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Note: always follow your national clinical guidelines and protocols
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Duration:
7 hours [9 a.m. – 4 p.m.]

Learning Goals: Health professionals will learn that, In order to ensure patient safety, they need to establish an Incident Reporting System [what] where they and their staff can learn from adverse events that affect patients, visitors and/or staff so that they do not occur in the future [why].

Learning Objectives: 
During this session, the participants will:

a. define the adverse incidents that can affect patients, visitors and/or staff;

b. review the consequences when adverse incidents that affect patients, visitors and/or staff are not reported;

c. define a “patient-safety culture”;

d. describe an Incident Reporting System;

e. explain how to set up an Incident Reporting System;
f. plan how to promote a patient-safety culture;

g. propose how to manage patient-safety issues;

h. discuss the next step; and
i. state your key take away from this session.

Pre-Session Preparation:
	Start Time:  9:00
	SECTION 1:  WELCOME
	20 minutes

	Slides
	Pages
	Learning Activities
	Facilitation Notes
	Duration

	1-2
3-6
7

	1

2

3

4


	Pre-test
Lecturette overview of session format, agenda, and learning objectives

Brief introductions


	Pre-Test:  Hand out the Pre-Test and have everyone complete it and give it back to you- to compare to the Post-Test at the end of the session.

Score each Pre-Test by putting a check mark in front of the questions they got wrong and then adding them up, placing the number wrong in the upper right hand corner.
Common Ground Questions:  Welcome the group and ask: “When you think of the types of incidents that can occur in a health care facility, there is probably a range. At one end of the spectrum, there are Sentinel events that result in extreme harm done. At the other end of the spectrum, there are events that are almost benign: the fire extinguisher inspection is two years out of date."
-“How many of you have seen the consequences of adverse events in a health care setting?”
- “How many of you know of health care professionals who covered up adverse incidents?”
-"How many of you believe that your staff tell you when adverse incidents happen?”
-"How many of you think it would be useful to get adverse events reported and out in the open?”

As you ask the questions, model raising your hand, so the participants know to raise their hand if the answer to a question is “yes.”

Keep asking questions until everyone has raised their hand at least once. 

“Well, by the time you leave the session today, you will know the answers to these questions.”

Opening Comments: Introduce yourself. Ask people to raise their hands if they have attended a previous session in this series. Explain the format of the session (start and stop times, 10-minute breaks approximately every hour, etc.)

[NOTE:  If this is the same group of participants who attended the previous session, all you need to do is to mention that: “The materials are laid out the same way as before.” 

If the group has new participants, provide the complete explanation that follows:

Materials: Review how the materials are laid out in their manual.  Point out that the Table of Contents contains documents in bold print (agenda items), documents in italicized print (participant activities), and documents in regular print (reference materials). 

Training Approach: Explain the training approach: that the major content is in their participant packet and not in the PowerPoint, which is why they will not receive a copy of the PowerPoint.

Agenda and Learning Objectives:  Read these out loud.

[Brief introductions, if necessary]
Learning Contract: Establish a “learning contract” with the participants. Tell them: “If at any time you feel that the program is not meeting your needs, please tell me. At the end of the session, instead of standing in front of the group telling you what you should have learned, I will call on each of you to identify your key learning or takeaway from the session.
	10 minutes

20 minutes



	Start Time:  9:20
	SECTION 2: THE CONSEQUENCES OF SILENCE
	30 minutes

	Slides
	Pages
	Learning Activities
	Facilitation Notes
	Duration

	8
9

	5-6
5-6


	Small Group Problem Solving

Debriefing


	Small Group Problem Solving:  Say: “Today we’re going to discuss what is a patient-safety culture and the role that an Incident Reporting System plays in establishing and maintaining a patient-safety culture.

Working in your small groups, please turn to page 5 and identify: (1) adverse events that could affect patient, staff or visitors; (2) why staff might not report them and (3) what might happen if these occurrences are not reported."
Debriefing: Have different groups report on different adverse incidents (reporting out the three columns that relate to that incident). Ask if other groups have additional responses to add.

[Possible answers: 

	15 minutes

15 minutes



	Possible Adverse Events That Could Affect Patients, Visitors or Staff. (These incidents could range from "Sentinel" - extreme harm done - to something that seems almost benign, i.e., the fire extinguisher inspection is 2 years out-of-date)
	Why Staff Might Not Report It
	What Might Happen if This Event is Not Reported

	For example: a Patient, staff or visitor falls
	
	Injuries not treated



	Medication Error – wrong drug, wrong dose, wrong patient, wrong route
	
	Patient condition is not improved or patient is harmed



	Staff needle puncture
	
	Infection not treated



	Equipment breakdown or malfunction
	
	Faulty test results or test not able to be administered



	Delay in Service 
	
	Patient’s condition deteriorates



	Violation of office safety procedures such as no-Smoking policy
	
	Unsafe environmental conditions 

	Property damage or loss to patients, visitors or employees
	
	Loss of clients or injury

	Medical emergency  (i.e., cardiac arrest)
	
	Opportunity for improvement in emergency protocols lost



	Staff not following hand hygiene procedures
	
	Infections passed between patients and/or staff

	
	
	

	Start Time:  9:50
	BREAK
	10 minutes


	Start Time: 10:00
	SECTION 3: A PATIENT-SAFETY CULTURE
	50 minutes

	Slides
	Pages
	Learning Activities
	Facilitation Notes
	Duration

	10-11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
	7

8-11

8

8

9

10
11

12
22-24
	Pop Ups

Directed Large Group Discussion/ Lecturette
References
Reference
	Pop Ups:  Say: “Without looking at your materials, if you have an answer to one of the questions on page 7, please pop up out of your chair and stand next to it until I call on you:  “What is a patient-safety culture?” [Possible answers: 
· An environment that not only embraces but rewards reporting of adverse events or near misses.

· A healthcare environment where there is an effective feedback loop so that staff and medical practitioners understand the connection between reporting and the improvement of processes, facility safety, and training.

· A patient care setting where patient privacy and confidentiality is respected ]

 “If you ever worked in a healthcare institution where there was an effective patient safety culture, what did it involve?” 

[Note: Give those who respond a small prize. If their answers are good, build on them. If their answers are not necessarily on target, diplomatically say:  “In some circumstances, that might be a good description.”
Directed Large Group Discussion/Lecturette: Say: “The definition we’ll be working with is provided in the first paragraph on page 8: A patient-safety culture emphasizes the safety of patients and staff rather than finding fault if a mistake has been made. It accomplishes this through a program that encourages reporting mistakes: an incident reporting program.

An Incident Reporting System is a tool for the identification of events (incidents) and occurrences that warrant closer risk management, safety, and/or quality review.  Predetermined screening criteria are used to identify deviations from established practice, policies and procedures.  Reviews of Incidents Reports allow for analysis and development of risk reduction strategies to improve safety throughout the health care practice."  

Ask: “Is there anyone who currently has this type of program?” [If so, have them describe it, why they have it, and how well it works for them. Then check to see if it has all five components:

Say: ”There are five basic components to an Incident Reporting System:

1. An Incident Report Form for collecting information on all events when something unexpected happens to patients, staff and/or visitors.

2. An incident reporting procedure
3. A follow-up investigation 

4. A problem-solving patient safety conference with staff

5. Action taken to eliminate or minimize the recurrence of a similar incident

What Needs to Be Reported and Investigated?

All events that are “out-of-the-ordinary” and/or a breach of policies, procedures, or standards of practice- any adverse incident that either did affect or could have affected patient, visitor or staff safety and well-being. These occurrences may be rare events with great clinical significance or frequently occurring errors:

1. Sentinel Event:  Any unanticipated occurrence involving death or major permanent loss of function that is unrelated to the natural course of the patient’s illness.  For example: An incomplete patient history is obtained and known allergies are not recorded.  The patient is given an antibiotic for which there was a known allergy, causing a serious reaction and the need for emergency hospitalization.

2. Near Miss Event:  An event where there is a process variation that did not affect the outcome for a patient, but for which a recurrence carries a significant chance of a serious adverse outcome for another patient in a similar circumstance. For example:  A pediatric patient is given a prescription with an adult dose indicated.  The pharmacist filling the order catches the error before the drug is dispensed.  

3. Patient Treatment Error:  For example: A patient’s blood pressure is not monitored during pregnancy, resulting in unanticipated complications at delivery.  Another example: A clinician orders a radiology study for a right breast mass discovered during an outpatient appointment. However, the mass detected was on the left side. 

4. Incident involving Family or Visitors:  For example:  A drunken husband is abusive to his wife and staff during a prenatal visit.  Another example:  A visitor slips and falls on a wet floor and breaks his hip.

5. Incident Involving Staff:  For example: A nurse is punctured by a needle.
Another example:  Staff is observed failing to wash hands between patients.

6. Administrative Incident:  For example: The laboratory results for Patient X are filed in Patient Y’s chart. Another example: The proper procedures for storage of pharmaceutical supplies are not followed.  Medicines requiring an environmental temperature of not higher than 30° C are in a storeroom with temperatures that routinely go over 38° C. 

Incident Reports Should Not be Filed in the Patient Medical Record

It is advised that Incident Reports NOT be filed in the patient medical record and that there is never a mention in the patient medical record that there has been an Incident Report generated about this patient’s consultation.  

That is a protective mechanism against any lawsuit that might come out of a serious incident.  Incident Reports are confidential and only for the use of the practitioner.  This is an important point to make during staff training on Incident Reporting.  

The Patient Safety Conference

The staff who are responsible for the event and for managing these events need to:

1. evaluate the root causes of the problem

2. re-design relevant procedures and/or processes 

3. implement the changes

4. review whether the changes resolved future problems
References: [Note: Introduce the Example of an Incident Report Form on pages 11-12.

INCIDENT REPORT 

Name of Private Practice

Instructions: An Incident Report is to be written for any event considered “out-of-the-ordinary” that happens to a patient, staff member or visitor. This form is to be completed and signed by the staff person involved in, discovering or witnessing the incident. This form must be delivered to the Practice Manager the day the event occurs or is discovered. 

An investigation of the incident may take several days or weeks, so it is understood that the Incident Report may be incomplete.  This report may be only a preliminary indication of what happened.  It is, however, necessary to submit this form immediately upon learning about any unexpected event so that practice leadership is informed and required follow-up is assured.

Date of Incident:

Location of Incident: 

People Involved in Incident: 

Describe What Happened: 

Describe Immediate Response to the Event: 

What is Unknown at this time? 
What other systems/processes are affected?
What has been done to address the adverse impact on these systems/processes?
Person Completing This Form: 

Date: 

---------------------------------------------------------

Reference:  Refer participants to Sample Policy and Procedure: Incident Reporting on pages 22-24.

	10 minutes

 30 minutes

10 minutes

	Start Time: 10:50
	TEA BREAK
	10 minutes

	Start Time: 11:00
	SECTION 3: A PATIENT-SAFETY CULTURE continued
	50 minutes

	Slides
	Pages
	Learning Activities
	Facilitation Notes
	Duration

	26
27
28

29

30

31
32
33
34

	13 -14
13
14
	Scenarios
Report Outs


	Scenarios:  Say:  Working independently, please determine which incident is represented in each of the 6 scenarios.
Report Outs:  Have participants take turns reporting their conclusions, for discussion with the other participants. If there is a disagreement in labeling the type of incident, get both sides to explain their reasoning- then give them the correct answer.
Scenario #1:

There is an overflowing sharps container in one of your examination rooms. The protocol in your office for handling sharps is to empty the container when it is ¾ full so that the plastic liner bag can be safely twisted closed at the top and sealed.  The protocol for regularly checking and emptying sharps containers before they are completely full is not followed.  One of your staff gets a needle stick. Two HIV+ patients had been seen in the office for laboratory work that day.
Type of Incident:  [Incident involving staff ]
Scenario #2: 

A general practitioner who sees both adults and pediatric patients is two hours behind schedule because of an emergency. A child comes in who is being treated for juvenile diabetes. After examining the child, the doctor prescribes a new medication. He writes a prescription that is for an adult dose, not the recommended dose for a child.
Type of Incident:  [Patient treatment error ]

Scenario #3:
A doctor in your practice sees a new adolescent male patient who has a high fever and positive results on a rapid strep test. The young man’s mother has remained in the waiting room at the request of her son. The doctor decides to start antibiotic treatment immediately. He forgets to ask the patient about any drug allergies, and the patient does not think to tell the doctor about an incident that involved penicillin that his mother told him occurred when he was too young to remember. The doctor administers a shot of penicillin. The patient has an immediate acute drug reaction and is rushed to the hospital near death.
Type of Incident:  [Sentinel event ]

Scenario #4:

An elderly patient, escorted by his elderly spouse, is walking to your front office door. Both husband and wife are unsteady and walk with canes. Yesterday evening, the workmen repairing the walkway in front of your office left a pile of construction rubble on the walkway. The patient’s spouse trips, takes a bad fall and breaks her hip.
Type of Incident:  [Incident involving family or visitors ]

Scenario #5:

Your practice has two patients with the same last name. By coincidence, both happen to have an office appointment in the same week. Abnormal laboratory results for one of the patients are received in the mail from the outside laboratory that you use. The office administrative assistant does not check the patient’s medical record number and misfiles the results in the medical record of the wrong patient. This results in the doctor mistreating both patients.
Type of Incident:  [Administrative incident ]

Scenario #6: 

A doctor in your practice sees a new adolescent male patient who has a high fever and positive results on a rapid strep test. The young man’s mother has remained in the waiting room at the request of her son. The doctor decides to start antibiotic treatment immediately. He forgets to ask the patient about any drug allergies, and the patient does not think to tell the doctor about an incident that involved penicillin that his mother told him occurred when he was too young to remember. The doctor orders his nurse to prepare the injection. The nurse carefully follows protocol for injections. Before administering the drug, she asks the patient if he has ever had a reaction to a drug or has any drug allergies. The question prompts the patient to remember that his mother told him he is allergic to penicillin. 
Type of Incident:  [Near miss event ]


	25 minutes

15 minutes



	Start Time:  11:50
	BREAK
	10 minutes

	Start Time:  12:00
	SECTION 4: HOW TO CREATE A PATIENT-SAFETY CULTURE
	60 minutes

	Slides
	Pages
	Learning Activities
	Facilitation Notes
	Duration

	35

36

37


	15-16
16

	Paired Activity

Debriefing


	Paired Activity: Ask: “Now that we’ve discussed what a patient-safety culture is and how important an Incident Reporting System is, how many of you think that this would be easy to set up in your practice?” [Wait for their answers and discuss them.]

Say: “Please pair off with someone new to you, meaning you haven’t worked with them on an activity yet, and work together to answer the nine questions on pages 15-16. We’re looking for practical, constructive and effective answers.”

Debriefing: Ask for pairs to volunteer to answer a question, drawing additional responses from other pairs when they have them to offer.

1. How can you convince staff that it is important to report patient, staff and visitor- related incidents?  [Possible answers: Use case studies – show how tracking, analyzing and changing processes can lead to improvement.]  
2. How can you encourage staff to report patient, staff and visitor- related incidents?  [Possible answers: At staff meetings, once a month present the “Good Catch” Award to recognize one or two people who caught an error or a systems breakdown before it reached the patient.]
3. What does staff need so that they are able to recognize that a mistake has occurred? [Possible answers: This is where I would emphasize staff training and new employee orientation- both of which are often lacking in a small private practice.  They need to understand that over-reporting is better than under-reporting, they need to have easily available the Incident Report Form and simple written procedures for how to complete it. “When in doubt, fill it out”.]
4. Who should have responsibility for reviewing incident reports? [Possible answers: Practice Manager]
5. Who should have the responsibility for investigating incidents? [Possible answers: Practice Manager]

6. How should staff be involved in problem solving activities? [Possible answers: Monthly Patient Safety Conference – small teams set-up to work on problems where process improvements are needed]
7. How should the results of policy and procedural changes be monitored? [Possible answers: Future Incident Reports are tracked to see if the type of adverse event re-occurs]
8. 
	5 minutes

10 minutes

15 minutes



	38

	17

	Art Activity

Report Outs


	Art Activity: Say: “You’ve got great ideas about what to say to your staff and how to set up a patient-safety culture. It’s only logical that you should have a poster to promote a patient-safety culture.”

[Note:  Create new small groups (3-5 people), by using only, oldest, middle and youngest child; or having them count off by 3 or 5, etc. ]
Say: “Working with your new group, please create a poster on a flip chart that promotes a patient-safety culture through incident reporting, using both words and pictures. You’ll have 15 minutes to do this.”  

[Note: if they’re done before that, start the debriefing. If they need more time, you can give them an additional 5 minutes or so.]

Report Outs:  Have each group take a turn showing and explaining their poster, for general discussion.

Take digital photos of each poster to send to the participants.
	10 minutes

20 minutes




	Start Time:  1:00
	LUNCH BREAK
	60 minutes


	Start Time: 2:00
	SECTION 5: HOW TO HANDLE PATIENT-SAFETY ISSUES
	50 minutes

	Slides
	Pages
	Learning Activities
	Facilitation Notes
	Duration

	39-40

	18-21

	Case Study

	Case Study: Say: “Working with the same new group, please apply what you have learned as you review the Pediatric Clinical Care Unit case on pages 18 and 19 and then perform the four tasks laid out for you on pages 19, 20 and 21. These tasks include: a. identifying the key issues involved; b. classifying the type or types of incidents that occurred (for example, a seminal event); c. conducting a root cause analysis to determine the contributing factors; and d. recommending corrective actions to avoid similar incidents in the future. Please make sure to post your root cause analysis on a flip chart and tape it to the wall.”
The Pediatric Critical Care Unit

The Quality Improvement Audit Team (QIAT) is doing one of their weekly rounds on a Thursday when they visit the Pediatric Critical Care Unit (PCCU). While examining a patient file, they notice a consultant’s documentation of antibiotics at 9:00 a.m. as part of the Management Plan. It is 11:30 a.m. when, on further examination of the patient’s Treatment Sheet, they note that the antibiotics were not prescribed on the Treatment Sheet. The team immediately alerts the patient’s nurse, Nurse Ligu, to this omission and then leaves the PCCU after completing their audit.

At 3:30 p.m. on the same day, a member of the QIAT phones the PCCU to determine if the patient had received his first dose of antibiotics. The PCCU nurse, Nurse Ligu, retorts that the patient had just been given his medication.

This QIAT member immediately fills out an Incident Report Form and forwards it to the Chair of the Risk Management Committee for further action. 

The Committee is able to reconstruct the following chronology of events:

1. The pediatric consultant, Dr. Lavo, wrote the antibiotics to be commenced on the patient in the patient’s file but did not prescribe them on the designated form – the Treatment Sheet. This occurred while the patient was in the ward before transfer to PCCU.

2. The transfer of the patient from the ward to the PCCU was not done according to policy so that the handing over process from the ward nurse, Nurse Pino, to the PCCU nurse, Nurse Ligu, was incomplete.

3. The PCCU doctor, Dr. Kaliko, did not read the patient’s file when the patient was transferred there before beginning a planned intubation procedure on the child.

4. It was two hours later when Dr. Kaliko came across the antibiotic prescription in the patient’s file. He then wrote a prescription on the In-Patient Treatment Sheet.

5. The patient care attendant on duty, Salome, had been sent all over the hospital to make several deliveries and collections, including laundry, laboratory specimens, and medical records, etc. She was not at the PCCU to immediately take the treatment sheet to the pharmacy for dispensing. She finally took it to the pharmacy an hour after the prescription had been written.

6. Salome collected the medicine about one and a half hours later, long after the pharmacy had completed dispensing the medicine. 

7. The medicine arrived at the PCCU 30 minutes after leaving the pharmacy. 

8. The medication was administered 30 minutes after its arrival at the PCCU.

The Committee is aware of the hospital policy that a patient must receive their first dose within 4 hours of admission. In this instance, they find that there was a delay of seven hours before the patient received his first medication dose at the PCCU. Such a delay could have had disastrous consequences, especially at the PCCU. 


	50 minutes



	Start Time: 2:50
	BREAK
	10 minutes

	Start Time: 3:00
	SECTION 5: HOW TO HANDLE PATIENT-SAFETY ISSUES continued
	30 minutes

	Slides
	Pages
	Learning Activities
	Facilitation Notes
	Duration

	41
42
43

	19
20

	Debriefing
Report Outs


	Debriefing:   Ask: “a. What are the key issues in this situation?” [Direct the question to each table group, to see if they have identified similar issues.]
[non adherence to protocol, negligence]
Ask: “b. What types of incidents were involved in this situation?” [Again, direct the question to each table group.]
[Near Miss and Administrative Incident]

[To debrief c., have everyone stand and walk over to the wall to view each table’s flip chart with their root cause analysis, to see how similar or dissimilar they are.]
Here is one example:


	30 minutes

20 minutes
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	44-47
	21
	
	[For discussion of table answers to d., use a round robin approach, having each table propose one action at a time so that all tables get a chance to make their recommendations.
d. recommend corrective actions to avoid similar incidents in the future:

[-The chair of the risk management committee should convene a meeting comprising of key stakeholders the following week.

-Doctors should be reminded via e-mail that they must read patients’ file on transfer from one care area to another because a verbal handover may not contain the full history and besides the designated checklist should be used.

-All hospital doctors should be reminded via e-mail that they must prescribe medication on the treatment sheet as well as document it in the patients’ files.

-The Head Clinician should to ensure that this information is sent to all admitting (visiting) consultants.

-The PCCU nurse in-charge should be asked to sensitize PCAs on the urgency and importance of giving priority to delivery of treatment sheets to pharmacy and collection of the same back to PCCU.

-The Chief Pharmacist should alert all pharmacy staff to call PCCU once their medicines were dispensed at the pharmacy for collection.

-A tracking sheet should be developed with information including: the time 
a treatment sheet leaves PCCU, the department it was taken to, the time it was brought back to the PCCU, and the name of the PCA.]

	

	
	
	
	
	


	Start Time:  3:30
	SECTION 6:  SUMMARY AND EVALUATION 
	30 minutes

	Slides
	Pages
	Learning Activities
	Facilitation Notes
	Duration

	48-49
50
51
52
	29-30
22
23
24-26
27-28

	Individual worksheet

Next Step

Individual assessment and Report outs

Overview of next sessions and schedule


	Evaluation:  Have each participant complete the evaluation form for the session, tear it out and hand it to you or put it on a table.

[Note: You never want to end a training session with an evaluation, because all of the energy of the group dies down.]

Next Step:  Tell them: “We have discussed the importance of establishing a patient-safety culture through an Incident Reporting System. Your next step is to: 

1.   Discuss a patient-safety culture and Incident Reporting System with your staff.

2.   Implement an Incident Reporting System. 
Post-Test: Hand out the Post-Test and have the participants complete it. Go through the answers, drawing them from the group, so they can mark what is wrong (using the honor system). (Just have them put a check mark in front of the questions they got wrong and then add them up, placing the number wrong in the upper right hand corner.) Hand them their Pre-Tests for comparison purposes. Give a small prize to the people who learned the most (decreased the number wrong by the greatest amount). Then collect all Pre and Post Tests.
Key Takeaway:  Have each participant identify the most important idea or technique that they gained from the session and write it down.

Tell them:  “In lieu of a summary by me, all of you are going to stand and take turns (when you have a ball in your hand) identifying your key take- away from the session. Once you have spoken, throw the ball to someone else to speak and then sit down. It will then be easy to tell who has yet to speak by those who are left standing. Don’t be concerned if someone says what you planned to say. If that was your key takeaway, say it anyway.”

Sample Policy and Procedure: Incident Reporting

Blank Incident Report Form:  Provided for their duplication and use.

Series Overview:  Make sure that everyone knows what the next session is (subject and agenda) and the necessary logistical information so that they can attend: day, time, place, how to enroll, etc.)

Thank them for coming, remind them about the Next Step, and close the session.
	5 minutes

5 minutes

10 minutes

10 minutes


	End Time:  4:00
	ADJOURN 
	


DISCLAIMER

The author’s views expressed in this publication do not necessarily reflect the views of the United States Agency for International Development or the United States government.


