This document contains linked resources for ease of navigation. To maintain the functionality of this document,
it must be downloaded and opened in Adobe Reader (web viewers will not work).

Adobe Reader can be downloaded for free here: http://get.adobe.com/reader/otherversions/

If Adobe Reader is not your default PDF viewer application (if you are using an Apple Product, for example, your
default application may be Preview) you can open this document with Adobe Reader by following these steps:

1. Download and install Adobe Reader.
Ensure that the document has been downloaded to your computer (i.e. ensure that you are not viewing
it within your web browser.) If you are currently viewing this document in your web browser, you can
download it to your computer by moving your mouse to bottom of the screen and clicking the save
button (see image below).
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3. For Mac users: Once the file has been downloaded, single click the file while holding the control key.
A menu will appear. Mouse over “Open With” and select Adobe Reader (Note that the Adobe Reader
application must be downloaded and installed prior to this step; see image below).
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5. For Windows users: If the file does not automatically open with Adobe reader, right click on the file to
select Adobe Reader as the program to open the file with (see image below).

ﬁ_ h‘ﬁpltmﬂlﬂ‘ﬁ Guidt T WA 1dd Rk Bdaiks 8 acabanlh
(rpen with Adobe Reader X1
Open
Print

Open with...


http://get.adobe.com/reader/otherversions/

Implementation Guide for
Communication, Apology, and Resolution
(CARe) Programs.

This implementation guide lays out the important steps for implementing a
CARe program in your institution. It includes many resources created and
assembled by the Massachusetts Alliance for Communication and Resolution
following Medical Injury (MACRMI) that will assist you in this task.

While we hope this guide and its resources are extremely helpful, there is no
substitute for personal assistance and interactive discussion around the
process in order to make sure that it fits your institution well. Therefore, we
recommend that any institution intending to implement a Communication,
Apology, and Resolution (CARe) program contact MACRMI for consultation
and support.

For more information and assistance, please contact Melinda Van Niel
at mvanniel@bidmc.harvard.edu.

©2014 Massachusetts Alliance for Communication and Resolution following Medical Injury



Implementation Guide

Institutional Preparation

1)

2)

3)

4)

5)

Use the Readiness Checklist to ensure that your institution has the baseline culture and support
it needs to make a CARe program successful.

Create a timeline of the implementation steps in this guide so you can realistically set a target
date for official CARe launch.

Review the CARe policy template, modify it as appropriate for your institution, and take steps to
certify this policy in your organization so that it replaces or adds to existing policies about

adverse events.

Urge your supportive leadership to mention the program and its target implementation date at
relevant meetings.

Work with risk management and patient safety to make sure that everyone understands the
CARe philosophy and that this effort requires working together as a team to make this cultural
change in the institution. It will take time, and hard work, but it is worth it!

The Daily Work

6)

7)

8)

9)

Map your current case review process for incidents reported internally and via a patient concern
(what groups are involved in decisions about reporting, what are the escalation criteria, etc.)
You can see a sample of this from one institution attached.

Review the CARe Procedure (for Patient Safety/Risk staff) and accompanying documents and
see how each of these steps can fit in with your current staff’s workflow without much
disruption. Discuss with patient safety and risk staff how these elements can best be
incorporated into what they are used to doing. Also review the Best Practices for CARe Programs
and Best Practices for Interfacing with Patients with this staff so they are aware of expectations.

Incorporate CARe into your case review process at every stage, including CARe in your cause
mapping, so that all levels of review focus on communication to the patient, root causes, patient
safety improvements, and what is being done to resolve the situation.

Ensure that patient safety, risk, and other health care quality leaders are prepared to coach
clinicians in conversations with patients about adverse events, and that the coaching is in line
with CARe. If you need resources for “training the trainers” there are some excellent trainers at
IPEP that can help you train those identified as coaches.


www.ipep.org

10) Revise your DPH letter templates and other patient materials to ensure that they are

complimentary to the CARe philosophy. Using your PFAC for the creation or revision of these
materials can be helpful.

Institutional logistics
11) Assign a central internal pager number that clinicians can call at any time for help with
communication coaching in the moment (i.e. 3-HELP or some other easy-to-remember
acronym). This pager number can rotate among coaches, or remain with one lead coach with
coverage as needed.

12) Create a page on your facility’s internal website for staff to visit to learn more about CARe, find
your contact information, and get some helpful tips on communicating with patients.

13) Create a badge card with the pager number, patient safety number, and helpful tips about
communication with patients about errors. You can also put this information on posters for
break rooms and other strategic locations.

Insurer and Hospital Team
14) Work with your insurer(s) to review their part in the CARe process, particularly with CARe
Insurer Cases (case in which you believe you did not meet the standard of care and that caused
the patient significant harm). Include in your discussions:
a. How you will keep track of CARe cases that are handed over to them, and how you will
update each other on the status of these cases (since time is of the essence)
b. How often the insurers will reach out to the patient and provider in CARe Insurer Cases.
c. What your process should be when you receive a Pre-Litigation Notice, particularly for
those incidents that you had not heard about or investigated previously.

Some suggested templates or guidelines are attached here.

CARe Case Tracking
15) Determine CARe case “tracked event” criteria: these will be the cases on which you focus careful
CARe attention, and will track using MACRMI’s tracking tool or a similar one you develop on your
own. While you could track every single event of which you are alerted to ensure communications,

at large institutions, this can become burdensome, so event criteria are useful. Estimate for yourself
based on prior years about how many cases you think will be CARe tracked events that will need to
be tracked based on these criteria.

16) Determine how best to track data among your team. Consider having a central folder where the
tracking tool lives that can be updated by all risk managers, or having a project manager complete
the data after meetings about the cases.


https://www.macrmi.info/download_file/292/

17) Modify your reporting systems to help you obtain information from front line users that you
need for CARe that you might not already have access to in another way.

Institutional Education
18) Review CARe presentation templates and revise as necessary for your institution. We
recommend customizing the presentation for each audience, and have found in particular that a
presentation to leadership has different goals than a presentation to physicians or other
clinicians, and the presentations should reflect this. (Sample presentation can be found here.)

19) Look for broad opportunities to promote the CARe program including a story on your internal
portal or your institutional or different departmental magazines/publication/newsletter.

20) Create a presentation guide. Use a spreadsheet to outline all the different departments at your
facility, and the leaders of those departments. This will be your guide to ensure that you’ve
reached all staff at your institution. Revisit these departments at least annually with an update
and a reminder to continue to increase awareness, and to ensure knowledge of resources.

21) Present as much as you can, in as many forums as you can, about CARe. Some good places to
start are: grand rounds, departmental meetings, hospital leadership, lunch and learns, and
Mortality and Morbidity Conferences. It is of great importance that clinicians understand the
steps they need to take following an adverse event to have the best potential for resolution.

22) Add CARe information into your new physician/staff curriculum presentations.

Sustaining

23) Keep talking about CARe. Continue to do presentations, keeping track on your presentation
guide where you haven’t been in a while.

24) Review each CARe case that comes through using the CARe algorithms, and keep track of the
elements of CARe to make sure you are using the process consistently.

25) Join a community where you can get support from others who have implemented CARe.
MACRMI meetings are open for observation if they are helpful to you. Contact us on our
website for more information.

(C) Massachusetts Alliance for Communication and Resolution following Medical Injury, 2016
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ADVERSE EVENT PROCEDURE

ADVERSE EVENT
An injury that was caused by medical
management rather than the patient’s
underlying condition. Not all adverse
events are the result of an error.

- After an adverse event, immediately notify
patient’s attending and your supervisor.

- Then call Patient Safety for communication
coaching (see reverse side of card).

. Adverse events must be communicated
to patients/families when:

> You would want to know about the event
if it had happened to you or a relative

> The event may result in a change in
treatment, either now or in the future

- Communicate “near misses” to
supervisors to prevent future injuries.






AdverseEventCard_Back_Fi

ADVERSE EVENT
COMMUNICATION

Before communicating an
adverse event to a patient:

CALL PATIENT SAFETY

WEEKDAY HOURS (M-F, 8-5)> PAGE
Patient Safety.......#3-HELP (34357)

OFF HOURS > PAGE
Administrative Clinical
Supervisor.............ccceceueeee.. #92465

Expert coaching and other resources
are available to you at all times.

Communicating an adverse event
to a patient is not easy for anyone,
but we are here to help!

EEEEERERD &
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Best Practices for CARe Programs

The entire CARe process should be based on transparency and respect, aiming to always “do
the right thing.”

1.

10.

Encourage adverse event reporting of all kinds, and use multiple sources of information
to identify adverse events.

Provide just-in-time coaching for clinicians to help them communicate with patients about
adverse events.

Have a rigorous model to assess and investigate adverse events, including a Root
Cause Analysis when appropriate.

Support providers throughout the process, offering services, and keeping them informed
about the status of a case. Assigning an internal contact, like a patient safety coordinator
or a risk manager to contact the provider at regular intervals, works well.

Support patients throughout the process, offering services, keeping them informed about
the status of a case, and managing their expectations of the process. Assigning an
internal contact, like a patient relations staff member to contact the patient at regular
intervals, works well.

Have a mechanism for reporting the findings of the investigation to appropriate
departments, and a process for developing and implementing recommendations from
those findings. Lessons learned should be shared throughout the institution, and across
institutions as appropriate.

Communicate the relevant findings of the investigation to the patient, and answer any
guestions they have. If the decision has been made that the standard of care was met or
that there was no causation of harm, communicate it clearly while maintaining empathy
for their injury. If the decision has been made that the standard of care was not met,
communicate the mistakes and solutions to the patient clearly, and apologize.

When compensation is warranted, encourage patients or their families to be represented
by counsel. Any compensation that is offered should be fair.

Resolution should be comprehensive. Resolving a case goes beyond an offer of
compensation. It means that there has been open two-way communication with the
patient, and that efforts have been made to meet the patient’s medical and psycho-social
needs.

Consider a variety of ways to engage patients in post-event learning. Often the most
important thing to injured patients is being able to help prevent a reoccurrence of the
same mistake. Patients may also be interested in educating others about their
experience.

© 2013 Massachusetts Alliance for Communication and Resolution following Medical Injury
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Interfacing with Patients - Best Practices for CARe Programs

The CARe process should be based on transparency and respect, aiming to always do the right thing.

1. Approach communication with patients mindfully, understanding that grief and healing is on a different
timeline for each individual. The patient is not always ready when you think they are. A mindful approach
should include reaching out to the patients at intervals, being patient with them, and acknowledging that anger
and grief are normal human reactions to their situations.

2. Prioritize patient-centered principles. Include Patient and Family Advisory Council and other patient input
regularly to represent patient perspectives in developing and assessing institutional policies and procedures.

3. Train providers in patient-centered transparent communication skills. Empathic communication is a
must, independent of whether there was an error or not. If the decision has been made that the standard of
care was met or that there was no causation of harm, communicate clearly that the care was reasonable, while
maintaining empathy for the injury. If it is determined that the standard of care was not met, communicate the
mistakes and solutions to the patient clearly, and apologize sincerely.

4. Communicate with patients and families about adverse events in atimely manner. Every minute that
passes after an adverse outcome without acknowledging the event with empathy causes a deeper injury.

5. Listen to the patient. Allow for silences, and for the patient to be able to express how they feel. Ask what
guestions he or she has. Be mindful that patient anger and grief are normal responses to adverse events.

6. Ensure that the patient’s medical, emotional, and logistical needs are met as best as is possible. Involve
resources that can benefit the patient, including clinicians with whom the patient has a long-standing relationship,
social workers, chaplains, etc. Ask patients about their immediate needs. This can include things like help with
child care, arranging accommodations, writing requests for excusals from work, etc.

7. Seek input from patients about their experience when an adverse event occurs. Patients may have
perspectives that are not captured in other root cause analysis processes. Their input is essential to the process
of repairing broken systems so they better serve patients and families, and to how their lives were and will
continue to be affected.

8. Share the relevant findings of the investigation with the patient, including the facility plans to prevent similar
harms in the future. Ask about their questions and expectations to help better addressthem.

9. Provide patients with resources to support them after adverse events. Providing a specific liaison, like a
patient relations staff member to reach out to and be available for the patient at regular intervals (even months
after the event) is critical. Connecting patients that have experienced an adverse event with an organization like
The Betsy Lehman Center for Patient Safety or another service that is trained to help patients that have been
harmed can be very helpful.

10. Approach resolution as a comprehensive process. Resolution should occur in all cases (not just those where
compensation is warranted) and means that the facility has made significant efforts to meet the emotional and
medical needs of the patient, and to come to a shared understanding with the patient about the causes of the
event and any preventative strategies for the future. Any compensation offered should be fair and timely.

11. Encourage patients and/or their families to be represented by counsel during the resolution process. For
patients who are unsure about this process and/or need further guidance, additional information is available from
the Massachusetts Bar Association.

12. Consider a variety of ways to engage patients in post-event learning. Often one of the most important things
to many injured patients is being able to help prevent a recurrence of the same mistake. Patients may also be
interested in educating others about their experience, and their involvement and collaboration in preventing a
recurrence can be beneficial to the institution, future patients, and the patientsthemselves.

© 2014 Massachusetts Alliance for Communication and Resolution following Medical Injury



https://betsylehmancenterma.gov/for-patients

http://www.masslawhelp.com/tips.aspx#Lawyer10




CARe Readiness Checklist

A site that seeks to establish a CARe program should first have:

v

Institutional commitment to the CARe Best Practices and to supporting patients that
have experienced adverse events

Endorsement of the institution’s use of the CARe approach from the institution’s
malpractice insurer(s), and good working relationships between risk managers and
insurer(s).

Full demonstrated support of the CARe approach from CEO and Board of Directors
(should include a Board Resolution or similar vote approving the use of CARe.)

Full demonstrated support of the medical staff, medical leadership, and CMO (should
include a medical staff vote or similar commitment to supporting the use of CARe).

Commitment to CARe curriculum, training, and support of clinical staff to make a
successful transition to the CARe approach.

Commitment to the education of and outreach to patients regarding the CARe program.
A robust adverse event reporting system for both providers and patients (through patient
relations or equivalent), and a commitment to track adverse event outcomes as they

apply to the CARe process.

A well-developed risk management structure that includes root cause analysis or
equivalent analysis of adverse events.

What it means to be a CARe Site:

CARe Sites are committed to implementing the CARe approach to adverse events and CARe
Best Practices in their facility. Implementation includes the use of established CARe algorithms
when adverse events occur, revising hospital policies that will help support the use of CARe at
the site, educating patients and staff—particularly risk managers and clinicians—about the
process continually, collecting data regarding, at a minimum, outcomes of adverse event cases,
sharing learning and improvements from adverse events with patients, and participating in other
activities as directed by team goals.






Name of Department
Leader
Position

LETTER SENT TO PATIENT *7* DAYS AFTER EVENT

Dear ,

At , it is our goal to give our patients excellent care, and to be honest
and transparent with patients. We take your care needs seriously, and we
value you as both a patient, and a person. | am taking this opportunity to put in
writing what has already been discussed with you about an event you
experienced at the hospital, so that you can have a document to reference, and
our department’s contact information should you need it.

During your hospitalization, a medical event occurred that meets the Serious
Reportable Event criteria as defined by the Massachusetts Department of
Public Health (DPH). This means that while you were at something
unexpected happened, which caused you harm. In your case, this was

We are conducting an internal review of what occurred to determine whether
we could have done something to prevent the event, and if any procedures or
practices here at need to change to improve care in the future. These
results will be reported to the DPH for tracking purposes, so that they can
assist all hospitals in the Commonwealth in improving patient care practices.
Following this review, which can take up to thirty days, a final report will be filed
with the DPH, and a copy will also be sent to you.

If you would like to receive a copy of the initial report we filed with the DPH,
which simply indicates that an event occurred, please contact us, and we would
be happy to send it to you.

is committed to providing our patients with quality care. If you have

any questions at all, please contact the Patient Relations Department

at . Otherwise, you will receive your final report and analysis within 30
days.

Sincerely,

Name
Title
Contact Info





Name of Department
Leader
Position

LETTER SENT TO PATIENT *30* DAYS AFTER EVENT

Dear ,

Thank you for your patience with us as we worked to better understand
the causes of [ the event you experienced ] during your recent
hospitalization here at . As promised in an earlier letter and in
our discussions, | am writing to give you the results of the investigation
we have completed.

We determined that the medical event did meet the criteria of a Serious
Reportable event that is outlined by the Department of Public Health,
which means it is something that they want to know about for general
healthcare tracking and future policy development. [However, our
investigation found that the event was not preventable — there was
nothing we could have done at the time to stop it from happening,
although we are very sorry that it did happen.]

OR

[We found that the event was preventable. We are very sorry that this
happened, and we have put the following in place to minimize the
changes of it happening again{...}

We would like to work with you to help repair the injury and losses you
have incurred because of this preventable event through our
Communication, Apology and Resolution (CARe) program, which you
have already heard about in our previous discussions. If you want more
information about that program, please visit www.macrmi.info, where
there are numerous resources for patients that explain how the program
works.]

The full report of our review that was submitted to the DPH is also
attached here. Should you have any questions about the report, please
contact the Patient Relations Department at

Please know that iIs committed to providing you with timely and
quality care, and to constantly improving our practices to ensure patient
safety.

Sincerely,

Name
Title
Contact Info



http://www.macrmi.info/
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Adverse Event

No Report

No further investigation No further investigation No further investigation

Computerized Departmental QI Directors* Chiefs**
¢ Reporting Review Case work done (Director of PS +
Systems Processes (may by PSCs + M.D.s M.D. presents
(reviewed by PSC) involve PSC) and R.N.s case)
A ~ -
<
||| Direct Call to .
| ¢ Patient Safety | | T~ - Y
| | Coordinator (PSC) T~ _ .
| or PS Dept. ~__ e Patient Care
\ ™ — Assessment
\ Committee
| Call/Complaint .
v from Patient to PSCs/PR investigate FEII
. . Improvements
Patient Relations and resolve
(PR) Implemented

Summary to Board

*QI Directors: a multidisciplinary peer review committee whose
membership includes the physician from each department that
serves in the leadership role of Quality Improvement Director; the
Associate Chief Nurses; Director of Pharmacy and the Patient
Safety Coordinators/Risk Managers. The meeting is co- chaired by
the Sr. Vice President of Health Care Quality and the Director of
Patient Safety.

**Chiefs: a meeting of all of the department
chairmen, the CNO, COO, CEO, President
of the Medical Staff, Sr. Vice President of
Health Care Quality, Director of Patient
Safety and Sr. Vice President of GME
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Communicating in the Aftermath of an Adverse Event

An adverse event is an injury that was caused by medical management rather than
the patients underlying condition. Not all adverse events are the result of medical
error.

After an adverse event, immediately notify the attending (if applicable) and your
supervisor.

Adverse events must be communicated to patients/families when:
e You would want to know about the event if it had happened to you or a relative
e The event may result in a change in treatment, either now or in the future

Near Misses (errors that did not reach the patient or do not result in injury) do not require
communication with the family, but should be communicated to your supervisors to
prevent possible future injuries.

Communication should occur as soon as possible (within hours, not days)
Experts are available for advice and assistance:

During the day notify XXX.
During off hours notify XXX.

Other Resources available for communication assistance: Social Work, Risk
Management, Administrator on call, Ethics Support Service.

Preparing to communicate with the patient and family

Involve the attending in planning, notification and follow up.

Prepare yourself emotionally.

Review what you will say with the attending.

DO NOT have this conversation alone — include a colleague, nurse or senior nurse

In the meeting
Silence or sign out your beeper. Choose a quiet private location where everyone can sit.

Present just the facts as they are known at this point in time. Do not go into details about
how and why until the information is clearly known. Avoid medical jargon.

Avoid speculation, especially about causation. Use phrases like, “As best we know at the
moment.”

e Show empathy and compassion for the patient/family member. Listen
actively. Allow for silence. Be sensitive to the family’s readiness to talk.

e Recognize and acknowledge that a loss occurred. Do not blame “the system”
or colleagues.





Assure the patient/family that the hospital:
e will continue to care for the patient.
e is committed to discovering what happened
o will keep them informed as the understanding of the events becomes clear

If the patient/family asks about financial compensation, explain that you are not in a
position to address those issues but that others who are will speak with them in the near
future.

Documenting the event and the outcome of the meeting

Document in the patient’s medical record:
e The facts as they are presently known
e Details and results of the communication of the event to the family, and
the participants involved in the communication (not your conversations
with risk management or patient safety).






PROVIDER CONTACT TIMELINE

Insurer

Initial insurer Insurer ] First
contact with Case sent to confirms/denies AIIocathn of DA&O
provider re: role expert(s) for appropriateness offer is Meeting

in care review for DA&O determined Scheduled

Provider Contact Points

Case will be

referred to <——— Contact providers every two weeks for “check in”” —————>

insurer

Patient Safety

Case is reported





Pre-Litigation Notice (PLN) Process as it relates to CARe

A PLN is received. The PLN is forwarded to the insurer and the insurer handles all
communications with the patient and his/her attorney.

If a PLN is filed regarding a case where the health care facility has not previously done any
review, the health care facility will conduct an internal review of the case (does not necessarily
have to be full Ql process) so that they can find potential improvements. This process is still
covered under peer review.

All PLNs will receive a response from the insurer on behalf of the health care facility within the
150 day deadline unless there are extenuating circumstances. This will eliminate any possibility
that pre-judgment interest will be calculated from the date of the notice in the event of an
eventual loss in court. The insurer will update the health care facility as the deadline
approaches.

If a Resolution Meeting takes place as a result of a PLN, the insurers will consider involving the
physicians or hospital representatives in that meeting if the patient agrees, and if there was
admitted fault or explanation necessary. The reasoning for this is so that an apology or
explanation can come directly from those who made mistakes, which has much more meaning
for the patient and family than from a third party.
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Sample CARe Procedure

Title: Communication, Apology and Resolution (CARe) Procedure for Determination
and Use

Purpose:  The Communication, Apology, and Resolution Program (“CARe”) is an
alternative mechanism of dispute resolution to be used in adverse event situations. The
goals of the program are to:
o Encourage transparency
Communication between and among patients and providers after
adverse events will help all involved parties to feel supported and in
control.
o Improve patient safety
By taking steps to repair errors soon after they occur, and explaining
to the patient the steps that will be taken to prevent the error in the
future, patient safety outcomes can be vastly improved.
o Increase patient and provider satisfaction with the process of resolving
medical injury disputes
The current tort system causes fear and distress for both physicians
and patients, and ill effects such as anxiety and depression are
common among those involved in a lawsuit. CARe hopes to prevent
these negative consequences through a collaborative system that
addresses systemic problems and resolves disputes quickly,
allowing for natural human reactions, such as empathy.
o Reduce medical liability costs and malpractice claims
As a result of the current system, costs to resolve medical disputes
are extremely high. There are not only direct attorney fees
associated with a lawsuit, but as a result of malpractice suits (or
their potential) defensive medicine expenditures are also high.
CARe provides fair financial compensation that will make the patient
whole, so that litigation a true last resort. This will reduce legal fees
and defensive medicine tendencies, shrinking overall costs and
claims.

Definitions:

Adverse Event: An injury that was caused by medical management rather than patient’s
underlying disease. An adverse event may or may not result from an error.

Service recovery: Minor measures taken by the hospital to resolve a patient’s
dissatisfaction with medical care received. Service recovery efforts include paying for
patient parking stickers, paying out-of-pocket fees, waiving billed charges, etc. Service
recovery should not be used as a form of compensation for significant harm.

Significant harm: An injury with lasting effects. Significant harm includes prolonged
hospitalization, negatively impacted livelihood, lost work time, lost wages, need for

Page 1 of 6
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additional services post-discharge, additional family responsibilities post-discharge,
permanent or sustained injury, disability, disfigurement, dismemberment, death, and other
consequences of this nature and severity.

Procedure Statement: This procedure is to be used to determine whether an adverse
event qualifies for CARe, and to outline the steps that follow if such a determination is
made. All documents generated in the performance of risk management related activities
are subject to the protection of all applicable peer review statutes and regulations.
However, documents to be used in CARe process are not subject to peer review and are
discoverable.

Procedure for Implementation:

1. Objectives: The objectives of the CARe Procedure are to set guidelines for the
application of the CARe algorithms which will determine the events that
are the best fit for the program, and to outline responsibilities of providers
and Department of Patient Safety (“DPS”) staff involved in adverse events
that are selected for CARe.

2. Scope: The following procedure applies to the DPS (including Patient Relations)
with regard to selecting cases for CARe and implementing the CARe
process for such cases. Adverse events used in this procedure are care
quality events only and not events such as product or premises liability.

3. Procedure: The DPS is responsible for the selection of cases for and the use of the
CARe procedures in adverse event situations.

DPS staff responsibilities immediately following the report of an adverse event
that requires a communication of the event to the patient:

1. Determine whether the provider(s) is/are able, under the circumstances, to
conduct an appropriate initial communication, and designate an alternate
person to conduct the discussion if he/she finds that the provider(s) is/are
unable to do so.

2. Assign involved provider(s) a communication coach (can be patient safety
staff member) who will review content and steps to be taken during the
initial communication with the patient. (See Communicating in the
Aftermath of an Adverse Event.)

3. Initiate support services for the patient, family, and patient’s health care
team. A Patient Safety Coordinator should be assigned to the event and
will be responsible for maintaining contact with the providers involved. A
Patient Relations Representative will be assigned to the event and will be
responsible for maintaining contact with the patient and family. Resource
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sheets should be distributed to both providers and patients; providers

when the event is reported, and patients after the communication of the

event. For guidance on continued contact with patients and providers, see

Appendix A: “Keeping Providers and Patients in the Loop.”

Report confirmed adverse event to the hospital’s insurer(s) as required.

Launch investigation and Root Cause Analysis (“RCA”) based on Just

Culture principles.

6. Make a decision whether the incident qualifies for the CARe Protocol
based on the RCA.

o s

Qualification for CARe Resolution

The DPS, working with involved health care providers, conducts a Root Cause
Analysis of the adverse event to determine if:

A. The standard of care was not met, and;

B. There was significant harm to the patient due to the unmet
standard of care.

If both A and B have been satisfied, the DPS will recommend the case undergo the
CARe Protocol.

If either A or B was not satisfied, only a disclosure and apology will take place. DPS
will disclose all findings gleaned from the investigation to the patient and family (with
providers as appropriate), offer an empathetic statement of regret (not of fault), and,
particularly in cases of minor harm or inconvenience due to unmet standard of care,
consider service recovery. [This situation will be algorithm Outcome F.] See also
Appendix B: “Defining a CARe Case.”

CARe Resolution Protocol

If a case is determined by the DPS to be a candidate for CARe, the following steps
will take place (see also Appendix C: “Potential Early Resolution Protocol,” Appendix
D: “CARe Actions and Responsibilities” and Appendix E “CARe Procedure Timeline”
for further explanation of the stages, responsibilities, and timelines in the CARe
process):

1. The process begins with the Initial CARe Communication between the
DPS and the patient. The communication should convey that the case is
being recommended for insurer review to see if there is anything further
we can do to make the person whole. This initial conversation should
include a discussion about obtaining consent for the Insurer(s) to review
the patient’s records so that the evaluation can take place. If an
authorization is not signed by the patient, inform the Insurer to make a
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decision about whether the case can move forward without the consent.
Please see Appendix F: “Insurer Referral Communication Guide” for a
detailed strategy for the communication.

2. Upon receipt of the authorization, the Insurer(s) will review the medical
records and the findings of the hospital’s internal investigation, and
evaluate the case for compensation. During this time, the DPS will remain
in contact with the patient and the involved providers to update them on
the status of the investigation and answer any questions necessary. The
recommended contact frequency is at least once every two weeks.

3. Once the Insurer(s) has analyzed the case, they will inform DPS of their
decision.

At this juncture, it is crucial that the DPS, the Insurer(s) and the health
care providers are unified in their decision to move forward.

a. If the Insurer(s) does not agree with the health system’s
assessment that the standard of care was unmet, further
discussion between DPS and the Insurer(s) takes place. If it is
decided that the case is inappropriate for an offer, or if there is
an impasse and no agreement can be reached, only the
disclosure and apology (empathetic) portions of the Initial
DA&O meeting will take place.

b. If the health care providers disagree with the allocation of fault (or
the progression of the case to CARe), the method of allocation will
be further explained (ie. the substitution test) and every effort to
come to an agreement that satisfies all parties will be made.

If the Insurer(s) has confirmed the internal findings that the case should
progress to the offer stage, they will also allocate percentage of fault to
the system, the providers, or both, based on Just Culture Principles. Once
this analysis is complete, the Insurer(s) will inform DPS, and will also
contact the patient to set up an initial CARe meeting to discuss the event.
At this time the Insurer(s) will advise the patient of the right to counsel,
and recommend that the patient bring counsel to all meetings.

4. Prior to the initial meeting, lessons learned from the adverse event should
be disseminated to the appropriate departmental leaders and staff at the
hospital by DPS, and recommended process improvements should begin.

5. At the initial CARe meeting, a disclosure, apology and offer take place
(unless previously determined that only the disclosure will occur; see step
3). Hospital representatives, Insurers, patient, family, and attorney should
be present. DPS will assist in gathering materials for the meeting, and
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representatives from DPS may or may not be present. Providers may be
present for this meeting and may patrticipate in the CARe elements as
much as is determined to be helpful by all parties involved. If a patient
does not wish a provider to be present, then the provider will not attend
the meeting. At the meeting, the following should occur:

a. A full disclosure of the error(s), cause(s), responsible provider(s),
system failures(s), and corrective action(s) should occur at the
beginning of the meeting.

b. Following the disclosure, an apology for the error and the harm it
caused should occur. If possible, this apology should come from
the provider(s) responsible for the error(s).

c. Then, a discussion of a financial offer that will make the patient
whole will take place.

For more detailed guidance on the first meeting, please see Appendix G:
“Guidelines for Initial CARe Meeting.”

6. Discussions will continue until such time that the parties determine that
further discussions will not be fruitful.

7. If patient accepts an offer, paperwork releasing the hospital and involved
provider(s) from further action will be required (distributed by Insurer). The
process should typically be completed within six months. See Appendix E
for more detailed information on the timeline.

ATTACHMENT:

Appendix A: “Keeping Providers and Patients in the Loop” and support sheet.
Appendix B: “Defining a Potential CARe Case.”
Appendix C: “CARe Protocol”

Appendix D: “CARe Actions and Responsibilities”
Appendix E: “CARe Procedure Timeline”

Appendix F: “Insurer Referral Communication Guide
Appendix G: “Guidelines for Initial CARe Meeting”
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SAMPLE TRACKED EVENT CRITERIA

Case Type

Any case where harm has the potential to be NCC-MERP level F or above

All NCC-MERP level E events with temporary but "significant" physical harm (called E+), with
"significant" defined as harm whose management is anticipated to require an invasive medical
procedure or three or more additional visits to a health care center.

Any event that may need reporting to BORM or DPH

Any event reported by a provider where CARe program is requested

Tracked Event

Any case reported by a patient claiming a harm event that is NCC-MERP level E+ or above

Any case initiated by a pre-litigation notice

A tracked event is an event that will need closer inspection with a CARe lens. Not all of the cases that
meet the criteria above will become CARe Insurer Cases, but these are the categories of cases that are
found to require the most attention from the CARe program; particularly with communication.







CARe Algorithm #1
Defining a CARe Case
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CARe Algorithm #2

CARe Insurer Case Protocol

Case enters CARe Protocol as
a Litigation Notice
4

Case enters Protocol through
Algorithm 1 Pathway
4

y

Hospital designee
communicates with patient
re: evaluation of case by
Insurer(s) (See “Initial
CARe Communication
Guide”)

Insurer(s) disagree(s) with
internal assessment or other
insurer assessment

Custom Solution

Outcome E
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hospital review
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Final offer rejected; no
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Guidelines for Initial CARe Meeting

The initial meeting sets the tone for the negotiations between the parties. It is crucial that the
Insurance Company, Risk Management and Patient Safety Staff, and Health Care Providers are
as understanding and as genuine as possible from the moment the meeting begins.

Attendees
e Insurance Company/Companies e Health Care Providers involved in
adverse event*
e Hospital Representative(s) e Patients and their Family and

Attorney as applicable

*Health Care Providers should only attend if the patient is comfortable with their attendance.

Roles

Attendee Role

Insurance Company/Companies Co-Facilitator of meeting and primarily
responsible for Offer

Hospital Representative(s) Co-Facilitator of meeting and primarily
responsible for Disclosure; secondarily
responsible for Apology

Health Care Providers Primarily responsible for Apology (if present)

Patient/Family/Patient Attorney Responsible for expressing concerns and
considering Offer(s)

Meeting Criteria

The following criteria must be met in the first meeting if it has been determined previously that
there will be an early offer to the patient. If no offer will be made, complete only Disclosure
requirements.

Disclosure
Responsible parties should Disclose:

All of the errors that occurred

Specifically what caused the errors

Which providers are responsible for the errors

Any and all system failures that resulted in the error

I I B B O






[0 The corrective actions that have been or will be taken to prevent these
errors in the future

Apology
The Apology from responsible parties should:

[1 Demonstrate that the provider and/or health care system is responsible
for the error (if possible, the apology should come directly from the
responsible health care providers)

[0 Express empathy for the patient’s injuries and suffering

Offer
The Offer stated by the Insurance Company should:

[0 Include a financial figure that is expertly assessed as fair compensation
that will make the patient whole*

*The Offer can also include other methods of compensation such as: being involved in the error
prevention project, speaking to groups about their experience or service recovery methods like free
parking passes for future appointments.

Conclusion

It is likely that the initial meeting will not be the last meeting among this group. As the meeting
approaches an appropriate stopping point, patients should be encouraged to leave without
making a decision and take time with their families and attorney to consider the Offer. The
group should meet again as many times as is beneficial and fruitful for negotiation and
reconciliation.





A Guide to Insurer Referral Conversations

A case is referred to an insurer in the CARe process if compensation greater than small service recovery
could be warranted. Typically these are cases where the hospital’s internal investigation found that 1)
the care provided was unreasonable (or the team is unsure whether it was reasonable or not), and 2)
that the care caused the patient significant harm. This referral conversation should only occur after
discussion and collaboration with the insurer about the event and plan to refer patient/family to them.
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Open the conversation with a sincere apology, then explain what was learned from the internal
investigation and talk with the patient/family about the plan to have case reviewed by the insurer to
help with resolution and make sure we are doing right by them.

If you believe that the standard of care was not met and that caused significant harm to the patient,
some suggested language for this referral conversation is below:

“We know that this has been a very difficult time for you, recovering from [original reason for being in
hospital/practice] plus [adverse event]. We have waived all of your bills associated with your care
because we do not feel that we delivered care up to our standards. We also always try to see if there is
anything else we can do for you, and one of the ways we do that is by having our insurer take a look at
the record of your care. This way an independent party can review the care, make sure we did not miss
anything, and see if there is anything else we can offer you in order to do right by you.”

“We realize that we should have done better in caring for you, and sincerely apologize for the injury that
you suffered as a result of our care. We would like to have our insurer review your care to see if there is
anything further we can do for you.”

If you are unsure whether the care met the standard or that it caused the patient significant harm,
some suggested language is below:

”We are sorry that this has happened and we would like to have your care reviewed by an objective
outside expert to see if there is anything more that should have been done differently and that would
have led to a better outcome. Our insurance company can provide that expert review if you agree that
we can share your medical information with them and if you will provide them with your medical records
from other medical providers. We will share the conclusions of the expert review with you.”





CARe Actions and Responsibilities

Insurance Hospital Involved Patient and
Comban Risk/Safety  Health Care Eamil
pany Department Providers Y

Communicate with
patient re: possible

error and Insurers
involvement; inform

Give verbal consent for
CARe based on reports

Decide whether to give
from Patient Safety.

No action permission to Insurance

chiefs, directors, etc.

about CARe selection.

Company to view
records.

If no permission given to release records, discuss ability to proceed with Insurer(s).

Conduct investigation,
and facilitate expert
reviews.

Continue to update
patient and HCPs with
status as appropriate
(See Keeping Patients

and Providers in the
Loop).

Discuss case with
Insurance
Representative.

No action.

s) disagrees that the case applies to CARe criteria, discuss further with Hospital.

If HCP objects to culpability allocation, discuss further with all parties.

Schedule initial meeting
with patient and inform
of right to counsel.

Co-facilitate initial
meeting.

Continue facilitating
meetings and make
final offer.

Pre-meeting discussions
regarding comfort level
of involved parties and
designee. (See
Guidance for the Initial
Meeting)

Assigned designee to
co-facilitate meeting.

Keep providers updated

on meetings if

continuing and they are

not attending.

Discuss with
Risk/Safety any
reservations about
participating in initial
meeting

Attend initial meeting if

ok with patient.

Attend meetings as
necessary.

Discuss with Patient
Relations any
reservations about
HCPs participating in
initial meeting

Attend initial meeting

Attend meetings and
decide whether to
accept final offer.






Program
Setup

Preparation

Ensure that the
safety culture at your
institution supports
a CARe program

Set up resources

Educate providers

O Readiness Checklist
O Implementation Team

O Implementation Guide
O Implementation Team

O Best Practices for CARe
Programs

O Implementation Team

@ Audience

@ Resources

24-48 hours
after event

(algorithm steps 1, 2)

Patient Safety Alerted

Support services for
providers and patients
launched

Discussion with patient
regarding error and
known facts

@ Sample Communication
Policy

@ Risk Managers/All Staff

@ Best Practices for
Interfacing with Patients

@ Patient Relations

@ Unexpected Outcome
Sheet

@ patients

2-4 weeks
after event

(algorithm step 3)

Internal investigation
takes place

Patient Safety and Patient
Relations maintain
contact with providers
and patients respectively

@ DPH SRE Letter Templates
@ Risk Managers

1-3 months
after event

(algorithm steps 4, 5)

Determination of CARe
criteria fit

Providers, Chiefs, and
Directors consulted

Team huddle; designee
conducts Initial CARe
Communication with the
patient; connects them
to Insurer for record
release

@ CARe Algorithms

@ Risk Managers

@ Insurer Referral
Document

@ Patient Relations/Risk
Managers

/' CARe Timeline

2-5 months
after event

(algorithm steps 6, 7, 8, 9)

Insurer reviews case and
develops offer
parameters

Provider/System
Allocation by insurer

Insurer invites patient to
CARe Initial Meeting;
recommends that
counsel also attend

Corrective actions
implemented at site

@ Best Practices for Patient
Representation

@ Risk Managers/Insurers

@ Suggested Insurer
Contact Timeline

@ Insurers

3-6 months+
after event

(algorithm steps 10, 11)

Initial meeting with
insurers, providers,
patient safety staff,
patient, counsel, and
other parties

Additional resolution
meetings occur as
necessary

Financial offer to patient
made and accepted or
rejected (settlement may
be negotiated)

@ Guidelines for Initial
CARe meeting

@ Risk Managers/Insurers

@ Best Practices for
Attorneys Representing
Patients

@ Attorneys

@ Best Practices for
Attorneys Representing
Providers

@ Attorneys
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http://www.macrmi.info/files/4114/0441/3564/Sample_Communication_Policy_Final.pdf

http://www.macrmi.info/files/9413/9696/9805/CARe_Best_Practices_for_Patient_Interaction.pdf

http://www.macrmi.info/files/8314/0985/9013/Best_Practices_-_Final.pdf

http://www.macrmi.info/files/5214/2427/8633/Best_Practices_for_Attorneys_Representing_Patients_Final.pdf

http://www.macrmi.info/files/1414/2427/8601/Best_Practices_for_Attorneys_Respresenting_Healthcare_Providers_Final.pdf

http://www.macrmi.info/files/6513/8359/5133/Guidelines_for_Initial_CARe_Meeting.pdf

http://www.macrmi.info/files/8214/5798/2613/CARe_Readiness_Checklist.docx

http://www.macrmi.info/files/2314/5567/2860/Implementation_Guide_-_Updated_feb_2016.pdf

http://www.macrmi.info/files/2414/1234/8177/Unexpected_Medical_Outcome_-_Patient_Info_Handout.pdf

http://www.macrmi.info/files/3514/1539/2397/Patient_Representation_Best_Practices.pdf

http://www.macrmi.info/resource_library/?stevensflag=&search=Letter&submit.x=0&submit.y=0&submit=Search#sthash.6GqOx8b9.t5UchK3D.dpbs

http://www.macrmi.info/resource_library/?stevensflag=&search=Sample+CARe+Algorithm&submit.x=28&submit.y=19&submit=Search#sthash.6GqOx8b9.fUMv11VG.dpbs

http://www.macrmi.info/files/6914/5875/4942/Contact_Timeline.pdf

http://www.macrmi.info/files/9214/9002/5784/Referral_conversation_document.pdf
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