
 

 
Disclosing Unanticipated Outcomes to Patients: The Art and Practice
Author(s): Thomas H. Gallagher, Charles R. Denham, Lucian L. Leape, Geri Amori and
Wendy Levinson
Source: Journal of Patient Safety, Vol. 3, No. 3 (September 2007), pp. 158-165
Published by: Lippincott Williams & Wilkins
Stable URL: https://www.jstor.org/stable/26636387
Accessed: 22-09-2022 14:48 UTC

 
JSTOR is a not-for-profit service that helps scholars, researchers, and students discover, use, and build upon a wide

range of content in a trusted digital archive. We use information technology and tools to increase productivity and

facilitate new forms of scholarship. For more information about JSTOR, please contact support@jstor.org.

 

Your use of the JSTOR archive indicates your acceptance of the Terms & Conditions of Use, available at

https://about.jstor.org/terms

Lippincott Williams & Wilkins is collaborating with JSTOR to digitize, preserve and extend
access to Journal of Patient Safety

This content downloaded from 132.174.255.116 on Thu, 22 Sep 2022 14:48:13 UTC
All use subject to https://about.jstor.org/terms



 Original Article

 Disclosing Unanticipated Outcomes to Patients:
 The Art and Practice

 Thomas H. Gallagher, MD* Charles R. Denham, MD,f Lucian L. Leape, MD,i
 Geri Amori, PhD,§ and Wendy Levinson, MD//

 Abstract: Open disclosure of unanticipated outcomes to patients is a

 key component of patient-centered care and is incresingly mandated

 by hospital acrreditation requirements and some state laws. Yet,
 transparent communication with patients about unanticipated out
 comes appears to be the exception rather than the rule. We describe

 why the current approach to disclosure is broken and review a new
 Safe Practice that the National Quality Forum has adopted to
 enhance the disclosure of unanticipated outcomes to patients. This
 Safe Practice emphasizes that disclosure and transparency are core

 components of organizations' patient safety programs. We describe
 what events are covered by the Safe Practice and articulate the
 essential steps in the disclosure process. The Safe Practice
 encourages organizations to create a disclosure and improvement
 support system, which includes supplying emotional support for
 caregivers and administrators following serious unanticipated out
 comes, providing health care workers with disclosure education and

 skill building, establishing a process for ready access to adjust-in
 time disclosure coaching, and developing processes for measuring
 and improving disclosure. We then use the "4A's" frameworks of
 awareness, accountability, ability, and action to delineate what key

 players should understand and do to begin closing the disclosure
 performance gap, and list of practical steps that organizations can
 take to implement this Safe Practice.

 Key Words: disclosure outcomes, communication, patient safety

 (J Patient &/'2007;3:158-165)

 Open communication about unanticipated outcomes is critical to saving lives and preventing undue suffering of
 patients.1'2 Open communication requires providing critical
 information in a timely manner to the affected patient and
 family and to appropriate individuals within the health care
 organization who can prevent future events.3'4 Patients need
 this information to understand their health situation and to

 make important decisions regarding their future care. Health
 care organizations need this information to identify hidden
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 systems failures, perform careful analyses of causes, and
 develop strategies to prevent recurrences.

 Despite these needs, available evidence suggests that
 open communication of unanticipated outcomes occurs
 infrequently.3 Within health care organizations, critical
 information often does not reach key stakeholders, particu
 larly members of senior management and trustees who have
 the power to move organizations toward greater transpar
 ency.5 The disclosure of unanticipated outcomes to patients is
 even more problematic.6-10 Full disclosure to patients poses
 special challenges for caregivers and institutions and thus
 constitutes an important barometer of an institution's values
 and commitment to quality, transparency, and patient
 centered care.

 In this article, we describe the current breakdown in
 disclosing unanticipated outcomes to patients and describe a
 new Safe Practice proposed by the National Quality Forum
 (NQF) to enhance disclosure.1 '

 The Current Approach to Disclosure
 and Why It Is Broken

 Ethicists and professional organizations have long
 recommended that unanticipated outcomes be disclosed to
 patients, emphasizing patients' right to be informed about
 important events in their care. Disclosure is being increas
 ingly required.12-16 The Joint Commission on Accreditation
 of Healthcare Organizations (JCAHO) now requires that pa
 tients be informed about all outcomes of care, including
 unanticipated outcomes.17 Some states have also adopted
 disclosure requirements.18 At the federal level, in 2005,
 Senators Clinton and Obama introduced legislation requir
 ing that harmful errors be disclosed to patients.19 Yet,
 research shows that patients are infrequently told about
 unanticipated outcomes and harmful errors in their care or
 are given incomplete information.6'7'9 20 28

 There are multiple reasons why disclosure is not hap
 pening, ranging from the external environment to the indi
 vidual health care worker.

 External Disclosure Context

 Although standardization of the external requirements
 for disclosure is an important first step, existing standards
 provide little guidance regarding the practice of disclosure.
 For example, current standards do not address how much
 information should be disclosed or whether to apologize. As a

 result, health care institutions and caregivers are uncertain
 exactly how disclosure should take place.

 This uncertainty about the best approach to disclosure is
 especially troubling in light of the litigious health care

 ] Patient Saf • Volume 3, Number 3, September 2007
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 environment. The American Medical Association reports that
 22 states are "in crisis" regarding affordable medical mal
 practice insurance.29 Many states are adopting laws that pro
 tect some apologies from being an admission of liability.30-31
 However, because most of these apology laws provide only
 limited protection, they may not reduce institutions' and
 caregivers' concerns that disclosure will lead to lawsuits.

 Institutional Environments

 Although publicly espousing transparency, many health
 care organizations worry that disclosing unanticipated out
 comes may lead to litigation and bad publicity.32 As a result,
 institutional disclosure policies are often vague. They may
 send caregivers mixed messages, such as requiring personnel
 to disclose unanticipated events to patients but not admit
 liability. Many institutions have also been reluctant to provide
 caregivers with disclosure education, fearing that such train
 ing could stimulate disclosure in problematic ways. These
 institutional concerns are compounded by the inertia that
 accompanies any attempts at broad cultural change such as
 increasing transparency.5

 Institutional Trustees, Senior Leadership
 Individuals in leadership positions with the power to

 move institutions toward greater transparency are often un
 aware of the problems with disclosure, both across health care

 and at their own institution. One reason is that middle/upper
 managers may not be informing them about the full spectrum
 of unanticipated outcomes at their institution. Trustees hear
 about celebrated catastrophes such as wrong site surgeries,
 but may not know about other serious but less widely
 discussed unanticipated outcomes. In addition, institutional
 leaders frequently receive very conservative advice from in
 ternal and external legal counsel about how these events
 should be handled. This advice from their attorneys is pri
 marily concerned with financial risk to the institution rather
 than what is best for patients and may not reflect accumulat
 ing evidence about the beneficial effects of disclosure, both
 therapeutic and financial.1-18

 Health Care Professionals

 The attitudes and experiences of individual health care
 professionals can inhibit transparency. Although caregivers
 are generally committed to being truthful, they are also
 extremely unsure whether and how to disclose unanticipated
 outcomes to patients.27,33^35 They naturally fear the negative
 and punitive consequences of disclosure, including lawsuits,
 shame and embarrassment, and disciplinary actions. Further
 more, few caregivers have had disclosure training, so even
 those who wish to disclose are uncertain how to conduct these
 challenging conversations.

 Does Disclosure Matter? Is Disclosure Really
 a Patient Safety Issue?

 Some may consider disclosure to be only a service
 recovery and risk management issue. Yet, the impact of
 disclosure is much more wide ranging, including the
 following.

 Disclosure as Patient-Centered Care

 Patients unanimously want unanticipated outcomes
 disclosed to them, especially when it was due to a medical
 error. Multiple studies have shown that patients wish to be
 informed about what happened, the implications of the event
 for their care, why the event happened, and how recurrences
 will be prevented.7'22'24'36"42 Patients care deeply that lessons
 have been learned from the event and that recurrences are less

 likely. When there has been an error or systems failure, pa
 tients also desire an apology, as recognition of the seriousness
 of the event and its emotional impact on them. Meeting
 patients' preferences for disclosure is fundamentally aligned
 with the Institute of Medicine's vision of patient-centered
 care.3 Effective disclosure enhances patient-centered out
 comes, including the patient's medical decision making, trust,
 and satisfaction. Inadequate disclosure clearly angers patients
 and contributes to malpractice suits.37-40'43^18

 Disclosure as a Core Patient Safety Activity
 In many institutions, disclosure decisions are made by

 risk managers operating in "silos" disconnected from those
 working on patient safety and quality. As a result, information
 gleaned from risk managers' conversations about these events
 with caregivers may not be shared with the patient safety
 programs or communicated up the institutional chains of
 command. By recognizing disclosure as a key dimension of a
 transparent health care culture, institutions will stimulate
 improved communication and also promote greater reporting
 of unanticipated outcomes by caregivers to risk managers and
 patient safety programs. As previously unreported unantici
 pated outcomes are shared with patient safety experts, process
 improvements can be implemented to prevent recurrences
 and save lives. Sharing this information with senior
 executives and trustees will also create greater awareness of
 patient safety breakdowns among those who can commit the
 resources required to implement solutions.

 Disclosure as Reflecting Institutional Values
 Transparency should be a core institutional value. When

 senior leaders and trustees publicly commit to transparency,
 clearly delineate accountability for transparency, and commit
 the necessary resources to enhance transparency, it has im
 portant repercussions throughout the organization and on the
 public's perception of the integrity of health care.

 The Business Case for Disclosure

 Many health care leaders worry that full disclosure will
 damage their institutions' bottom line. Yet, accumulating in
 formation suggests the opposite—that full disclosure reduces

 malpractice costs.19'49'50 Furthermore, as pay-for-performance
 initiatives continue their rapid development, the business case for

 transparency becomes even more compelling.51'52

 Safe Practice on Disclosure
 The NQF Safe Practices for Better Healthcare—2006

 Safe Practice no. 4 states: "Following serious unanticipated
 outcomes, including those that are clearly caused by systems
 failures, the patient and, as appropriate, family should receive
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 timely and transparent clear communication concerning what
 is known about the event."

 Thus, a disclosure practice is recommended for hos
 pitals to provide open and clear communication with patients
 and families regarding serious unanticipated outcomes, sup
 ported by systems that foster transparency and performance
 improvement to reduce preventable harm. This Safe Practice
 explicitly links disclosure to an organization's broader patient
 safety programs and emphasizes transparency as a core
 component of patient safety. The Safe Practice also articulates
 a process for disclosure and describes an institutional
 disclosure support system that includes disclosure policies,
 education, coaching, and emotional support for caregivers.

 What Events Are Covered?

 Those events that require disclosure under this Safe
 Practice are a subset of all unanticipated outcomes termed
 "serious unanticipated outcomes." The definition of serious
 unanticipated outcomes was designed to harmonize similar
 definitions of serious events from various organizations,
 including the JCAHO and NQF. At a minimum, the serious
 unanticipated outcomes addressed by this practice include (a)
 sentinel events as defined by the JCAHO (any unexpected
 occurrence involving death or serious physical or psycholo
 gical injury or risk thereof; serious injuries specifically
 include a loss of limb or function); (b) serious reportable
 events as defined by the NQF (one that results in death or the
 loss of a body part, disability, or loss of bodily function
 lasting more than 7 days or still present at the time of
 discharge from an inpatient health care facility or, when
 referring to other than an adverse event, an event that the
 occurrence of which is not trivial); (c) any other unanticipated
 outcomes involving harm requiring substantial additional
 care (such as diagnostic tests, therapeutic interventions, or
 increased length of stay) or causing loss of limb or function
 lasting 7 days or longer. Disclosure is appropriate for less
 serious events as well.

 Organizational Elements
 The governance and administrative leadership's com

 mitment and engagement are essential to the success of this
 Safe Practice. Trustees and administrative leadership can use
 the "4A" framework of awareness, accountability, ability,
 and action to educate themselves and their institutions about

 the nature of their disclosure performance gaps; they can then
 establish clear accountability for implementation, invest re
 sources, and develop effective disclosure procedures.5
 Essential elements of this Safe Practice include applying
 continuous quality improvement techniques such that infor
 mation gleaned from disclosure is systematically used for
 performance and quality improvement. Annual reviews and
 updates of disclosure policies and processes should also take
 place to measure and ensure that current best practices are
 being used. In addition, the physician staff must be actively
 engaged to successfully develop and implement the dis
 closure process. Trustees and administrative leaders should
 consider implementing a policy for credentialing caregivers
 that requires both adherence to this disclosure practice as well
 as participation in a broader disclosure support system.

 To implement this Safe Practice, organizations should
 develop a formal process for disclosing serious unanticipated
 outcomes to patients and ensuring that information about
 these events is reported both internally to patient safety pro
 grams and externally as required. Information reported by
 caregivers about these events to the institution then drives
 formal event analyses and planning for prevention, the results
 of which are shared with the patient. Thus, disclosure is a
 bidirectional process in which caregivers share information
 about events both with the institution and with patients.53'54

 Key Steps in the Disclosure Process
 Following a serious unanticipated outcome, the patient

 should be informed about "the facts" of the event. This in

 cludes an explicit statement of what happened and the
 implications of the event for the patient 's future health, as
 well as why the event happened and its preventability to the
 extent known. In addition, the patient should be told of the
 commitment to investigate the incident and to report back
 regarding what is found about the event's causes. The results
 of the event analysis should be provided to the organization's
 patient safety leaders, including those in governance posi
 tions, so that systems changes can be made, if possible, to
 prevent recurrence. The patient can then be informed of the
 results of the event analysis and the changes made to prevent
 recurrences in sufficient detail to support informed decision
 making. Providing this information helps meet patients'
 expressed preferences following unanticipated outcomes and
 emphasizes the value that patients place on the learning
 that comes from these events.7'38'39

 Skillful disclosure includes understanding not only
 what information to share with the patient but also how to
 share it.55 Empathie communication techniques are essential
 for effective disclosure.56 Serious unanticipated outcomes
 create significant emotional distress for patients. Patients are
 typically deeply disappointed that they were harmed by the
 care they were hoping would help their, and anxious about
 future errors. Empathie communication involves caregivers
 recognizing and understanding each patient's distress and
 communicating this understanding back to the patient. As part
 of empathie communication, an expression of regret that the
 outcome was not as expected is appropriate for all un
 anticipated outcomes. Patients and their families may also
 need support from someone other than their caregivers, such
 as a psychologist or patient's advocate.

 The Safe Practice envisions an initial conversation with

 the patient and/or their family within 24 hours of the event's
 recognition. While patients should be notified promptly about
 these events, the information provided to them must be accu
 rate. The content of this initial conversation will oftentimes

 be relatively limited, namely, that an event has occurred, what
 has been done to mitigate the event, and that the event will be

 carefully analyzed and the results later shared with the patient
 or family. Disclosure generally involves multiple conversa
 tions with the patient, which allows caregivers to provide
 information as it becomes available, gives the patient time to

 ask questions, and helps maintain the patient-provider
 relationship. Not infrequently, the caregiver's initial thoughts

 160  © 2007 Lippincott Williams & Wilkins
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 about the event and its preventability change substantially
 after careful analysis.

 Many health care institutions are experimenting with
 who should lead disclosures. To preserve the patient-provider
 relationship, we believe that such conversations should be led

 Disclosing Unanticipated Outcomes to Patients

 by the patient's responsible licensed independent practitioner.
 When the patient's provider is poorly suited or unwilling to
 lead the disclosure, a senior administrator should assume this
 role. Including other involved caregivers in the disclosure can
 also help in the explanation of what happened to the patient.

 TABLE 1. What Key Players Should Understand and Do to Enhance Disclosure

 Key Players
 What They Need to Understand

 (Awareness)
 What They Need to Do

 (Accountability, Ability, Action)

 Everyone  There is a disclosure gap across health care

 There is a disclosure gap at their institution
 There are disclosure barriers

 There are consequences of the disclosure gap

 »Patients develop lower trust and satisfaction

 "Transparency provides a key to patient safety

 » There is a business case for closing the gap

 Participate in the process of developing and implementing
 Disclosure Safe Practice appropriate to their role/discipline

 CEOs/trustees  Trustees/CEOs are critical to closing disclosure gap

 Success of Disclosure Safe Practice depends on integrating
 risk management and patient safety systems
 Reports they currently receive on patient safety and
 disclosure may only be the tip of the iceberg

 Enhance awareness

 ° Promote education

 ° Incorporate disclosure into their strategic plans
 Establish accountability
 0 Remove institutional barriers to disclosure and transparency
 ° Make leadership and key staff accountable for disclosure
 ° Ensure serious unanticipated outcomes are reviewed with
 the board

 Develop ability
 ° Invest in disclosure education and skill building
 » Invest in disclosure support and improvement system
 Promote action

 »Attack inertia

 ° Demand transparency and integrity
 0 Ensure disclosure measures and targets are created

 Department heads/medical
 directors

 Disclosure is a team activity
 Collaboration is necessary between physician
 and nonphysician departments

 Enhance awareness
 "Promote education

 ° Incorporate disclosure into strategic plans

 Establish accountability

 » Remove institutional barriers to disclosure and transparency

 » Make leadership and key staff accountable for disclosure

 Develop disclosure coaching skills

 Incorporate consideration of disclosure into morbidity and
 mortality conferences

 Risk managers  Disclosure may require conflict-resolution skills; conflicts
 are likely among caregivers regarding the nature of event,
 whether and how to disclose

 Promote integration with quality improvement/patient
 safety program

 Develop disclosure coaching skills

 Malpractice insurers  • There is a positive impact of disclosure on fiscal outcomes
 (the "business case")

 Support disclosure process

 Consider establishing early offer program

 Patient safety experts  Disclosure is a patient safety, not service recovery issue  Collaborate more closely with risk managers

 Provide event analysis information to those leading disclosure

 Physicians  Disclosure is crucial to maintaining the patient's trust

 Disclosure requires help from coaches and safety experts

 Disclosure can impact outcomes, especially litigation

 Receive background training

 Access the relevant support resources before disclosure

 Nonphysician caregivers  1 There is an important role of nonphysician caregivers in disclosure

 Strategies for effective team communication must be developed

 Receive background training

 Access the relevant support resources before disclosure

 © 2007 Lippincott Williams & Wilkins  161
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 An administrative leader's presence for the disclosure can
 demonstrate the institution's commitment to transparency
 and highlight the changes being made to prevent recurrences.

 Apology plays a critical role in the disclosure process.57-59
 An early expression of regret that the patient experienced harm is

 appropriate for all serious unanticipated outcomes. However,
 when investigation reveals that the event was clearly caused by
 unambiguous errors or system failures, the patient's responsible
 provider should make a full apology, which requires taking
 responsibility for the failure, showing remorse, and making some

 restitution.60 In some cases, an apology is also indicated from an
 administrative leader.

 Disclosure and Improvement Support System
 It is essential for patients, caregivers, and health care

 organizations that disclosure of serious unanticipated out
 comes be done well. Thus, to promote elimination of the
 current disclosure performance gap, the Safe Practice
 includes a disclosure and improvement support system with
 the following 3 main elements:
 1. Emotional support for caregivers and administrators.

 Serious unanticipated outcomes upset not only patients
 and their families but also the involved caregivers and
 administrators, distress that can last for weeks and
 months.26'35'61-65 At present, caregivers' and administra
 tors' needs for emotional support following serious
 unanticipated outcomes go largely unmet.66 Some care
 givers may hesitate to seek support following errors
 because of the misconception that this would be a sign of
 weakness. Institutions have also failed to create adequate
 support programs and to address caregivers' concerns about
 the confidentiality of such programs. Failing to support the
 emotions of caregivers and administrators following
 serious unanticipated outcomes not only impairs the
 disclosure of these events to patients, but can also inhibit
 the caregivers' abilities to provide safe care. This may lead
 to employee burnout and staff turnover. Thus, developing
 effective support mechanisms for those involved in serious
 unanticipated outcomes is paramount.

 2. Education/skill building. Few caregivers have had train
 ing in disclosing unanticipated outcomes to patients.
 Thus, institutions should invest in educational programs
 to teach caregivers how to conduct these difficult
 conversations. An institution-wide disclosure education

 effort can heighten awareness of the disclosure perfor
 mance gap and emphasize the organizations' commit
 ment to transparency and integrity. Those caregivers
 most likely to be involved in disclosure should also have
 the opportunity to practice these skills using innovative
 educational techniques, such as standardized patients.20

 3. Coaching. Although background education on the dis
 closure practice for caregivers and administrators is
 essential to the success of such a program, education
 alone is not likely to be sufficient. Because serious
 unanticipated outcomes are relatively infrequent events for
 any given caregiver, significant time will likely have
 elapsed between disclosure training and the event itself.
 Thus, just-in-time coaching is a core component of this Safe

 Practice.67 Disclosure coaches can help the health care team
 discuss the event in a blame-free way and decide how to
 disclose the serious unanticipated outcome to the patient.
 This disclosure planning process will include rehearsing the

 TABLE 2. Implementing the Safe Practice: Practical Next Steps

 Step 1—Initiate planning

 •Leadership uses 4A framework to initiate a strategic planning process for
 disclosure30

 0 Highlight the importance of interdisciplinary representation in strategic
 planning

 •Initiate processes to create relevant policies

 »Specify content, process of disclosure

 °Tie the disclosure policy to credentialing fcr physicians and other
 caregivers

 • Formally link disclosure and patient safety activities

 "Ensure that analysis of all serious unanticipated outcomes includes
 consideration of disclosure

 »Create mechanisms so that information reported by caregivers to risk
 management is shared with the patient safety program

 »Develop approaches for regularly sharing information about serious
 unanticipated outcomes and their disclosure with leadership, including
 CEOs and trustees

 Step 2—Create disclosure and improvement suppor: system

 • Identify and train disclosure coaches

 »Key skills include understanding the disclosure process, facilitating
 team discussion of serious unanticipated outcomes and resolving
 conflicts, leading the team through mock dis:losure and anticipating
 questions, and supporting upset emotions of caregivers

 "Provide for availability of disclosure coaches at all times (24/7/365)

 •Develop formal strategies for supporting caregivers and administrators
 following unexpected events

 • Prepare for education/training of caregivers

 Step 3—Provide disclosure education

 • Make general education available across the institution to create awareness
 of disclosure gap

 •Provide, minimally, 2-h background education for caregivers who are
 likely to be involved in disclosures

 "The goal is not to educate to mastery. Workers need understanding of
 basic disclosure concepts, ability to practice disclosure, and awareness
 of how to access disclosure support resources

 Step 4—Develop process for measuring and improving disclosure

 •Apply performance improvement tools to the disclosure process

 • Develop disclosure performance measures

 "Outcome measures: evidence of disclosure and performance improve
 ment in traditional patient safety areas such as death, disability, adverse

 drug events, delayed/missed diagnoses, and ather preventable harms,
 also operational and financial measures related to disclosure, such as
 events that become malpractice claims, and the costs they generate

 ° Process measures: percent of staff trained in disclosure, frequency of
 events requiring disclosure for which Disclosure Safe Practice was
 followed and satisfaction of the staff with disclosure training

 ° Structure measures: verification that disclosure coaches are available at

 all times (24/7/365), pertinent policies exist and are available, a process
 is in place to screen unanticipated outcomes for consideration of
 disclosure, and mechanisms are in place to track whether and how
 disclosure occurs. Also, the presence of an internal disclosure reporting
 structure to senior administrative management and governance board
 leaders is an important measure

 ° Patient-centered measures: patient trust in integrity and transparency of
 the institution, and satisfaction with disclosure among patients who

 experienced serious unanticipated outcomes

 162  © 2007 Lippincott Williams & Wilkins
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 disclosure and anticipating questions. The disclosure coach
 also supports the caregivers' emotional needs, helping them
 focus on the affected patients. Institutions should ensure that

 disclosure coaches are available around-the-clock. At many
 institutions, medical directors, patient safety officers, and
 risk managers can serve as disclosure coaches. At smaller
 institutions, a suitably trained hospital administrator could
 also be a disclosure coach.

 Implementing the Safe Practice
 Implementing this Safe Practice will require that

 institutions undertake a broad strategic planning process
 and create a detailed action plan. Table 1 uses the "4A"
 framework (awareness, accountability, ability, and action)30
 to identify the key players in the disclosure process, critical
 dimensions of awareness for these groups, and the general
 domains of action for which each group will be primarily
 responsible. Disclosure education should be customized for
 each group. For example, those charged with implementing
 disclosure policies and procedures, such as medical directors
 and risk managers, should be especially aware of the
 interprofessional dimensions of disclosure and ensure that
 all involved caregivers have the opportunity to participate in
 discussions about disclosures. Those most likely to lead
 disclosures, such as physicians, must be particularly aware of
 the institutional resources available to assist with disclosure,
 such as just-in-time disclosure coaches.

 Table 2 describes practical steps that institutions might
 follow in implementing the Safe Practice. These steps
 include developing the appropriate policies, linking dis
 closure and patient safety activities, creating a disclosure and
 improvement support system, and providing disclosure
 education. In addition, institutions should approach disclo
 sure as they would any other performance improvement
 effort and develop and track disclosure performance
 measures addressing outcomes, process, structure, and
 patient-centered domains. Potential candidate measures are

 provided in Table 2, step 4. These measures are early in their
 development and will be refined over time. Rather than
 waiting for perfect measures, institutions should commit to
 tracking the disclosure process using those measures best
 suited to their local environment.

 Implementation Example
 Case: A diabetic patient is admitted to the hospital. The

 admitting physician handwrites an order for the patient to
 receive "10 U" of insulin. The "U" in your order looks like a
 zero. On the following morning, the patient is given 100 units
 of insulin, 10 times the patient's normal dose, and is later
 found unresponsive with a blood sugar level of 35mg/dl. The
 patient is resuscitated and transferred to the intensive care

 unit. You expect the patient to make a full recovery.
 Careful root cause analysis reveals system breakdowns

 in the doctor's insulin order writing (use of dangerous ab
 breviation), order entry, pharmacy processing of the order,
 and medication administration. The team reconvenes to
 discuss the results of the analysis and plan for a follow-up
 communication with the patient. The attending physician and
 nurse manager return to the patient's room.

 "Mr. Smith, we have completed our analysis of the
 episode in which your blood sugar dropped and you lost
 consciousness. We found that we made a number of mistakes.

 Several of our systems failed. I wrote the order for insulin
 using an abbreviation "U," which I shouldn't have done. It
 was interpreted by the pharmacist and nurse as a 0. So, instead
 of getting 10 units, you got 100. The pharmacist should have
 rejected my order as improper because of the absence of the
 word "units," but he filled it. The nurse assumed that the
 pharmacist and I had made sure it was correct, even though it
 was a high dose. She was working to get you taken care of
 promptly. Finally, we should have a system that involves you
 in your care as well. I suspect that if you had been asked, or
 even knew, about the dose being 100 units, you would have
 said, 'That's a lot more than I have ever taken before.'"

 "So we had a number of failures, and we are so
 relieved that you were not seriously injured by these
 mistakes. But, we want to make sure that it doesn't happen
 again to someone else, so we are making some changes. First
 of all, we are going to enforce the no-abbreviation rule in
 prescribing. From now on, the pharmacists will refuse to fill
 orders that have abbreviations. We are revamping the staffing
 plans for the unit to make sure that our nurses are not
 overworked. And we are doing something else that we think
 you will approve of. We are developing a program of patient
 participation in which we will specifically make sure every
 patient (who is well enough) gets a list so they know all their
 medications and the doses and can check them when given.
 We will begin to ask patients to ask us about each medication
 they get, so we and they know it is the right medicine and the
 right dose."

 New Horizons

 The practice of disclosing unanticipated outcomes to
 patients is early in its development, and a variety of
 progressive organizations are experimenting with innovative
 approaches. Some institutions, especially large academic
 institutions and veterans' hospitals, have adopted policies that
 require disclosing a broader range of unanticipated outcomes.
 Included in some of these broader disclosure policies are
 explicit efforts to accept responsibility for unanticipated out
 comes and errors, which is highly valued by many patients.
 Preliminary and anecdotal reports suggest that these pro
 grams for broad disclosure and acceptance of responsibility
 following unanticipated outcomes can be implemented with
 out significant adverse consequences and oftentimes have
 beneficial effects on the litigation experiences of the involved
 institutions.50 For example, the University of Michigan has
 reported that, in the 5 years since implementing their full
 disclosure program, annual litigation costs, average time to
 resolution of claims, and number of claims and lawsuits have
 been cut in half.19

 In addition, some institutions and malpractice insu
 rers are experimenting with programs that make early
 financial offers to cover the financial needs of patients
 who have experienced unanticipated outcomes. For exam
 ple, COPIC, a large Colorado malpractice insurer, provides
 its member physicians with training and support in error
 disclosure. In addition, COPIC actively assists patients
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 who have experienced an unanticipated adverse outcome,
 including compensation for economic losses. Since December
 2001, 1900 qualifying incidents have led to approximately
 500 patient reimbursements. Of these 1900 cases that qualified
 for the 3R program, 11 have become lawsuits, none of which
 proceeded to jury trial. The average cost of cases handled
 through the program is significantly less than cases in which a
 malpractice claim is filed.49,68

 SUMMARY

 The movement toward full transparency in health care
 is accelerating rapidly. Not only is open disclosure of serious
 unanticipated outcomes to patients, including apology if there
 has been an error or system failure, the right thing to do, but it
 also has enormous potential to enhance patient-centered
 outcomes. It may well decrease the likelihood and negative
 outcomes of lawsuits. Not least, it could greatly improve the
 well-being of caregivers involved in these events and,
 ultimately, the quality of care for the patients.
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