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Qualifying Statements: 
This document is designed to provide information and assist in decision making, but is not intended to define a standard of care for the purpose of medical negligence actions or College complaints, and should not be construed as doing so. 

“Error” is a term widely used in the literature and by the media in the context of medical adverse events, but such a term is not an established legal principle used by courts to determine medical negligence or by Colleges to determine whether or not professional misconduct has occurred, and thus should be scrupulously avoided in any documentation of the causes of an adverse event.
The document does not attempt to define an institution’s or pathologist’s obligation to disclose the nature and scope of diagnostic discrepancies as this should be governed by institutional policies and, in some jurisdictions, by legislation. Guidelines for disclosure are provided by the Canadian Patient Safety Institute (CPSI)
, the Canadian Medical Protective Association (CMPA)
, and various publications (see, for example,  Dintzis and Gallagher
 and Dudzinski et al
). 

This document does provide a set of guidelines that would be useful for any health care institution that wishes to ensure that the investigations of diagnostic discrepancies are done in a consistent manner that minimizes the risk of assigning blame to the pathologist being investigated without considering the environment and the medical context in which the pathologist practices. Although focusing on the individual is convenient, much literature in this arena argues that many adverse events have systemic, not individual causes (see Reason
 and Westrum
).
 This document was systematically developed and based on a thorough consideration of medical literature and clinical experience and describes a range of generally accepted approaches to investigating alleged irregularities in surgical pathology practice. It is neither inclusive nor exclusive of any or all potentially appropriate methods of investigation.
The CAP-ACP does not expect this document to replace clinical judgment, but expects that such judgment will be applied by the reviewers and the institution with appropriate regard to all the individual circumstances, including available resources.

The CAP-ACP does not warrant that adherence to this document will produce a successful outcome in every case.

Background:

Surgical pathology reports have a significant influence on patient management and, indeed, are the basis upon which most cancer patients’ management plans are developed. It is acknowledged that diagnostic discrepancies in surgical pathology practice are not completely avoidable since surgical pathology interpretations reflect the opinions of individual pathologists, and significant subjectivity and interobserver variation are recognized sources of diagnostic discrepancy. 
Surgical pathology is essentially an art based on pattern recognition, a skill learned at the microscope under the tutelage of other pathologists during a pathologist’s postgraduate training program and through continuing medical education workshops and lectures. It therefore follows that the individual pathologist’s skills at pattern recognition are largely shaped by others who trained him/her. The trainers, in turn, were taught by others during their own training. 
There is no “gold standard” in surgical pathology as many of the diagnostic criteria being used have not necessarily been validated through careful follow up and analysis of patient outcomes. It is recognised that intrainstitutional interobserver variability is lower than interinstitutional variability in surgical pathology diagnosis, due to the fact that the most “experienced” pathologist in each institution creates a group bias amongst those who defer to his/her opinion, a phenomenon dubbed the “Big Dog” effect by Stephen Raab et al.
. This is a crucial factor to understand when investigating a pathologist for an alleged diagnostic discrepancy. There is a tendency for reviewers, administrators, ministers of health, politicians, and the media to focus on “acceptable error rates” in surgical pathology based on an aggregate, published average “error rate”. This is patently absurd, as 1) no adverse event triggered by a diagnostic discrepancy could be declared “acceptable” as it would be unethical to do so, and although it is convenient to dismiss the discrepancy as “within the norm”, such an attitude or approach would not lend itself to system improvement, and 2) discrepancy rates are correlated with the type of lesion, experience of the interpreter, the availability of clear diagnostic criteria accepted by peers, etc. It should be noted that even amongst so called “experts” there is considerable interobserver variation.
 At best we could state that while no adverse event caused by diagnostic discrepancy is acceptable, reducing discrepancy rates to zero, although a laudable goal, is impossible to achieve given the subjective nature of current surgical pathology practice.
There is a disproportionate focus on pathology discrepancy rates by hospital and government administrators and the media despite the fact that discrepancy rates tend to be 2 to 3 fold higher in clinical disciplines which are not based on pattern-recognition skills when compared to disciplines that require pattern recognition skills such as pathology, radiology and dermatology.

Discrepancies may occur in preanalytic, analytic and post-analytic phases of surgical pathology practice. It has been argued that the great majority of medical discrepancies are due to system causes
. 
Although the focus of investigation is all too often simplified to address only the analytic phase of surgical pathology, this document will emphasize a root-cause analysis to determine which if any preanalytic and post-analytic factors contributed to the discrepancy, and/or, if factors related to workload, fatigue, infrastructure support, adequacy of equipment available to the pathologist/s, the presence or absence of a well structured quality assurance system, and ease of access to expert-opinion and continuing professional development have played a major role resulting in an unavoidable analytical discrepancy. 
The degree of harm to a patient or patients is often difficult if not impossible to evaluate without long-term follow-up studies. Evaluation of the potential or existing harm to a patient requires expert opinions from various specialties and users of pathology services and is beyond the scope of this document.
An individual pathologist may be alleged to have interpreted a case that resulted in a diagnostic discrepancy that has caused or has the potential to cause an adverse event or unintended outcome. This may be (a) an unsubstantiated allegation, (b) true, but due to system factors, (c) true, a single event unrelated to system factors ,  or (d) true, a sentinel event that is related to a higher than expected but hitherto unrecognized rate of diagnostic discrepancies (i.e. a competency issue), which may or may not be related to system factors such as a lack of an organized quality assurance program, lack of a rigorous credentialing process, etc., thus allowing recurrent diagnostic discrepancies to escape detection.
Concepts of High Reliability Organisations in Maintaining and Enhancing Patient Safety and Quality in Healthcare
Healthcare, especially in the hospital setting, is an example of a high complexity matrix system in which there are multiple care providers and information providers. Although most hospitals do not experience high frequencies of adverse events that have significant impacts on the outcomes of patients, even a single adverse event can have catastrophic and tragic consequences. These infrequent events can be prevented by careful design of processes in order to create a high reliability organization with a high reliability and patient safety culture. 
Five key concepts (which are quoted verbatim from the publication referenced below) have been defined as the core of high reliability organizations, in the absence of which, adverse events can be expected to occur at unacceptable frequencies
:
1. “Sensitivity to operations. Preserving constant awareness by leaders and staff of the state of the systems and processes that affect patient care. This awareness is key to noting risks and preventing them. 

2. Reluctance to simplify. Simple processes are good, but simplistic explanations for why things work or fail are risky. Avoiding overly simple explanations of failure (unqualified staff, inadequate training, communication failure, etc.) is essential in order to understand the true reasons patients are placed at risk. 

3. Preoccupation with failure. When near-misses occur, these are viewed as evidence of systems that should be improved to reduce potential harm to patients. Rather than viewing near-misses as proof that the system has effective safeguards, they are viewed as symptomatic of areas in need of more attention. 

4. Deference to expertise. If leaders and supervisors are not willing to listen and respond to the insights of staff who know how processes really work and the risks patients really face, you will not have a culture in which high reliability is possible. 

5. Resilience. Leaders and staff need to be trained and prepared to know how to respond when system failures do occur.” 

Objectives of the guidelines
1. To define the parameters to be assessed if and when it has been alleged that a pathologist or pathologists have reported surgical pathology cases in a manner that led to a clinically significant diagnostic discrepancy (variance) or a series of diagnostic discrepancies (variances).
2. To outline a process flow in order to systematically analyze the alleged variance/s

3. To ensure that a robust, transparent and consistent review process is followed in order to avoid various forms of bias in the analysis and in reaching a conclusion.

4. To describe a process to develop a set of corrective actions in pre-analytic, analytic and post analytic phases of the diagnostic process, as relevant, in order to redesign parts of or the entire process, with the goal of improving quality and patient safety.

5. To define a follow-up process to assess whether recommendations have been implemented and whether or not they have had the desired effect in improving quality and patient safety.

6. To use the results of each review to develop and update a growing database of Canadian Association of Pathologists online continuing professional development modules so that the entire community of surgical pathologists in Canada or elsewhere can benefit from these opportunities to improve quality and patient safety in their own practice.

Definitions:
	“Pathologist of record”

	The pathologist who originally reported the case/s in question

	“External Reviewers”
	Two or more pathologists appointed by the Review Leader to review the material related to the case/s in question

	“Medical Leader, hospital administration”
	This person may be the vice-president of medical affairs, director of risk management, medical advisory committee chair or other professional responsible for the quality of medical care across all medical departments, programs, disciplines, etc. as specified in the hospital by-laws and/or hospital organizational structure.

	“Review leader”
	The individual responsible for defining the nature of the review to be undertaken, ensuring that the prescribed process is followed without deviation and providing a written report to the “medical leader, hospital administration”

	“original slides”
	The original slides including deepers, recuts, immunohistochemistry preparations that were interpreted and reported on by the “Pathologist of record” as documented in the original report

	“recuts”
	Any slides cut from the relevant block/s and stained subsequent to the original report issued by the “Pathologist of record” by the same pathologist, another pathologist (intra-departmental or extra-departmental peer-review) as part of a standard QA procedure, consultation request, or policy-driven review (e.g. where a patient is referred to a cancer centre or other treatment facility that requires mandatory review by their own pathologists) or as ordered by the “reviewing pathologist/s”


Categories of Clinical Severity of Adverse Events resulting from a Diagnostic Discrepancy (Adapted from Raab et al.)
 
1. No harm - no change in patient management resulted from the discrepancy (E.g. a lesion was misclassified but did not trigger an irreversible surgical procedure or potentially harmful therapeutic intervention)

2. Near miss – The discrepancy was recognized before an irreversible surgical procedure or potentially harmful therapeutic intervention was carried out, or the discrepancy was recognized before a decision was made not to carry out an appropriate procedure or therapeutic intervention which may have been beneficial to the patient
3. Minimal harm (Grade I) -  triggered unnecessary non-invasive procedures; delay in diagnosis and/or therapy with no known adverse outcome due to the period of delay based on published data; unnecessary invasive procedure that did not harm the patient
4. Moderate harm (Grade II) – delay in diagnosis and/or therapy that may reduce the benefits of correct therapy due to progression of disease to a higher stage with worse prognosis; incorrect therapy given on the basis of the discrepant diagnosis
5. Severe harm (Grade III) – loss of life, limb, major organ; serious complications of inappropriate therapy given as a result of the discrepant diagnosis
Recommended procedures 


There are two separate and distinct review processes for adverse events and near misses, each of which follows a distinct procedure and methodology in order to promote patient safety and quality of care and in order to respect provincial or territorial legislation protecting quality improvement records and information
:
1) Quality Improvement Reviews: These are designed to indentify the causes of adverse events or near misses (close calls) by examining system factors. The purpose of such reviews is to determine what system improvements would be deemed beneficial to all future patients. These reviews should be conducted by properly constituted committees as mandated by institutional/hospital policies, which ought to be based on the relevant provincial or territorial legislation protecting quality improvement records and information. 13
2) Accountability Reviews: These are procedures required where the focus is on the conduct or performance of an individual care provider and should be conducted under existing accountability review procedures at the facility, and not as part of the quality assurance process.  The information generated in an accountability review is not collected for or produced by a quality improvement committee and therefore is not protected by quality improvement legislation.  13
It is possible that one type of review may uncover factors that pertain to the other type of review. Should concerns about an individual's performance arise during a system (quality improvement) review,  the appropriate course of action is to either halt the review, depending on the nature of the problem, or take that part of the review out of the quality improvement process and proceed to ask leadership/management to deal with the issues in a proper accountability review. 

CMPA members should contact the CMPA if they have any concerns or questions about these reviews, if their privileges are threatened or a College or legal proceeding is commenced or threatened, or if they are unsure about participating in an accountability review or a quality improvement review 
It is important to avoid any conflict of interest. It is generally inappropriate for anyone who normally conducts annual performance reviews of medical staff, or is accountable for the clinical service or disciplinary matters, to be involved in a quality improvement review as described in this document. However, while quality improvement reviews are intended to examine systemic issues, accountability reviews typically analyze individual performance issues, which are commonly included within the responsibilities of the department head.  The risk of a conflict of interest created by the department head participating in quality improvement reviews does not exist in the context of accountability reviews. 
The “Medical Leader, hospital administration” shall appoint a “Review Leader” who must be a pathologist external to the department whose staff member is being reviewed. The Review Leader shall follow the general and specific procedures outlined below:
General Checklist (applies to both types of reviews and is to be completed and commented upon by the “Review Leader”):

· Quality management system in place. Who is accountable?

· Internal and external QA/QC and proficiency testing procedures are in place

· Occurrence management system is effective and data is easily retrievable and analyzable (frequency, discrepancy type, grade; preanalytic, analytic and post-analytic factors)

· Root cause analysis process exists 
· Follow-up, process redesign systems are in place

· Whistle blowers are genuinely protected by hospital policies
· Organizational structure is clear and medical and operational accountabilities are not in conflict (accountabilities – hierarchical vs. matrix system) 
· Laboratory medical director has the ultimate authority and responsibility (which may be appropriately delegated) for the allocation of resources including equipment, staffing (both medical and non-medical), information technology, access to clinical information, utilization management

· A clear manpower planning process exists and is used to ensure that the capacity and skill sets required to deal with the workload are maintained
· Manpower  - funded positions are concordant with a national workload/manpower formula as approved by CAP-ACP
· Management reports include workload statistics for both technologists and pathologists

· Intra and interdepartmental audits and reviews are in place 
· A credentialing process is in place for newly recruited pathologists which includes targeted reviews of reported cases for 1 year, then by annual random audits as for all other staff members; in the case of recent graduates,  mentorship and oversight by senior/experienced pathologist/s is provided

· Post-Royal College fellowship training is encouraged

· Availability of other local or regional pathologists for consultation, with adequate resources to cover all necessary expenses related to such consultation
· Continuing Medical Education (CME) leave is granted annually (number per year, type, relevance to scope of practice; MOCERT documents available for review) 
· Hospital factors – is it really appropriate for the type of patient who experienced an adverse event to be managed at this hospital?
Specific procedures to be followed by reviewers performing an accountability review:
· Review of  cases by at least 2 independent external reviewers (ideally not the Review Leader); should include a combination of index case/s and randomly selected cases of similar type, all coded so the reviewer is unaware of the identity of the index case/s
· Review must be blinded (i.e. only clinical information from requisitions and the specimen gross descriptions provided but not original microscopic descriptions or diagnoses to be made available). Patient gender and demographics but not identities to be disclosed to the reviewers.

· The 2 external reviewers must not be able to communicate with each other and neither should be informed of the other’s identity in order to eliminate the possibility of one biasing the other

· Review material should include all original slides and recuts 

· Each external reviewer shall independently provide their opinions to the Review Leader within the timelines established by the Review Leader

· The Review Leader shall tabulate the opinions of the 2 external reviewers and highlight any clinically significant differences of opinion between the 2 external reviewers. A third external reviewer may be appointed, if necessary, as judged by the Review Leader

· The Review Leader shall summarize the results of the review and determine whether a diagnostic discrepancy has occurred, the nature and impact of the diagnostic discrepancy (grade and clinical impact, if feasible) and submit the report to the “Medical Leader, hospital administration”.

It is the organisation’s responsibility to determine what if any corrective actions are required at the system level or individual pathologist level as a result of the review and the Review Leader’s conclusions. The Review Leader is expected to perform a follow up review at an appropriate time in order to ensure that these corrective actions have indeed been taken and to document whether or not there is evidence of improvement in the areas of concern. It is not appropriate for the organisation to change/edit the content (other than factual misinterpretation, supported by evidence) or conclusions of the original or subsequent review whether or not they agree with the Review Leader. The review document/s shall be retained indefinitely in a secure location and subject to appropriate provincial/territorial legislation regarding privacy, protection of evidence and freedom of access.
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