edition of hospital newsletter, Healthy

You
Attachment 27: October 6, 1997 article in local newspaper, The Morning Call

Allegheny General Hospital
Attachment 28: Flyer that was posted in municiple buildings, libraries, and churches
Attachment 29: Transcript of December 1996 local news broadcast
Attachment 30: Transcript of July 1997 local news broadcast

Hershey Medical Center
Attachment 31: Article from hospital publication, Penn State Medicine Quarterly

Magazine

Albert Einstein Medical Center
Attachment 32: September 3, 1997 article published in local newspaper, Philadelphia

New Observer
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This IND (BBIND #6859) is cross-referenced to Baxter’s original BBIND #4426 and
subsequent amendments.

In accordance with21 CFR $312.54, this information is also being submitted to the IND
file.

If there are any questions concerning this submission, please contact me at
(847)270-53 13.

Sincerely,

Maulik Nanavaty, Ph.D.
Director Regulatory Affairs
Blood Substitutes Program
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Appendix 1
Outline of Presentation to Victims Assistance Program Board of Directors

Background
Previous Law: In order to be enrolled in a research study, the patient (or their

legaI guardian) must give “informed consent” BEFORE receiving ANY study drug or
experimental treatment
The Problem: Patients that are critically ill or injured are unable to give consent to any
form of treatment thereby eliminating any possibility of performing life saving research
on this group of patients.

New Law
In October, 1996, the federal government published new regulations allowing

research to be conducted with a “waiver of informed consent!’ for a very narrow spectrum
of research studies in which it was otherwise impossible to obtain the patients’ consent,

A key requirement of this waiver process is a “Community Consultation” period
-#$-% followed by a “Public Notification” process. This presentation represents one facet of the

Community Consultation process developed by the emergency medicine research division
at Akron General Medical Center.

Goal
Our goal is to solicit your input after we have described our proposed study. Your

comments will be summarized and forwarded to the Institutional Review Board at AGMC
(which has the final authority to allow this study to begin) and to Baxter Healthcare, Inc.,
the developer of this product

About the Study
Akron General Medical Center is one of about 40 hospitals participating in a

research study (Phase 3 trial) of a new investigational humanderived blood substitute in
trauma patients with severe shock.

The purpose of this study is to determine if this therapy can prevent the harmful
effects of blood loss due to severe injury more effectively than the current treatments that
are available.

Justification

Previous animal studies and limited studies in humans not in shock have shown
the solution to decrease the need for repeated blood transfusions.
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This research is sponsored by Baxter Healthcare, Inc., and has been approved by
the Institutional Review Board (IRB) at AGMC.

Additionally, this clinical trial will be supervised by the FDA as well as an
independent safety committee to help safeguard the patients entered into this study.

The Study

Twenty to thirty critically ill patients at our institutio~ who are in shock will
receive either the hemoglobin substitute solutio~ or regular treatment for this condition.
A total of 850 patients will be entered into the study at different sites throughout the
United States. Patients who may be entered into the study include ‘menand women
greater than 18 years of age in severe shock.

Patients not in severe shock; children, known Jehovah’s Witnesses or those patients
who have previously expressed a desire to not receive blood products would not be
entered into the study.

All patients will receive all standard treatments, including blood if needed.
Possible side effects of receiving the hemoglobin substitute that MAY possibly occur
include: high blood pressure, yellowing of the skin, stomach back and muscle pa@
nausea and vomiting.

The maximum amount of study solution any single person would receive would be
one liter or about 2 pints.

Expected Benefits

If the study drug works as predicted, a 25% decrease in mortality is expected in
those patients receiving the study solution.





FURNACE STREET MISSION, INC.
BOARD MEETING

JUNE 3,1997

Meeting was opened with prayer by Bob Denton at 5:02 p.m.

MINUTES OF PREVIOUS MEETING: Marvin Shapiro made a motion to accept them as mailed
with a second by Carol Dezso. It was carried by the Board.

FINANCIAL REPORT: Treasurer, Tim Malloy, said there was nothing out of the ordinary in
expenses. We are 3°/0 under plan. Key Trust Investments for the Mission are $83,300.00. Tim
Malloy moved we accept the financial statement for March/April. It was seconded by Sandy
Selby and carried by the Board.

DIRECTOR’S REPORT: Bob Denton told of a time change for our daily broadcasts to 1 p.m.
He also shared that May Denton had been awarded an honor by the Akron Area Realtors -
Women for all she has done and continues to do in this community. She was pleased and of
course Bob was ve~ proud of her. She also got $500.00 from the group for the Mission.

No new business so the FSM Board meeting adjourned.

#-’%
VICTIM ASSISTANCE PROGRAM, INC.

BOARD MEETING
JUNE 3, 1997

MINUTES OF PREVIOUS MEETING: Marvin Shapiro moved to accept the Minutes as
received. There was a second by Alberta Hensley and carried by the Board.

FINANCIAL REPORT: Tim Malloy stated that on the grant side we received $3,000 from B. F.
Goodrich - we are lagging year to date on grants. Local and Public contracts are behind but we
have received $75,000 from County. We are behind on paper work to get those funds but we
have corrected that and Bob added we expect about $11,000.00. Thru April -3% under plan but
that should correct itself on May ’s. We may end up over budget on Personnel and bookkeeper is
checking that. The three trusts/investments for VAP as of May 31st -$684,427. Tim Malloy
made a motion to accept the Financial report as presented with a second by Marvin Shapiro and
carried by the Board.

PRESENTATION BY JIM DOUGHERTY: He brought a new policy concerning health care and
,rauma patients in the emergency rooms. He discussed fully the issue and took questions from
the Board and answered each one. He also wrote down the questions asked so he can present it
to his board. Jim is in charge of research at AGMC. They plan to look at patients whd-are in

–- severe trauma. These patients would not be able to make or understand what a doctor says which~- .>
is where the “waiver of informed consent” comes in. This type thing has never been done before.
It would enable them to use a human-derived blood substitute. He explained the study <om~)a~~~ .
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Department of Emergency Medicine
Akron General Medical Center

●
Overview
o EMS Medical Control
o Renovations and Innovations

● Re~ional Trauma Care
O patient care

o Education and Prevention Programs
o Disaster planning

●
f?mer~ency Medicine Residency Program

o About the Program
o Paramedic Education Program

●
I{mcrucncv Mcdicinc Rcs carc~

o Research Direction

o publications

o SuperGroup

An Overview

●

●

●

●

●

●

47,651 patients (130/day) were evaluated and treated in Akron General’s Emergency Department
(ED) in 1995.
To meet patients’ needs, the Emergency Department staff includ~
physicians, 18 resident physicians and a physician assistant.
Registered nurses, technicians, registration clerks, unit clerks,

medical transcriptionists and paramedics complete the ED staff.
Specialists from other medical subspecialties, social workers
and pastoral care personnel are available to provide consultation
for Emergency Department patients.
The Emergency Department contains 26 beds. Most are
designed to provide optimal care for patients with cardiac
disease or traumatic injuries.
Special multidisciplinary teams are activated in response to
trauma, heart attack and stroke. Members of these teams work
together to provide the most up-to-date care available without
delay.
All 15 Emergency Department attending physicians are faculty
members who hold clinical teaching amointrnents at the
Northeastern Oh”o 1Jdiversities Co~e& of Medic~
(NEOUCOM). 1

~. Emergency Medical Services Medical Control.x—

● Akron General’s Emergency Department is the “Command Center” for Akron Fire EMS.
Emergency physicians and paramedics provide 24-hour coverage of the “Radio Room,” and are

ready to provide support and guidance for EMTs in the field.
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● Seven Akron General physicians serve as medical advisors to seven different EMS squads
throughout the county, providing ongoing medical direction and continuing medical education.

f-.
Renovations and Innovations

Currently under way is a multi-phase expansion of the Emergency Department. Patient bed capacity will
be increased from26to31.

The ED has recently integrated a computer-based patient management system, designed to provide an
efficient method of directing resources and care to the patient. This new software also provides
computer-generated patient discharge instructions, specific to each patient.

Regional Trauma Care

●

●

●

●

✍✍✍

One of the most valued and life-sustaining services Akron General provides to the area is major
trauma care, and we are firmly committed to establishing ourselves as a regional center for
excellence in the care of critically injured adults.
Trauma patient treatment requires that many resources be available at all times. Akron General
supports adequate staffing for operating rooms, diagnostic services and
rehabilitation services, and recruits high-quality trauma specialists so that
medical and surgical needs of a patient are met.
Akron General educates all health care professionals, from prehospital to
rehabilitation settings, regarding the delivery of high-quality trauma care.
In 1996, 855 major trauma patients were admitted to Akron General, and
74 major trauma patients were transported from area hospitals.
As a regional primary and tertiary care provider, Akron General provides a continuum of care,
from admission into the Emergency Department throughout the period of recovery. Services
available include hyperbaric oxygen treatment, referral to Wound Center and Limb Reconstruction
Center programs, inpatient and ofitpatient rehabilitation services, and continued care through our
Northeast Ohio Sports Medicine Institute and Health & Wellness Center.

Education and Prevention Programs

● In addition to ensuring quality care and providing continuity, the trauma service is dedicated to
. providing both professional and community education programs.

Professional Education Courses:
Trauma Nurse Core Courses (TNCC) are provided three times a year, and are offered to nurses
who practice in Northeast Ohio.
In cooperation with area hospitals, Akron General offers Advanced Trauma L/~e Support Courses
twice a year.
Akron/Canton Trauma Conferences are offered on a quarterly basis to provide a multidisciplinary
perspective on trauma education. This conference is open to all prehospital care providers, nurses

. and physicians.
Public Awareness and Prevention Programs
Akron General is working with Summit County Safe Kids Coalition to provide children and adults
with the opportunity to purchase discounted bike helmets. Participation in the annual Sta/e of
Ohio Injury Prevention Poster Con/est offers trauma service personnel the unique opportunity to
educate school age children regarding important safety issues. During Trauma Awareness Month
(May), the trauma coordinator presents 10 Tips To Save Your Life on local radio stations.
Halloween Safety and ENCARE programs (Emergency Nurses Cancel Alcohol-Related

Emergencies) are offered to area school students,

Disaster Planning~

● Akron General is involved in regional disaster planning with the Emergency Management Agency
for Summit County. Under this plan, Akron General acts as a coordinating and receiving hospital
in the event of a disaster. Numerous disaster drills are conducted every year, including internal
drills and others that simulate airport and mass casualty disasters which may occur within the



drills and others that simulate airport and mass casualty disasters
communitv.

which may occur within the

_.-= ● Akron Gefieral is the regional hazardous materials hospital in Summit County, prepared for
decontamination and treatment of hazardous materials exposures. Our hospital participates in the
annual Sum-ntv Hazardous Materials Dri~.

Emergency Medicine Residency Program

● Akron General offers a filly accredited residency training program, meeting the special Residency
Review Committee requirements for Emergency Medicine. Established in 1973, our program

. was the first community hospital-based residency training program in the country.
Six resident physicians are selected each year to enter the three-year program.

● Advantages of the community-based, medical school-affiliated program include: excellent
faculty-to-student ratio; pediatric emergency medicine experience at Children’s Hospital Medical
Center of Akron; elective programs which include EMS administration, poison control, toxicology
and aeromedical experience; and a fill month of administrative exposure offered during a
resident’s third year.

Akron General’s Emeraencv Me dicine Residency Promarn -- A Commehensive Look
Samt)le Rotation Sclwe for F,me ~encv Medlcm~

. .

Akron Gc neral Med ical Educat ion ba~e

Paramedic Education Program

Akron General’s paramedic training program was initiated in 1977 as a
commitment to the community in providing prehospital care to citizens
within Summit County and adjoining areas. Since 1977, the program has

__ graduated more than 800 paramedics, most of whom are still practicing
within the Summit County area.

Our program is accredited by the Ohio Department of Public Safety and the
Commission on Accreditation of Allied Health Education Programs
(CAAHEP) of the American Medical Association. The Paramedic Education
Program is one of only four in Ohio that meet the rigid CAAHEP quality
standards for excellence in paramedic education.

The program is offered once a year, beginning in September. Applicants
must meet several entrance requirements, including EMT-A certification
status in Ohio.

The Paramedic Education Program currently offers a 10-month course to prepare students in meeting
entry level EMT-paramedic criteria. For more information on the program, or to obtain an application,
call (330) 384-6655.

Emergency Medicine Research
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The Department of Emergency Medicine supports the emergency medicine
residency training program. One goal of our training program is to ensure that
resident physicians have been exposed to scholarly research and are familiar with the
basic concepts that comprise the research process. Akron General Emergency
Medicine residents and faculty have designed and implemented numerous research
projects in the past, and continue to produce and publish quality research today.

Research Directions

Emergency medicine allows physicians to study a variety of topics. At Akron
General, residents have investigated such topics as: the use of ultrasound in
diagnosis of the Emergency Department patient; pain management and choice of
analgesics; cardiac pacing in hypothermia; and patient satisfaction with discharge
instructions. Other physicians have examined relationships between pharmaceutical
representatives and Emergency Medicine residency programs, medical researchers
and the media, and the transfer of nursing home patients to the Emergency
Department,

Akron General has worked closely with Akron Fire EMS, Fairlawn Fire EMS and
Cuyahoga Falls EMS squads in the study of hazardous materials and worker safetv,
as well as in the use of asthma medications in a prehospital setting and for the treatment of cardiac
arrest. Public awareness and satisfaction with Akron EMS services, the use of medications to treat
seizures while en route to the hospital and sensitivity training for EMTs regarding older patients, have
also been studied with enthusiastic cooperation of local EMS squads.

Publications

— Recent peer-review publications from the Department of Emergency Medicine at Akron General
include:

Scott D, Schelble D; White LJ: An important question in the evaluation of sexual assault victims,
Academic Emergency Medicine. 1996; In press.

Dixon R, Lombino D; Dougherty JM; White LJ et al: Transcutaneous pacing in a hypothermic dog
modeI. Annals of Emergency Medicine. 1996; In press.

Fleisher F; White LJ; McMullen MJ: The geriatric obstacle course: Recognizing stereotypes and
misconceptions among out-of-hospital care providers. Journal of Emergency Medicine. 1996;
.14:439 -444.

White LJ, Felton CW; Jones JS: Informed consent for medical research. Academic Emergency Medicine.
1996; 3:745-750.

Jones JS, White L, Faflik R: Structure and practice of institutional review boards in the United States.
Academic Emergency Medicine. 1996; 3:804-809.

Menze, R, McMullen MJ, White LJ: Core temperature monitoring of firefighters during hazardous
materials training sessions. Prehospital and Disaster Medicine. 1996; 11:108-111.

Jones J, Holstege C, Riekse R, White LJ, Bergquist T: Metered-dose inhalers: Do emergency health care
providers know what to teach? Annals Emergency Medicine. 1995; 26:308-311.

Schmidt H, Belleza J, White LJ, Dougherty JM, Lammers R: Adverse effects with administration of
___ .. phenytoin: infusion pump vs. manual infusion. Academic Emergency Medicine. 1995; 2:758-759.

SuperGroup
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● Emergency medicine researchers at Akron General initiated the formation of SuperGroup -- a
group of individuals from Summit County and surrounding areas interested in Emergency Medical

.-. Services (EMS) research. The objective of SuperGroup is to promote quality EMS research in
. Summit County.

Representation on SuperGroup includes individuals from Akron Fire Department EMS, Fairlawn
Fire EMS, Cuyahoga Falls Fire Department EMS, Akron General Medical Center, Summa Health
System and Children’s Hospital Medical Center of Akron.
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** Click here to see urevlous Akron Ge eral news
.

n releases **

Akron General is area’s only Trauma Center

Akron General Medical Center has been verified as a Trauma Center by the American College of
Surgeons Committee on Trauma, making it the only Trauma Center between Cleveland and Columbus.
The hospital’s Trauma Center status means it provides definitive trauma care regardless of the severity of
the injury.

Traumatic injury is the number-one health problem in the U.S. and accounts for more than 5,300 deaths
in Ohio annually. National research shows that 20 to 45 percent of trauma deaths can be prevented if the
patients are cared for in an appropriate trauma facility. Last year alone, Akron General cared for nearly
1,000 seriously injured patients.

“Achieving Trauma Center status provides Akron and surrounding communities with a great opportunity
to minimize injuries and receive optimal care close to home,” said Farid Muakkassa, MD, Director of
Trauma at Akron General.

The year-long verification process included a rigorous and meticulous review of all aspects of trauma
care including emergency department, anesthesia, surgery, surgical intensive care unit and rehabilitation.

Akron General clinical capabilities include cardiac and thoracic surgery, orthopedic surgery,
neurosurgery and nuclear and neurodiagnostic services. The 24-hour, on-site availability of Akron
General’s specialized trauma team meets the complex needs of the trauma patient.

Akron General’s commitment to trauma care and injury prevention are expanding through participation
in national research studies, including the first study involving a blood derivative that may benefit

--- seriously injured patients receiving emergency treatment for injuries resulting in severe blood 10SS.

“Adult trauma patients can be transferred to Akron General by calling toll-free (888) 215-3894. A trauma
surgeon and helipad for transport are available 24 hours a day.
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Akron General Studies
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New Treatment for Patients with
Severe “BloodLoss

Akron General Medical Center is one of 35 hospitals nationwide studying a blood derivative that may
benefit seriously injured patients receiving emergency treatment for injuries resulting in severe blood
loss.

Akron General agrees with the sponsors of this study that this treatment should be available to all
patients, even without a signed consent form, who face a life-tl-ueatening situation for which standard
therapy is not effective.

The Food and Drug Administrations (FDA) requires new drugs to be proven effective with volunteer
patients before formal approval. The FDA has ruled that under strict guidelines, a patient whose life is in
danger and who has no one to give consent, maybe given promising experimental treatment. Patients or
families will be informed as soon as possible.

Akron General agrees with the sponsors of this study that injury victims with severe blood loss justify a
waiver of consent. The hospital is required by the FDA to inform the public and receive public comment
before offering this treatment which should lower loss of life in emergency situations. Possible side
effects include elevated blood pressure, nausea or jaundice.

#&f~RoNGENH24L

Most physicians at Akron General are independent practitioners.
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** click h .
rc to see previous Akron General news releases **

EMERGENCY DEPARTMENT STUDIES
NEW TREATMENT

FOR IMMEDIATE RELEASE

Date: September 15, 1997 ,,

Contact: Mary Adams -or- Mary Brackle
Communications Department
330-384-6376

Akron General is one of35 hospitals nationwide participating in a study involving a blood derivative
that may benefit seriously injured patients receiving emergency treatment for injuries resulting in severe
blood loss. The FDA has granted permission to reinstate Eme r~enc y Depart men~ research involving
seriously injured patients. A patient whose life is in danger and who has no one to give consent may be
given promising experimental treatment if family members are informed of the treatment as soon as
possible.

“Patients who have experienced a critical injury often suffer from shock due to excessive blood loss,”
states Jim Dougherty, MD, Principal Investigator of the study and an Emergency physician at Akron
General. “During shock, the body is unable to deliver enough blood and oxygen to all of the vital organs
and tissues. Death may occur as a result. ”

The current treatment involves the rapid infusion of large volumes of liquids and blood transfusion to
replace the loss. Dr. Dougherty explains, “The purpose of this study is to find out how well this new
blood derivative works in treating patients with extreme blood loss and shock. It may give us the
potential to save more lives.” Possible side effects of this treatment include elevated blood pressure,
nausea or jaundice.

The blood derivative, Diaspirin Cross-Linked Hemoglobin (DCLHb), is a purified human hemoglobin
solution. Hemoglobin is the protein in red blood cells that carries oxygen. The product is prepared from
units of human red blood cells from donors which have been tested for certain infectious diseases.
“DCLHb can be given immediately to patients of any blood type and it does not need to be
cross-matched. It can be easily stored in our Emergency Department and is available as soon as the
patient arrives,” states Dr. Dougherty. “It may give us the potential to conserve blood products until a
blood transfusion is needed.” DCLHb carries oxygen and may improve oxygen delivery to vital organs
and may reverse the destructive effects of shock increasing survival rates of severely injured patients.
Approximately 150,000 people die each year due to critical trauma injuries.

The clinical trial will be monitored by the Akron General’s Institutional Research Review Board and an
independent safety committee.
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STRECK NAMED
SR. VP MEDICAL AFFAIRS

MEDICAL STAFFADDITIONS

NATIONAL STUDY CAN
SAVE LIVES

LEVELIi TRAUMA CENTER
STATUS

BUSY TIME FOR MED ED

Gc) AKRON (2WER41

m
MEDlC4L CENTER

sepfember1997

This month RichardJ.Streck,MD, MBA, assumedhisdutiesasSeniorVice
Presidentfor Medcal Affairs,servingasadministrativeliaisonin all clinical,
financial and planningissuesrelatedto medicalstaff.

Dr. Streckisa graduateof the Universityof Miami Schoolof Medicine and the
recipientof an MBA fromXavierUniversity.Followinghisresidencyin internal
medicineat Good SamaritanHospital in Cincinnati,Streckhasheld various
appointmentsat that teachinginstitutionand hasbeenChairmanof the Department
of Medicine and Directorof the InternalMedicine ResidencyProgramfor the last
five years.He isa practicinggeneralinternistand on the facultyof the University
of Cincinnati Schoolof Medicine.

A receptionto meet Dr. Streckand hiswife, Joan,will be held in September.

AkronGeneral welcomesthe following new medicalstaffmembers:
. Dr. AngelaJ.Dejuliusand Dr. KianH. Bhe,FamilyPractice.● Dr. ThomasM.
File, Jr.,Dr. Amy S. Indorfand Dr. David A. Watkins, InfectiousDisease.
. Dr. KristineE. Kokeny,RadiationOncology. ● Dr. VinayakT. Mehta, Pathology
and Clinical Labs.. Dr. PankilJ.Vera, Dr. VerdenaL. Lee, Dr. David A. Miller
and Dr. PatriciaA. Mullen, GeneralMedicine. “ Dr. RichardE.May, Nephrology.
● Dr. Frances S. Ballo, Dermatology. ● Dr. FelixA. Okah and Dr. ElizabethM.
Specht,Newborn Service.● Dr. Marcia L. Williams, Ob Gyn. “ Dr. Brianj.
Donelan, Cardiology.● Dr. ManzooQuadit.Gastroenterolow. ● Dr. BradleyK.
Weiner, OrthopaedZcSurgery.

Akron General isone of 35 hospitalsnationwidestudyingdiaspirincross-linked
hemoglobin,a blood derivative,that may benefitseriouslyinjured patientsreceiv-
ing emergency treatment for traumaresultingin severeblood lossand shock.

in order to receiveFDA approval,thistreatmentisavailableto all patients,even
without a sigied consentform,facinga life-threateningsituationfor which stan-
dard therapy isnot effective.Patientsor familieswill be informedassoonas possi-
ble.

The studyisbeingconductedby the EmergencyMedicine ResearchOffice, under
the directionof Dr. JamesDougherty.Call 384-6%3 with comments.

The mer~&e-OKurgeons recently.verifie&Abn—Gewalas the area’s
only Level II TraumaCenter,providingdefinitivetraumacare regardlessof the
severityof inju~. Trauma researchactivitiesarebehg expanded.

Mark your calendars for Orthopedics in Primary Care on Sept.19 and 20 at
Health & WellnessCenterand FirestoneCountryClub. Call 996-2663. Sixth
Annual Medical Symposium on Wornen’s Health coveringincontinenceand
chronic pelvic pain, on Oct. 24 at Health & WellnessCenter.Call 384-6014.
New Horizons in Wound Care Management on Oct. 29 at Health & Wellness
Center.Call 376-HEAL. Functional Approach to Primary Care in Sports Medicine
on Dec. 5 and 6. Call 665-8200.

Newsletter for the Medical Staff of Akron General Medical Center Sa
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Early warning sig could save your life

Larry, a 56-year-old construction worker, had spent a regular 12:14 a.m. The ambulance arrived at dle hospital and LJrIT

day on [he job-from 8 a.m. to 4 p.m. a[ [he latest construction was taken directly to the reserved bed, b)-passing ambul:ltory

site. He had a normal lunch and dinner, but when evening came, triage. His EKG was taken, blood was drawn, portable chest

he felt nauseated, Then chest pains and cold sweats began to X-rays were Uken and he was evaluated by an ED physici:m.

occur on md off. Larry feared that he was having a hem_t

uttack. but dreaded going to the emergency room. 12:26a.m. The doctor

“’\Vhatif it’s just something 1 ate? Who wants to A L diagnosed a hew-t ~tt:lck

-waste all that time waiting in an ER7° A k and began m consider I

Thoughts r~ced dlrough his mind, but treatment options. He

~vhen the symptoms got worse, he A’
called 911. And today he’s very glad i
he did. Here’s what happened:

12:08a.m. Akron General’s i

Emergency Department (ED) received
Y

the call from a 100[ emergency medical

:he

evalu:uecl Lam” as :1p(mm-

tial candidate for thronl-

bolytic thempy (ckmbusting

medication ).

12:32 a.m. The physician decided

Mns, EKG and nwdic:tl histon

squad: ‘“Wehave ii 56-year-old white mde were wi[hin the criteria for administering thrombol)~ic therapy,

with a suspected heart attack. Experiencing severe chest pain,

jaw pain and shortness of breath. BP is 156 over 100 and 12:33a.m. The area’s only reperfusion team (for ~dnlinis-

hew-t rate is 130 beats per minute. We’re six minutes away tering thrombolytic therapy) made up of an ED physician,

from Akron General.” registered nurse and senior technician, along with a Coronan

C~re physician and registered nurse, WASpaged to

12:09 a.m. One of 15 monitored beds in the ED ~vas the Emergency Department.

immediately reserved for Larry.

artment studies new treatment

For the first time in over two years,

the FDAhas granted permission to
reinstate Emergency Department
research involving seriously injured
patients. Akron General is one of 35
hospitals nationwide participating in
thisfirststudy involving a blood
derivative that may benefit seriously
injured patients receiving emergency
treatment for injuries resulting in
severe blood loss.

THESTUDY
“Patientswho have experienced a
critical injury often suffer from shock

due to excessive blood loss: states

JimDougherty, MD, Principal Investigator
of the study and an Emergency
physician at Akron General. “Shock
means the body is unable to deliver

enough blood and oxygen to all of
the vital organs and tissues. Death

may occur as a result.”

The current treatment involves the

rapid infusion of large volumes of

liquids and blood transfusion to

replace the loss. Dr. Dougherty

explains, “The purpose of this study is
to find out how well this new blood

derivative works in treating patients
with extreme blood loss and shock.

It gives us the potential to save more
lives.”
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12:36 a.m. Reperfusion team nas assembled in El’) and

specific protocols for thromboly~ic therapy were initiated,

12:56 a.m. Thrombolytic therapy was administered and

Larry was stable enough to move to the Coronary Care Unit

under the care of the same Corona~ Care physician and

nurse JVIWparticipated in the reperfusion team.

Larry’s experience in Akron GeneraI’s Emergency Department

klsted 42 minutes. Thanks to his em-lyrecognition of symptoms

and calling 911, along with fast action by the entire emergency

medical te~m, Larry is alive toda;-,

Akron General’s Chief of Cardiolog} George 1. Litman, MD.

sr~tes that, “Fifty percent of people Itith heart atv~ck symptoms

wait too long to seek medical care. Treatment can significantly

limit or prevent heart damage if begun within four hours of

the onset of a heart attack. ”

“Akron General’s Heart Center, including state-of-the-art

catheterization labs and surgery suites, is available to respond

to emergencies 24 hours a day, 365 days a year,”

DCLHB — WHAT IS IT?

Diaspirin Cross-Linked

Hemoglobin (DCLHb)

. is a purified human

hemoglobin solution.

Hemoglobin is the

protein in red blood
cells that carries

.-. oxygen. The product is prepared from as the patient

“DCLHb can be given

immediately to patients

of any blood type and
it does not need to be

cross-matched. It can

be easily stored in our
Emergency Department
and is available as soon

arrives,” states Dr.
units of human red blood cells from Dougherty. “it also gives usthe
donors which have been tested for potential to conserve blood products
infectious diseases. until a blood transfusion is needed.”

DCLHb carries oxygen and may improve

oxygen defivery to vital organs and

may reverse the destructive effects of

shock increasing survival rates of

severefy injured patients. Approximately

150,000 people die each year due to

critical trauma injuries.

The clinical trial will be monitored by
the Akron General’s Institutional

Research Review Board, the FDA and

an independent safety committee.
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c+....ded ● record $57,000 to
United WV. Help us meet this
year’sgoalby-r+ly-

&dge card b the 1997 United

Y%-Y- contribution
->of$4 a week cxwld provide

#@ hOSUCh~tb visits to the

.,#+YJ $2 a+ could help an
#j*.@ *la disabilities;

$1 a ~ could help a develop-
mentally disabled preschooler
ortwofimilieswithemergency

..M * or U* payments.
.&h p$’f= of $250,$500 and
woo will be raflkd. Thank yxi
63s supporting the Uttited Way.

.ji~,’{=y,
,Tmgriefs

.&y”.>,...,+?...i’.---.mk 1997 Employee Annual
“~*peal will suppo~ the expan-
%ori of our Emergaq Depart-,,, -

~, kon City Hospital-232
f ‘“tits ~ 152 de. These units
& -.’,*$
~ ~&e potential of helping

yj$%+-mfl~
fidomtsd. The nut AGMC blood
‘“’”rn&k ison OU151bm7zm.

to6p.m. and Oct16hmll
a.mto5p.m. inthe Eva RCrtig
“Alsditorium. Re&ahtnents and

~~&*be
ofkred. Please give.

❑ AkrotI General’s Cancer
and Women’s Centers and
Main Stret MulKnsareteaming

---- again for Mul%ns for
Anmograms-Ott. 7 & 9—

to didbute healthfid muflins
along with breast health infor-
mation. AUproceeds help provide
mammograms for area women
without insurance. For an order

.“’We’re Tops,
‘. AGMC makes the news with these top achievements

r- . . —. — —
,

: The Women’s Board of An elegant and memorableevening is planned
Akron General Presents featuring a silent auction of signature items and

,i
) the music of the Jack Schantz Quartet

t 7:00 P.m. Cocktails, Hors d’oeuvres,
Silent Auction

“’i’ ‘V!:?‘FJ”. Jr’ ;i iii; 7:30 p.m. Buffet Extraordinaire,
Entertainment & Dancing

9:45 p.m. Grande Dessert

Tickets: Bronze-$75 per person,
Silver–$ 150 or Gold—$200

&!Iw!N%’ll:2%lw7
Call Volunteer Services at 384-6351 for
invitation information.

OUfl f?ECHI_f PA7HW’ THERE HAS 8EI=rJA MARWD v./&LL, @YIPA~ED % 7H1ET>
5A71 SFAcfiOti f?EsULr5 lN6f?EA5E IN “EXCELLENT” YEAR5 AW, 7W NuMER
ARE VERY ‘ RESPONSE 5 OVER THE of “Gf@OVy’” RES%FKE 5

EFJco(JITA61NG PAsT YEAR

f(,_ ~ ‘

MJHJV--FVJE HAS PROPPEP C0NS10EfW3L7
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SAW
● Akronhospitaloffers
24hour trauma team
Continuedhorn Paga Al

tern,”accordingto a fact sheet
publishedby the OhioChapterof
the AmericanCollegeofSurgeons
Committeeon Trauma

With AkronGeneral’strauma
center,verifiedAug. 12, patients
won’t have to be flown we helico~
ter to Cleveland or Columbus for
specialized q and emer enq
workers will be able to Aa
faster choice about where to go.

‘W’s V
T

dMcultto pick be
tween two ospitals when they’re
W@distance,”said Sally JOZus-
pan of the Ohio Chapter of the
American College of Surgeon’s
Committee on ‘l!ra~ which cer-
tities the cent.em. “But when one
hospital has been certi6ed by an
ouklde body for spddizing in
trauma cases, it makes it mud
much easier for patients, EMS
workers and others to know what
the better choice would be.”

Emergency workers, for examp-
le, immediately took I&year-old
David Browning to Akron Gener-
al’s trauma center on Aug.20 after
hewasnm over bya car and
dragged more than 400 feet.

Browning had bruises every-
where, a fractured skull, pelvis
and Ietl elbow, and severe” abra-
sions to his left knee (he needed
skin grafts). But by the time he
arrived, a team of 20 people was
waking, inciuGing a neurosurgeon
an orthopedic surgeon and techni-
cians to conduct a CT scan.

“’They did an excellent job,”
said Kathleen Haines, his legal
guardian. “They Fdy did - and
that’s part of t$e reason why he’s
doing so well now.” Browdng, of
Akron, was released 10 days after
the accident.

That’s not to say other emer-
gency departments are deficient -
it’s estimated that almost 90 per-
cent of emergenq cases can be
handled just iine by hospitals that
do not have trauma centers,

Summa Health System, for ex-
ample, has the busiest emergenq
departments in the Ah-on areq
said Amanda ~ its spokes-
woman. “We see over 90,000 pa-
tients a year through our two
emergency rooms and we expect
that number to remain steady.”

But for the re rnaining 10 per-
cent of the cases, not getting to a
trauma center within the first
hour after the accident can mean
dcat}, w d shwer recovcl-~. V.”LU:
occurs during that “golden hour”
is considered the best indicator of
suMval.

“V you’ve got a bee sting, I
think just about any ER can han-
dle that just fine,” aaid Dr. S@

SOSW WTES&nm JaimJ.I
AkronGeneralMedicalCantertraumataam members work to atabilke a patient who was injured In an
Industrial fall. Trauma InjuryIsthe No. 1 causeofdeathfor U.S. children and young adult&

phen Lo&$ pmfeSsOr and chair-
man of the graduate program of
hospital management and policy
at Ohio State University% College
of Medicine and school of pUtdiC
Health. “But when it comes to a
libordeath aituatioq I think it’s
pretty cLear you want a trauma
center.”

Being atraumacenter meana
thehospital baacreatedaspdal
24-hour, on-site’ trauma team. It
meanabeart. bonqlung and brain
surgeona are always available and
lab technicians are always present
to run tests faster and operating
rQoms can always be cleared

It took Akron Gem@ which
seea annually about 1,000 trauma
patients, y@311ito budd the plW

“It means Alufm General haa
made a commitmentofmoumes
persomel and equipment to pr&
tide the best car+q if heaven for-
bid someone needs ~$” said Dan-
iel T. S&Able, chauman of the
hospital’s dqartmeat of emergen-
cy medicine.

The new standing also he@s
the hospital attract more national
studies of cutting4ge medicine.

For example, Akron General
will bacomaone of2!ihoepibdato

usean exy’hynti blood JJIWd-
Ucg called

DrOdUC~ wbkh the bosmital~ =
“teiveoYioctLcanbiusedwitb-
Outtakingthe timeto
adent Victini’s blo@ %“G
take up to a haff-hour.

$%jf&X2-&&%%%

& : _m&@d~:

viva] nnd n good recovrq,
a(xmding to Dr, Jm Dough@,
arernergency pi@lianatAlmMr
Genend and the ,local p-pal in-
ve&gator.

‘Thiatriali adetlnitely oneof
the advantage (of being wed
as a trauma ceder),” he said.

Havfnga trauma center can
alaobagood busbwaa. Itrnakes
thefadlitymmatbadivatoin-
aurera and employem who, in
tqliketotout the factthqhave
atrauma cantawithin themnat-

Worim.
“If hos itala are hying to self

ithe fact q offer a comprehen-
sive mnge of sqvices, having a
trauma Cenk cedaiqy 6ta into
thatagenr4” I+ba said

Typically, emergeri~ rooms
don’tmake money. thelrcmtis
Splwld out q“er the entire 5nan-
cialatmcture oftbahoapital. But
* are stilf tbe @ewqy for most
hospital admiaalons. That _
tbamoreviaita totbetraumacen-
tq the higher pmbbility the hos-
pital wilf get more in-patient ad-
missions - which “translates,
perhaprA to more money.

But for a Wayne County acci-
dent victimj the value mi$ht be his
or berlife. Inst.ad of bemgtrans-
ported to a trauma center in
CI*4 “it would b a matter of
rnfnutea to W said Rachel
Whi*atramna casa managerat
AkiVn GmeraL
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Survivaltactics
AkronGeneralMedicalCenter’snewtraumacenterprovides

specialcare,immediateattentionanda staffwithnervesofsteel

ED SUSAM,- Jtuad
Surgical attendant Kelly Brown(left) and emergency department registered nurse Jim Perebzek tranwmt a rsstientfrom the trauma canter to
the operattng room at Akron General Medical Center.

Helpingpatients
withinfirst hour
is a vital concern
llY DIANE L.ORE
/{<”,,f#t, /(,,#nI,,/ III,,{,,”( t,, ,(,.,

The beeper sounds,
‘-OIL W&W got a tsauma.”
Lisa Love cuts otI the ~nve~tion ~

heads 10 Akron General Medicat Centei%
emergenq department

Almosta dozen people are waitin when
fthe patient arrives. Love, the hospitals trau-

ma coordinator, stands at the side whik sur-
geons, residents, nurses, a respiratory them-
pist and X-ray technicians warm the SO-yWW-
old woman involved in a w -k.

MuOn Cememl’s new trauma center is in
high gear. The chaos of an emergency mom
remains, but underneath the &enzied pace is
a deliberate effort 10 make sure the right p-
plc are them at the right time to saw some.
one’s life.

Within minutes, the trauma team is dealing
with a slow hearI rhythm, fractured ribs, a
fraclured wiat end a tiged spleen. Mrti-
Imtics are being administered X.myx - taken
while the doctors and nurses work - are
AIppmt up on a lightwall.

‘Whenit comestoa life-or-deatA
situatioq1W it’sprettyclearyou

wanta traumacenter.”

DR STEPHEN UMlfJ
p@II,rUIId Airman t$lbrymdnalr

pnwmrn qfhq)ilnl wnto#rnrmrtmipdi,y
ul W .Uale lkiurm”t~ k r%i~ C$IMCIW

uaiikhml tfPubiicHmlSA

Yet, wtrir14smJnuteeoft betsea@acafi#
tJreroom tedeseded. Ttrepatient isatadde
sndhsra beenahipped tnarrope4slgroonL
Nothing remains ofthateam except afew
&scar&d gtovesand one bloodybendage.

‘lldaia theputae ofthaordyomciat tl-dums
center betwean Columbus and Cleveland,
where victims of car accidents, gunshot
wOun@ stabbiigs, falls m burns ban a better
chance staruwi~heallh camespertaaay.

T?aume is the No. 1 aused deathfor
chikken andadultaunderss~ dd. Each
year, more than 5,300 ohioasIs die baaJae Df
traumatic t@ries.

“I%ch WIU ffl OtdO, WI to LZOO i~t
p?ople die unnecessarily dae to delays in
tm&ment. kussfer to a hospitalwith adequate
trauma mwuces. andlackdatsaumaap

.%’+’SAW krljc ,\4
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AkronGeneralStudies
Niilkatment forPatients

with%ve~reBloodLoss
AkronGene@MedicalC!krmris oneof 35hospitalsnationwide
studyinga potentiallylife savingblood derivative (Diaspirin
Cross-Liied HemoglobinDCLHb)for trauma patients with
critical injuriesresult.iq~in seve~ blood loss. The purpose of
the study is to evahmte the Effectiveness of DCLHb in tr@ing
or preventingthe harmfuleffectsof blood loss and shock
causedby severe trauma.This study has been authorizedby
the Food and Drug AdminMration(FDA) and the Akron
GeneralMedicalCenter InstitutionalReview Board (IRB).
The IRB is a committeewhichreviewsresearchstudies to
enswc thattheyare welldesignedwith safeguardsfor patients.

Patients,due to the nature of theircondition and the critical
need for immediate treatment may not be able to give their
consentfor participationin the study.Akron General is in
compliancewith the FDAInformedConsentException
Regulationswhichared(xig~edto protectthe rightsof critically
ill and injuredpatients whomay not be able to provide
informedconsent.Under these regulations,physiciansmay
administerpromisingnew therapywhen available treatments
haveproven ineffectiveor unsatisfactory,and when there is
evidencethat tie productmay benefit the patient.

Any individualwho does not want to participate in thk trial
may elect to carry a notice,providedby Akron General.To
obtainyour notice, call 330/384-6963.Persons with known
objection to the use of blood, blood products or this poduct
(DCLHb)will not be eukred into the study.A patient may
withdrawfrom the study at any time without influencing
his/hermedicalcare. Patientswho decide not to participateor
arenot eligible to enroll.in the study will continue to receive
the best possible medicd care criticallyinjured trauma
patientscurrentlyreceiw:at AkronGeneral’sTraumaCenter.

If you have quwtions about the study or if you wish to

declinestudy participation,contact the I%nergency Medicine
ResearchOffice,Akron (lmeral MedicalCenter,400 Wabash
Ave.,Akron,OH,44307 or call 330/384-6963.

(BAKR(!2N GENEML
Most physickn.s at Alum General am indcpcncknt praaitkmcra,

t-kcord Publishing 2C x 6“
Tallmadge Express, Cuyahoqa Falls News Press, Hudson Hub
and Stow Sentry Runs in ali: Nov. 23 & Dec. 7



_—_

AkronGeneralStudies
NewTreatmentforPatientswith

SevereBloodLoss
Akron General Medical Center is one of 35 hospitals nationwide
studying a blood derivative that may benefit seriously injured
patients receiving emergency treatment for injuries resulting in
severe blood loss.

Akron General agrees with the sponsors of this study that this
treatment should be available to all patients, even without a
signed consent form, who face a life-threatening situation for
which standard therapy is not effective.

The Food and Drug Administration (FDA) requires new drugs to
be proven effective with volunteer patients before formal approval.
The FDA has ruled that under strict guidelines, a patient whose
life is in danger and who has no one to give consent, may be given
promising experimental treatment. Patients or families will be
informed as soon as possible.

Akron General agrees with the sponsors of this study that injury
victims with severe blood loss justify a waiver of consent. The
hospital is required by the FDA to inform the public and receive
public comment before offering this treatment which should
lower loss of life in emergency situations. Possible side effects
include elevated blood pressure, nausea or jaundice.

Please send your comments to Emergency Medicine Research
Office, Akron General Medical Center, 400 Wabash Avenue,
Akron, Ohio 44307 or call (330) 384-6963 by “July 1, 1997.

c AKRON GENER4LD3
Mostphysicians at Akron General am indepcndcm practitioners.

n
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AkronGeneralStudies
NewTreatmentforPatients
withSevereBloodh

Akron General Medieal Center is one of 35 hospitals
nationwide studying a blood derivative that may benefit
seriously injured patients receiving emergency treatment
for injuries resulting in severe blood loss and shock. ‘lMs
treatment wilI be available to a select group of patients
who meet the study’s criteria.

‘Ile Food and Drug Administration (FDA) requires new
drugs to be proven effective with volunteer patients
before formal approval. The FDA has ruled that undez
strict guidelines, a patient whose life is in dangef and
who has no one to give eonse@ maybe given promising
experimental treatment. Patients or families will be
informed as soon as passible.

Akron General agrees with the sponsors of this study
that injury victims with severe blood loss justify a
waiver of consen~ lle hospital is required by the FDA
to inform the public before offering this treatment
which should lower loss of life in emergency situations.
Possible side effects include elevated blood pressure,
nausea or jaundice.

~~AKRON GENER4L
Mm physicians at Akron GaIcral - indqxdcm praai&mcrs.
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Baxter Healthcare Corporation
Model Information for Use in Community Consultation and Public Disclosure

“The Efficacy Trial of Diaspirin Cross-linked l-hemoglobin (DCLHbTM) in the
Treatment of Severe Traumatic Hemorrhagic Shock”

The information in this document is provided in accordance with the U.S. Food and
Drug Administration (FDA) regulation, effective November 1, 1996: “Exception from
informed consent requirements for emergency research” (21 CFR 50.24). This
information is provided (O aid in informing the public about the nature of this trauma
sfudy, inc/uding fhe risks and pofential benefifs to patients. I

~w
Trauma is an important public health problem in today’s society. The effect of severe
trauma is immediate and catastrophic with approximately 150,000 people dying each
year due to trauma injuries. Many others suffer from prolonged illness, Advancements
in trauma care are necessary in order to make more likely the survival and complete
recovery of people suffering from severe traumatic injuries.

.~. Studv Introduction
Patients who have experienced a severe traumatic injury often suffer from shock due to
excessive blood loss. Shock means the body is unable to deliver enough blood and
oxygen to all of the vital organs and tissues. When this happens, vital organs may no
longer be able to function correctly and death may occur as a result. This shock cannot
always be cured by medical treatments now available. The current medical treatment
often involves the rapid infusion of large volumes of different liquids such as saline (salt
water) and the transfusion of blood, to replace the fluid and blood loss, Immediate
surgery is often needed to repair the injuries.

Patients eligible for this study are suffering from a catastrophic traumatic event and are
often not able to give consent due to their medical condition. Because the onset of
traumatic injury is unpredictable, a legally authorized representative is usually not
available to provide consent for the patient and contacting a family member is often not
possible. An exception from consent will be utilized when obtaining prospective
informed consent from the patient or their legally authorized representative is not
feasible, due to the critically shoti time in which the patient must be treated and DCLHb

infused.

DCLHb Background
Diaspirin Cross-Linked Hemoglobin (DCLHb) is a purified human hemoglobin solution.

..$=. Hemoglobin is the protein in red blood cells that carries oxygen. The product is
prepared from units of human red blood cells from volunteer donors which have been

1 Oflo
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tested and found negative for the viruses that cause hepatitis and AIDS. Also, the
DCLHb is heated and filtered during the manufacturing process. These processes add
extra steps to make the solution safe from viruses.

DCLHb can be given immediately to a patient of any blood type. It does not need to be
cross-matched which must be done before giving blood. It can be easily stored in the
emergency department of the hospital so that it is available as soon as a patient
arrives. DCLHb carries oxygen and may improve oxygen delivery to the organs that
need oxygen the most. The delivery of oxygen to vital organs may reverse the
destructive effects of shock, and may allow for increased survival and complete
recovery of more patients who are severely injured.

Informed Consent Background
The FDA, ifi cooperation with the National Institute of Health (NIH), issued regulations
that will allow for certain emergency research to be conducted with an exception from
informed consent in response to growing concerns that the former rules were making it
impossible to carry out emergency care research at a time when the need for such
research is increasingly recognized. These new regulations allow for a study to be
conducted with an exception or waiver from the requirement for obtaining written
informed consent only in those rare circumstances when the patient cannot provide.-
consent and the nature of the patients medical condition requires immediate treatment.

Informed consent is the process which allows a patient to decide, after understanding
the risks and benefits of the research, whether or not he or she wants to voluntarily
participate. An exception to this consent requirement is a serious matter and in
response, the FDA and NIH have developed these regulations requiring additional
protections for the patients eligible for these research protocols. The Institutional

Review Board (IRB) at a center participating in a study utilizing the exception to
informed consent is responsible for ensuring the protection of the patients. The
additional protections include 1) consulting with the communities from which patients
will be drawn 2) public disclosure of the study and its risks and expected benefits prior

to starting the study 3) public disclosure of information after the study is completed to
inform the community and researchers of the results of the study 4) establishing an
independent data monitoring committee to exercise oversight of the study and 5) if
consent from the patient is not feasible and a legally authorized representative is not
available, providing an opportunity, if feasible, for a family member to consider the
patient’s participation in the study.

The development of these regulations allow for the advancement of vital emergency
research with careful attention to the protection of the rights and welfare of the patients
who are enrolled in the experimental protocol. The FDA and NIH expect that the

-—y.— studies conducted under these rules will allow patients in certain life-threatening
situations, who are unable to give informed consent because of their condition, the
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chance to receive potentially lifesaving treatments. They also expect that these studies
will increase the knowledge and improve the treatments currently used in emergency
medical situations that have poor patient outcomes, despite optimal care.

DCLHb Preclinical Information
In the last 10 years more than 100 major preclinical studies have been performed with
DCLHb. Over 50 different academic and contract laboratories in North America,
Europe, and Australia have participated in preclinical research to investigate the
pharmacology, physiology, safety, and efficacy of DCLHb. DCLHb has been studied in
animal models of hemorrhagic shock, sepsis, stroke, myocardial ~infarction, balloon
angioplasty (PTCA), burn injury, and trauma. These include studies looking closely at
the safety of DCLHb and have shown that DCLHb may be safely infused into humans.

The knowledge gained from preclinical studies has led to the design of clinical trials
that will determine the ability of DCLHb to safely and effectively treat human illness and
injury. All of the preclinical studies performed to date have been approved by the
review committees of the participating universities.

DCLHb Clinical Information
.-. In the over 700 patients who have participated in DCLHb studies to date, more than

350 have received DCLHb. The clinical studies have involved 26 hospitals or
universities in the US. and 8 other countries. During the 5 years of human clinical
work, 12 studies have been completed and 4 are currently undenvay. DCLHb is or has
been studied in many different clinical settings, including hemorrhagic shock, trauma,
stroke, kidney dialysis, overwhelming infection, critical ICU illness, acute anemia, and
peri-operative use, including orthopedic, cardiac, abdominal aortic repair, and other
major surgeries. All human trials include close monitoring for patient safety and all
studies were reviewed by the appropriate regulatory agencies and the Institutional
Review Boards (IRBs) or Ethics Committees (ECS) of the participating centers.

Allergic, renal, pulmonary, cardiac, necrologic, or infectious complications have not
been consistently seen with DLCHb use. Some laborato~ tests have been noted to
change with DCLHb use, including proteins and enzymes that could indicate damage to
organs such as the pancreas and liver, or to muscles. In patients who have received
doses of DCLHb greater than 500 mL, blood amylase (an enzyme of the pancreas, a
digestive organ) and jaundice (yellow coloring of the skin) have been seen. The
jaundice starts soon after DCLHb infusion and usually lasts approximately three days
without the occurrence of any medical problems. Inflammation of the pancreas, or
pancreatitisl has been seen in four patients (two reported as serious and related to
DCLHb) who received DCLHb and two patients who did not receive DCLHb in these

—= studies.-e

The initial clinical trial of DCLHb in shock and trauma patients studied the infusion of
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saline (salt water) or DCLHb in 139 patients (71 of the patients, 51 ?40,received DCLHb)
with mild to severe shock. The trial was divided into three dose levels, 50 mLs,
100 mLs, and 200 mLs. Each dose level included approximately 40 patients
(approximately half received saline and the other half received DCLHb). In this trial,
the number of patients who died and the rate of side effects was not greater in patients
who received DCLHb.

DCLHb has been extensively studied in heart surgery patients and is currently being
studied in selected orthopedic surgery and abdominal aortic repair patients to test
DCLHb’s safety and effectiveness in preventing blood transfusions. DCLHb is also
going to be tested in a prehospital trial of hemorrhagic shock in trauma patients in
Europe.

The purpose of this research study is to find out how well this new hemoglobin solution
works in treating or preventing the harmful effects from the blood loss and shock that
occur with severe traumatic injury. The harmful effects of shock can include prolonged
illness or death. This research study will include only severely injured trauma patients
whose death rate may be as high as 40°A despite receiving the best medical treatment
available. In this study, all of the patients who participate will receive all of the
currently available therapies known to save lives following injury. Those patients who

..—., are given DCL1-lb will receive it as additional therapy to the best standard therapies
available, DCLHb will be studied to see if using it prevents death and prolonged illness
in patients who receive it. The standard treatment for severe trauma includes giving
large volumes of fluids and transfusion of blood through a vein. Surgery is often
necessary to stop the bleeding and repair the injuries. These standard therapies will
be made available to all of the patients treated in this research protocol, including those
that receive the DCLHb. The new treatment is to begin giving 500 mLs (1 pint) to 1000
mLs (2 pints) of DLCHb within sixty minutes of arriving at the hospital. This is in
addition to any standard treatment required, including surgery.

If this study shows a clear benefit and little or no harm to patients, this investigational
solution may be cleared by the U.S. Food and Drug Administration (FDA) for use in
patients who suffer from shock as a result of severe injury.

Studv Desian
In this trial, the patients will be randomly (like a flip of the coin) assigned to receive
either the DCLHb or an equal amount of saline (a salt solution currently used as a
treatment for shock). The order of assignment will be determined prior to any patients
being entered into the study so that neither the patients nor the patients’ doctors can
choose which solution is given.

Saline is used during the emergency treatment for shock patients to help replace the—.-.—
blood loss due to the injury. The patients who receive saline in this study will be the
control group. These patients will not receive DCLHb. All patients will receive the best
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known current therapy for shock. The outcome (survival and illness) of patients who
receive saline will be compared to the patients who receive the DCLHb to see if the
addition of DCLHb to the current therapy improves survival and decreases illness.

This study will take place at approximately 35 trauma centers across the United States,
each of which will treat 20-30 patients in the protocol. Approximately 850 patients will
participate in the study. Participation in this protocol will not interfere with the timely
delivery of any of the lifesaving therapies currently available for treating severe
traumatic shock including the immediate infusion of resuscitation fluids and blood, as
well as emergency surgery if needed.

Primarv Clinical Benefit Measurement
● This study is designed to determine whether or not there is’ a decrease in 28

day mortality in patients treated with DCLHb compared to those in the control
group (not receiving DCLHb).

Secondary Clinical Benefit Measurement
● This study is designed to determine whether or not there is a decrease in

serious illness due to the harmful effects from the blood loss in patients
treated with DCLHb compared to those in the control group (not receiving
DLCHb).

● This study is also designed to determine whether or not there is a decrease
in 24 hour lactate levels in patients treated with DCLHb compared to those in
the control group (not receiving DCLHb). Lactate is a byproduct of shock
caused by a lack of oxygen being delivered to tissues and cells.

● This study is designed to determine whether or not there is a decrease in 48
hour mortality in patients treated with DCLHb compared to those in the
control group (not receiving DC LHb).

Patient Pomlation
The patients entered into this study will be a very small number of the total trauma
patients who are treated in trauma centers across the U.S. Most will have been treated
by emergency medical personnel prior to getting to the hospital and many will still be in
shock despite the emergency care outside of the hospital. Patients will participate in
the study only after meeting strict entry criteria. These criteria are designed so that
only the most severely injured patients who have serious shock and lack of blood flow
due to bleeding will participate in the study. These patients are at the greatest risk of
death. Patients may be males or females who are believed to beat least 18 years old.
Patients with severe head injuries or whose heart has stopped in the hospital will not be
entered into the study.

The DCLHb or the control solution (saline) will be given to the patient no later than 30
~—~

minutes after meeting these strict criteria and within 60 minutes of arrival at the
emergency department.
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Studv Procedures
All standard therapies and procedures normally used to treat patients with severe
shock will be provided. These standard therapies include the immediate infusion of
resuscitation fluids and blood, as well as emergency surgery if needed. In addition to
standard therapy, patients will initially receive either 500 mL (1 pint) of DCLHb or
saline. The solution will be given through a vein, similar to the way in which blood is
provided to these shock patients.

After the first infusion of DCLHb or saline, the doctor will evaluate the patient’s
condition and decide if additional infusions of fluid are needed. Up to two additional
250 mL (’! pint each) of DCLHb or saline can be given within 60, minutes after the start
of the first infusion in order to stabilize the patient’s shock condition. Strict guidelines
will be used to decide whether the infusion should be stopped at any time in order to
maximize the patient’s safety.

During the study, the doctor will collect information from the patient through physical
examinations and laboratory tests including urine specimens, blood withdrawn from a
vein, and blood withdrawn from an artery. These procedures are not significantly

different from the usual tests done to evaluate and treat a patient in this severely ill
condition. Each blood sample drawn will be 5 to 15 cc in volume (between a teaspoon

—-.= . and a tablespoon sized sample).

The healthcare team will also evaluate the patient’s vital signs (systolic and diastolic
blood pressure, heart rate, respiratory rate and effort) often during the first 48 hours of
the study. The patient will also have blood collected and vital signs evaluated at days
4, 7, 10, 14, 21 and 28 after infusion. The patient’s participation in the study lasts for a
total of 28 days,

Informed Consent for this Study
The consent procedures followed in the protocol will follow the Federal Regulations set
forth in 21 CFR 50.24 “Exception from informed consent requirements for emergency
research”. The IRB from the hospital giving this presentation has reviewed this study
and has made sure that all of the rules are met and that they will be followed as the

study goes on. The IRB has found the following:

“The shock from blood loss suffered by patients eligible for this study are in is life-
threatening and the current treatments are limited and need to be improved.

“The patients eligible for this study are not able to give informed consent because
they are in a severe shock state.

“Informed consent is not feasible before starting treatment with DCLHb because
DCLHb must be given as soon as possible within minutes of the onset of the severe
shock, in order to increase the patient’s chance of surviving.
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“The patients eligible for this study cannot be identified before they are entered into

the study because no one knows who will get hurt and end up in shock.

●The study is in the best interest of all severely injured trauma patients because
their life-threatening injuries require immediate treatment and DCLHb may improve
their treatment.

“Enough studies have been done with DCLHb to suggest that it may help trauma
patients.

c

“The risks in giving DCLHb are reasonable given the condition of the trauma
patients that is, the chance of DCLHb helping severely ill shock patients is much
greater than the chance DCLHb will further harm them.

“This study could not reasonably take place without an exception to informed
consent.

‘An attempt will be made to contact a legally authorized representative for each
patient within the window of time before the patient needs to be entered into the
study, if feasible,

“An informed consent document is available for obtaining consent from the patient
or their legally authorized representative, if feasible.

“If the patient or their legally authorized representative is not available, an attempt
will be made to contact a family member of the patient’s within the window of time
before the patient needs to be entered into the study, if feasible.

“Information is available to provide to a family member of the patient and the family
member will be able to refuse to allow the patient to be included in the study.

●If consent is not feasible during the therapeutic window, the patient, their legally
authorized representative, or their family member will be notified of the study, as
soon as feasible, and may refuse to continue participation in the study for any

reason, at any time without any penalty. The patient’s medical care will not be
affected by their decision, nor will they lose any benefits they might otherwise
receive.

Safetv Monitoring
An independent Data Monitoring Committee (members not affiliated with Baxter
Healthcare or the conduct of the study) will be established in accordance with the

—..,~m- Federal Regulations. Ongoing safety monitoring will be independently performed by
this committee during the enrollment of study patients. If major safety concerns arise,
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the study can be changed so that patient safety can be maximized.

Potential Risks
As with most medical treatments, it is possible that DLCHb could cause reactions or
discomforts that were seen in previously completed animal and/or human studies with
various hemoglobin solutions. Possible reactions that may occur from infusion with
DCLHb are:

. stomach pain (gas, bloating), stomach cramps, constipation, nausea or vomiting
shortly after infusions
● back pain or muscle aches
● temporary general weakness or discomfort, headache
● a red discoloration of urine caused by hemoglobin (the protein found in red blood

cells that carries oxygen)
● temporary elevation (rise) of certain laboratory test results; for example: proteins

and enzymes that could indicate damage to organs such as the pancreas or liver, or
to muscles
. temporary inability to do certain laboratory tests accurately
● tempora~ rise in blood pressure requiring treatment

. temporary jaundice-like condition (yellow skin)

. abnormal kidney function

● temporary increase in the time it takes for blood to clot

● small areas of damage in heart muscle, liver, or kidneys (only seen in some

laboratory animals)
. allergic reactions such as chills, elevated temperature, or skin rash

DCLHb has been studied in over 350 patients, thus far, including patients with
conditions other than severe traumatic shock, including patients undergoing various
surgical procedures including cardiac surgery, orthopedic surgery and abdominal aortic
repair, patients on renal dialysis and patients suffering acute ischemic stroke.
However, there may be risks relative to the use of this product that cannot be
anticipated from such prior human use and the use of DLCHb could cause reactions
(side effects) that are currently unknown.

Also, patients with severe trauma are currently being treated with a number of therapies
including surgical and drug therapies. These currently used treatments carry
substantial risks in and of themselves, including death and permanent injury.

Because DCLHb is an investigational solution and the effects in pregnancy have not
been determined, risks to an unborn baby are unknown at this time. DCLHb will not be

–-..
given to patients who are known to be pregnant.
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The risks associated with drawing blood include pain, bruising, lightheadedness, and
occasionally, infection. These risks are usually small. Some blood drawing will be
done through already-existing catheters (tubes) left in the blood vein or artery. This
greatly reduces the painful part of repeated blood drawing. Insertion of a catheter
(tube) into a blood vein or artery will only be done if needed as part of the usual care of

the patient. This practice is typical for patients who are critically injured.

Benefits
Patients who receive DCLHb may have an increased chance of survival or of avoiding
serious prolonged illness. However, there is no guarantee that this solution may
benefit those who receive it. The potential benefits to all of the study participants
include extensive medical testing and examination. Another important potential benefit
is that the information gained from this study could help patients who need this type of
medical care in the future.

Additional Costs
Special laboratory studies will be done on the blood samples, at the expense of the
researchers and at no extra cost to the patient. There will be no additional cost to the
patient for participating in the research protocol beyond the costs of the standard
medical care required to treat the patient’s condition.

~=%
Alternative (0 ther) Treatments
It is important to note that all patients who participate in this study will receive the best

known current therapy for traumatic hemorrhagic shock, including the immediate
infusion of resuscitation fluids and blood and emergency surgery, if needed, In other
words, being a patient in this study will not hinder the delivery of any of the lifesaving
therapies that are currently used in patients with severe shock.

The alternative to participating in this study, is to receive the standard medical care that
critically injured trauma patients currently receive in the emergency setting.

Additional Information
Besides the risks and side effects described, additional risks that are not currently

known may arise. [f additional side effects are discovered, the sponsor (Baxter
Healthcare) will notify each doctor participating in the study. The doctor will be
responsible for sharing this information with hhdher patients.

Voluntarv Continued Participation and Withdrawal
If consent from the patient or their legally authorized representative is feasible, the
decision to participate will be voluntary. If informed consent is not feasible, an attempt
will be made to inform a family member. The family member’s decision to include the
patient in the study will be voluntary. Even if the decision is made for the patient to

F= take part in the study, the patient may be withdrawn from the study at any time. The
patient’s medical care will not be affected by this decision, nor will the patient lose any
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benefits he or she might othenvise receive.

In addition, if consent is not feasible during the time in which DCLHb must be given, the
patient, their legally authorized representative, or their family member will be notified of
the study, as soon as feasible. Any of these parties may refuse to the continued
participation of the patient in the study for any reason, at any time without any penalty.
The patient’s medical care will not be affected by their decision, nor will they lose any
benefits they might otherwise receive. If a patient decides to withdraw from the study,
all data collected from that patient will be used up to the time he or she withdrew. This

information is necessary in determining the safety and efficacy of the product and is

mandated by the FDA. Any patient who decides to withdraw, or declines to continue
participation in the study, will be asked to consent to a 28 day follow-up contact which
may be made by phone, Once a patient has declined to participate further in the study,
no other contact will be made with the patient unless a safety issue arises that requires
further contact. Information that is part of public record may be used.

A patient’s doctor may withdraw them from a study at any time without their consent if
they believe that withdrawal is in the patient’s best interest. The study sponsor or the
FDA may also cancel this study at anytime.

---- Confidentiality
A patient’s participation in this study will remain confidential. To make sure the

information from this study is accurate, the study sponsor (Baxter Healthcare), their
representatives (ClinTrials Research or other auditors), the Institutional Review Board,
the FDA, and other governmental agencies, may inspect the records concerning a
patient’s participation in this study. Information gathered from this study maybe
submitted to governmental or regulatory agencies in other countries where the study
drug may be considered for approval. No patients will be identified by name as a result
of any audit or in any publication of information from this study.

~ompensation for Research-Related Injurv
Patients will not be compensated for their participation in the study. Any patients
physically injured as a direct result of participation in this study will be provided the
medical care needed to help them recover, at no cost to them, by the sponsor. No
compensation other than free medical care will be provided.

Contact for Further Information
For any questions regarding this study, or patient’s rights, please contact the doctor
responsible for the study at this clinical site.
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Mary J. Kincaid,ViceChsir
YvonneAtkbon Calm
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PUBLIC NOTICE

NOTICE IS HEREBY GIVEN thata public hearing will be held by the Trauma Service of University Medical
Center of Southern Nevada for the purpose of providing opportunity for public comment regarding the use of
Diaspirin-Cross-Linked Hemoglobin (DCLHb~ in the treatment of patients with severe, hemorrhagic shock.

Friday, Oetober 3,1997-5:00 pm
2040 W. Charleston Boulevard
6th Floor, Rooms E & F
Las Vegas, Nevada 89102

THIS MEETING HAS BEEN PROPERLY NOTICED AND POSTED IN THE FOLLOWING LOCATION;

_M 1. CLARK COUNTY GOVERNMENT CENTER 500 SOUTH GRAND CENTRAL PARKWAY, LAS
VEGAS, NEVADA

2. University MEDICAL CENTER OF SOUTHERN NEVADA, 1800 WEST CHARLESTON
BOULEVARD, LAS VEGAS, NEVADA

3. NORTH LAS VEGAS CITY HALL, 2200CIVIC CENTER DRIVE, NORTH LAS VEGAS,

NEVADA
4. DISTIUCT HEALTH DEPARTMENT, 1600 PINTO LANE, LAS VEGAS, NEVADA

CITIZENSWHO WISH TO PROVIDE TESTIMONY OR COMMENT PLEASE STEP TO THE PODI~
CLEARLY STATE YOUR NAME AND ADDRESS -- PLEASE SPELL YOUR NAME FOR THE RECORD AND
LIMIT YOUR COMMENTS TO NO MORE THAN THREE MINUTES.

UNIVERSITY MEDICAL CENTE~

1BOO W Charlestm Blvd. ● Las Veges. Nevade 89102 ‘ [70213E3-2~

An Equal OpporumiLy [Including the Handicapped] - Affirmadw Action Employw
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UNIYERSITYOF NEVI%13A
SCHOOLOF MEDICINE

Department of Surge~

EDWARD P. SLOAN, M.D., M.P.IL, FACEP,
Associate Professor

Dept. of Emergency Medicine
University of Illinois

College of Medicine - Chicago

SPEAKING ON

OXYGEN CARRYING
SOLUTIONS IN THE

TREATMENT OF
HEMORRHAGIC SHOCK

THURSDAY, SEPTEMBER 18,1997
AT 5:00 PM

AUDITORIUM, StXTH FLOOR
2040 WEST CHARLESTON BOULEVARD
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UniversityMedical Center
1800 West Charleston Blvd., Las Vegas,NV 89102

Contact:Tnsh Lampro
Telephone:(702 383-2090

FOR IMMEDIATE RELEASE

w~
TO ~

~

!

LAS VEGAS, N.V., September17, 1997--University Mdkl Centerhas been asked to

evaluateanew patentedproductdevelopedby Bsxer He~*c=e Corporationwhichhas the

potential as a blood substituteduringthe emergencytrea~ent ~ mCOVeXYperiod. The blood

substitute is derivedfhrn human red blood cells md is heated and filtered to makeit safe &om

viruses.

Dr. Edward S1OQM.D., M.P.H., FACEP,an Asdate Professorfim the Universi~ of
.-

IUinois,WI lead a discussion Ona new treatment for sdousJY iqjured patients. Dr. Sloanwill

conduotthis discussionon “Oxyga Caq@ Solutionsin the Treatmentof Hommhagic Shock”

on Thursday,Septemberlllth at 5 pm in the UMC Education andAmbulatoryCare Center (2040

WestCharlestonBlv& - 6th floor).

UMC would like to make this potentialblood substituteavailableto those patients who

are facing a Iif*threatening situationforwhichstid therapyoffers Ii% hope. The FDA

requiresUMC to informthe public and receivepublic inputbeforea decision is made to allow

forthistreatment.A public hearingwill be conductedOctober3rd at5 pm !ocatedat 2040 West

CharlestonBlvd.

UMC is the state’s leadingteaehinghospitalandprovidesthe communitywith most

comprehensivemedical sewiees availablein Sotiem Nev*. For more informationabout this

presentitiorq please contaotTrish Lamproat 383-2090.
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SunriseCOngre@ionofkhovah’s Wilneases
1881N, Walnutmad
LasVegas, NV 8911S

A publichearingwilfbe held by tha TraumaS-cc of Univers@MedicalCenter of Southern
Nevadafor thepurposo ofprovidinga opportunityfbxpubliccornmeutregardingthe useof
DiaspirinCrossLiakedHemoglobin(DCLHb~ in the tmtmenlof patiemswith s-
traumatichemmhagic shock UMC hasbeenaskedto evaluateanew trcaunentfor seriously
injuredpatientsadmittedto its TraumaCenterwithseverelossof blood.

BAXTKRHedthcarehaadevelopeda~atented produot which bas potmtbl as a bloodsubstitute
duringtheccnergoricytreatmentandfwmry pcdd The W substituteis ckckcl tom
humanred bloodcelb and is heatedad fltered to makeit safehn viruses.

TheU.S. Fmd andDrugAMnMmta“on~A)rcquim newdmgs andthmpies to beprovm
effective with volunteer human patientsbeforeapprovalforEM&sting.me FDA has recently

rukd tba$ understrictCiI’CUmStiUiW, WCOOSCiOUS~t WhOSC life is in dangerandfix whom
thereis no alternativewiths good chanceofsucca. Patientsor their fbmilieswill benotifiedat
the earliestopportunity of theirino!usionin thereseamhstudy. Obviously,patients with Icoow
objectionto the use of bloodproductsandbloodtmnsfbions will notbe includedin this study.

We welcome yourparticipationandinputat the publichearingscheduledfor:

DATE: Friday,Ootobcr3,1997
TIME: 5:00 -6:OOpm
LOCATXOBh 2040 W. CharlestonBOUkVM’d

LaaVe~NV $9102

Com!nen@KMyah be oomrnunicatedto the TraumaServiceby cding (702) 383-3729 and
leavinga nxeswga
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4543090
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m/03/’97-m
Snawa

Rcmiidcrcau

10/03/97

Rmhukrcatl
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Rdndcrcdl
10/03/97

Rcmiadcrcdl
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September 2, 1997

Sandy Heverly
STOP D.U.I.
3321 Sunrise Avenue, Suite 107
Las Vegas, NV 89101

Dear Ms. Heverly:

A public hearing will be held by the Trauma Service of University Medical Center of Southern Nevada
for the purpose of providing an opportunity for public comment regarding the use of Diaspirin Cross
Linked Hemoglobin (DCLHb~ in the treatment of patients with severe, traumatic hemorrhagic shock.
UMC has been asked to evaluate a new treatment for seriously injured patients admitted to its Trauma
Center with severe loss of blood.

BAXTER Healthcare has developed a patented product which has potential as a blood substitute during
.A the emergency treatment and recovery per!od. The blood substitute is derived from human red blood

cells and is heated and filtered to make it safe from viruses.

The U.S. Food and Drug Administration (FDA) requires new drugs and therapies to be proven effective
with volunteer human patients before approval for marketing, The FDA has recently ruled that, under
strict circumstances, unconscious patients whose life is in danger and for whom there is no altemati~e
with s good chance of success. Patients or their families will be notified at the earliest opportunity of
their inclusion in the research study. Obviously, patients with know objection to the use of blood
products and blood transfusions will not be included in this study,

We welcome your participation and input at the public hearing scheduled fo~

DATE: Friday, October 3, 1997 ,
TIME: 5:00-6:00 pm
LOCATION: 2040 W. Charleston Boulevard

Las Vegas, NV 89102

Comments may also be communicated to the Trauma Service by calling: (702) 383-3729 and leaving a
message. In addition, I have attached a flyer announcing a Grands Rounds presentation by Dr. Edward
Slo~e concerning oxygen carrying hemoglobin solutions, Your attendance is welcomed.

&&c!MzM#d--
~onnie Clemmons-Brown, RN ‘

.—.-—-

UNIVERSITY MEDICAL CENTER

1800 W Charleston Blvd. ● Las Vegas, Nevada 89102 ● [702] 383-2~

An Equal Opportunity [Including the Handicapped] - Affirmauve Acuon Employer
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A Commul\i(~ FJcwslctter from Temple University Heakh Sciences Center w DECEMBER 1997

update
W~th Dr. Howard Grant, CEO

N orth Philadelphia will soon be home to a
new medical center for children. The

doors of the Temple University Children’s
Medical Center will open in January.

Temple Children’s will provide an mray of
sewices to the children in the community. We
want people to know Mat Temple Children’s is
not just a hospital. The nine-story, 60-bcd
facility, joined to Shriners Hospitals For
Children, will offer mom than beds, nurses and
physicians. Wc plan for Temple Children’s to
serve as a home for a Variety of outreach,
preventive and health maintertancc programs

__—_
for the families. community organizations and
institutions that are the heart of this community.

We will be.active in all outreach and related
educational programs. A major focus of
Temple Children’s will be to tackle the
problems tia~ persist in the lives of children
in North Philadelphia and the sumounding
communizes. We need to increase
immunizations and prenatal care, and
decrease the incidence of lead poisoning in
this community.

Our team of pediatricians, pediarnc surgeons
and other speciahsts are on board to serve the
community with quality care and semices.
We are determined to treat every child and
family with di=mity and respect. To
accomplish these objectives as efficiently as
possible and maintain Iow medical costs, wc
will parmer with other hospitals, as well as
pool the resources of Temple’s main hospital
and Shriners Hospitals. Our expectation is to
see about 30,000 ambulatory patients per
year.

To assure the success of TempIe Children’s
so that we meet the needs of this comrnutity,
it is important that the comrnuniry become
involved and advise us as to what we can do
to enhance our set-vices. We would appreciate
the opportunity to demonstrate our quality of
ctie and service. In [he New Year, we look
forward to caring for your children.

I wish you a heahhy and happy holiday
season.

Sincerely,

w&4@.
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R evercnd Wdliam Staten, Jr., pamor of the
‘Roga Methodist Church on Broad Street

and Rising Sun Avenue, clearly personifies
the word “workaholic.” Working as a pastor, a
certified family and sex therapis~ and
community advocate, demands that he spend
most of his cime in North Philadelphia.

Rev. Staton is clearly a visionary, and a man
who practices whal he preaches. A !$5million
dollar housing project was built at 18th and
Tioga to provide new homes for famiIies.

This was the accomplishment of the Clergy
Housing Support Group, a collective of eight
area churches, chaired by Rev. Staton.

Rev. Staton continues to look forward to
potential projects that will improve the
community and restore hope and pride in its
residents. He envisions TempIe playing a
major role in helping to develop the
community. “I am pleased with the support
that Temple has given in the ~aining and
hiring of minorities for construction jobs at
the new Temple ChiMren’s and r.heTIoga
parking garaSe.

“Economic development is primary to the
development of the Total community. It starts

HAPPENING
I

–-J
.&TTEMPLE?---

NEW BLOOD SOW’T’ION

T
rau~ victims with extensive lOSS

of blood andshock may benefit
from a new blood solution scheduled for
testing at Temple University Hospital’s
Trauma Center. Temple, along with 35
hospitals throughout the country, has
been asked to participate in a nation-
wi& trkd of this new blood substitute
that is designed to prevent the harmful
effects of severe bIood loss.

The new blood product, Diaspiti
Cross-Linked Hemoglobin, is made
from human red bIood calls and is
approved for testing by the Food and
Drug Administration (FDA). Unlike
whole blood, this new blood product can
be used in all patients regardless of their
blood type. Therefore, no time is lost
due to crosshatching and typing. The

product can be given imrnediately. The
clinical trial will examine the solution’s
effectiveness in treating or preventing
the haxmful effects of blood loss and
shock caused by severe trauma. TypicaI
side effects seen in other studies include
temporary increase in blood pressure,
yellowingof the skin, and reddening of
the urine.

Due to the critical condition of most
trauma patients and the need for imme-
diate rreatmen$ patients may not be
capabIe of giving informed consent for
participation in the study before the new
blood solution is administered. For the

purpose of this clinical research, the

Continwd on puge3 (%ntintfed on tkzm 3
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D o you have a son or daughter who maybe
interested in the health cae fieId? 1s hc/

she a potential doctor, nurse, pediatrician,
physical therapist, neurosurgeon, or reseucher?
Most young people arc nor aware of the
diversification a health care career offers.

Give your teen-ager a taste of medici.nc witi
Temple University Hospital’s Opportunities in
Health Case (OH(2) Program. Students
participate in this fiec, educational program for
six Saturdays. The program provides an up-
close look at various disciplines in the
hcah.hcare profession. Students are required to
demonstriue commitment to the program. be
willing to learn and desire to succccd in life.

The spring session for the OHC program begins
in February. For applications, call Cassandra,
Wootenat215-707-4460.

coMMUNITYMEDICINE
With I)r. Inyanga Mac.k

T ake control of your weight and avoid extra
pounds during tie holi&ys. To help you

accomplish this, the foIlowing are only a few
suggestions. If you have a kidney disease or
other serious medical condition, be sure to ask
your doctor for specific dietary
recommendations.

mmm-mm~ rRom(i 2‘

FDA has authorized an exception from con-
sent, known as “waived consent,” when it is
not feasible 10obtain informed consent From
the patient or from a family member or legally
authorized representative. A patient may
withdraw from the study at any time.

If you would like more information abouL the
study, or if you have any questions or con-
cerns, please contact Michael Badellino,
M.D., PrincipaI Investigator, or Donald
Poll- R,N., Study Coordinator, ar 215-707-

1359.

XiEl?STATON, CONYD FROM Pii. 2

with jobs and ripples OUGgiving birth to
homes, qutity merchants and businesses.”

Why does Rev. Staten continue to care for
and help thcNorth PhiIadcIphia community?
Woukin’t he ratier spend more time at home
enjoying his hobbies as an accomplished
tailor and a computer enthusiast? Hc
eloquendy sums up his answer in these
words. “A pastor’s job is not ccmfhed within
the four walls of the church. If we’re not

Avoid flying foods. If you must, use olive
or stdllower oils.

For high bloodpressure:
Avoid salty food, especially pork
Season collards and green beans with
turkey necks - not ham hocks.
Use no-salt seasonings, herbs and spices,
onions and fresh tomatoes.

In generak
For di.ubetes or overweight: Inn-educe a new heahhy dish to the

Eat three well-balanced meals a day. holiday table.
Fruit is healthier. Eat plenty of it. Eat food slowly to feel fuller faster.
Beware of carbohydraws, they are high in Set limits for yourself.
calories. A brisk walk fir dinner does the body
Watch tie alcohol. It makes high blood good.
pressure harder co conr.roI.

3
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PAGE THIRTEEN - GIRARD HOME NEWS:mTHURSDAYOCTOBER 23, 1997

Temple University Hospital
Tests New Blood Solution
Tnumavictimswithextensivelossofbloodandshockmaybenefitfrom

a newbloodsolutionscheduledfortestingat TempleUniversityHospital’s
TraumaCenter. Temple, alongwith35 hospitalsthroughoutthe country,
hasbeenaskedto participatein a nationwidetrialof thisnewbloodsubsa-
tutc that is designedto preventthe haxmfideffectsofseverebloodloss.

The newbloodproduq DiaspirinCross-LinkedHemoglobin,is made
fromhumanred bloodcellsand is approvedfor testingby the Foodand
DrugAdministration(FDA).Unlikewholeblood,this new bloodproduct
canbeusedin allpatientsregardlessof theirbloodtype Thcrcforq notime
is lostdue to crosshatchingandtyping.The productcanbe givenimmedi-
ately.The clinicaltrialwillexaminethe solution’seffectivenessin treating
or preventingthe harmfuleffectsofbloodlossandshockaused by severe
trauma.T~ical sideeffectsseeninotherstudiesincludetemporaryincrease
in bloodpressure,yellowingofthe skin,and reddeningof the urine.

Due to the criticalconditionof most traumapatientsand the need for
immediatetreatmen~patientsmaynot be capableof givinginformedcon-
sent forparticipationin thestudybeforethe newbloodsolutionis adntinis-
tered. For the purposeof thisclinicalrwarch, the FDAhasauthorizedan
exceptionfromconsen~knownas“waivedconseng”whenit isnotfeasible
to obtain informedconsentfromthe patient or froma familymemberor
legallyauthorizedrepresentative.Apatientmaywithdrawfromthe studyat
anytime.

If you wouldlike moreinfo~tion aboutthe study or if youhaveany
questions or concerns,pleasecontactMichaelBadelliio,M.D., Principal
Investigator,or DonaldPollard,R.N.,StudyCoordinator,at (215)707-1359.
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ADVERTISEMENTGADVERTISEMENT● ADVERTISEMENT● ADVERTISEMENT

TEMPLE UNIVERSITY HOSPITAL TESTS
NEW BLOOD SOLUTION

Trauma victims with extensive loss of blood and shock may benefit
from a new blood solution scheduled for testing at Temple University
Hospital’s Trauma Center. Temple, along with 35 hospitals throughout
the country, has been asked to participate in a nationwide trial of this
new blood substitute that is designed to prevent the harrrdbl effects of
severe blood loss.

The new blood product, Diaspirin Cross-Linked Hemoglobin, is made
from human red blood cells and is approved for testing by the Food and
Drug Administration (FDA). Unlike whole blood, this new blood
product can be used in alI patients regardless of their blood type.
Therefore, no time is lost due to crosshatching and typing. The product
can be given immediately. The clinicaI trial will examine the solution’s
effectiveness in treating or preventing the harmful effects of bIood loss
and shock caused by severe trauma. Typical side effects seen in other
studies include temporary increase in blood pressure, yellowing of the
skin, and reddening of the urine.

Due to the critical condition of most trauma patients and the need for
immediate treatment, patients may not be capable of giving itiormed
consent for participation in the study before the new blood solution is
administered. For the purpose of this clinical research the FDA has
authorized an exception from consent, known as “waived consent,”
when it is not feasible to obtain informed consent from the patient or
from a family member or legally authorized representative. A patient
may withdraw from the study at any time.

If you would like more information about the study, or if you have
any questions or concerns, please contact Michael Badellino, M.D.,
Principal Investigator, or Donald Pollard, R.N., Study Coordinator, at
(215) 707-1359.

_n
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question
Answer

question
hswer

question
Answer

question
&mver

quttiidli
___ Answer

qumtion
Amswer

Temple Universi& Health Science Center
ColnrnunityPlanning Committea

Mr. AIbti Black
215-707-4460

When wIU thestudy start?
D. PoJlard, no confirmed start date at this time We would like to start July
1,1997

Are patients being cumutly enroIled
D. PoUar&no patients are being cnrolhd at this time.

Can you explain the consentingprocess tom.
Process reviewed by D- Pollard.

What testing hs been done to check the safety of this product
Product safety outlined by Dr. Baddlino.

~ blood typing ❑CCeSS~,

Type and screening eqhincd by Dr. Badeltino.

What sfde effects have been identified
question answered by Dr. BadeUino.

N@ 29,1997 colt Coamion
Mr. Edward I?ranklin
21S-707-4472

queStion
Answer

question
Answer

question
Answer

question

.-.

Are you currentlyenrolUngpatientsintothestudy,
D. PoTlar&No

What are the sideeffectsoftheproduct.
Dr BadeUino,discussedall published side effects.

How long willthe studyrun.
Dr. Badellirao,we were aslcedto enrcdltwenty four patient over z twehw
month Perid

How many other ceuters Willbe fnvolved in this project and who are these
other centers.



Answer D. Pollar& at this time we don’t lum aconfhmd listofsites but I can share
withYou the list of sites that have been invited to participate

que9tfon How long will Youlook for a family member.
Answer D. PoIIarii, consent PTOCISWr~i~ed a se~nd me.

*

question Ha personis enrolledintothe studyand somethinghappensto themwillthe
CompanypaIYfor any damag=~

Answer D. Poilar& If the patient sustains any iqjtuy as a result of their participation
in the study, only physician fees and medical expenses in excess of medical
and Hospital coverage or other third party coverage will be paid at no coat to
the Patient.

June 5,1997 Nursing Leadership Temple University Hospital.

Ms. Judith Kennedy
215-707-3862

question
4Wwer

None dud
None answcrd

.

June 10,1997 Templc University Health Science Center Community
Planning Community.

A progress report was given h this group. mere has been uo *nge in oar previous
consent.ingprocess. At this time wc are hoprngto otart enrollment $ept 1,1997. MI of our
LRBrequirements haven’t been fhllilled M of yet. Our comnmuity consultation process
has been uneventful. Our study hodiue remains in eMectfor public qu~tion.s.

June 28,1997 Concerned BlackLeaders of Lower Tioga/Hunting Park

question Will this bIood product be given to Jehovah Witness.
Answer D. PolIar& No. During this study we will strive to respect the rights of

others. We fi not infuse this product knowJhgly to a Jehovah
Witness or anyone who we feel may not agreewith our deeission to
enroll them inta the study.

question when can the pntient refuse treatment.



,

.?-% Answer

question
Answer

question
Answer

quest$on
Answer

June 27,1997

No attendance.

D. Pollard, Thepatientor the patient’s famii can request that tha
patient be taken outofthestudy at any time during the twen~ eight
day perio&

Why was Temple chosen for this project.
Dr Badellino, Temple was chosen beeause of the types of trauma
patients thnt wes-

Are dl the sites in minon~ areas.
Dr. Badellino.No.For exampIeLowerBucksHospitalwillbe
participatinginthmtrial.It isnot locatedm a minority area.

Who wiU monitor the consentporcess.
D. J?oIIard,The consenting proc=s is part of our consent form lt wiIl
be documented daily in the patient chart i.fwe were or were not
successful in obtaining patient consent Since obtaining consent is an
important issue compliancew511be monitored by the sponsor during
monitoring visits.

Open Forum
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Temple Hospital Trauma Center to Test NewDrug

Bloodproduct may save lives

Temple University Hospital is among 35 major kauma centers that are evaluating a new
treatment for critically injured patients with severe blood loss. The treatment fnvolves
adm.inistaing an experimti blood product to such patients, who face a major risk of dying
despite the best medical care. Baxter HeaItharG lm, has developed the producg Diaspirin
Cross-linked Hanoglobin (IXL.Hbtm), which is being tested dwing the emergency treatment
of trauma patients in shock The M, which is authorized by the U.S. Food and Drug
Adminkrat& requires public not.kx because it will occur under emergency conditions that
may require an exception from informed consent- lhis notice attempts to address questions
about the trial.

Q. Why is this trial being performed?

A. Seriously injured patients hquently arrive at the hospital in shock with significant
blood loss. Despite tie best care medicine has to offer, as many as 40 percent of the most

~~. critically injured patients will die from their tijuries. Studies suggest that IX’I%btxn may

improve the charm of survival folIowing severe blood 10S The product has the greatest
chance of improving survival and reducing complications when it is given immediately after
the begi.rmi.ng of catastrophic shock and bleeding.

Q- What is DCLHbtm?

A. DCLHbfm is a purified hemoglobin (the part of blood tit carries oxygen) preparation
made from human Mood that has become outd.a[ed on blood bank shelves and is no longer
usabIe to rrans~ions. It is filtered and heated to reduce the risk of blood-borne infections
inckl.ing AIDS. DCLHbTM may restore blood premur~ increase blood flow to vital organs
and carry oxygen to cells and tissues. Because blood typing is not required and the product
can be stored in the Emergency DepatmenL DCLHbTM can be given immediately after a
patient’s an-ival, saving cridcal momenu in s~bilizing a trauma patient.

Q- Does DCLHbTM replace the need for blood trawfusiou?

A. DCL14bTM is administered in addition to transfusions tit my be need to treat the
injured patient. (Since the product is made from human blood it would not be suitable in
treating patkts, whose religious beLiefs forbid blood transfusions.) Patiats will still ge[ all
standard therapies in this study, incIuding bloo~ fluids and surgery, Ahhough DCLHbTM
may reduce the number of blood transfusions required to treat the injur~ vohnteer bIood
dmations are will vital.



#n.
Q- What is an exception from informed consent and why is it necessary?

A. Because trauma patients are often so severely injuret by many not be able to give
their consent to participatein tie drug trial- SLi.lLthey are in critical need of immediate
treatment. The U.S. Food and drug Administration has granted an exception from informed
consa in such cases They have carefi.dlyevahated DcLHMM and determined that the
potemtial benefits greafly ouweigh the risks of participating in the trial. * a re5uI~ patients
my be enrolled in this study and receive DCLHbTM when infommd ansent is not posslible.

We will make every attempt to obtain eortsent tiom patients, their legal reprexntativeq or
family before DCLHbTM is givm and all patients and theb family members will be
completely informed of their participation as soon as posslh~e. At aII times, the patient or
represatacives may decline further participation in tie study. There are no known risks to

patients who decide not to condnue in the study.

Q. What are the risks and side effects of DCLEIbTM?

A. DCL.HbTM has been extensively studied in randomized !ria.ls involving more than
700 patients ovti a four-year period to cvahate its effects. Of the approximately 350 who
recefved the drug, a few temporary side effects were noted These included changes in some
lab test results, a temporary and harmkss yelIowing of the skin (rela[ed to liver damage),
temporary reddening of the urine due to the red color of DCLHbT~ nausea, and baclq

_-—.. abdominal and muscle pain. Blood pressure may be elevated following adminis tratiorq
however, & may be beneficial to patients in shoclq whose blood pressure is dangerously
low. Independent experts will moni~r patient safety throughout the trial. Temple HospitaI is
participating in this drug trial because the benefits to severely injured h-auma patients may
greatly exceed known side effecr.s of tie lmatment.

Q. Who will be eIigible to participate?

A. Approximately 30 patients with low blood pressure and in shock from blood Ioss
following traumatic injury wdl be enrolled at TempIe University Hospital over the next 18
months. Approximately W of these patientswilI receive the blood product along with other
treatment. This product will be given only to patients who have such major blood loss that
standard therapy may not be enough LOsave their liws. A total of 850 patients will be
enrolled nationwide at 35 trauma centem. TM.s M is being ~formed under the .tidelines
and approval of the Institional Review Board of The University of TexaaSouthwestern
Medical Center at IMllas and the U.S. Food and Drug Administration. No additiomd charges
will be incurred by patients as a result of pardcipacion.

We at TernpIe Universi~ Hospital are excited about the potential that products such as
I) UHbTM may have to not only save lives, but also to extend the useful life of a very scare
resource - human blood supplies. This product is an example of how research can expand the
safety ncg and it is another example of why blood donations arc critical to help save lives.

.-=



#=. For more informationfeelfreeto contact:

Dons.Id PoIlard RNJ3S
Director of Clinical Research
Pulmonary and Critical Care Medicine

215-707-1359
215-707-4545/Beeper 2277
Fax 215-707-6867

g-%,
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HEADLINE: BLOODVESSEL; /
LVH PATENT GLAD TO HELP NATIONALSTUDYON ALTERED
HEMOGLOBIN

BYLINE: ANNWLAZEISIC The MorningCall

BODY:
CluistopherWiley laybroken,burnedand unconsciousin LehighValleyHos~ital’s

traumacenterwhendoctorspumpeda mysteriousliquidintohis veins,

The liquidcouldhavebeen an experimentalbloodsubstitutemade fromhemoglobinor
a saltwaterplacebo. Wiley andhisfamilydid not know,

But with that June 19transfusion,the 19-year-oldChesterCoun&man became an
n unwittingpiom.erina centuries-oldsearchforartificialblood-a seardithatresearchers

hopewillsaveiiws andreducethedrainoncommunitybloodbanks.

Wiley is one of 10traumapatientsand 38 electivesurgerypatientsat the Salisbury—. ..- . -.
Townshiph;spi~ participatingin nationwidestudiesof Hem@ist,,ab@@ substitute
tiB_uErJeNti~e of Deetileld,Ill.

Acrossthe country,more than 850 traumapatientsand severalhundredsurgerypatients
will test the effectivenessof thedarkredoxygen-canyingliquid,accordingto Baxter
spokeswomanMaryThotnas.

Unlikethe electivehipandkneesurgerypatieats,however,Wileydidnotconsentto the
treatment.Comatoseafter his motorcyclecrashedandcaughtfn, Wiley could not
consent.As&tumdout, Wileydidnot get the fakeblood,only the pla@M. Buthis
motherdidnotknowthatatthetime...

“Iwastotallyoutof it fora mon~” hesaidTuesdaywhiledoingskin-stretchinghand
exercisesat GoodShepherdRehabilitationHospitalin Allentown.“My mother just told
me almutthe tilciai blooda coupleof weeksago.”

BarbaraWiley saidshe signedpapersallowingher son to continw in the studyafterhis
transfimion,withoutreallycompmbnding whatshe W= doing. “At b tin=. I jut

-. rememberbums,head injury,criticalcondition,”she said.



But both Wileyandhis motherare gladthey wereincluded,especiallyif the research
C&O helpothers.

“It’samazingwhatit does,”Wiley said of the blood substitute. “There are no germs in
it. It’s totalJy clean,”

MIS.Wiley said the accident was so horrible, she was glad “something good” could
come of it.

“A lot of patientsdon’tmake it,” she said. “lU@dng that can help WNCtit=, SaVC
anything, I’mall for i~’f

Medicalreseareberasay HenAssist’s mainpurposeis to speed oxygen to vital organs,a
job it appearsto do well. Realblood lasts longerin thebodybut alsotakes longer to type

andmatch.

BecauseHemAssistis strippedof thecell coatingthatcausesallergicreactions,it can
be used in anypatient,withoutmatching.Heatedand putiled, HemAssistalso has a
longershelflifethanwholeblood:oneyear as opposedto 45 days.

Theproduct’ssideeffectsincludeelevatedbloodpressure-- a good thingfor people
whoha%elost a lot of bloodand need to increasetheir pressure-inflammationof the
pancreas, pink urineandyellowskin.

A umporary treatment, HenAssist lives for a few daysbeforeceasingto be effective.It
doesnotclotMe real blood

LVHwas the fxst medicalcenterin the countryapprovedto participatein the studies.
Last month,the largetertiarycarehospitalwas recognizedfor enrollingmorepatients
than othermedicalcentersinvolved

Dr. Mark Cipolle,LVH’Sassociatetraumachief anda principalinvestigator,said he is
pleasedwiththe progressat LVHbut doesnot expect preliminary results from all the

centers until sometime next year.

AmongLVHparticipants,fewerpatientshavedied than wereexpcmed,he said Yet,
doetomdo not know if HenAssist contributed.

“~d’s the whole reason fordoing the study,”Cipollcsaid

“I’ve had nurses askif they can give (trauma) patients more (HemAssist) because it

seems to work so well in ti short m,” M dd~. “we ~ @~s~d ~ he Ul~SWt

%es it savelives andreducecomplications?’”



-—
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LVH is conductingtwo separatestudies:onewith traumapatients, the other with
electivesurgery patients. LVHenrolledits fmt electivesurgerypatientlast November
and its first traumapatientin February,according@WendyRobb, a registered nurse

coordinator. Wiley was numbereiglt shesaid

Tbe electivesurgerystudyis “double-blinded,nwhichmeant neitherthe patientnor the
surgwmknowsif the patientreeeivesHerrAssistor real blood The electivesurgerystudy
does not use a salinesolution.

To ktxp the semt andpreventbiasedimpressionsaboutresults,the nursingstaff
maskedthe plasticbloodbags and tinary cathetersusedon participatingpatients.
Althoughboth productsare similarin color,HemAssisthas a thinnerconsistency.

Doccorsmay infheup to thnwpints,or 750 cubiccentimeters,of the substitute.They
plan to enroil at kast SOpatients before the study is over.

l’tte traumastudyis only blindedto patientsand their familiesduringthe 28-daystudy
period.Patientsreeeiveup to fourpints of HemAssistor salinesolutionalongwith
standardemergencytreatments,includingreal blood transfusions.LW4expeetsto enroll
2S=30traumapatientsin that study.

Theuauma studymarks the fnt time undergovernmentguidelinesthat doctorswere
permittedto administerunapprovedmedicineto someone who is near death and unable to
consent to treatment.In November1996,the U.S.FoodandDrugAdministrationcleared
theway,allowingemergencyroomphysiciansto use “promisingexperimentaldrugs and
-cal devicxs”in patientswithlife-threateningUlnemesand injuries.

Endorsedby a broadrangeof scientific,medical,ethical andpatientorganizations,the
policyisbasedonthetheotythatpatientsprobablywouldconsent if they could.

Not everyoneaps. Criticsfear patientswill be targetsof experiment-happyscientists.

But dwtors and federalhealthofficialssaida numberof lifesaving procedures,suchas
cardiopulmonaryresuscitationandelectricaldefibrillation,were&veloped through
involuntarytesting.Restrictingsuchtests slowsthe devebpmerstof therapiesthat could
help victimsof heart snacks, strokesandother traumas,they said.

At LVH,doctorsandnursesadministerthe HemAssistor salinesolutionwithina
mum patient’sfirst hourio the emergencyroom If the patientis conscious,permission
is requested.More often, the patientis unconsciousor neardeath.

.-..
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Familymembersare calledandaskedto grantpermissionbeforethe transfusion,if time
permits,or to continue with the study aher the transfusion,If theyrefuse,no fimherblood
testsare conduczd in conjunctionwiththe study.If they agree,the stafftakesbloodteata
everyfewhoursthe fnt day, theneverycouple&ys and findy. Onm● a fof ~ 1~
threeweeks.

Robbsaid the staff generallydoesnot tellpatientsor familyrnmnbm whichsubstance,
HemAssistor the placebo, the patient received untilafter the 28 daysto preventbias.
Manypatieatsandrelativesdo not mn askwhichproductthey had, she said.

Mrs.Wileythoughtshe hadto wait till the endof the nationwidestudyto find out if her
son receivedHemAssist.Whentold Thursdaythathe got the placebo,she said, “Iwas
almostdisappointed.”

Wiley, a lanky teen who walks with crutches and looks forward to returning to work at
a waterfalterassemblyplantin Exton,saidhe was a bit shockedwhenfmt told of the
experimen~

“Ithought,artificialblood,whoa,”he said,wide-eyed.“I wouldhaveratherhadthe
choice~p front. But to me,it doesn’tmatter.I probablywouldhaveagreed.”

Bloodsubstitutes:Who makesthem;usingthem;ethicaIquestions.

http~iwww.mcall.com

GIUIWIC: PHOTOby TOMVOLIC,TheMorningCallCAPTION;ChristopherWiley
(left), injuredin a motorcycleaccident,is partof a blood substitute study.

L4)AD-DATE:October8,1997
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Christopher Wiley (left), injured in a mo~orcycle accident is pafl of a blood substiqe study.

13SSEL
LVH patient glad to help national

study on akered hemoglobin.

EY ANN WLPZELEK
Of The Mornin~ Cail

Christopher Wiley.lay broken. burned and un-
conscious h Lehigh Valley Hospital’s trauma c?mer
~hen doctors pumped a mysteaow Liquid tito &
Vei.u.

The liquic!could have been an e.xperknental
blood Subs(iCutemade tim hemoglobin or a salt %a.
ter placebo. Wiley and u t3.mUydid not bow,

But with that June 1Smamnhsiom the l%year.
old Chester County man became an uwitring pio-
aeer in a Cemwles.old search for aKi5cikl blood — Q
search r.hat researchers hoBe will save lives and re.
duce the drain on coromdty blood banks.

Wiley is one of 10 trauma pacieuts and 24 ekcrive
surgery patients at the Salkb~ Towmhip hospkd
PariiciPatiJ3,tSin nationwide studies of HemAssisc, a
b[ood wbstltute made by Baxter Heelthcxe of De~r.
Qeld. Ill.

Across the count~, more than w trauma pa-

:ien’x and several hundred sunep patients will test
the eifecziveness of he dark red OX!%+LFCLTti~W“
“uia.according to Baxter spokeswoman Maq_ Thomas.

Unlike tie elep:ve hLpand knee surgeq pa-
:iems, however, Wdey did aoc consent to ‘&e:reac.
mem. Comatose x’terw mocorcyc!e crashed and
mught tie, Wile:; couJa not cement .+s h wined
out. Wiley did not g?t ‘he fake blood, only the place-
bo. But his mother did not know that at the ‘tie,

“.[was totuy aut of h for a monti,”. he said
Tuesday while doing ;kh-;tre~ckd.ng hyvi exercises
ac Good Shepherd Rehabilitation Hosplta.1in .Allen-
COwn.‘MYmother ~ust told me abou~ the anificial
Ncod a caup[e of weeks ago.’.

aaroara ~Vileysaid she siged pape!% aUoWW!
her son :0 continue b the Study a-ter his transfusion,
‘.virhoucreally comprehending ‘.vhat she was doin%.
“~c tie tie, [ just iememb~r bums. head injuc/.
critical condition.’. she said.

But botk Wile? and his mother axe gf.ad~@y
‘.vercincluded. especially K-Lheresearch can hel13OIh-
~~s.

“k’s amazing wha~ lt does.’ wile~ sad of Cte

Please See 8LOOD Page 64 F
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➤ Contirvued fmrnParJeB1

L@nl substihtle ‘Ttwc are no
germs lo IL It-a totally clean.-

: Mrx W{loy Sahl Ike !w’flrfwll
wassohrwrkble. sho was ~ad
“somttldnt *MY’ rmtld cume of Ii.

‘“A tol uf p811cntS (hm’1 nmlre
ll;- she sM. ““Anythlna Ihal can
IIc)p saw lime. astir! allyllllltg. 1%1
*II far 11.-

Merl[cnl rcscamhcrs say IIcMA$.
sill-a main purpuse la 10 suvud uxy.
~m ht wIM orgw~ n bhhhPIrews
Iuda wM. I{*al bbd Iatts hxIcer
In UIC WY IsW alsu Imkts Ionuerto
ly~>Od mskh.

; &xnu*c llrm/\sslst 1sslrkpped
0{ the cell cual}og fhal eausrst xllcr.
Utc reactlnns. II cars he USEIIkr ally
patient, wltt’mrm nraschlslg. I kau?d
rmrl pur)lkd, I IrwrA,aslst NCO hxs a
hrhgershcl( We Ihm! whole blrssnk
onc year as ol)posvdIUM rfqs.

;llm product’s slda efhxrs III.
c[udr ●levaled bled pressure - a
g+rf [hlng for p&@c who hove
kJl[ E \Ut Of bloml bnd llCCdh) h
Crenee Ihelr pressure - htf)MISSiS.
llqrv o{ the naocrcus. fllnk urine
mid YCIIUWskin.
, :A mmpurary trvatmcrrl. llvriu\s.
sks,f,)Ivw fur B revIJOYShfvrrr teas.
111110bc ekcllw h ckrcscm CIO1
W real blud.

‘LVII was Ihc first inetllcal ten.
letdw the crrunh’y mr)ifured to par.

NY%!!:%;;%&%!2
~OgrIkcsf for enrolllrm inrrre pa.
l@+ (hAn other umwtlonlCctilCrS
thwd’rcd.

Dr. Nlnrk k3@lr. LVII”S &ssuc[.
am trauma chfcf ami .sfwlnclpal h),
vc!llgator. salrf hc k o!cascd wllh
Iht prucresa ●1 I. VII hutdnesnrw
cxIa@ l]rvllutlnary rcstllls (row all
the cmmers unlll srxsmlicne nest
year.

AUIOIIC LVII ImtLlcIuanM. fewrw
prrllcnts have dlm$ than were CZ.
Iuselcd. Iw sahl, Yti, drxsors do nut
know If I hwiAsslsl rw!lrlhulml.

‘“That-s !ho whole re,nsonfnr
dutng (he sludy.”” Cipnlk said.

/
‘“I’ve had nurses ask if lhcy an

KIv& (Iraumnl rratknls more II t.
MASSM I b~ause II sctm$ lo wurk
W d] in Ihe short nin.”” hr. nddrd.
“-We are lll(treslL4 Ii} lhe ulllcsrase.
IIccs II snve Ilves and reduce tom.
~d@rtlwus?’-

4.VI1 ta cnndvscllng Iwn stivarrrle
sludlcs: unc Wh lrauma pmlcnls.
lhi uther wlih ●krlve surgery IJO.
llmrs. LVII emullerl Ila ftrsl else.
Ilvt suwry pallcnl last Nwedscr
sud 11sIlrst Irmrma paIlCIII In Fe&
ruary. rsccnrdlng Irr N’rmdy Ilnbb. s
r.cgl.llered rrursc courrtlnnlor, \Wlcy
WM number elaht. stle said.

. :Thc eltxtl~e surgery study 19
“d ublcbllnded; whkti nseorvs

t’m thcf the prntknt nor Ihc surgrwn
knmrsIf lho IMtkIIt nwelm”$ lle-
rnAss\m or real blrmd, The ekcllvc
“krnery $1udy IJtws nut use n srrllne
eo~ullon

.~o keep Iha secret and prwewl
M+cd Impremlws atrd mulr.s.
the nurski[ slaff masked Ike I)ks-
I Icblourf lssK* and rsrlnis~ ealh~
lcra usedon partlclpnlbr~ pallent$.
Al(trough both prvducls are simlhx
h cbkr. llemA56kl hJ# n Ihhvwer
fylalency.
. .

Doctcrn may Irth.rso UP 10 I
Ihrve pints, w ?W cubic cmiliulrs
Iers, of Ilra $ubstilule, Ttscy plan W
enroll al )catt * pmlenks bcrtm
Ihc !ursvlyIS WVW,

“Ilte mrumn SIIIIJY h ocdy bkhwl.
ed lrr patlenls and Iheir fxrwlll~
durinu Lhr Y&tay sludy porhnl. iia.
Ilcn Is rwrkve up 10 {our @I)ls ur
I Iom Ass(sl wr salhw Wlul lIVI NOnR
svl(h marwfsrd rmcrrrrmcy IrtS1.
Uwll[s, hlclursing rvnl lshxnl If:uls.
(Uslou% L\’11 rxrretls 10 rlwrm 2s w
uaums I\ai hits h! that aturly.

~lt Irnuwla study mm kn Ihe
nl~lIhwe ulhlrr MxwJItIwr.nt s@r-
IIIICS IWI doctors wrre percuitled
10mlndnlmrr unapprowsl mcdlckw
IO WrVmonewlw 1<oear de.Wt and
unable 10mrwmd IWtrwalnieul, hr
Novctiibvr IY!ti. Ihe IJ,S. Fw~ mid
IJrux AhridskMnr) clcnrml ihe
w~y, allowing rcrwrgency ~nt
Ilhyslclasu k~ us? ““pwnnb+l ●r.
pcrbo.nlal drugs cnd ismrkral IIs.
VkCs- h Whi$ With Ilfw I)WXN.
snlng Iltnesses aml Injuries.

~ndureed by 4 hnrl ranxc d
sdrnlillc. metllcak. elhlcal aml pm
llenl orgwrlsall~s. Ihe policy Is
based on Uschmrry lh.w pat iw IS
pmbnldy would CUnSCIII1( they
Corlht.

NISI ererycw amces, Crlllfi
(efir frallwtls will IW Iaravtx of rx.
vvrhlirnl.hal!py sciwtlsts,

But doctors Dnd h+ersl
health of%tsls said a number (jr
It[e.savrng proccahlrcs, SUCh~f car.
rflupulmumry resrrsrllalluil and
clrth+cal irdlbrlitmklit. wcfe devtil.
oswd lhpxrch hwrrhmary IOSIIIIK.
!\ O$tCi<lllIKSllCh tCS1.fSh)WSlhC d,:.
Vcluplrrcnl or Uleraplc$ !],01 C“,, (,I
help vklhos Uf Ijectl ailacks,
smdres and rwhtr lruumas, Ihcy
Salll.

,11 I.VII. drrctum iwwl l~ur6cs xrj.
mlfflsler (lie I[t.rm,tsslq or saliile
Wlulhni Wllhin G lrmiwr pailm)t’c
Ilr!l hour in the rmcrkctw.y rwm,
1( ltle pall.al !s timsclous, pcnuh.
slon (s t qlwslsl!. hSurt~lJII,N. the
IIa[kn( Is unswwchrus or jicar
Ucalh.

}“nmlly ,nwnlrvcs nlr chllw.1and
ashcrl to S7aIIl ]tirmlwr ion bdlJm
the mrraMun. wIIIUCpcrmlts. or
10 fontinup WIIII Ihc sIudy after
II:C Ir.arw(ualmi. If Iticy tcrttsc. ,10
furthrv LrlurmlIesis a{e cww!uewd
hl ctnljurrcllwf w,lth IIw SIUdy. If
they agree. Ihe SIX[ ~ak~s Mxl
lws every few hours !Iw Ikst dny.
men every cuwpie daj,s ard fihally.
cncc a week (or W I*SI llwee
w~ks.

!lohb sahf [kc sIafl Kclirralt y
dws not Iell paliwws ur family
members wrskh snbslauce, JlemAf.
SIS1ur the frl.astilm, the mwlrnl m
rclvMt unIIl nflcr Ihc 2S days to
prc$enl bias. Nany paIlvms OJI,[
rrlallves SJUnul even nsk which
prsnlucl Ih@yhad. she icahl.

Afrs. Wilty lhnuKhl the had 10
US(I WI (he rrrrl W(III* nal hwiwhlc
StUdY (6 fiSWlOUI if her Nlli W-
~vcd llemAeaN. \$”ht7: hdd
l%ursdsy Shal hc KoSIky Ptcavrbw
Strc SSM. “t wrr.enlmusl dunppuitll.
ed.””

Wiley, ● IS15- ~WIt WIIU wa~k~
rvllh cnrlrlwe and Iw... ‘--word II)
rclumlwK uswurk a! a wale$ }.... .
nssmrlMy plmit In Mtrw. said he
was ● bllshsrekedwhen firm Iolri of
the csprtlnrertl.

‘J Ihoufil. arlllklat W@
whoa.” he Ark. *IOC eycst. ‘“l
woukf hmw rather had the rhnlm
up front. ttut 10 me. h I%*SII”l Inai+
tar. I prdmbly would km-e AWcrd ““

Illmd srrfrsrrtut-: ~~hv mnkes
thaw: using them: efhlral qur$.
tftrrss.hrM/=’ WW.mI-.W mm
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AlleghenyGeneral Hospitalhas been chosenas one of the nfitidn’sseleot
trauma centers studyingtreatmentwithanew bloodsubstitutethat maybenefft
severely injured patients experiencing blood loss and shook

The solution ——Diaspkin Cross-1inked Hemoglobin (DCLHb) — is an oxygen-
canyingagent administered to patients intravenously.It is being studM for’6
potential to tempo~ly replace lostblood,restoreblood pressure and increase
oxygen delivery to tissues. DCIHb ha$ been tested in clifiicaitrials acrossthe
coun~, and ‘itssafety is W1-docum=Wd. k has been shown to increase blood
pressureand decrease the na for bloodtransfusions.~cal side effbcts
seen in other studies includetemporaryincreasein blood pressure,yellowingof
the skinand reddeningof the urin~

A small number of patientsage 18 and olderwho haveexpwkmced severe
blood loss and shock will be selected to reoeive DCLHb at AlleghenyGeneral
accordingto stict study crita-a In additionto the Investigationalblood sohJ-
tion, patients will receiveall standardtreatmmts as needed, Includingblood,
fluids and surgery.

The study is made possibleby new guidelinesfrom the Food and Drug Adminis-
tration that ZJIOWfor certain emergency reseamh to be conducted without in-
formed consent. l?wse regulationsallow physlckms,under rigorous control, to
administer new, potential life-saving treatments to patientswho me unableto
signa consentor do not have a fwnlly member who can signfor them.

The development of these regulationstill aid in the advancementof vital erner
genoy researoh with careful attentionto the P~t@iOn Of the rightsand welf~e
of patients enrolledin the study,

Ifyou havequestions, oomments or would
like to receive more information on this study,
please oall (412) 359-3360.

320 East Ndh Avenue
P~ PA 15212-4772





.n CBS Evening News
Date: 12/16/96??

Scene: Newsroom
Dan Rather: “For years medical researchers have tried to develop a tempora~ blood substitute
that can be used in emergencies until there’s time for a transfusion of real blood. Now federal
health officials have given the go ahead for tests of one life-saving fluid at 20 hospitals
nationwide. Frank Currier has the story in Chicago.”

Scene: Accident and Hospital
Frank Currier: “They call it the golden hour. Those first critical minutes after a trauma event for
patient shock and suffering major blood loss, life or death often hinges on how fast blood is
replaced.”

Scene: Sloan
Dr. Edward Slozq University of Illinois: “In the face of a severe injury where someone k+bleeding
to deat~ there are organs that don’t receive enough oxygen. When that happens, those organs
begin to ftil, if they fail to a significant degree the patient dies.”

Scene: Hospital and Baxter DCLHb bag
Frank Currier: “Next month with the approval of the FDA emergency room doctors nationwide
will begin testing a man-made blood substitute called HemAssist hoping to increase patient&-.q
survival.

Chronic blood shortages and the need to suitably match a patient’s blood type often leads to
delayed transfusions, says HemAssist can be used on critically injured patients of any blood type.
Doctors are hoping they can buy some extra time.

Scene: Rendering of human bo~, highlight to the heart
HemAssist is made from human hemoglob~ the iron rich protein in blood that delivers o~gen to
organs throughout the body. Cheinically enhanced, the substitute can be stored longer than whole
blood and it could be widely used doctors say, in treating stroke and heart attack patients.”

Scene: Sloan
Dr. Edward Sloan: “The important thing to note is that not only does it raise blood pressure, but
it may improve the bodies ability to shuttle oxygen to those areas that are in greatest need.”

Scene: Baxter sign in flont of office
Frank Currier: “Baxter International, the manufacturer of the synthetic blood, believes that it
could reduce disease transmission.”

Scene: Schrnitz
Dr. Tom Schrnitz, Baxter International: “Because it is more robust and sturdier against chemical
treatments and heat treatments we are able to also firther eliminate the risk of any kind of viral
contamination of this product.



~ Scene: Operating Room_-
Frank Currier: “But the substitutes are not a treatment for chronic conditions like anemia. They
don’t clot or fight itiection and in no way area replacement for real blood. Dr. David Provost
will take part in the upcoming trial.”

Scene: Provost
Dr. David Provost, Parkland Memorial Hospital: “Because it does not last as long as a blood cell
and it is not blood, it will not be able to replace it, in the majority of patients.”

Scene: Patient on gurney
Frank Currier: “The HemAssist experiments mark one of the first times a medical product will be
tested on people without their itiormed consent, which may stir up controversy.

A waiver granted by the FDA for patients too gravely injured to give approval paves the way,
doctors hope, for a product aimed at saving lives and revolutionizhg emergency medicine.”

--— *





&- Newscast, July 10, 1997
Channel 4, WTAE TV
Pittsburgh, PA
5:30 p.m. newscast

Introduction: A news anchor introduced the product “Well you’ve heard it before, a serious
shortage at the blood banlq only it seems to be getting worse, that’s the bad news. The good
news, a new blood substitute could one day ease the strain. Medical Editor Marilyn Brooks
reports.”

Scene switches to people giving blood at the Downtown Central Blood Bank

Marilyn Brooks: “At first glance things seem normal. People are giving, but a closer look reveals
it’s not enough.”

Janis Nlckleac~ Blood Bank: “We’ve been below normal operating level since Memorial Day
Holiday and we’ve not been able to rebound.”

Marilyn Brooks: “It takes 700 units to supply hospitals. The numbers fall far below. Blood is at a
premium in Pittsburgh and the nation.”

Janis Nickleach: “Older generations are becoming increasingly unable to donate and the youngern
generations aren’t picking up the slack.”

Marilyn Brooks: “That could eventually hurt patients like 42 year old Gregg Hnat, a head on
collision May 28, ripped open his liver ‘andm& aorta. Surgery and 44 unl;s of blood

Scene switches to the bedside of Gregg Hnat

Gregg Hnat, Trauma Patient: “Means a lot, very much, I can’t wait to give some.”

Marilyn Brooks: “It literally saved your life.”

Gregg Hnat: “It really did. I’m very lucky to be here.”

saved him.”

Marilyn Brooks: “He wouldn’t be here without blood and that makes the constant shortage a
major concern. But help may be just around the corner within the next month or two. Doctors
and Trauma Units across the nation are going to be testing a new blood substitute on trauma
patients with severe blood loss. It’s called Diaspirin Crosslinked Hemoglobin and it has one job,
that is, to save the lives of people who could otherwise die from massive blood loss.”

Scene switches to a microscopic photo of blood

.- Marilyn continues: “Diaspirin is actually purified hemoglobin, the protein in red blood cells that
carry oxygen. Its less volume and research shows that it might actually be better for trauma



-
m. patients rather than the large volumes of whole blood they traditionally received.”

Scene switches to interview

Dr. Fred Hachelroad, Jr., Allegheny General Hospital: “This product allows us to give a small
volume of a ‘medication’ really, that carries oxygen equivalent to a large volume of blood.”

Dr. Donald Yealy, University of Pittsburgh Medical Center: “I don’t think it will be a monumental
change in trauma care, but I think it’ll be the first step in helping to correct a problem that right
now we only have one intervention, and that’s the precious product of blood.”

Scene switches to a newsroom

Marilyn Brooks: “Nearly 150,000 people die every year from trauma injuries -- how many more
suffer from prolonged illness. This advancement could make a difference under the new FDA
consent requirements, however, Doctors can only use the blood substitute with community
consent and they’re working on that. Meanwhile, the blood bank needs what we all can give and
a lot of patients will be very, very, gratefil if we can give it.”
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_&. . :, ,’. ; ~West Philadelpkh. ‘ F.i . ., Skicf, a long time West Philadt Iphk H@ School ,,

~ewher~d union rep, had become 1IIe %et of a ever-
: more yicious and disrespectful schm IIadminismtion M

West. Fortunately, .,.,.
‘ohn’s prnyers paid off and ti

., ..: ..,.::.-.... ‘, ’;.!.,.’?.-....,.,:,:’:... .. . ...=;,.,.,1.,,;,.~ ,. & ,,!::.’;~.:-’::. “. “’“..”-
schoo! bo~~d .wted him a charrel to get Hrzmmbee

..;;,::;. ,., ~.”.,&’ ,..-,,,,:,’:..,.=-...%-!. _: .,.- .: ..:. .! -~ ,.:.~...,,,,,,,::.; .,..,.,. ... .:!;.;..:. hsriture off and mtig this F~.f., . . . ., %uarnbee Instimte tmd the (her three ch~r , ,
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I .,’”, r ,
,., . . . . .... . . .. . ,.,

:”~for inner city jt@~ts, ‘Harambeeiuid the others will be‘:.>.“.L, ,_ ..../,..&&.:.r,::.+.:,.,z,,.’~. ......_.%,%. i!‘. ,$”,,,:..:.: :: hi’+:,,.:...! ,,. ,,.- .:,--!-- ,,.?.;,...:~.::,~,~:!.:,.------- y ,,.+..g-?~<%.,,m-,c,:,:.!7!:;:}..s.,,
1
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. ..’. ..,+ ..’
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!:.,.$:....L...... ..... . .... ...... ,,. ‘“:.,”.” ‘Bad Blood?
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The term“bad blcxxi”takes on a whole new mean- ~.~.}”;~~’”-“’ -, . .

,, ...
. ..”. ... :,.. .:~-... ’- .: .:;.’ ... .- ,,, ...: ;;;,., ., ,’, ,-”.,.,,“:.,...””.,:.. ..:, .. .. Iinuin light of the revelation from a good source that ‘

,,.
.. ...’.. !,. Te=mp]e~d E~stein Hospitals at One @lt ~ ~e~ .‘ :,.,,,. . . ..’. . .

.. gave patients artgiclai blmm m th.; emergency rooms. 1’
Mare on ‘dis rroubkz$omeissue in future columns. I—*
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