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Our Story Begins…

Sleepless in Seattle



Even More Sleepless in Houston !



Now in Dallas Now in Dallas 
and Part of the and Part of the 
NIH  ROC  ...NIH  ROC  ...



The U.S. National Institutes of Health
Resuscitation Outcomes Consortium

National Heart, Lung, and Blood Institute

Canadian Institutes of Health Research

National Institute for Neurological Disorders and Stroke

U.S. Department of Defense

Defence Research and Development Canada

Heart and Stroke Foundation of Canada

American Heart Association



Cognitive RoadmapCognitive Roadmap
At the end of this session, you should understand thatAt the end of this session, you should understand that……
•• Exception to Consent Concept is Exception to Consent Concept is 

Absolutely Absolutely Crucial for AmericansCrucial for Americans
•• Many CurrentlyMany Currently--Accepted Treatment Plans Accepted Treatment Plans 

are Empiric and May Even Be Harmful are Empiric and May Even Be Harmful 
•• Even FDAEven FDA--Approved Interventions Approved Interventions 

Have Not Been Confirmed as LifeHave Not Been Confirmed as Life--SavingSaving
•• Millions of American Families Denied Millions of American Families Denied 

their Right to the Most Advanced Care;their Right to the Most Advanced Care;
•• Hundreds of Thousands Have Needlessly Hundreds of Thousands Have Needlessly 

Lost Their Lives as a Result of InactionLost Their Lives as a Result of Inaction



Cognitive RoadmapCognitive Roadmap
(cont.)(cont.)

•• Community Consultation Concept is Community Consultation Concept is 
SoundSound, But Has Certain Limitations, But Has Certain Limitations

•• Funding Has to be Provided Funding Has to be Provided 
•• The Need to ReThe Need to Re--Focus on Key TargetsFocus on Key Targets
•• The Need to Adopt a New Perspective The Need to Adopt a New Perspective 

as Stewards of the Public Trustas Stewards of the Public Trust



Why Why 
Exception to Informed Exception to Informed 

ConsentConsent
is Crucial to Americans is Crucial to Americans 

and and 
Our Future GenerationsOur Future Generations



Trauma (i.e.. Severe Injury) ….

#1 Killer of Adults < 45 years old



….and, More Importantly ---

--- the #1 Killer of Children !



World Health Organization Stats…

…Trauma Causes 1 of 8 Deaths Worldwide



And for Every Death….

FOUR 
Times as 
Many Have 
Permanent 
Disability



By Year 2020, It Will Exceed Infectious Disease ….

…as the #1 Cause of Loss of Productive Years of Life



…and There’s Also the Risk of Terrorist Events



London Bombings July 2005



Likewise ...Likewise ...



… Due to Ventricular Fibrillation

Sudden Out-of-Hospital Cardiac Arrest



With Current Protocols… < 5% Survive



But ...But ...
The LifeThe Life--saving saving 

Potential is Potential is 
TremendousTremendous



Automated External Defibrillator (AED) Studies 

(e.g., the Chicago Airport Study)



Chicago AirportChicago Airport
1st Year of Study of Public AED Deployment1st Year of Study of Public AED Deployment

Of the 9 VF Cases in the Terminal Of the 9 VF Cases in the Terminal 
Concourses and Ticket Counters...Concourses and Ticket Counters...

•• 100% Were Saved100% Were Saved
•• Most Waking Before EMS ArrivedMost Waking Before EMS Arrived
•• Spared Precious ICU Resources Spared Precious ICU Resources ($$)($$)

•• 6 Rescuers Never Trained on 6 Rescuers Never Trained on AEDsAEDs



Nevertheless ...Nevertheless ...

•• AEDsAEDs Not Usually AvailableNot Usually Available
•• Many Cardiac Arrests Many Cardiac Arrests UnwitnessedUnwitnessed
•• Many Arrests Not Many Arrests Not ““ShockableShockable””
•• LifeLife--Saving Devices Still Saving Devices Still UnvalidatedUnvalidated
•• Even Those Even Those ““FDAFDA--ApprovedApproved””



Impedance Threshold DeviceImpedance Threshold Device



EZ-IO (intraosseous infusion)



The ProblemsThe Problems……
•• Even FDAEven FDA--Approved Interventions Approved Interventions 

Have Not Been Confirmed as LifeHave Not Been Confirmed as Life--SavingSaving

•• Many CurrentlyMany Currently--Accepted Treatment Plans Accepted Treatment Plans 
are Empiric and May Even Be Harmfulare Empiric and May Even Be Harmful

•• Hundreds of Thousands of Americans Have Hundreds of Thousands of Americans Have 
Lost Their Lives as a Result of InactionLost Their Lives as a Result of Inaction



b
Widely-Accepted Standards of Care….

...Such as IV Fluid Resuscitation



No Clear Advantage Demonstrated …

….And Possibly Harmful
in Cases of Uncontrolled Hemorrhage



RESEARCHRESEARCH

= = ““RE RE -- SEARCHSEARCH””



More Impressively ...More Impressively ...



Medical Anti-Shock Trousers (MAST)…

…Required in Two-Thirds of the States





Improved OutcomesImproved Outcomes

••Baseline Survival of 50%Baseline Survival of 50%
••MAST Group Had 69%MAST Group Had 69%
••Control Group Had 78%Control Group Had 78%
Survival Advantages of Being in the Study Survival Advantages of Being in the Study 
Outweighed the Study Outcome Differences!Outweighed the Study Outcome Differences!



Improved OutcomesImproved Outcomes

••Closer Scrutiny of Care GivenCloser Scrutiny of Care Given
••Reinforcement of Standardized   Reinforcement of Standardized   

Performance and ProceduresPerformance and Procedures
••Improved Survival for Both Improved Survival for Both 

Control and Study GroupsControl and Study Groups



Tens of Thousands of Tens of Thousands of 
Lives Saved  from Such Lives Saved  from Such 

Methodical WorkMethodical Work

…A Matter of Public Trust



Actually, Most Members of the Public…

…Not Aware of Day-to-Day Protocols



Concept of Implied Concept of Implied 
ConsentConsent……..

…Meeting Public Expectations



Scientific Protocols More Straightforward

Standardized Approach Known Ahead of Time



Still – Public Awareness is Important….



Community Community 
ConsultatonConsultaton……



Community Community ConsultationConsultation
•• Community Consultation Concept is SoundCommunity Consultation Concept is Sound, , 

But Current Rules Cause LimitationsBut Current Rules Cause Limitations

•• Need to ReNeed to Re--Focus on Certain Key TargetsFocus on Certain Key Targets

•• Need Prospective Relationships with Media, Need Prospective Relationships with Media, 
Politicians, Health Officials Politicians, Health Officials && Physicians Physicians 

•• Also, Inspirational, Empowerment of EMS Also, Inspirational, Empowerment of EMS 
Personnel and Medical CommunityPersonnel and Medical Community



$$$ is an Issue$$$ is an Issue

(so what(so what’’s new !!   ?)s new !!   ?)



Community Community ConsultationConsultation
•• Q # 1 Q # 1 –– IRB IRB InterpretationInterpretation of Current Rules of Current Rules 

May Lead to Unachievable and May Lead to Unachievable and 
Unnecessary Disclosure Unnecessary Disclosure 

•• Q # 6 Q # 6 –– Need to Emphasize that Minorities Need to Emphasize that Minorities 
and Other Underserved Groups  and Other Underserved Groups  
Benefit the Most from this WorkBenefit the Most from this Work

•• Q # 7 Q # 7 –– Should Focus on Mass Media in All Should Focus on Mass Media in All 
Languages and Use TheirLanguages and Use Their InternetInternet

Links and Maintain Updates Links and Maintain Updates 
•• Q # 7 Q # 7 –– Should Focus on Other Public Should Focus on Other Public 

Advocates Such as Elected OfficialsAdvocates Such as Elected Officials



Can Persons Opt out of  DayCan Persons Opt out of  Day--to to ––Day Day 
Trauma Care or Vaccinations and     Trauma Care or Vaccinations and     
Other Public Health Protocols ?Other Public Health Protocols ?

Q # 8Q # 8



Community Community ConsultationConsultation
(Comments Cont.)(Comments Cont.)

•• Q # 18 Q # 18 –– A Community Consultation CommitteeA Community Consultation Committee
be Established Including News Directors / be Established Including News Directors / 

News Managers, Elected and Health Officials, News Managers, Elected and Health Officials, 
Medical Society Representatives, Care Providers Medical Society Representatives, Care Providers 
and Host of Others That Have All Been Briefedand Host of Others That Have All Been Briefed

•• Q # 18 Q # 18 –– Meeting Location Should Be Neutral Meeting Location Should Be Neutral 
and Media Announcements Should Be Done    and Media Announcements Should Be Done    

Through the Medical Community Teamed with Through the Medical Community Teamed with 
Various Stakeholders and Various Stakeholders and ““Persons on the StreetPersons on the Street””



Current Rules Current Rules 
More Than More Than 

Adequate and Can Adequate and Can 
Be SimplifiedBe Simplified

In Summary…



Resuscitation Research  
Should Be Facilitated…



On the Road to the On the Road to the 
22nd Century...22nd Century...



Lauren and Michael

Fall  1996

We’ll Make Life Better for 
Future Generations ….



That’s “Thanks a Million” -- After Indirects





THE  ENDTHE  END


