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Implementation Guide 

Institutional Preparation 
1) Use the Readiness Checklist to ensure that your institution has the baseline culture and support 

it needs to make a CARe program successful.  

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

3) 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. 

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

5) 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) 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. 

7) 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. 

8) 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. 

9) 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 (attached) 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. 



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 attached.)

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. 

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.  

Sustaining 
22) Keep talking about CARe. Continue to do presentations, keeping track on your presentation 

guide where you haven’t been in a while. 

23) 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. 

24) Join a community where you can get support from others who have implemented CARe. 
MACRMI has open office hours the fourth Monday of each month at 12pm, and quarterly 
meetings as well if those are useful to you. Contact us on our website for more information.  

www.macrmi.info
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Initial meeting 
with insurers, 
providers, 
patient safety 
staff, patient, 
counsel, and 
other parties.  
Additional 
meetings occur 
as necessary. 
Final offer to 
patient made 
and accepted or 
rejected.  
(10,11) 



3-6+ 
months 



Insurer reviews 
case and 
develops offer 
parameters 
Provider/System 
Allocation by 
insurer 
Insurer invites 
patient to CARe 
Initial Meeting; 
recommends 
that counsel also 
attend 
Lessons learned 
implemented at 
site 
(6,7,8,9) 



2-5 months 



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 
(4,5) 



1-3 months 



Internal 
investigation 
takes place 
Patient Safety 
and Patient 
Relations 
maintain contact 
with providers 
and patients 
respectively 
(3) 



 



2-4 weeks 
Patient Safety 
Alerted 
Support services 
for providers and 
patients 
launched 
Discussion with 
patient regarding 
error and known 
facts 
(1,2) 



24-48 hours 



Communication, Apology and Resolution Timeline 
Within… 
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CARe Protocol
Case enters CARe Protocol as 



Adverse Event 
4



Patient does not desire 
compensation.



Outcome A



Insurer schedules initial 
meeting and advises 



patient of right to 
counsel



9



Subsequent 
patient meetings



11



Final offer accepted; 
release signed.



Outcome B



Final offer rejected; no 
further response.



Outcome C



Final Offer rejected; 
litigation occurs.



Outcome D



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



Guide”)
5



Provider/System 
allocation by Insurer(s) 



7



Initial Patient 
Meeting (See 



“Guidance for 
Initial Meeting”)



10



Disclosure Offer



Apology



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



insurer assessment



Insurer(s) 
review(s) case 



with patient 
records and 



hospital review 
materials



6



Patient refuses to release 
records to Insurer(s)



Custom Solution
Outcome E



Case enters CARe Protocol as 
a Litigation Notice 



4



Possible 
mediation



Lessons learned 
disseminated; patient 
safety improvements 



begin
8



Patient 
willing to 



share 
story?



Contact with patient lost
Outcome X



 













Insurance 
Company 



Give verbal consent for 
CARe based on reports 



from Patient Safety. 



Conduct investigation, 
and facilitate expert 



reviews.  



Develop offer amount 
and allocation of fault 
and discuss allocation 



with HCPs if applicable. 



Schedule initial meeting 
with patient and inform 



of right to counsel. 



Co-facilitate initial 
meeting. 



Continue facilitating 
meetings and make 



final offer. 



Hospital 
Risk/Safety 



Department 
Communicate with 
patient re: possible 
error and Insurers 



involvement; inform 
chiefs, directors, etc. 
about CARe selection. 



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



Loop). 



Work with Insurance 
Company on 



developing offer and 
allocation of fault. 



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. 



Involved 
Health Care 



Providers 



No action. 



Discuss case with 
Insurance 



Representative. 



Discuss with insurance 
company proposed 
allocation of fault if 



applicable. 



Discuss with  
Risk/Safety any 



reservations about 
participating in initial 



meeting 



Attend initial meeting if 
ok with patient. 



Attend meetings as 
necessary. 



Patient and 
family 



Decide whether to give 
permission to Insurance 



Company to view 
records. 



No action. 



No action. 



Discuss with Patient 
Relations any 



reservations about 
HCPs participating in 



initial meeting 



Attend initial meeting 



Attend meetings and 
decide whether to 
accept final offer. 



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



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



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



CARe Actions and Responsibilities 
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Defining a CARe Case 



 



Was the Standard
 of Care met?



Initiate CARe Protocol; 
consult providers, chiefs, and 



department heads.
4



Internal 
investigation 
(with insurer 



involvement as 
permitted)



3



Communication to 
patient re: results of investigation and any 



improvements to be made; include empathetic 
apology; consider service recovery.



Outcome F
(F1= SOC not met but did not cause 



significant harm; F2= SOC met)



A significant adverse
 event occurs



Department of 
Patient Safety 



alerted; support 
services for 



providers and 
patients launched



1



Communication with 
patient re: event as 



currently understood; 
document in record 
(See Appendix C of 



AEM Policy)
2



Litigation Notice 
received



Possible 
external 
review



Was the patient 
significantly harmed due 



to the unmet SOC? 
(See SH definitons)



Yes



Did the case originate 
as a Litigation Notice?



Department of 
Patient Safety 



alerted; support 
services for 



providers launched
1



Yes



Yes



No



No No



Possible 
early 



service 
recovery



 










[bookmark: _GoBack]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





· Insurance Company/Companies





· Hospital Representative(s)


· Health Care Providers involved in adverse event*


· 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


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


Apology


		The Apology from responsible parties should:


· 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)


· Express empathy for the patient’s injuries and suffering


Offer


		The Offer stated by the Insurance Company should:


· 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.







Insurer Referral Communication Guide 



Once it has been determined that a case is a candidate for the CARe Protocol, the first step will 
be to communicate to the patient that their case is recommended for evaluation by the 
insurance company. This conversation should be handled by the hospital or health system’s 
patient safety or patient relations staff, preferably the individual who has previously been in 
contact with the patient. A team huddle to identify the proper person to make the call is 
recommended. The following steps should be taken during this initial call. 



 
1. Tell the patient that you also believe that the insurance company should 



evaluate the case, but avoid using the words “money” or “compensation.”  
a. Example: “We’d like to explore options of other things we can do to 



help you get through this. Our insurance company can assist us with 
that by reviewing your care.” 
 



2. Tell the patient that in order to have the insurance company review his or her 
care, an authorization will need to be signed by him or her releasing the 
medical records to the insurance company. Give the patient the name and 
contact information of the case manager at the insurance company, and make 
sure you have all of the patient’s contact information. Give the patient a time 
frame in which the case manager will contact the patient about the 
authorization.  
 



3. Ask the patient if they have any questions about the process or the evaluation 
by the insurance company.  



 
4. Give an estimated time frame for the insurance company response, and make 



it clear to the patient how often he or she will hear from you about the case 
with a status update.  













Keeping Providers and Patients in the Loop 



When an adverse event occurs, it is very stressful for both patients and providers. As the event 
is being investigated and evaluated, it is important to keep both providers and patients 
informed about the status of the case, and answer any questions they have. Offering other 
support services is also important to ensuring that everyone involved can feel in control and at 
ease as much as possible. Below are some FAQs regarding communication between hospital 
staff and providers and patients. 



How often should providers and patients be contacted? 



The frequency of contact with involved parties varies depending on the situation, but 
contacting the involved parties at least once every two weeks is recommended. Even if there is 
nothing to new report, the assurance that progress is being made behind the scenes will ease 
anxiety about the process for those involved.  



 



What resources are available for patients that have suffered harm from an adverse event? 



The patient relations staff will be the hospital contact for patients, keeping them abreast of 
new information about event investigations and answering any questions the patients may 
have. Patient relations should also recommend patients to contact Medically Induced Trauma 
Support Services (MITSS), a non-profit that specializes in support for medical error situations (a 
copy of the MITSS brochure should be given directly to the patient and family). 



 



What resources are available for providers that have been involved in an adverse event? 



The patient safety staff will be the hospital contact for health care providers, keeping them 
abreast of new information about the event investigations and answering any questions. 
Patient Safety should recommend additional resources to providers as needed. They include 
the Clinician Health Service, the Employee Assistance Program, Employee Relations and 
Medically Induced Trauma Support Services (MITSS). See Support for Staff following an 
Adverse Event for more detailed information about these organizations (a copy of the support 
sheet should be given directly to involved providers).  













Support for BIDMC Staff following an Adverse Event 
 
Your Patient Safety Contact: (Name)_________________(Phone)__________ 
 
Each of us comes to work every day to provide safe care for our patients. When things 
do not go well, it can be very difficult for caregivers. You are not alone, and we are 
committed to supporting you. At BIDMC there are several resources that can help you 
through an adverse event situation: 



 
Clinician Health Service (CHS):  CHS provides a safe place to discuss concerns, assist 
with problem-solving, and make recommendations for ongoing treatment, if indicated. 
Clinicians may self-refer to CHS and are permitted up to three sessions with a CHS 
professional. There is no on-line record of the meetings nor is insurance billed. For an 
appointment contact Dr. Pamela Peck at (617) 667-0651 or via e-mail at 
ppeck@bidmc.harvard.edu. 
 
Employee Assistance Program: All BIDMC employees and their household members 
may access the employee assistance program free of charge. The EAP provides 
professional counseling to assist employees with personal or work-related problems. All 
counseling services provided by EAP are held strictly confidential. For a confidential 
consultation, or to make an appointment, please call (800) 451-1834. 
 
Employee Relations in BIDMC Human Resources: Employee Relations provides 
guidance to employees and supervisors on employee relations issues, including 
confidential sources for referrals. Employee Relations can assist employees in resolving 
problems, managing performance and providing strategies for creating a positive 
working environment. For more information or to make an appointment call (617) 632-
9492. 



Medically Induced Trauma Support Services (MITSS): MITSS is a non-profit organization 
whose mission is “To Support Healing and Restore Hope” to those affected by an 
adverse medical event, and to advocate for transparency and apology. MITSS provides 
direct services for care providers seeking confidential emotional support in one-on-one 
and group settings. For confidential telephone support, call (888) 366-4877. 
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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 a timely 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 


questions 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 address them.  
 


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 
Medically Induced Trauma Support Services 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 patients themselves.   



http://www.mitss.org/

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




CARe Cases - 2016

		*File ID		*Risk Manager or Patient Relations Staff Responsible		*Patient Name		*Event Date 		*Description of Event		*Was This Event Communicated to Patient/Family (Disclosure Conversation)? 		Current Status		Preventable?
(Yes/No/Unknown)		Bills held/waived/service recovery		Follow-up Attempted with pt/fam?		Details		After 1st attempt, need further follow-up?		2nd Follow-up attempted?		Need further follow-up?		CARe Insurer case?
(Yes/No)		Insurer Case Notes

		1000		CW		Frog, Kermit		1/1/16		Fall with fracture		Yes		Follow-up with pt/fam 		Yes		Bills held		Yes		Left a message with patient to let them know that we would like to refer this to our insurer 1/3/16		Yes						Yes		SOC not met per institution. Waiting to get ok from patient to refer

		1001		CW		Seashore, Sally		8/1/15		Specimen misplaced		Yes		Closed		Yes		Service recovery		Yes		Left message 10/1/15. Talked to patient 10/5/15. Waived procedure fees, paid parking. No sig harm. Patient happy.		Yes		Yes		No		Yes		No long term harm found to patient. Institution paid for second procedure and service recovery 

		1002		JK		Smith, John		10/1/15		Delay in diagnosis of ovarian cancer		Unknown		Under review		Unknown				No		Waiting to contact patient until review is complete

		*For institutions using RL6 as a Patient Safety Reporting System, these fields can be exported directly from a report in RL. If you would like to use this feature, please let the Lisa or Melinda from MACRMI know. 
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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. I 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, I 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 _______ is 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 further investigation


Computerized 
Reporting 
Systems 


(reviewed by PSC)


No Report


Departmental 
Review 


Processes (may 
involve PSC)


QI Directors*
Case work done 
by PSCs + M.D.s 


and R.N.s


No further investigation No further investigation


Chiefs**
(Director of PS + 


M.D. presents 
case)


Patient Care 
Assessment 
Committee


Patient Safety 
Improvements 
Implemented


Call/Complaint 
from Patient to 


Patient Relations 
(PR)


Direct Call to 
Patient Safety 


Coordinator (PSC) 
or PS Dept.


PSCs/PR investigate 
and resolve


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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Case is reported Case will be 
referred to 


insurer 


Initial insurer 
contact with 


provider re: role 
in care 


Case sent to 
expert(s) for 


review 


Insurer 
confirms/denies 
appropriateness 


for DA&O 


Allocation of 
offer is 


determined 


First 
DA&O 


Meeting 
Scheduled 


Contact providers every two weeks for “check in” 


Provider Contact Points 







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


 


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


2. 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 QI process) so that they can find potential improvements. This process is still 
covered under peer review. 
 


3. 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. 
 


4. 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. 





		Contact Timeline

		Slide Number 1



		Pre-Litigation Notice Process Sample






CARe Algorithm #1 


Defining a CARe Insurer Case 


 


Was the Standard
 of Care met?


Initiate CARe Insurer Case 
Protocol; 


consult providers, chiefs, and 
department heads.


4


Internal 
investigation 
(with insurer 


involvement as 
permitted)


3


Communication to 
patient re: results of investigation and any 


improvements to be made; include empathetic 
apology; consider service recovery.


Outcome F
(F1= SOC not met but did not cause 


significant harm; F2= SOC met)


A significant adverse
 event occurs


Department of 
Patient Safety 


alerted; support 
services for 


providers and 
patients launched


1


Communication with 
patient re: event as 


currently understood; 
document in record 
(See Appendix C of 


AEM Policy)
2


Litigation Notice 
received


Possible 
external 
review


Was the patient 
significantly harmed due 


to the unmet SOC? 
(See SH definitons)


Yes


Did the case originate 
as a Litigation Notice?


Department of 
Patient Safety 


alerted; support 
services for 


providers launched
1


Yes


Yes


No


No No/Unsure


Possible 
early 


service 
recovery
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CARe Algorithm #2 


CARe Insurer Case Protocol 


Case enters Protocol through 
Algorithm 1 Pathway 


4


Patient does not desire 
compensation.


Outcome A


Insurer schedules initial 
meeting and advises 


patient of right to 
counsel


9


Subsequent 
patient meetings


11


Final offer accepted; 
release signed.


Outcome B


Final offer rejected; no 
further response.


Outcome C


Final Offer rejected; 
litigation occurs.


Outcome D


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


Guide”)
5


Provider/System 
allocation by Insurer(s) 


7


Initial Patient 
Meeting (See 


“Guidance for 
Initial Meeting”)


10


Commun-
ication Resolution


Apology


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


insurer assessment


Insurer(s) 
review(s) case 


with patient 
records and 


hospital review 
materials


6


Patient refuses to release 
records to Insurer(s)


Custom Solution
Outcome E


Case enters CARe Protocol as 
a Litigation Notice 


4


Possible 
mediation


Lessons learned 
disseminated; patient 
safety improvements 


begin
8


Patient 
willing to 


share 
story?


Contact with patient lost
Outcome X
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		CARe Algorithm 1
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CARe Readiness Checklist 


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


 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.  
 
 








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: 


• 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 


 
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.” 
 


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


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







 
Assure the patient/family that the hospital: 


• will continue to care for the patient.  
• is committed to discovering what happened  
• 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: 
• The facts as they are presently known 
• 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). 
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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: 


• Encourage transparency  
Communication between and among patients and providers after 
adverse events will help all involved parties to feel supported and in 
control.   


• 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. 


• 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.  


• 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 
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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.” 


4. Report confirmed adverse event to the hospital’s insurer(s) as required. 
5. 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. 
 
 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 participate 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 
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. 








ADVERSE EVENT PROCEDURE


• 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.


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.
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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...........................#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!
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Communication, Apology, and Resolution (CARe): Approaching Adverse Events 
with Empathy



Name, Credentials, etc.
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Objectives

Describe the benefits of the CARe program for patients, clinicians, and health care systems, in comparison to a traditional liability model. 



Describe the essential elements of a successful CARe program.

 

Describe the key CARe action steps to take immediately following an adverse event.











Adverse Event - Definition

Definition: An injury that was caused by medical management rather than the patient’s underlying condition.



Adverse events can result from errors, but they do not necessarily result from errors (i.e. a bad outcome from a procedure, adverse patient reaction to medication). 















Why do patients sue?

“Studies show that the most important factor in people’s decisions to file lawsuits is not negligence, but ineffective communication between patients and providers.”

“Malpractice suits often result when an unexpected adverse outcome is met with a lack of empathy from physicians and a perceived or actual withholding of essential information.” 

Clinton & Obama, NEJM 2006

Vincent C, Lancet 1993
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One of our greatest fears as clinicians is being involved in adverse events because we believe that these can lead to lawsuits. Several studies were conducted to find out why people sue, and it was found that it is actually the reluctance to talk with patients about the events and the lack of empathy surrounding them is what most frequently causes lawsuits, and not the actual event or error itself. 



Mistakes – Clinicians are human!

100% of Clinicians make mistakes. 



The goal is to make sure current mistakes do not equal future mistakes.

It’s always nice to break up the presentation with videos. Here’s a suggestion.



Ted talk excerpt

https://www.ted.com/talks/brian_goldman_doctors_make_mistakes_can_we_talk_about_that?language=en













Adverse Event – Sample Case

Mr. Negashe calls the hospital Patient Relations office to voice a complaint that his doctor never provided information about blood work drawn during a clinic visit, and that in the meantime he had to be admitted to the hospital.



He went to the emergency room when he developed blurry vision, and was admitted to the ICU where he learned that he had diabetes.  He is worried that his vision problems are permanent.  He is now insulin dependent and thinks that may not have been the case if detected earlier.  He works as a driver and has been unable to work for several weeks. 



He is calling to simply to voice his dissatisfaction and alert the hospital to the problem.  He does not indicate an expectation. 













You can use a case from your own institution if relevant
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Adverse Event – Sample Case

Patient Relations reviews the case and learns that the patient had an elevated HgbA1C several months earlier, and follow-up was encouraged.  



When he did return he was seen by the physician, who drew a repeat test but did not follow-up with the patient.  The patient called the clinic twice for results and these calls were forwarded to the physician but no return call was made.   The clinic did not have a “closed loop” system to identify whether calls had been returned. 



The HgbA1c was markedly elevated on repeat test.



Peer review confirms that immediate follow-up was indicated in this situation, as the patient was at significant risk of becoming acutely ill.













Traditional approach to mistakes

Pretend they never happened, don’t talk about them. 

“Deny and Defend,” anything that is already known, and hope patients never show up in court.













The traditional risk management model fits in a system dominated by the tort process, where in order to survive in court providers and hospitals had to take a deny and defend approach.  Refusing to talk about a case, refusing to acknowledge the patient’s or provider’s needs, hoping a case just goes away.  It has largely been a reactive process.  Reactive to lawsuits but not using the opportunity to learn from a case or resolve things in a just and fair way.  
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What is wrong with the Status Quo?

Patients

Providers

Health Care System

Damaging to patient/provider relationship

Inefficient and expensive

Impedes patient safety improvement





Damaging to future patients

Negative health impacts

Costly







Thwarts patient safety improvement

Drives over-utilization









Drives up overall cost of healthcare

Compromises access to care









Gallagher Arch Int Med 2006; Boothman, Front. Health Svcs Mgmt 2012











Prolonged process of resolution with multiple victims

Lost opportunity to learn from the mistake on an individual and institutional level
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What is Communication, Apology, and Resolution (CARe)?

Communicate with patients and families when unanticipated adverse outcomes occur. 

Investigate and explain what happened. 

Implement systems to avoid recurrences of incidents and improve patient safety. 

Where appropriate, apologize and offer fair financial compensation without the patient having to file a lawsuit.













Principles of CARe

Compensate patients quickly and fairly when unreasonable medical care caused injury.

If the care was reasonable or did not adversely affect the clinical outcome, support caregivers and the organization vigorously.

Reduce patient injuries (and therefore claims) by learning through patients‘ experiences.

“Nurturing a Culture of Patient Safety and Achieving Lower Malpractice Risk Through Disclosure: Lessons Learned and Future Directions.” Boothman, et al; Frontiers of Health Service Management 28:3; study at the University of Michigan Health System
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Why CARe?

		Status Quo				CARe

		Reactive				Proactive

		Adversarial				Advocacy

		Culture of secrecy				Full disclosure / transparency

		Denial				Apology (healing)

		Individual blame				System repair

		Patient/MD isolation				Supportive assistance

		Fear				Trust

		Defensive medicine				Evidence-based medicine
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Does CARe work?

University of Michigan Health System

Stanford Hospitals and Clinics

AHRQ Grant Awardees

Washington

Illinois

Texas

New York

Massachusetts (Planning Grant)











University of Michigan Health System

Kachalia et al, Ann Intern Med 2010

Claim = “any request for compensation

for an unanticipated medical outcome whether initiated by the patient or by disclosure.”

Types of Liability Costs













When developing our policies we looked to predecessors who were sucessful: ie. Michigan.



Note. Alan might use this slide, so we can take out or just use as a simple review
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Patient Compensation	Before	After	Before	After	16.64	6.9	Legal	Before	After	Before	After	2.2599999999999998	0.88	Non-Lawsuit	Before	After	Before	After	5.0599999999999996	4.07	Lawsuit	Before	After	Before	After	13.85	3.71	Mean Costs/mo./$1000 revenue



Types of Events

Before	Lawsuits	All Other	2.13	4.9000000000000004	After	Lawsuits	All Other	0.75	3.77	Claims/ Mo. /100K Pt. Encounters







PEARL Results







		Metric		Desired
Result		Observed Result		Comment

		Reporting Pattern		Faster		Unchanged		Average incident to report lag is one year

		Frequency		Lower		Lower		Annual reported claims dropped from 23 to 15

		Closing Pattern		Faster		Inconclusive
		Small number of closed claims

		Severity		Lower		Inconclusive		Some large post-PEARL closed claims

		Overall Cost		Lower		Lower		38% reduction over 5 years



* Reinvestments in Loss Control Programs vs. Premium Rebates and Holidays





		Stanford’s PEARL

Click to edit Master text styles

Second level

Third level

Fourth level

Fifth level








‹#›

http://theriskauthority.com/

© The Leland Stanford Jr. University 2013
 

		Stanford’s PEARL

The Massachusetts Pilot Sites
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		Site		#Beds		Location		Teaching (Y/N)

		Beth Israel Deaconess Medical Center
		642		Inner City		Y

		BID-Milton
		88		Community		N

		BID-Needham
		58		Community		N

		Baystate Medical Center
		716		Inner City		Y

		Baystate Franklin Medical Center		93		Community		N

		Baystate Mary Lane Hospital		31		Community		N

		Atrius Health*		n/a		Ambulatory		N

		Sturdy Memorial*		128		Community		N



*Not yet in full implementation
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Massachusetts Alliance for Communication and Resolution following Medical Injury









































“CARe” (Communication, Apology, and Resolution) is MACRMI’s preferred way to reference the process. 













17



CARe Algorithms

There are two CARe Algorithms:

A “filter” to determine whether an adverse event case should go through the full CARe process 

“Defining a CARe Case”

The full CARe process that will be followed if a case is selected by the filter

“CARe Protocol”

















“Defining a CARe Case” –the Filter

If an internal investigation team determines that…

The standard of care was not met, AND

The unmet standard of care caused significant harm

…the case moves to the full CARe Protocol
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CARe Insurer Case Protocol

If selected by the “filter,” case is referred to Insurer as CARe case



Case reviewed by insurer and external experts



CARe cases will proceed with a meeting with insurer, patient, patient’s attorney, and providers (if applicable) to formally apologize, discuss the case, and offer compensation











CARe Insurer Case Protocol -  Potential Outcomes

















Communication, Apology and Resolution Timeline

Within…







24-48 hours





Patient Safety Alerted

Support services for providers and patients launched

Discussion with patient regarding error and known facts

(1,2)





2-4 weeks





Internal investigation takes place

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

(3)





2-5 months





Insurer reviews case and develops offer parameters

Provider/System Allocation by insurer

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

Lessons learned implemented at site

(6,7,8,9)





1-3 months





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

(4,5)





3-6+ months





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

Additional meetings occur as necessary.

Final offer to patient made and accepted or rejected. 

(10,11)











































Adverse Event Case - Resolved

Mr. N. received an explanation, an apology and compensation

Compensation based on expenses encountered, lost work, pain and suffering.

Payment was determined and made by hospital’s insurer on behalf of the hospital and physician

With physician’s endorsement, responsibility was apportioned 50/50

Case was shared in multiple institutional forums to prevent recurrence













Sample Case – Mrs. Alcott

Mrs. Alcott called her PCP’s office in September about a CT scan she had in March prior to undergoing an emergent cholecystectomy.  She said she heard from a specialist that there were some “worrisome findings” on it that should have been followed up on. 

The nurse at the PCP’s office read her the report, which noted that a pelvic ultrasound was recommended for further evaluation of an adnexal enlargement. Mrs. Alcott was extremely upset because she had just been diagnosed with ovarian cancer, and asked that a surgeon call her back to explain to her why this was never followed up on.

An attending surgeon who was involved in her follow up care from the hospital attempted to contact the patient, but the call was not returned. 

A pre-litigation notice was filed on behalf of the patient by her attorney shortly after.

The hospital’s quality staff arranged a meeting between Mrs. Alcott and her attorney, the Surgery QI Director, and an attorney from the Insurer to discuss what happened, apologize for the error that was made, explain how it will be prevented in the future, and to work with the patient compensate the patient for the potential loss she experienced in this delay of diagnosis. 

The patient and the providers involved in the meeting felt that this meeting to explain, apologize, and discuss the corrective actions was extremely helpful in the healing process for everyone.

4 months later, the parties had reached an agreement and the case was resolved.











Could present this case as an alternative to Mr. Nagashe case. 
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For Clinicians: 
Steps following an Adverse Event

Step 1: Report the event and get help















Reporting should increase with the culture of transparency – it doesn’t mean more adverse events are happening, it means staff is more comfortable reporting them because they believe they will be handled appropriately and that improvements will be made. See Michigan’s experience over 7 years (started program in 2001)
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Steps following an Adverse Event (cont.)

Step 2: Communicate with the patient/family about the event; be empathetic and use statements of regret (“I am so sorry this happened to you…”); discuss facts known at this time and do not speculate or blame others.



A note on Apology: 

1. Statements of Regret – Always!

2. Apology of Fault – Once facts are known

				 (if applicable)











Steps following an Adverse Event (cont.)

Step 3: Document the communication with the patient/family in the record; facts, who was present, and results of conversation.



Step 4: Check back in with the patient/family and discuss with them the findings and any systemic improvements to be made once all facts are known and root causes have been determined.













What else helps CARe succeed?

Leadership buy-in

Baseline culture of safety

Root cause analysis and safety improvement

Integration of risk management and patient relations

Staff

A program manager

Commitment from risk management/patient safety

Support

Clinician Peer Support

Patient resources















Questions?

Any Questions?



Contact info:



Please visit the MACRMI website for downloadable resources, blogs, discussion boards, and more:

www.macrmi.info. 



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


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


 
3. Have a rigorous model to assess and investigate adverse events, including a Root 


Cause Analysis when appropriate. 
 


4. 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. 


 
5. 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. 


 
6. 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. 


 
7. Communicate the relevant findings of the investigation to the patient, and answer any 


questions 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. 


 
8. When compensation is warranted, encourage patients or their families to be represented 


by counsel. Any compensation that is offered should be fair.  
 


9. 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. 


 
10. 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.   
 







