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Outline 

• What can go wrong, will go wrong 

• Expectations 

• Requirements 

• Responsibilities 

• Benefiting from 

others problems 



www.justculture.org 



EMS is Complicated 
• Community 

– Patients and families 

– Citizens 

– Businesses 

• Health Care 

– Hospitals 

– Doctors offices, nursing 

homes, clinics 

– Public Health Departments 

• Medical Control 

• Insurers 

• Legal system 

– Attorneys 

– Courts 

 

• Regulators and Government 

– Federal 

– State 

– Local 

 



What Can Go Wrong… 

• Basic principle of emergency care 

is to, “do no further harm.” 

• Yet mistakes happen… 

• Consequences can be significant 



How Dangerous Are We? 
Less than 1 death per 100,000 encounters: 

– Nuclear power 

– European railroads 

– Scheduled airline flights 

More than 1 death per 100,000 encounters: 

– Driving 

– Chemical manufacturing 

More than 1 death per 1,000 encounters: 

– Bungee jumping 

– Mountain climbing 

– Health care 

 



Patient Safety 
• IOM Report “To Err Is Human” – 1999 

– 98,000 patients die from medical errors 

annually 

• EMS High Risk Activities? 

– Hand offs 

– Communications 

– Medications 

– Airway 

– Drops 

– Crashes 



EMS Lawsuits 

1 in every 20,000 patient encounters 

results in a lawsuit 

 
-Wolfberg D. Emerg Med Svces. 2005 Jan;34:42-43 

-Garza MA. JEMS. 2000 Feb;25:20-21 



EMS Closed Claims Analysis 
Preliminary data: 275 cases: 

• 40% patient handling 

– half were stretcher drops and tips 

• 31% emergency vehicle movement or 
crashes 

• 11% medical management 

• 8% EMS response or transport 

• 4% lack or failure of equipment 

• 9% other 

 Wang HE, Fairbanks RJ, Shah MN, Yealy DM. Tort Claims from Adverse Events in  

Emergency Medical Services. Prehospital Emergency Care. 2008; 52(3):256-262.  



Buffalo, NY Feb 2014 



Chicago, Feb 2014 



Newark, NJ  Mar 2014 

• Suing many, including mall, ambulance 

service and each EMS responder 

(individually) 

• Alleges excessive response time 

• Failure to plan for response to parking garage 

• Gross negligence involving operation of a 

motor vehicle 

• Wrongful death resulted 

 



Boiling Hot Water 

1. Patient handling (40%) 

– Stretchers, stair chairs, backboards 

2. Driving (31%) 

3. Medical care (15%) 

 



Show me the money 

Largest settlements  Patient Care 

AIRWAY 
1. Missed esophageal intubation 

2. Hypoxic brain injury 

 • Failure to manage airway 

•    Failed ETI* 

•    Prolonged ETI efforts 

        *25% misplaced, 2/3 esophageal 
Source: ESIP, 2011 



EMS Liability 

• MVA (51%) 
– EV Collision 

– EV Movement 

 

• Patient Handling (28%) 
– Drops 35% 

– Tips 30% 

– Movement 20% 

– Falls 15% 

• Medical Mgmt. (9%) 
– Airway 41% 

– Procedural 25% 

– Assessment/Decision 19% 

– Adverse Drug Event 12% 

 

• Response/Transport (5%) 
– Transport Error 52% 

– Response Error 44% 

– Patient Security 4% 

 

• Equipment (4%) 
– Lack of 

– Failure of 

 

ESIP (Emergency Services Insurance Program) data, 2011 



NHTSA Ambulance Crash Data 
Total Crashes 

= 4,745 

Killed 

= 31 

Injured  

= 3,351 

Driver 0 759 

Passenger 8 671 

OMV 21 1,921 

Pedestrian 2 - 

2008 Study - 

Departments with EMD: 

• 25% fewer crashes 

• 39.6% less severe 





Medical Management (9%) 

• Procedural 25% 

– Delayed SCI recognition/treatment 

– Improper fx immobilization 

– Failure to follow protocol 

• Assessment/Decision 19% 

– Failure to transport 

– Improper method of moving patient 

– Failure to treat 

• Adverse Drug Event 12% 

– Wrong route 

– Wrong dose 

– Narcotic given without order 

 



Response/Transport (5%) 
• Transport Errors 52% 

– Failure to transport 

– Transport to wrong or inappropriate facility 

• Response Errors 44% 

– Failure to dispatch 

– Navigational (got lost) 

– Slow/delayed response 

– NPF (No Patient Found) 

• Patient Security 4% 

– Failure to secure (fell, stood, jumped out…) 



Equipment (4%) 

• Lack of equipment 

– Left equipment on scene 

– Failed to bring equipment to patient 

– No oxygen 

– Missing ambulance keys 

• Equipment failure 

– Dead defibrillator batteries 

– Defib malfunction 

– Suction malfunction 



Response Times 

• Are there really standards? 

“Arrive 90% of time before 8:59” 

• Fractal 

• Fitch & Associates use 8:59 – 12:59 as 

typical norm for US systems 

• Rural and wilderness areas may be as long 

as 15/90 to 30/90 

• Most recent evidence suggests NO 

association between times & outcomes 



Domino’s Pizza 
1973: guaranteed delivery in 30 min or pizza was free 

• 1992: $2.8 million settlement to family of Indiana 

woman killed by speeding Domino’s driver 

• 1993: $15 million paid to St. Louis woman injured 

when struck by a Domino’s driver who ran a red 

light 

Guarantee dropped because of, “public perception of 

reckless driving and irresponsibility.” 

 



Response Times 

• Standards are set by the community: 

– Authority having jurisdiction over EMS 

– Patient perspective 

• Role of the Chief: 

1. Measure response times 

2. Strive to match supply to demand 

3. Be aware of unit hour utilization 

4. Know community expectations 

 



Time Troubles 

• Is time important? 

• “Golden Hour” 

conceived by 

Maryland Shock 

Trauma Center 

• No evidence basis 

in repeated studies  

 Newgard CD, et al.  Emergency Medical Services 

Intervals and Survival in Trauma: Assessment of the 

“Golden Hour” in a North American Prospective Cohort.  

Ann Emer Med. 2010; 55(3): 235-260 



Does Time Ever Matter? 

• Are there time critical trauma patients? 

• First rule of hemorrhage control = 

   Find the leak (you cannot control what 

you cannot see) 

• Shock without evident 

bleeding requires 

 “Cold hard steel” 



So, What Stats Do I Need? 

Basic Data Set 
– Dispatches 

– Transports 

– Hour and day distribution 

– Response times by zone/area/neighborhood 

Times 
– Call processing intervals 

– Reflex performance (chute/scramble time) 

– UHU (xpt-disp-adjusted)* 

*used only to determine 24/12 splits (typically at 0.4) 



Ask and You Will Receive 
Sarasota County FL - 1970’s beat out big 

dogs (AT&T, Honeywell…) for customer 

service and quality awards.  Key metrics: 

1. Come quickly 

2. Make my pain go away 

3. Treat me nicely (concerned and caring) 

4. Tell me what you’re doing and why 

5. Look & act like you know what you’re doing 

(professional)  

Taigman M. Sterling Sarasota. JEMS. 1998; Jul - 23(7):44-55. 



What Must You Report? 

• Federal (FDA) 

– Medical device adverse events 

– Adverse drug reactions 

• New York State (DOH) 

– Serious injury, illness or death 



Regulating Medical Devices 

• 1976 – Congress placed under FDA 

• 1990 – Safe Medical Devices Act 

(SMDA) expanded FDA authority 

• 1992 – Medical Device amendments 

established a single reporting 

standard for manufacturers, user 

facilities, and importers 



Requirements 

Medical Device User Facilities 

 Report What? To Whom? When? 

Deaths FDA and 

manufacturer 

Within 10 work days 

Serious Injuries Manufacturer (FDA 

only if manufacturer 

unknown) 

Within 10 work days 

Summary of deaths 

and serious injures 

FDA Annually (if any) 



Medical Device User Facility 

• Multiple categories, including - 

• “Outpatient Treatment Facility” 

– 21 C.F.R. 803.3(u)(1) 

– ambulance providers and rescue 

services, regardless of whether or not 

they are licensed or accredited and 

whether or not they are independent 

or under the control of a larger 

medical entity. 



Requirements 

Medical Device User Facilities (EMS) 

 Report What? To Whom? When? 

Deaths FDA and 

manufacturer 

Within 10 work days 

Serious Injuries Manufacturer (FDA 

only if manufacturer 

unknown) 

Within 10 work days 

Summary of deaths 

and serious injures 

FDA Annually (if any) 



What is a “medical device”? 

• Any object used in patient care that 

is not a drug. (simple definition) 

• Item used for diagnosis, treatment 

or prevention of disease, injury or 

other condition that is not a drug, 

biologic or food. (less simple) 

• Food, Drug & Cosmetic Act: 201(h) 

• Stretchers, bandages, splints, 

gloves… 



What is an Adverse Event? 

• An event where a death or serious 

injury was, or may have been 

caused by a medical device. 

• An event whereby a medical device 

was, or may have contributed to a 

death or serious injury.  

 



Adverse Events 

Includes events resulting from: 

• Device failure 

• Improper / inadequate design 

• Device malfunction  

• Manufacturing defects 

• Labeling problems 

• User error 



What is “Serious Injury”? 

1. Life threatening injury or illness 

2. Results in permanent impairment, 

damage to body function or 

structure 

3. Requires medical or surgical 

intervention to preclude #2 above 



How To Report 

• Mandatory reports: FDA form 3500 

• Annual reports: FDA form 3419 

• Forms at: 
www.fda.gov/MedicalDevices/Safety/Reporta

Problem/FormsandInstructions/default.htm  

• Must be mailed (no on-line version) 
FDA 

Medical Device Reporting 

PO Box 3002 

Rockville MD 20847-3002 

http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/FormsandInstructions/default.htm
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/FormsandInstructions/default.htm


Guide Available 
www.fda.gov/downloads/MedicalDevices/Devic

eRegulationandGuidance/GuidanceDocuments/

UCM095266.pdf  

 

(change from 

 semiannual to 

 annual reporting 

 came after guide 

 published) 

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095266.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095266.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095266.pdf


Voluntary Reporting 

• For everything else: 

– Problems without death/serious injury 

– Drugs  

– Any adverse event or safety issue 

• Consumers or Healthcare Providers 

• Online form (3500) can be used 

• Available at FDA MedWatch web site  



www.fda.gov 



For Health Professionals 



MedWatch 



NYS Required Reporting: 
• Patient deaths or injuries 

• PI service vehicle crashes 

• On-duty deaths or injuries requiring care 

by a physician 

• Equipment failures that cause patient 

harm 

• Allegation that a member has 

responded to an incident OR treated a 

patient while under the influence of 

alcohol or drugs 



NYS DOH Reporting 

• Policy Statement 98-11 

• Phone report to DOH Area Office 

by COB day following incident 

• Written report within 5 days; use 

DOH 4461 Reportable Incident Form 
www.health.ny.gov/professionals/ems/emsforms.htm  

can be completed as PDF & 

emailed to DOH 

 

 

http://www.health.ny.gov/professionals/ems/emsforms.htm


DOH 4461 

• Glorious, 10-page form 

• FDA 3500 can be sent in lieu of  



Why Reporting? 

• May 2004, Clifton Park – Halfmoon 

paramedics shock patient in cardiac 

arrest; ROSC achieved 

• During packaging, patient arrests 

again (v-fib) 

• Charging monitor-defib, screen went 

blank then displayed message: 

“Bridge Test Failed” 

• Second monitor used to treat patient 



Why Reporting? 

• Albany Medical Center Hospital 2006 

• Frequent IV pump “occlusion” alarms 

• Nurses complained about tubing 

• Admin & clin engineers advised RNs 

to be vigilant about seating IV tubing 

• FDA MedWatch report filed 

• FDA determined manufacture defect 

• > 1 million IV tubing sets recalled 



Why Reporting? 

• Reporting brings important 

information to manufacturers & 

FDA (if required reporters report) 

• Reporting assures patient and EMS 

provider safety 

• Reporting is required! 



What’s In It For Me? 

• You can search reports 

• Valuable tool when: 

– Considering equipment purchases 

– Troubleshooting equipment problems 



MDR 



MAUDE 



MRx: 1/1/2010 – 2/28/2014 



MAUDE Search: MRx 



MAUDE Search: MRx 



What else is out there? 

• We don’t always trust government… 

• Two non-profit organizations watch 

– Medical devices and equipment 

– Drugs 

 



www.ecri.org 



www.ismp.org 



How about fire/ems data? 

• Lessons learned can be extremely 

valuable 

• Airline industry has successfully 

analyzed “near miss” data for years 



http://event.clirems.org  

E.V.E.N.T. Reporting (NAEMT) 



Not a lot of data… 



Limited sources… 



firefighternearmiss.com 



Summary 

Reporting equipment failures is a 

moral and ethical imperative you owe 

to your patients, the manufacturing 

industry, regulators, and your EMS 

brothers and sisters. 

 

www.mikemcevoy.com 


