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The information provided in AHC Media Webinars does not, and is not intended to constitute 
medical or legal advice. Opinions, references and links provided by our speakers are provided for 
your convenience and do not represent our endorsement of such opinions, products or services.
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Objectives
Describe The Joint Commission sentinel 
event policy.

Describe the patient safety system with its 
goal to help improve quality of care.

Explain new and revised standards, 
regulations, and laws put forth by CMS, TJC 
and the federal government.

Evaluate compliance requirements and 
penalties.
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CMS Hospital CoPs on Patient 

Safety Tracer and RCA 

Requirements
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Patient Safety AE and Medical Errors

CMS has a section on patient safety that 
discusses adverse events (AE) and medical errors

This is found in the final QAPI Worksheet and in 
QAPI section of hospital CoP Manual Tag 286

This part is to evaluate the hospital’s leadership 
expectation for patient safety

 Is there staff training or communications related to 
expectation for patient safety to all staff?

 Is there a P&P on non-punitive approach to staff 
reporting medical errors which includes near misses?

5

CoP Manual Also Called SOM

6

www.cms.hhs.gov/manu

als/downloads/som107_

Appendixtoc.p

Email questions 

hospitalscg@cms.h

hs.gov
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CMS Manual Tag 286 Patient Safety
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Final QAPI Worksheet

8

www.cms.gov/SurveyCertificationG
enInfo/PMSR/list.asp#TopOfPage

QAPI   Patient Safety AE and Medical Errors

Can staff on each unit explain hospital’s expectation 
for their role in promoting patient safety? (286)

 Is there widespread staff training related to 
expectation for patient safety?

Training related to what steps to take in situation 
that feels unsafe

 Is there a systematic process to identify medical 
errors which include near misses and AEs?

On every unit, can the staff describe what is a 
medical error or near miss?
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http://www.fiercehealthcare.com/story/hospitals-try-head-falls-risk-assessments-fall-prevention-classes/2016-01-12
http://www.fiercehealthcare.com/story/hospitals-try-head-falls-risk-assessments-fall-prevention-classes/2016-01-12
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Patient Safety LD, AE and Medical Error
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QAPI   Patient Safety AE and Medical Errors

Can they explain how to report?  (286)

 How do they report? 

– Phone report, incident report, communicate to supervisor etc.

 Who do they report it to?

– Manager, risk manager, physician, pharmacist etc.

Does the staff know what needs to be reported 
internally?

 ADEs, medical errors, near misses and unsafe situations

Does hospital employ other methods to find medical 
errors such as trigger tools, chart reviews, review of 
claims, patient grievances, interview patients etc

11

QAPI   Patient Safety AE and Medical Errors

Can hospital provide evidence of medical errors and 
AEs identified through staff reports? (286)

 Is there a PI program with the infection preventionist 
(IP) to track avoidable HAI?

 IC section requires this and starts at tag 747

Are problems identified by the IP addressed through 
QAPI activities? (756 or 286)

Does the PI program track medication errors and 
ADE and drug incompatibilities

 Tag 508 requires this
12
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QAPI   Patient Safety AE and Medical Errors

 Is there a process to report blood transfusion 
reaction and determine if due to medical error? (286 
and 410)

 Must be reviewed to identify if an medical error

Did the survey team have prior knowledge of any 
serious AE that the hospital failed to identify? (286)

Were any identified by the surveyors?

Has a RCA  or QAPI review been done on all 

serious preventable AEs?  (286)

 Sample all serious preventable events identified in the past 
12 months

13

PI Causal Analysis Tracers  Part 5
The next question discuss the causal analysis 

tracers (RCAs) or patient safety tracers

 Causal analysis searches for the cause and effect or 
causes of the particular event or adverse outcome

 More commonly referred to as a RCA or root cause 
analysis

 CMS calls it QAPI reviews

The surveyor (not the hospital) will select three
causal analysis done for single event or near miss 
during the last 12 to 24 months (286)

Were underlying causes identified?
14

Causal Analysis Tracers
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QAPI Patient Safety Tracers
Was preventive actions developed based on the 

RCA? (286)

 TJC had a matrix which contains elements that must be 
included in a reviewable sentinel event and still useful 
even though removed in July 2015 edition

Did the hospital identify any other departments 
utilizing similar processes that are at a similar 
risk? (286)

 Alarm fatigue issue in ED, CCU, ICU, and telemetry

Were preventive actions implemented in at least 
one area of the hospital? (286)
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QAPI Patient Safety Tracers
Has the hospital evaluated the impact of the 

preventable actions including tracking a 
reoccurrences or near misses? (286)

 If the goals were not met did the hospital go back 
to the drawing board?

New patient fall tool used in the ED but staff did 
not have a culture of safety and not implementing 
actions

Has the hospital implemented the preventable 
actions found to be effective unless there is a 
documented reason for not doing so? (286)

17
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CMS issued memo on adverse events that 
should be reported into the hospital QAPI 
program

CMS suggests hospitals use the AHRQ 
Common Formats to track adverse events for PI

Several reports show that nurses and others were 
not reporting adverse events and not getting into 
the QAPI system

In fact, the OIG said that 86% of the time adverse 
events are not reported

CMS Issues Memo on AE
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Report Adverse Events to PI

19

Adverse Event Reporting
Hospitals are required to track AE (adverse 

events)

OIG recommends using the AHRQ common 
formats to help with the tracking

States could help hospitals improve the reporting 
process

Encouraged all CMS hospital surveyors to 
develop an  understanding of this tool

So hospitals should be familiar with this tool and 
are encouraged to use it

20

Adverse Event Reporting
 IOM (National Academy of Medicine) report discussed 

the need for comprehensive patient safety reporting to 
address the alarming high incidence of AE occurring in 
hospitals (Pg. 2)

 OIG report November, 2010 “AE in Hospitals: National 
Incidence Among Medicare Beneficiaries” encouraged 
internal reporting of all AE, whether preventable or not

 OIG issues report in January 2012  “Hospital Incident 
Reporting Systems  Do Not Capture Most Patient Harm”

 86% of AE are never reported to the PI program

 44% are considered preventable
21
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http://oig.hhs.gov/oei/reports/oei-06-
09-00091.asp

23

http://oig.hhs.gov/oei/reports/oei-06-
09-00090.pdf

Adverse Event Reporting
CMS PI section requires hospital to track AEs and 

analyze the causes and implement actions to prevent 
in the future

Need to include near misses

 The internal hospital reporting system represents a 
foundational capability to determine if the hospital can 
maintain compliance with the CoPs

 The AHRQ Common Formats are evidenced based

Common Formats allow for identification and 
reporting of any AE even if rare and includes NQF 29 
never events such as falls and medication errors 

24
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Events That Should be Reported
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9 Modules in the Common Formats
1.  Blood or Blood Product

2.  Device or Medical/Surgical Supply, including Health Information       
Technology (HIT)

3.  Fall

4.  Healthcare-associated Infection

5.  Medication or Other Substance

6.  Perinatal

7.  Pressure Ulcer

8.  Surgery or Anesthesia

9.  Venous Thromboembolism

10.  Other (allows collection of information on all other types of events)

26

27

https://psoppc.org/web/patientsafety

https://www.psoppc.org/web/patientsafety/home
https://www.psoppc.org/web/patientsafety/home
https://www.psoppc.org/web/patientsafety/signin
https://www.psoppc.org/web/patientsafety/signin
https://www.psoppc.org/web/patientsafety/contactus
https://www.psoppc.org/web/patientsafety/contactus
https://www.psoppc.org/web/patientsafety/help
https://www.psoppc.org/web/patientsafety/help
https://www.psoppc.org/web/patientsafety/contactus
https://www.psoppc.org/web/patientsafety/contactus
https://www.psoppc.org/web/patientsafety/home;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/home;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/gettingstarted;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/gettingstarted;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/data-submission;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/data-submission;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/commonformats;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/commonformats;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/resourcepage;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/resourcepage;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/qa;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/qa;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/newsandalerts;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/newsandalerts;jsessionid=72ca929149cb466c799a938f544e
https://www.psoppc.org/web/patientsafety/gettingstarted
https://www.psoppc.org/web/patientsafety/gettingstarted
https://www.psoppc.org/web/patientsafety/hospital-common-formats
https://www.psoppc.org/web/patientsafety/hospital-common-formats
https://www.psoppc.org/web/patientsafety/version-1.2_documents
https://www.psoppc.org/web/patientsafety/version-1.2_documents
https://www.psoppc.org/web/patientsafety/version-1.2_documents
https://www.psoppc.org/web/patientsafety/version-1.2_documents
https://www.psoppc.org/web/patientsafety/version-1.2_techspecs
https://www.psoppc.org/web/patientsafety/version-1.2_techspecs
https://www.psoppc.org/web/patientsafety/version-1.1_documents
https://www.psoppc.org/web/patientsafety/version-1.1_documents
https://www.psoppc.org/web/patientsafety/version-1.1_documents
https://www.psoppc.org/web/patientsafety/version-1.1_documents
https://www.psoppc.org/web/patientsafety/version-1.1_techspecs
https://www.psoppc.org/web/patientsafety/version-1.1_techspecs
https://www.psoppc.org/web/patientsafety/readmissions-common-format
https://www.psoppc.org/web/patientsafety/readmissions-common-format
https://www.psoppc.org/web/patientsafety/readmissions-common-format
https://www.psoppc.org/web/patientsafety/readmissions-common-format
https://www.psoppc.org/web/patientsafety/snfcommonformats
https://www.psoppc.org/web/patientsafety/snfcommonformats
https://www.psoppc.org/web/patientsafety/snfcommonformats
https://www.psoppc.org/web/patientsafety/snfcommonformats
https://www.psoppc.org/web/patientsafety/patientsafetyresources
https://www.psoppc.org/web/patientsafety/patientsafetyresources
https://www.psoppc.org/web/patientsafety/resourcepage
https://www.psoppc.org/web/patientsafety/resourcepage
https://www.psoppc.org/web/patientsafety/ppcconnect
https://www.psoppc.org/web/patientsafety/ppcconnect
https://www.psoppc.org/web/patientsafety/qa
https://www.psoppc.org/web/patientsafety/qa
https://www.psoppc.org/web/patientsafety/releaseschedule
https://www.psoppc.org/web/patientsafety/releaseschedule
https://www.psoppc.org/web/patientsafety/data-submission
https://www.psoppc.org/web/patientsafety/data-submission
https://www.psoppc.org/c/document_library/get_file?uuid=6999652e-2ca4-4e5c-a103-98594caca20b&groupId=10218
https://www.psoppc.org/c/document_library/get_file?uuid=6999652e-2ca4-4e5c-a103-98594caca20b&groupId=10218
https://www.psoppc.org/c/document_library/get_file?uuid=6999652e-2ca4-4e5c-a103-98594caca20b&groupId=10218
https://www.psoppc.org/c/document_library/get_file?uuid=6999652e-2ca4-4e5c-a103-98594caca20b&groupId=10218
https://www.psoppc.org/web/patientsafety/disclaimer?linkPage=http://www.qualityforum.org/projects/commonformats.aspx
https://www.psoppc.org/web/patientsafety/disclaimer?linkPage=http://www.qualityforum.org/projects/commonformats.aspx
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TJC Sentinel Event Policy
Sentinel Evert Alerts, Quick Safety and 

RCA Framework

28

TJC Sentinel Event Policy
Both the TJC sentinel event  (SE) policy and the 

patient safety system  (PSS) chapter are designed 
to be used together

 These taken together are intended to improve patient 
safety and enhance quality

They are intended to reduce variation and risk

The SE policy is to be used when the hospital or 
facility has a serious patient safety event

 It is intended to prevent future reoccurrences

 TJC SE Hotline number is 630 792-3700 which is the 
Office of Quality and Patient Safety

29

TJC Sentinel Event Policy

30

http://www.jointcommission.org/sentine

l_event_policy_and_procedures/

http://www.jointcommission.org/sentine

l_event_policy_and_procedures/
http://www.jointcommission.org/sentinel

_event_policy_and_procedures/

http://link.broadcaster3.medpagetoday.com/538ca169dd52b8d6460388c32i4jo.62ng/VTD0ScPoiqJDufqPA3bec
http://link.broadcaster3.medpagetoday.com/538ca169dd52b8d6460388c32i4jo.62ng/VTD0ScPoiqJDufqPA3bec
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Sentinel Event Policy and Procedures

31

www.jointcommission.org/assets/1/6/CAMH

_24_SE_all_CURRENT.pdf

Sentinel Event Policy and Procedures
TJC has had a SE policy since 1996

 It has been amended many times since including changes 
July 1, 2015 and January 6, 2016

 Implementing the policy can help hospitals improve safety by 
getting the root cause of the problem and fixing it by taking 
correction actions so it doesn’t happen again

 A sentinel event is a Patient Safety Event that reaches 
the patient and can result in death, permanent harm, or 
severe temporary harm and intervention required to 
sustain life

 Not primarily related to the natural course of the illness

 SE is a subcategory of adverse events (AEs)
32

What Does Severe Temporary Harm Mean?

Severe Temporary Harm means:

Potentially life threatening harm

Lasts for a limited time with no permanent 
residual

Patient was transferred to a higher level of 
care such as transfer to the ICU

Could include additional major surgery


33
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Sentinel Event Policy and Procedures
They are called “sentinel” because the hospital or 

facility needs to do an immediate investigation into 
the matter and response

TJC has a patient safety expert in the SE unit of the 
Office of Quality and Patient Safety that can be 
contacted for assistance

 TJC has sentinel event policy and procedure that differ 
according to the type of facility

Hospital SE P&P is 20 pages long and amended in 
2015 and 2016

 Sentinel event differs by accreditation program
34

TJC SE Policy by Accreditation Program

35

Goals of the Sentinel Event Policy
 Improve patient care and prevent harm

Understand the factors that caused the event

 Changing the culture and system so it doesn’t 
happen again

 What factors contributed to it such as active failures 
and latent conditions

 Increase knowledge about patient safety event, 
what caused them and how to prevent

Maintain confidence of staff, clinicians and the 
public that patient safety is a priority of the hospital

36

http://www.jointcommission.org/assets/1/6/CAMAC_22_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMAC_22_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMBHC_21_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMBHC_21_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMCAH_23_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMCAH_23_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMHC_21_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMHC_21_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMH_24_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMH_24_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMLAB_19_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMLAB_19_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMLTC_20_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMLTC_20_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMOBS_21_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/CAMOBS_21_SE_all_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/DSC_05_SE_update_CURRENT.pdf
http://www.jointcommission.org/assets/1/6/DSC_05_SE_update_CURRENT.pdf
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What is a Latent or Active Failure?

The Reason’s Model of Safety classified errors 
as either active failures or latent conditions

Numerous studies show the impact of human 
error on patient safety

Famous Harvard Medical Practice Study found 
that 69% of injuries were caused by human 
error

Active failures are those errors made by those 
who provide direct care to the patient such as 
nurses and physicians

Active Failure or the Sharp End
Active errors occur at the point of contact between 

a human and some aspect of a larger system 
(human-machine interface)

 Like ignoring warning light or pushing an incorrect button

Active failures are difficult to predict and are 
sometimes referred to as the “sharp end”

Errors that happen at the sharp end are noticed first 
because they are committed by the person closest 
to the patient

Nurse giving wrong dose of heparin to 6 babies or 
programming the IV pump incorrectly

Latent Failure or the Blunt End
Latent failure are those conditions which are 

present in the healthcare system and are less 
apparent

The facility, equipment, and processes that 
contribute with the active failures to produce 
error or allowed them to happen

Latent failures arise because of lack of 
standardization of equipment and processes

Poor visibility, high noise levels and excessive 
movement of patients
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Latent Errors
Latent errors are also referred to as the “blunt 
end”

 It is all the many layers of the health care system 
that affect the person holding the scalpel

These are the less apparent failures of the 
organizational design that contribute to the error 
and allowed it to happen

Pharmacy tech put wrong heparin in machine, 
pharmacist failed to catch it, look alike of labels, 
no bar coding technology etc.

Latent Errors

Latent Errors could be caused by:

Lack of computer warnings

Ambiguous drug references

Unclear policies and procedures

 Incomplete patient information such as 
missing allergy information or diagnosis,

Latent errors called contributing errors or 
blunt end errors

Latent Failures or Blunt End

Latent failures can be identified, unless 
active failures

Can be remedied with safety barriers 
before they contribute to an adverse event

In systems approach, error reduction is 
obtained by building barriers and 
safeguards into equipment and technology 
and processes

http://www.amazon.com/gp/reader/0521314194/ref=sib_dp_pt/104-4678057-6530330
http://www.amazon.com/gp/reader/0521314194/ref=sib_dp_pt/104-4678057-6530330
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The Following are Sentinel Events

 If it is a sentinel event, then the hospital should 
do a through and credible RCA (RCA2 or 
systematic analysis)

Based on available information TJC will determine if 
meets the definition of SE and includes

 Inpatient suicide or suicide within 72 hours of discharge

 Unanticipated death of a full-term infant

 Discharge of an infant to the wrong family

 Elopement  that results in death or harm

 Unintended retention of foreign object after procedure

43

The Following are Sentinel Events
Abduction of any patient

Rape, assault, or homicide of patient, staff, visitor or 
vendor

Wrong site, wrong patient or wrong procedure

Severe neonatal hyperbilirubinemia

Prolonged fluoroscopy of dose over 1,500 rads to a 
single field or radiotherapy to wrong body region

Fire, flame, or unanticipated smoke

 Intrapartum maternal death or sever morbidity

44

Sentinel Event Policy and Procedures

The bottom line is if it is a sentinel event then 
the hospital needs to review it

Appropriate response to a SE may include:

A team response to stabilize and take care of the 
patient

Notifying hospital leadership

 Doing an immediate investigation and RCA (RCA2 
or systematic analysis)

 Implementing corrective actions so it wouldn’t 
happen again

45
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Sentinel Event Policy and Procedures

Sentinel events are one category of patient 
safety events

A patient safety event is defined as a event, 
incident, or condition that could have or did result in 
patient harm

Could be from equipment failure (the ventilator), 
human error, or system breakdown

Patient safety events include adverse events (AE), 
close calls (near misses or good catch), no-harm 
events, and hazardous  or unsafe conditions

 Falls, infant abductions, wrong site surgery, restraint injuries
46

Sentinel Event Policy and Procedures

TJC references LDS.04.04.05, EP 3, which 
addresses the hospital’s patient safety program

 It discusses that the scope of the safety program 
and that it needs to include a full range of safety 
issues

This includes from potential or near misses to 
hazardous conditions and sentinel events

Program might include prevention of falls, medication 
errors, communication errors, health care associated 
infections, prevention of wrong site surgery, culture of 
safety, safe injection practices etc.

47

LD.04.04.05 Patient Safety Program

Standard: The hospital must have an 
integrated patient safety program within its PI 
activities

The hospital leaders are responsible for 
implementing a hospitalwide patient safety program

One or more people (like the patient safety officer) 
or a group must manage the safety program

All departments and programs must participate in 
patient safety

 Everyone has a role in patient safety

48
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LD.04.04.05 Patient Safety Program
The leaders create procedures for responding 
to system or process failures

 The process to identify and manage SEs need to 
be specified

Are appropriate individuals aware of  the SE 
when it occurs?

 Is the event investigated?

–RCA , QAPI review or FMEA

 Incident reporting form completed or reported into 
the QAPI system?

49

Patient Safety Program Jan 2016

The leaders encourage blame free reporting and 
understand the system analysis theory or the 
results of a proactive risk assessment (FMEA)

 Most errors are made by long term employees with 
unblemished records

 It is the failure of the system that allows the error to occur

 It is not a blame and train mentality

 Need to fix the system so it doesn’t happen again

 Need non-punitive environment to encourage reporting

 Many hospitals balance this with Just Culture

50

Patient Safety Program

Blame free reporting

 TJC added blame free (non-punitive environment) 
which is intended to get staff to report

You can’t fix what you do not know is wrong

Does not conflict with holding individuals 
accountable for blameworthy errors

Many hospitals use the just culture theory

The leaders define “patient safety event” and 
communicate this definition throughout the 
hospital

51
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LD.04.04.05 Patient Safety Program
Must include the list of reviewable SEs

 Should include near misses if could cause a serious 
adverse outcome

Remember TJC does define this as previously 
discussed:

 A patient safety event is defined as a event, incident, or 
condition that could have or did result in patient harm

 Could be from equipment failure (the ventilator), human 
error, or system breakdown

 Patient safety events include adverse events (AE), close 
calls (near misses or good catch), no-harm events, and 
hazardous  or unsafe conditions

52

LD.04.04.05 Patient Safety Program

The hospital conducts a thorough and credible 
systematic analysis (like a RCA) when a SE occurs

 The TJC SE policy describes in detail what is 
meant by both thorough and credible

The leaders make support systems available for 
staff who have been involved in an AE or SE

 This is known as the second victim

Staff who create an error are often devastated

Again most errors made by physicians and staff 
with unblemished records

53

LD.04.04.05 Patient Safety Program
 Select one high-risk process and conduct a proactive risk 

assessment every 18 months

 Example: hospital performs a FMEA to prevent blood 
transfusion reactions, patient identification, falls, medication 
errors, preventing surgical site infections etc.

 Hospital using information about system and process 
failure and the results of the proactive risk assessment  to 
improve patient safety

 Want to proactively assess risks to patients

 And not just wait until a patient is injured to act

 Many tools to help hospitals identify risk before it occurs such 
as simulation, SBAR, FMEA, model for improvement, or  daily 
safety briefings

54
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IHI Model for Improvement

55

NPSF RCA2

56

https://npsf.site-ym.com/?RCA2

RCA2 NPSF 51 Pages Jan 1 2016

57

http://www.ihi.org/resources/Pages/default.aspx
http://www.ihi.org/resources/Pages/default.aspx
http://www.ihi.org/resources/Pages/HowtoImprove
http://www.ihi.org/resources/Pages/HowtoImprove
http://www.ihi.org/resources/Pages/Measures
http://www.ihi.org/resources/Pages/Measures
http://www.ihi.org/resources/Pages/Changes
http://www.ihi.org/resources/Pages/Changes
http://www.ihi.org/resources/Pages/ImprovementStories
http://www.ihi.org/resources/Pages/ImprovementStories
http://www.ihi.org/resources/Pages/Tools
http://www.ihi.org/resources/Pages/Tools
http://www.ihi.org/resources/Pages/Publications
http://www.ihi.org/resources/Pages/Publications
http://www.ihi.org/resources/Pages/IHIWhitePapers
http://www.ihi.org/resources/Pages/IHIWhitePapers
http://www.ihi.org/resources/Pages/CaseStudies
http://www.ihi.org/resources/Pages/CaseStudies
http://www.ihi.org/resources/Pages/AudioandVideo
http://www.ihi.org/resources/Pages/AudioandVideo
http://www.ihi.org/resources/Pages/Presentations
http://www.ihi.org/resources/Pages/Presentations
http://www.ihi.org/resources/Pages/Posterboards
http://www.ihi.org/resources/Pages/Posterboards
http://www.ihi.org/resources/Pages/OtherWebsites
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Proactive Risk Assessment Policy

58

AHRQ How to do a Risk Assessment
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http://healthit.ahrq.gov/health-it-tools-and-resources/workflow-
assessment-health-it-toolkit/examples/risk

LD.04.04.05 Patient Safety Program

 Leaders disseminate lessons learned

Board is provided a written report once a year that 
include systems or process failures, number of 
sentinel events, and actions taken

 Include number of distinct PI projects (DS)

Results of staffing analysis to determine if 
adequate

The leaders encourage external reporting of 
significant adverse events

 Including voluntary reporting such as FDA MedWatch
60
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Other TJC Standards

MS.05.01.01, EP 10, requires SE data and 
patient safety data be used to improve quality 
and safety

RI.01.02.01, EP 21, requires disclosure of 
unanticipated outcomes related to SEs

RI.01.02.01, EP 22 requires the LIP who is 
responsible for the patient’s care to inform them 
if patient is not aware

 Telling the patient- consider having trained disclosure 
coaches-ASHRM has four great resources

61

System Analysis Approach
The systems analysis approach recognized that 

most errors occur because the system is defective

 Example: A nurse is interrupted 19 times when trying to 
pass medications

When SE occurs, need to identify the factors that 
caused the problem

 Factors known to contribute to errors include distractions, 
workload increase, inexperienced  or insufficient staff, shift 
change, inadequate patient information, poor lighting etc.

A RCA focuses on systems and processes

A hospital can use other tools as appropriate
62

System Analysis Approach
TJC has a Patient Safety Specialist to assist or 

contact the SE unit at 630 792-3700

Case In Point: A hospital has three different types of 
IV pumps. A nurse comes to work one day to find a 
new pump on which she has received no education. 
The pump is not properly programmed and the 
patient gets too much Lidocaine and codes.

 Is this a bad nurse or a bad system?

CMS  does not allow more than 1 or 2 different 
types of IV pumps, why was a nurse not educated 
on new equipment, etc.
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Action Plan
Action plan identifies strategies or corrective actions 

that the facility needs to do to reduce risk of similar 
events reoccurring

 Eliminate or control system hazards or vulnerabilities

Plan should address responsibility for implementing, 
and  time lines for completion

Should include strategies to measure how effective 
it is working  and how to maintain the change

 Example of medication error: chemo order double 
checked, only use chemo certified nurses, pharmacist on 
oncology unit, CPOE with weight and dose mandatory, in-
services, etc. 64

VA RCA Step by Step 7 Pages

65

www.patientsafety.va.gov/docs/joe/rca_step_by_step_guide_2_15.pdf

Reporting a SE
Hospital must do a thorough and credible RCA 

within 45 days if a SE occurs

Reporting to TJC is not required

 Some hospital choose the legal option because of 
concerns that their state peer review protection will be lost

 TJC encourages reporting and discusses benefits of 
reporting

 TJC can provide support and assistance

 Reporting raises the level of transparency

 Message to the public that hospital is doing everything to 
prevent it from reoccurring

66



1/20/2016

23

Four Options
1. Take to TJC and take back with you (3%)

2. Meeting at hospital to review systematic analysis 
and action plan

3. On-site review but patient safety specialist will ask 
questions about process but will not review the 
actually RCA and action plan

 The above three can be done by web-based video 
conference

 There is a fee charged

 In 2014 20% RCA were shared via video conference
67

Four Options

4. On site visit and will ask questions about the 
process used 

 Will look at the relevant P&P

 Specially trained surveyor

 It is a standards based survey

 Will ask sufficient questions to infer to determine that 
the  hospital

 Also referred to as the legal option

 Initial on-site review not done unless potential 
immediate threat to health or safety

68

Reporting a SE
 77% of hospitals self report

 If hospital wants to self report, needs to complete a 
form which is accessible through its Joint 
Commission Connect extranet site

Click on “Continuous Compliance Tools” and a drop 
down list will appear

Select “Self Report Sentinel Event”

 If TJC becomes aware of the SE that is not self-
reported will contact the CEO or designee and will do 
a preliminary assessment and can ask for summary 
of processes

69
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Required Response to a SE
What are the SE expectations by TJC?

Hospital must identify and respond to all SEs

The hospital must review all SEs whether or not 
they are reported

 If TJC becomes aware of the reviewable SEs then 
hospital is expected to:

Do a thorough and credible systematic analysis 
(RCA) and action plan

 It must be done within 45 business days of the 
event or of becoming aware of the SE

70

Systematic Analysis and Action Plan
 If reporting the SE then the hospital must include 

the systemic analysis (like a RCA) and action plan

 It needs to include the risk reduction strategies

 A patient falls resulting in a severe cerebral bleed. The hospital 
implements a new falls program, staff are trained, a fall tool that 
is evidenced based is selected, hourly rounding, toileting, no 
pass zone, hospital hires a part time falls CNS to monitor 
program, audits on fall requirements are implemented, a falls 
team is put together, leadership supports falls program etc.

 It must include how effective these were

 The hospital’s fall rate went from 7.4 to 2.4 in six months 
with a reduction in falls with injuries and increased mobility

71

Systematic Analysis and Action Plan

Recommendation to consider when 
developing causative factors:

Clearly show cause and effect 

Use specific descriptors for what occurred and not 
negative or vague words

Human errors must have a preceding cause

Violations of procedures are not root causes

Failure to act is only causal when there is 
preexisting duty to act
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Through RCA (Systemic Analyses)
 Ask “why” to identify causal factors

 Focus on systems and processes and not on individual 
performance

 Look to see if due to human factors

 Identify risk points that contributed to the event

 Inquire into all areas appropriate to the specific type of 
event

 Inquire into areas contained in the Matrix even though 
removed from policy in July of 2015

 Determine what to do to decrease likelihood if would 
occur again

73

Credible Systematic Analysis Includes

 Participation by senior leader and those most 
closely involved in the process and system 
under review

 Each action recommended should be 
approved or disapproved by the CEO or senior 
leader

 If action is disapproved then the reason should 
be shared with the team

 Include patients, family, or patient representative 
when appropriate to ensure clear understanding 
of what happened

74

Credible Systematic Analysis
 Be internally consistent and not leave 

obvious questions unanswered

 Explain findings marked N/A  or no problem

 Include all relevant literature 

 Eg.  Ben Kolb case in Florida at Marten 
Memorial who died from a medication error 
after having an injection around the ear of 
concentrated Adrenaline instead of 1% 
Lidocaine with Epi
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RCA Pick Your Tool
 Flow charts or flow diagrams

 Pareto charts

 Ishikawa diagrams (fishbone)

 Control charts

 Scatter plots

 Histograms

 Check sheets

 Contingency diagram

RCA Pick Your Tool
Barrier analysis

Change analysis

Fault tree analysis

Failure mode, effect, and critically analysis 
(FMEA)

Reliability analysis

Systemic approach to repetitive failure

Process decision program chart (PDPC)

Acceptable Action Plan
 Identify changes to reduce risk or 

develop rational for not doing changes

 Recommended to identify actions that 
will prevent it from happening again

 Recommended to use a tool that will 
assist in identifying actions for 
improvement

 Teams should identify at least one strong 
action 
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Acceptable Action Plan

 Identify person responsible when 
improvements actions will be 
implemented

 Who will responsible to implement the 
plan

 How will the effectiveness of the 
actions be evaluated

 How will the actions be continued?
79

Follow -Up
Be sure to be specific with time lines and who will 

be responsible for monitoring and follow-up

After the systematic analysis and action plan are 
acceptable an acceptable follow up activity will be 
scheduled

Will require a written follow-up report

 There will be mutually agreed upon documentation to 
show the improvements are continued

 Must show that risk is reduced

 May include 1 or more SE Measures of Success (SE 
MOS)
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SE Database
A goal of the SE policy is to increase knowledge 

about patient safety events, their causes, and 
how they can be prevented

 Lists the top problems and how often they have 
occurred

Data used to draft SE Alerts

Data used to develop and maintain NPSGs

TJC periodically updates data

A rich source of information for hospitals

81
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Sentinel Event Data is Periodically Updated

82

83

SE Database
 Includes number of SE reviewed since 1995

However, data represents only a small proportion of 
actual events

 Lists SE per hospital such as around 66.5%

 Lists the type of SE such as anesthesia related, 
delay in treatment, elopement, dialysis related, falls,  
infant abductions, infection related, medication 
error, post-operative complication, radiation 
overdose, suicide, perinatal injury, equipment 
related, fire, restraint related, etc.

 Includes SE data, RCA by event type
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Commonly Identified RCA Categories

TJC has a detailed list of commonly identified root 
cause categories and assess when doing a RCA

For example:

Assessment; adequacy, timing, scope of 
assessment, care decisions, etc.

Care planning: planning or collaboration

Communication: oral, written, electronic, among 
staff, patients, administration or family

Human Factor: staff levels, orientation, in-service 
education, competency, supervision, etc.
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Charts to Show Root Causes 

86

Commonly Identified RCA Categories

Has charts to show what were the most common root 
cause for many of the SE such as falls, medication 
errors, wrong site surgery, ventilator related, retained 
surgical items, etc.

 Common ones are human factors, leadership, assessment, 
communication, PI, physical environment, information 
management, continuum of care, care planning 

Also has charts to show the number of SE by year 
including falls, medication errors, abduction, 
anesthesia related, delay in treatment, elopement, fire 
related, hyperbilirubinemia, infection related, drug 
overdose, maternal events, etc.
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Charts with Number of Events per Year
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Most Common SEs
Retained foreign body (most common)

Fall

Suicide

Delay in treatment

Wrong site surgery

Post-operative complications

Criminal event

Perinatal event and medication error
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Sentinel Events
 If TJC receives an inquiry the hospital’s current 

accreditation status will be reported without 
referencing the SE

 If the inquirer references the SE then TJC will 
acknowledge they are aware of and are working 
with the hospital through the SE review process

 If TJC feels the systematic analysis and action plan 
is adequate will notify the hospital

 RCA is the most common systematic analysis

 Will assign agreed upon measure to make sure 
improvement is sustained such as SE MOS
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Sentinel Events
Board of Commissioners are responsible for 

oversight and approval of the SE policy

TJC periodically audits the RCAs and follow-up 
activities

Data is provided to the Board and the Accreditation 
Committee

During the survey process, surveyors are instructed 
not to search for or investigate SE

Surveyors are not to inquire if a SE has been 
reported to TJC
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Discovery of a Sentinel Event
 If a surveyor discovers a potentially serious patient 

safety event  during a survey, the surveyor should

 Notify the CEO 

 Report the issue to TJC for further review and follow-
up

 Surveyor is not to determine if SE and is not 
authorized to investigate

 Rather, staff in the SE Unit or Office of Quality and 
Patient Safety will follow

 They will determine if submission of RCA is needed
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Minimum Scope of RCA for Specific SEs

TJC use to have in the SE policy a section on the 
minimum scope of RCA analysis for specific types 
of sentinel events

This is not in the 2016 TJC SE policy

However, many hospitals may still find the matrix 
helpful when performing a RCA on these types of 
sentinel events

 For example if patient dies from a fall it lists the areas that 
should be evaluated such as  was a proper assessment 
done, were there adequate staffing levels, was staff 
oriented to the falls program, etc.
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TJC Framework for Conducting a RCA

TJC has a framework for conducting a RCA that 
hospitals can use if they have a sentinel event

 It is an 11 page document and free off the TJC 
website

The RCA and action plan tool has 24 analysis 
questions

Not all questions may be applicable to the case 
under review so answer the ones that are relevant

Continue to ask “why” and drill down further

 Why did it contribute to the event occuring
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TJC Framework for Conducting a RCA
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www.jointcommission.org/sentinel_event.aspx

TJC 11 Page RCA Framework
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TJC Framework for Conducting a RCA

The plan of action is what the hospital is going to fix 
the problem

Answer “yes” on the plan of action section for any 
action that can be considered a risk reduction 
strategy

 For example; a patient dies in a fall and hospital 
implements many actions such as rewrites policy that 
is shown to implement correct interventions to prevent 
falls, implements toileting in high risk patients, 
conducts hourly rounding during the day and evening, 
trains staff, audits charts,  hires a part time CNS to 
monitor program, puts together a falls team, etc.
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TJC Framework for Conducting a RCA

The form asks basis questions such as date of 
event, diagnosis, medications, autopsy reports, past 
medical and psychiatric history and a detailed 
description of the event

Analysis questions include:

 What was the intended flow process?

 Were there any steps in the process did not occur as 
intended?

 What human factors were relevant to the outcome?

 Were there any equipment failures that effected the 
outcome?
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TJC Framework for Conducting a RCA

Analysis questions include (continued):

 Any controllable environmental factors such as didn’t hear 
the over head pager when the code was called, any risks 
involving visitors such as visitors step out when epidural 
put in to prevent contamination, space issue such as in 
pharmacy error made since cramped corners in reviewing 
the pharmacy tech prepared solutions, poor lighting 
leading to a medication error 

 Where there any other factors that affected the outcome?

 Are there other areas in the hospital where this could 
happen?

– Patient dies when no one picks up the cardiac monitor is alarming

102
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TJC Framework for Conducting a RCA

Analysis questions include (continued):

 Was the staff properly qualified and competent?

– Can orientation and inservice education be revised to 
reduce the risk this will happen again?

 Was staffing an issue?

 Was all the necessary information available when needed 
and was it adequate?

 Were there any communication issues or barriers that 
contributed to the problem?

 Does the hospital’s culture support risk reduction?

 Can technology be used to prevent this from reoccuring?
103

TJC Sentinel Event Alerts
Sign up to get copies at no cost for when SE alerts 

(SEAs) are issued

Consider having a TJC Sentinel Event Committee 
that can meet after new ones are issued

Hospital can add ad hoc members to join the 
committee based on the topic of the SEA

 Example; SEA 54 on safe use of health information technology 
so probably want IS director involvement

SE Committee can take the SE Alert and figure out 
how to implement in policies and what training needs 
to be to put the SEA into process and practice
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Sign Up to Get Free Sentinel Event Alerts
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www.jointcommission.org/thickbox/NewsletterSignUp.aspx?KeepTh
is=true&amp;TB_iframe=true&amp;height=480&amp;width=640
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TJC List of Sentinel Event Alerts
TJC has a list of the sentinel event alerts which 

includes the following:

 55 Falls and Fall Related Injuries

 54 Safe Use of Health Information Technology

 53 Managing Risk with the Transition to the New ISO 
Tubing Connectors

 52 Safe Injection Practices Related to preventing 
infections from the Misuse of Vials

 51 Preventing Retained Surgical Items or FB

 50 Medical Device Alarm Safety in Hospitals

 49 Safe Opioid Use
106
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www.jointcommission.org/daily_update/joint_commission_daily_update.as
px?k=721&b=&t=4

TJC List of Sentinel Event Alerts
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www.jointcommission.org/daily_update/joint_commission_daily_update.as

px?k=721&b=&t=4
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TJC Quick Safety 
TJC has Quick Safety which is a monthly newsletter 

that addresses an issue of safety

 Just mark  the “Quick Safety” box to receive it via 
email

 19 Alleviating ED Boarders of Psychiatric Patients

 Issue 14 addresses Obstructive Sleep Apnea (OSA)

 Includes risk factors

 Every patient who has surgery should be evaluated for 
OSA

 Provides safety actions to consider
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ED Boarding of Psychiatric Patients

110
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TJC Quick Safety 
Other Quick Safety Topics Include:

Transcription Related to Voice Recognition Systems 
and Patient Risk for Injury

CRE Superbug Reveals Challenges with High Level 
Disinfection

Preventing Copy and Paste errors in EHR

Preventing Delays in Treatment

Power Morcellation for Gynecologic Surgery

Preparing for Active Shooter
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TJC Quick Safety 

Other Quick Safety Topics Include:

Potential Risks of Robotic Surgery

 Improperly Sterilized or High-Level Disinfected 
Equipment

Care of Psychiatric Patients Boarded in the ED

Preparing for EBOLA

Reviewing Maternity Morbidity

Preventing Violence and Criminal Events

113

TJC Patient Safety Systems 

Chapter
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TJC PS System Chapter
TJC Patient Safety System (PS) chapter is 54 

pages long

New chapter effective January 1, 2015 and 
amended July 1, 2015 and January 1, 2016

 Does not contain any new standards

You can find this chapter by using the website  on 
the next page, or in the hard copy of the manual 
immediately after the section on “How to Use This 
Manual”

 In E-dition it is located in the Accreditation Process 
Info section which is after the HM chapter
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TJC PS System Chapter 2016
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www.jointcommission.org/assets/1/18/PSC_for_Web.pdf

Where to Find in E-dition
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TJC Website for PS System Chapter

118

www.jointcommission.org/patient_safety_systems_chapt
er_for_the_hospital_program/

TJC Patient Safety System Chapter
Chapter describes how patient safety can be 

improved by using the existing standards

Hospitals should have an integrated approach to 
patient safety so that everyone is working together

Discussed LD.04.04.05 that requires the hospital to 
have an integrated patient safety program

 This was previously discussed in detail

Strategies discussed can help hospitals evaluate 
and enhance their system to prevent patient safety 
events
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TJC Patient Safety System Chapter

Having a strong safety culture is imperative to have 
a successful patient safety system

The intent of this chapter is to provide hospitals with 
a proactive approach to designing a patient 
centered system to improve quality and safety

 The importance of being proactive instead of just reacting 
when something has occurred has been discussed 
previously

Patient safety system includes standardized ways 
for team to communicate

AHRQ has a tool to measure safety culture
120
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Hospital Survey on Patient Safety Culture

121

www.ahrq.gov/professio
nals/quality-patient-

safety/patientsafetycultu
re/index.html

TJC Patient Safety System Chapter

 Includes some key terms for hospitals to 
understand

 Patient safety event: An event, incident, or condition 
that could have resulted or did result in harm to a 
patient.

 Adverse event: A patient safety event that resulted 
in harm to a patient.

 Sentinel event: A subcategory of Adverse Events, a 
Sentinel Event is a patient safety event (not primarily 
related to the natural course of the patient’s illness or 
Death, Permanent harm or Severe temporary harm
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TJC Patient Safety System Chapter

 Includes some key terms for hospitals to 
understand:

No-harm event: A patient safety event that 
reaches the patient but does not cause harm.

Close call (or “near miss” or “good catch”): A 
patient safety event that did not reach the patient.

Hazardous (or “unsafe”) condition(s): A 
circumstance (other than a patient’s own disease 
process or condition) that increases the 
probability of an adverse event.
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Become a Learning Organization
We need to learn from our mistakes

A learning organization is defined as one in which 
people learn continuously, thereby enhancing their 
capabilities to create and innovate.

 Learning organizations uphold five principles: team 
learning, shared visions and goals, a shared mental 
model (similar ways of thinking), individual 
commitment to lifelong learning, and systems 
thinking

Need non-punitive approach to reporting because 
we can’t fix what we don’t know is broke
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Role of Leaders in Patient Safety
This discusses how leaders can provide the 

foundation for an effective patient safety system

Can do this by promoting learning, motivating staff 
to have a fair and just culture, model professional 
behavior, remove intimidating behavior, and provide 
resources and training 

Many of the standards on hospital patient safety 
appear in the leadership chapter

 Especially LD.04.04.04 on the hospital safety program

Most initiatives require people to change their 
behavior (75 to 80%)
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Safety Culture
Strong safety culture is needed for successful 

patient safety system

Safety culture is discussed in LD.03.01.01

A safety culture is the individual and group beliefs, 
values, attitudes,  perceptions, competencies, and 
patterns of behavior that determine the hospital’s 
commitment to quality and safety

Have collective mindfulness where staff realize the 
system can fail and are focused on finding near 
misses or hazardous conditions before the patient is 
harmed
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Safety Culture
A culture of safety is one in which staff feel 

comfortable disclosing

Staff do not cover them up but report errors so we 
can learn from them

 In a safety culture, staff trust their that their 
coworkers and leaders will support them

Hospital should promote a code of conduct and 
eliminate any intimidating and disrespectful 
behavior

 No shaming others, profane language, no refusal to 
comply with acceptable standards of practice etc.
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Fair and Just Culture
 LD.04.04.05 mentions a blameless or non-punitive 

environment which hospitals need to adopt

The balance to this is the just culture theory process

 It takes into account that individuals are human and can 
make a mistake so don’t just fire if a mistake is made

However, there needs to be accountability and an 
individual who ignores all the safety rules and 
policies should be held accountable

Mentions the UK National Patient Safety Agency’s 
Decision Tree
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UK National Patient Safety Agency
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Fair and Just Culture
Ask if actions were intentional (deliberate harm 

test)

 Is there evidence of poor health or substance 
abuse?

Did the person depart from agreed protocols and 
safe practices?

Would another person in the same position have 
acted in the same way?

David Marx is another one who talks about just 
culture and is a well known expert on this
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AHRQ Just Culture Resources
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Data Use and Reporting
Discusses the importance of data collection, data 

analysis, and reporting

Need a transparent and non-punitive approach to 
reporting so we can learn from the AEs, close calls 
and hazardous conditions

Need to find out about if we want to institute change

PI.01.01.01 requires the hospital to collect data to 
monitor how they are doing

 LD.03.02.01 says we use this data to make 
decisions and understand variations in performance
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Data Use and Reporting
Mentions a number of standards that require 

data collection and analysis

 Identify risks for getting and transmitting infections, 
evaluation medication management process, report 
restraint deaths, etc.

We need data to determine if we have a problem 
or not

Can use run charts, statistical processes charts, or 
capability charts to determine how the hospital is 
doing
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Proactive Approach to Preventing Harm

A proactive approach prevents harm before it 
occurs

Hospital can correct problems that could lead to 
error and patient harm

Can use proactive risk assessment to determine 
where the system could fail

Should look at high-risk and high-volume areas

Risk assessment tools should be used from credible 
sources include the sentinel event alerts and 
nationally recognized assessment tools
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Proactive Approach to Preventing Harm

FMEA is one tool 

The National Patient Safety Foundation has a 51 
page book on RCA (RCA2)

 ISMP has a safe medication safety risk 
assessment

Contingency diagram uses brainstorming to 
generate a list of problems that could arise from a 
variation

Process decision program chart provide way of 
finding errors with a plan while it is being created
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ISMP Medication Risk Assessment

136

www.ismp.org/

Also Has Targeted Best Practices
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NPSF RCA 51 Page Tool
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AHRQ Process Decision Program Chart
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AHRQ Potential Problem Analysis

140

Encourage Patient Activation
Patients and families need to be more actively 

engaged in decisions about their care

Activated or engaged patients are less likely to 
experience an adverse event or to have an 
unnecessary hospital readmission

Consider adopting some principles:

Patients and families are partners at every level

Patient safety guides all decision making

Disclose unanticipated outcomes
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TJC is Your Patient Safety Partner

TJC has many resources to help create high 
reliable patient safety systems

SE Unit

SE Hotline at 630 792-3700

–Can tell you if patient safety event is a 
reviewable SE 

–Can discuss any aspect of the SE policy

Standards Interpretation Group or SIG

 TJC Center for Transforming Healthcare

142

TJC is Your Patient Safety Partner

SE Alerts, 

NPSGs, 

Quick Safety Quick

 JC Resources, 

Speak Up Program

Standards Booster Paks and Lending Library

Appendix has a list of key patient safety 
requirements

Reference list is also provided
143
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This presentation is intended solely to provide general 
information and does not constitute legal advice. 

Attendance at the presentation or later review of these 
printed materials does not create an attorney-client 

relationship with the presenter(s). You should not take 
any action based upon any information in this 

presentation without first consulting legal counsel 
familiar with your particular circumstances.
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The End.      Questions???

 Sue Dill Calloway RN, Esq. 
CPHRM, CCMSCP

 AD, BA, BSN, MSN, JD

 President of Patient Safety and 
Education Consulting

 5447 Fawnbrook Lane

 Dublin, Ohio 43017

 614 791-1468 (Call with Questions, No Emails)

 sdill1@columbus.rr.com
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