THE NATIONAL QUALITY FORUM (NQF)

‘Serious Reportable Events in Healthcare’ (SRE) Steering Committee Meeting

November 18-19, 2009

A meeting of the ‘Serious Reportable Events in Healthcare’ Steering Committee was held on November 18-19, 2009 in Washington, DC.

Steering Committee members present: Gregg Meyer, MD, MSc (Co-Chair; in-person day 1, by phone day 2); Sally Tyler, MPA (Co-Chair); Leah Binder; Patrick Brennan, MD (in-person day 1, by phone day 2); Tejal Gandhi, MD, MPH (by phone); Christine Goeschel, RN, MPA; Cynthia Hoen, Esq, MPH, FACHE; Helen Lau, RN, MHROD, BSN, BMus (by phone); Kathryn McDonagh, PhD; John Morley, MD, FACP; Deborah Nadzam, PhD, RN, FAAN; Martha Radford, MD, FACC, FAHA (by phone day 1, in-person day 2); Stancel Riley, Jr., MD, MPA, MPH; Diane Rydrych, MA; Doron Schneider, MD, FACP; Philip Schneider, FASHP, MS; Eric Tangalos, MD, FACP, AGSF, CMD; Michael Victoroff, MD.

NQF Staff Present: Helen Burstin, MD, MPH; Peter Angood, MD; Jennifer Hurst, MHS; Lindsey Tighe

Others Present: Edward Garcia, MHS, Centers for Medicare & Medicaid Services (CMS) (in-person day 1, by phone day 2); Marjory Cannon, MD, CMS (by phone)
WELCOME, INTRODUCTIONS, AND DISCLOSURE OF INTERESTS

Dr. Angood welcomed the Steering Committee members who then introduced themselves and stated any conflicts of interest.

The purpose of the meeting was to:

· Provide an orientation to NQF and current activities

· Provide an orientation to safety work at NQF

· Discuss the scope of the SRE/HAC Project

· Discuss the role of the Steering Committee and Technical Advisory Panels (TAPs)

· Review and update the definition and criteria for Serious Reportable Events(SREs)

· Construct a definition for “Healthcare Acquired Conditions” (HACs)
· Discuss and compare SRE and HAC definitions

· Discuss and develop priority areas for expanded environments of care beyond hospital settings

· Review definitions, applicable settings/environments, and planning of upcoming “Call for Events”

INTRODUCTION

After introductions (including conference call participants and members of the audience), NQF staff provided background information on NQF and the consensus development process.

NQF ROLES IN PATIENT SAFETY
Dr. Angood provided an overview on NQF’s ongoing patient safety activities and introduced the NQF contract with the federal Department of Health and Human Services (DHHS).  He explained that the contract from DHHS includes the following three patient safety-specific deliverables: 

· Update the NQF SREs and expand the concept of HACs across non-hospital settings of care

· Expand patient safety measures across applicable non-hospital settings of care

· Develop a framework report for measuring, evaluating and publicly reporting HACs

Dr. Angood explained that this Steering Committee is charged with updating the SREs and expanding the HACs to other care settings; these settings could potentially include ambulatory care and home health environments, inpatient hospital, and nursing, rehabilitation and long-term care facilities.  

PROJECT SCOPE AND ROLE OF THE STEERING COMMITTEE

Dr. Angood again reviewed for the Steering Committee of the following responsibilities:

· Review and update the definition and criteria for Serious Reportable Events(SREs)

· Construct a definition for “Healthcare Acquired Conditions” (HACs)
· Discuss and compare SRE and HAC definitions

· Discuss and develop priority areas for expanded environments of care beyond hospital settings

· Review definitions, applicable settings/environments, and planning of upcoming “Call for Events”

· Review the criteria used in prior SRE work to select SREs and determine need for updated criteria

Mr. Garcia from CMS then offered perspective on what CMS hopes to achieve through this project.  He explained to the committee that the hope is to capture occurrences in different settings of care, highlighting frequent events. He stressed the importance of differentiating HACs from Hospital Associated Infections (HAIs), explaining that HAIs, as well as SREs, may in fact be subsets of HACs.
The meeting was then turned over to the Steering Committee co-Chairs, Gregg Meyer and Sally Tyler, for the formal activity of the Steering Committee.
DEFINITION OF SERIOUS REPORTABLE EVENTS

The committee was informed that Serious Reportable Events are currently defined as preventable, serious, and unambiguous adverse events that should never occur.  Committee members commented on observed problems with the definition.  The idea that the SREs are not wholly preventable was raised.  Several committee members felt strongly that the definition should reflect reality; in an ideal environment (with best practices being used), some events will still occur.  Ultimately the committee agreed that it is important to maintain “preventable” in the definition in order to help providers focus on eliminating these events.

The committee then addressed the use of the term “serious” in the definition of Serious Reportable Events.  Members of the committee suggested that it be changed to a synonymous word or phrase.  “Significant” was suggested; ultimately the committee determined that replacing “serious” with “significant” would leave the intended audience with leeway in determining what is considered “significant.”  Additionally, medical literature defines “serious” and “significant” differently; therefore, the committee voted to maintain “serious” in the definition. 

The committee then discussed the use of the phrase “that should never occur” in the definition of SREs.  The vast majority of the committee was uncomfortable with the use of “never” in the definition. It was felt that some of these events, which are important for public reporting and improving patient safety, could still occur when best practices are followed.  The suggestion was made to change “that should never occur” to “that should not occur.”  The committee discussed using “not” in place of “never” to recognize that some of these events will occur regardless of interventions. It was also recognized that this change could lessen the sense of urgency the term “never” seems to communicate. Ultimately the majority of the committee agreed that the definition should be changed to “that should not occur” for the following reasons:

· Need to improve the culture of safety without creating a punitive environment (the use of never in the definition may imply that the event is punishable)

· The use of the word “never” may imply that there is a solution to preventing these events from ever occurring, which is not always the case

· Removing “never” from the definition should create a broader corridor for more reporting

Concerns were raised by the committee’s purchaser member that removing the word “never” from the definition of Serious Reportable Events would send a message that providers were downgrading the significance of the Serious Reportable Events.   She said that the substitution of the word “not” does not address the question of whether events are always preventable.  After extensive discussion, the committee supported the revised definition with 16 supporting the change and 2 members against the change.  The committee reviewed and discussed the concept that the definition itself is not what creates a sense of urgency to improve patient safety; it is the public reporting, and improvements that follow, which lead to changes in the culture of safety at healthcare facilities.  
The notion of adding phrases such as “an apology should occur” or that the events “should lead to disclosure” was raised; however, the committee felt that they were charged with defining a Serious Reportable Event, not developing what should occur after an event takes place.

A majority of the committee approved changing the definition of Serious Reportable Events to “preventable, serious, and unambiguous adverse events that should not occur.”

CRITERIA FOR SREs

The committee was informed that in order to meet the current criteria for being a SRE, an event must be unambiguous, preventable, serious, and any of the following:

· Adverse and/or

· Indicative of a problem in a healthcare facility’s safety systems and/or

· Important for public credibility or public accountability

The only change the committee made to the criteria was to strike the “and/or” from each of the first two bullet points:

An SRE must be unambiguous, preventable, serious, and any of the following:

· Adverse;

· Indicative of a problem in a healthcare facility’s safety systems; 
· Important for public credibility or public accountability.
DEFINITIONS USED IN SRE CRITERIA

The committee was provided the current definitions of the terms used to establish the SRE Criteria.  With the overarching goal of broadening the SRE definition and encouraging reporting of meaningful information, the committee voted upon the modified definitions listed below:

	Term
	2006 Definition
	Modified Definition
	Rationale

	Event
	“means a discrete, auditable, and clearly defined occurrence.”
	No changes
	

	Adverse
	“describes a negative consequence of care that results in unintended injury or illness, which may or may not have been preventable.”
	“describes a negative consequence of care that results in unintended injury or illness.”
	The committee discussed the concept that the phrase “which may or may not have been preventable” was not inclusive of all the potential causes for error to occur.  They voted to strike it from the definition to encourage reporting.

	Preventable
	“describes an event that could have been anticipated and prepared for, but that occurs because of an error or other system failure.”
	No changes
	

	Serious
	“describes an event that results in death or loss of a body part, disability or loss of bodily function lasting more than seven days or still present at the time of discharge from an inpatient healthcare facility or, when referring to other than an adverse event, an event the occurrence of which is not trivial.”
	“describes an event that can result in death or loss of a body part, disability or loss of bodily function or risk thereof.”
	In order to broaden the definition and encourage reporting of close calls or near miss events, the committee voted to strike the time qualifiers from the definition and instead include “or risk thereof.”

	Unambiguous
	“refers to an event that is clearly defined and easily identified.”
	No changes
	


DEFINITION OF HEALTHCARE ACQUIRED CONDITIONS

The committee was provided with the working definition from CMS of Hospital Acquired Conditions, which “refer to conditions deemed reasonably preventable with the implementation of evidence-based guidelines.  They are measureable and largely preventable.”  Despite NQF staff research and discussion with DHHS, it remains unclear whether the term “Healthcare Acquired Conditions” (HACs) is meant to have similar terminology as the CMS term described above; or whether a different definition is more appropriate and required given the concerns related to reporting of events and payment strategies. DHHS has encouraged this committee to develop a specific definition for HACs. It was explained that the HACs could be considered a broad term, with the SREs being a subset of the HACs.  The committee was asked whether in fact there was a need for a new category of conditions (i.e. HACs) now that the definition of Serious Reportable Events had been broadened to include “preventable, serious, and unambiguous adverse events that should not occur.”

The committee engaged in a lengthy discussion as to what would potentially differentiate the newly defined SREs from HACs.  One differentiator proposed was the reporting aspect; NQF could recommend that all SREs be reported to a state-based reporting agency.  The HACs could be considered adverse and possibly reportable.  Ultimately the Steering Committee decided that the reporting issue should not be the differentiator, as the implication would be that any HAC (that was not also an SRE) would not be reportable.

The committee discussed creating a broad category of unanticipated adverse events.  Initially this idea was well accepted as being an umbrella term under which the SREs would be considered a subset.  As the concept of a broad category was further discussed, the committee realized two lists (Non-SRE adverse events and SREs) would create confusion for providers and potentially distract them from the overarching goals of improving patient safety and delivering quality care.

Ultimately the Steering Committee agreed that providing a second list containing non-SRE adverse events would serve to confuse and overwhelm healthcare providers.  The committee suggested that redefining SREs could eliminate the need for a listing of HACs; however, with the goal of maintaining harmony across DHHS and CMS, the committee will have further discussions following the committee meeting with both groups and to continue the conversation for clarification.

CURRENT SERIOUS REPORTABLE EVENTS

The committee then engaged in conversation regarding the current listing of SREs.  The committee was given an opportunity to review input from a recent NQF-convened meeting of the current state-based reporting agencies. One of the outputs from breakout sessions during that meeting included feedback regarding what the state-based reporting agencies collectively preliminarily believed to be the most and least useful SREs.

The state based reporting agencies generalized that the most useful SREs were care management events, events that report death, and surgical events.  They viewed criminal events as least useful.

The Steering Committee overall agreed with the generalization that the most useful events were those that report death and care management events; however, they clarified that they interpreted the term “most useful” to mean “drives more reporting.”  Overall the committee tended to look at events as important measures of system breakdowns, regardless of how often they occur, rather than “most” or “least” useful.

COMMENTS REGARDING THE CURRENT SREs

Committee members reviewed individual SREs and made the following comments (see table):

	Table 1: List of Serious Reportable Events

	1: Surgical Events 

	EVENT
	IMPLEMENTATION GUIDANCE
	SC COMMENTS

	SRE 1A:
Surgery Procedure performed on the wrong body part
Defined as any surgery performed on a body part that is not consistent with the correctly documented informed consent for that patient.
Surgery includes endoscopies and other invasive procedures.
Excludes emergent situations that occur in the course of surgery and/or whose exigency precludes obtaining informed consent.
	This event is intended to capture:
· Procedure on the right body part, but on the wrong location on the body; for example, left versus right (appendages and/or organs), level (spine).
· Wrong site surgery, even if corrected intraoperatively, as long as the surgery had begun, based on the definition below.

This event is not intended to capture:

· Changes in plan upon surgical entry into the patient due to the discovery of pathology in close proximity to the intended site when the risk of a second surgery outweighs the benefit of patient consultation; or the discovery of an unusual physical configuration (e.g., adhesions, spine level/extra vertebrae).
Surgery is defined as an invasive operative procedure in which skin or mucous membranes and connective tissue is incised or an instrument is introduced through a natural body orifice. Surgeries include a range of procedures from minimally invasive dermatological procedures (biopsy, excision, and deep cryotherapy for malignant lesions) to extensive multi-organ transplantation. They include minimally invasive procedures involving biopsies or placement of probes or catheters requiring the entry into a body cavity through a needle or trocar. They do not include the use of instruments such as otoscopes or procedures such as drawing blood.

Organizations may choose to adopt a list of surgical procedures to supplement the definition above; for example, the Institute of Clinical Systems Improvement list of procedures is commonly used.
Surgery begins, regardless of setting, at the point of surgical incision, tissue puncture, or the insertion of an instrument into tissues, cavities, or organs.

Surgery ends after counts have concluded, the surgical incision has
been closed, and/or operative device(s) such as probes have been
removed, regardless of setting (e.g., postanesthesia recovery unit,
 surgical suite, endoscopy unit).
Although an incorrectly placed surgical mark could result in surgery

being performed on the wrong body part, surgery does not begin at
the time a surgical mark is made on the patient. Placing a mark on the wrong body part does not in itself constitute wrong site surgery. 

	Change the SRE to “Procedure“ rather than “Surgery”

Consider adding radiation to the wrong site SRE; also a number of radiology and anesthesiology issues

Important to note that there is a tolerance for tighter regulations, more so than in 2002-possibly can remove the exclusion 

Need to more specifically define an invasive procedure



	SRE 1B: 
Surgery/invasive procedure performed on the wrong patient
Defined as any surgery/invasive procedure on a patient that is not consistent with the correctly documented informed consent for that patient.

Surgery includes endoscopies and other invasive procedures. 
	This event is intended to capture:

· Surgical/invasive procedures (whether or not completed) initiated on one patient that were intended for a different patient.
Surgery is defined as an invasive procedure in which skin or mucous membranes and connective tissue is incised or an instrument is introduced through a natural body orifice. Surgeries include a range of procedures from minimally invasive dermatological procedures (biopsy, excision, and deep cryotherapy for malignant lesions) to extensive multi-organ transplantation. They include minimally invasive procedures involving biopsies or placement of probes or catheters requiring the entry into a body cavity through a needle or trocar. They do not include the use of instruments such as otoscopes or procedures such as drawing blood.

Organizations may choose to adopt a list of surgical procedures to
supplement the definition above; for example, the Institute of Clinical Systems Improvement list of procedures is commonly used.
Surgery begins, regardless of setting, at the point of surgical incision,
tissue puncture, or the insertion of an instrument into tissues, cavities, or organs.

Surgery ends after counts have concluded, the surgical incision has
been closed, and/or operative device(s) such as probes have been
removed., regardless of setting (e.g., postanesthesia recovery unit,
surgical suite, endoscopy unit).
	Informed consent should not be a part of the SRE

Does this also comprise identity theft? 

The instances of identity theft need to be addressed; illegals attempting to access healthcare because they see no other way.  This notion of legality may be beyond the scope of the SREs.

	SRE 1C: 

Wrong surgical/invasive procedure performed on a patient

Defined as any surgical/invasive procedure performed on a patient that is not consistent with the correctly documented informed consent for that patient.

Surgery includes endoscopies and other invasive procedures.

Excludes emergent situations that occur in the course of surgery and/or whose exigency precludes obtaining informed consent. 

	This event is intended to capture:

· Insertion of the wrong medical implant into the correct surgical site.
This event is not intended to capture: 

· Changes in plan upon surgical entry into the patient due to the discovery of pathology in close proximity to the intended site when the risk of a second surgery outweighs the benefit of patient consultation; or the discovery of an unusual physical configuration (e.g., adhesions, spine level/extra vertebrae).

Surgery is defined as an invasive operative procedure in which skin or mucous membranes and connective tissue is incised or an instrument is introduced through a natural body orifice. Surgeries include a range of procedures from minimally invasive dermatological procedures (biopsy, excision, and deep cryotherapy for malignant lesions) to extensive multi-organ transplantation. They include minimally invasive procedures involving biopsies or placement of probes or catheters requiring the entry into a body cavity through a needle or trocar. They do not include the use of instruments such as otoscopes or procedures such as drawing blood.

Organizations may choose to adopt a list of surgical procedures to supplement the definition above; for example, the Institute of Clinical Systems Improvement list of procedures is commonly used.

Surgery begins, regardless of setting, at the point of surgical incision, tissue puncture, or the insertion of an instrument into tissues, cavities, or organs.

Surgery ends after counts have concluded, the surgical incision has been closed, and/or operative device(s) such as probes have been removed, regardless of setting (e.g., postanesthesia recovery unit, surgical suite, endoscopy unit). 


	Remove exclusions and informed consent 

Broaden surgeries to procedures

Need to define when a procedure ends

When the wrong approach to the patient’s condition is taken, it is still the wrong procedure, but should this bad judgment call be captured under this SRE?  

The language regarding what the event is intended to capture is related to the wrong ocular lens being inserted (also examples of wrong type of breast implant)



	SRE 1D:

Unintended retention of a foreign object in a patient after surgery or other procedure

Excludes a) objects present prior to surgery that are intentionally left
in place; b) objects intentionally implanted as part of a planned intervention; and c) objects not present prior to surgery that are intentionally left in when the risk of removal exceeds the risk of retention (such as microneedles, broken screws). 

	This event is intended to capture:

· Occurrences of unintended retention of objects at any point after the surgery ends, regardless of setting or of whether the object is removed.

Surgery is defined as an invasive operative procedure in which skin or mucous membranes and connective tissue is incised or an instrument is introduced through a natural body orifice. Surgeries include a range of procedures from minimally invasive dermatological procedures (biopsy, excision, and deep cryotherapy for malignant lesions) to extensive multi-organ transplantation. They include minimally invasive procedures involving biopsies or placement of probes or catheters requiring the entry into a body cavity through a needle or trocar. They do not include the use of instruments such as otoscopes or procedures such as drawing blood.

Organizations may choose to adopt a list of surgical procedures to supplement the definition above; for example, the Institute of Clinical Systems Improvement list of procedures is commonly used.

Surgery begins, regardless of setting, at the point of surgical incision, tissue puncture, or the insertion of an instrument into tissues, cavities, or organs.

Surgery ends after counts have concluded, the surgical incision has been closed, and/or operative device(s) such as probes have been removed, regardless of setting (e.g., postanesthesia recovery unit, surgical suite, endoscopy unit). 


	Change from “after surgery…” to “after procedure”

Need for specification regarding labor and delivery.  Vaginal delivery should be considered an invasive procedure, though not all providers currently consider it to be one 

Need specification for when broken instruments are left behind

Need specification for wound packaging being left behind

Microneedles-if left behind, is it an SRE?  The benefit of taking it out may be less than the risk of finding it.  

Discussion as to whether recognition of process error prior to end of procedure, even if the microneedle is left behind, is sufficient for the event not to be reportable. 

Point raised that patient may have the right to know and as such the event should be reported and the patient should be informed

Need to make sure that the processes are in place to recognize these events

Suggestion to remove exclusion

This event does not have a ‘harm threshold;’ it is reportable even in the absence of harm.
Clarify that miscount is not the basis for reporting



	SRE 1E:

Intraoperative or immediately postoperative death in an ASA Class I patient

Includes all ASA Class I patient deaths in situations in which anesthesia was administered; the planned surgical procedure may or may not have been carried out.

Immediately postoperative means within 24 hours after surgery or other invasive procedure was completed, or after administration of anesthesia (if surgery was not completed). 


	This event is intended to capture:

· ASA Class I patient death associated with the administration of anesthesia, whether or not the planned surgical procedure was carried out.

Surgery is defined as an invasive operative procedure in which skin or mucous membranes and connective tissue is incised or an instrument is introduced through a natural body orifice. Surgeries include a range of procedures from minimally invasive dermatological procedures (biopsy, excision, and deep cryotherapy for malignant lesions) to

extensive multi-organ transplantation. They include minimally

invasive procedures involving biopsies or placement of probes or

catheters requiring the entry into a body cavity through a needle or

trocar. They do not include the use of instruments such as otoscopes

or procedures such as drawing blood.

Organizations may choose to adopt a list of surgical procedures to

supplement the definition above; for example, the Institute of Clinical

Systems Improvement list of procedures is commonly used.

Surgery begins, regardless of setting, at the point of surgical incision,

tissue puncture, or the insertion of an instrument into tissues, cavities,

or organs.

Surgery ends after counts have concluded, the surgical incision has

been closed, and/or operative device(s) such as probes have been

removed, regardless of setting (e.g., postanesthesia recovery unit,

surgical suite, endoscopy unit). 


	Is the intent to capture reactions/deaths associated with anesthesia vs. deaths that may or may not have been associated with anesthesia?

Is there overlap between this and medication administration errors?  Yes

Change surgery to procedure

Need for uniformity of reporting across states

May need clarification about anesthesia deaths before surgery occurs 
Should this SRE be expanded to include ASA Class 2 patients, or all unanticipated deaths post-surgery?

	2: Product or Device Events

	SRE 2A:

Patient death or serious disability associated with the use of contaminated drugs, devices, or biologics provided by the healthcare facility

Includes detectable contaminants in drugs, devices, or biologics regardless of the source of contamination and/or product. 


	The term detectable is intended to capture contaminations that can be seen with the naked eye or with the use of detection mechanisms that are in general use; these contaminations are to be reported when they become known to the provider or healthcare facility.  Detection mechanisms may include cultures and tests that signal changes in pH or glucose levels.
	With the use of Alloderm in breast reconstruction (non-sterile), have seen an increase in infection associated with the surgery-is this event intended to capture this type of contamination/infection?

Need to define “serious disability.”  For further discussion, how is this term being operationalized on a state-by-state basis?

Need to look at the use of the term serious disability vs. serious injury (may harm the patient without impeding their abilities)



	SRE 2B:

Patient death or serious disability associated with the use or function of a device in patient  care in which the device is used or functions other than as intended

Includes, but is not limited to, catheters, drains, and other specialized tubes, infusion pumps, and ventilators. 


	This event is intended to capture occurrences whether or not the use is intended or described by the device manufacturers’ literature.
The Food and Drug Administration defines medical device as

“an instrument, apparatus, implement, machine, contrivance,
implant, in vitro reagent, or other similar or related article, including

a component part, or accessory which is:

·  recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them,

·  intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in man or other animals, or

·  intended to affect the structure or any function of the body of man or other animals, and which does not achieve any of its primary intended purposes through chemical action within or on the body of man or other animals and which is not dependent upon being metabolized for the achievement of any of its primary intended purposes. 


	Does adult equipment being used on children tie in with this SRE?  

Does the use of adult imaging equipment on children fit here (high radiation doses)?



	SRE 2C:

Patient death or serious disability associated with intravascular air embolism that occurs while being cared for in a healthcare facility

Excludes death or serious disability associated with  neurosurgical procedures known to present a high risk of intravascular air embolism 


	High-risk procedures, other than neurosurgical procedures, that include a small but known risk of air embolism are reportable under this event, including, but not limited to, those involving the head and neck, vaginal delivery and cesarean section, spinal instrumentation procedures, and liver transplantation. 


	Need for reaching out to neurological field to see if exclusion is still necessary (NQF staff to do)



	Patient Protection Events

	SRE 3A:

Infant discharged to the wrong person 


	Stedman’s Online Medical Dictionary defines an infant as a child under the age of one year. 
	Should this be limited to newborn/infant, or broadened to include minor or dependent adult?

Clarify “wrong person” (need to attain legal clarification)

Idea of narrowing this event to just newborns, then discussing discharge of others to “wrong person” as a separate SRE



	SRE 3B:

Patient death or serious disability associated with patient elopement (disappearance)

Excludes events involving competent adults.


	This event is not intended to capture death or serious disability that occurs due to circumstances unrelated to the elopement (after the patient is located).


The term competent adult should be interpreted in accordance with prevailing legal standards.

	Intent is to differentiate between a patient who is competent to leave against medical advice vs. a patient who cannot make that decision

Competency vs. capacity (need legal clarification)

Counting the instances of this event is important, even if the event is not the fault of the provider

Ambiguity of the term elopement



	SRE 3C:
Patient suicide, or attempted suicide, resulting in serious disability while being cared for in a healthcare facility

Defined as events that result from patient actions after admission to a healthcare facility. Excludes deaths resulting from self-inflicted injuries that were the reason for admission to the healthcare facility. 

	This event is not intended to capture patient suicide or attempted suicide when the patient is not physically present in the “healthcare facility”

	Intentional drownings at healthcare facilities (i.e. CCRC) discussed; does this fit with this SRE? 



	4: Care Management Events

	SRE 4A:
Patient death or serious disability associated with a medication error (e.g., errors involving the wrong drug, wrong dose, wrong patient, wrong time, wrong rate, wrong preparation, or wrong route of administration)

Excludes reasonable differences in clinical judgment involving drug selection and dose.

Includes administration of a medication to which a patient has a known allergy and drug-drug interactions for which there is known potential for death or serious disability. 

	This event is intended to capture:
· The most serious medication errors, including occurrences in which a patient known to have serious allergies to specific medications/agents receives those medications/agents, resulting in serious harm or death. These events may occur as a result of failure to collect allergy information; failure to review available allergy information; failure to assure the availability of allergy information and prominently display it; or through other system failures that are determined by investigation to be the cause of the adverse event.

· Occurrences in which a patient dies or suffers serious disability as a result of failure to administer a prescribed medication.

·  Occurrences in which a patient dies or suffers serious disability as a result of the wrong administration technique.

This event is not intended to capture:
·  Patient death or serious disability associated with allergies that could not reasonably have been known or discerned in advance of the event.

· All situations in which two or more medications are administered for which there are drug-drug interactions with known potential for death or serious disability—only those that result in death or serious disability. 


	How do you deal with cases where medication should have been administered but was not?  Failure to prescribe necessary medication

Areas for future research-patients given unnecessary medications over the course of treatment.  Should this be an SRE?

Errors of omission vs. commission

Possibly include the term monitoring, but this could also make the category larger

Consider including wording about death and disability

Concerns about specificity 

Would like to see events of omission captured through monitoring (possibly a separate event)

Need for a reporting mechanism where medication errors are more “fixable”

Need for clarification of second exclusion bullet point (shouldn’t these events be reported?).   Possibly remove this exclusion



	SRE 4B:
Patient death or serious disability associated with a hemolytic reaction due to the administration of ABO/HLA-incompatible blood or blood products

	This event is not intended to capture:
· Patient death or disability associated with organ rejection, other than those attributable to a hyperacute hemolytic reaction.

· Patient death or disability when the cause is not detectable by ABO/HLA matching


	Consider the addition of ABO incompatible organs to this SRE or as a separate SRE 



	SRE 4C:
Maternal death or serious disability associated with labor or delivery in a low-risk pregnancy while being cared for in a healthcare facility
Includes events that occur within 42 days postdelivery.

Excludes deaths from pulmonary or amniotic fluid embolism, acute fatty liver of pregnancy, or cardiomyopathy. 

	This event is not intended to create a new obligation; the
organization’s obligation is to report the event when it is made aware
of the maternal death or serious disability either by re-admittance or by the patient’s family.

A low-risk pregnancy is defined as a pregnancy occurring in a woman
aged 18-39 who has no previous diagnosis of essential hypertension,
renal disease, collagen-vascular disease, liver disease, cardiovascular
disease, placenta previa, multiple gestation, intrauterine growth
retardation, smoking, pregnancy-induced hypertension, premature
rupture of membranes, or other previously documented condition that
poses a high risk of poor pregnancy outcome. 

	No reason for exclusions; every instance of maternal death should be collected/reported

In terms of SREs, the events should be preventable, which regarding this SRE, is not always true

Need to maintain a time period for occurrence of event

Discussion of mortality/disability associated with obesity, even if the pregnancy is considered high risk, the Committee still wants the event reported

Should this event capture occurrences in the home/other environments?  Removal of “healthcare facility” suggested

Is the error the same when it occurs in different environments?

Need to consider that deliveries and reporting of events of maternal death or serious disability may occur at different healthcare facilities (issues of attribution) 



	SRE 4D:
Patient death or serious disability associated with hypoglycemia, the onset of which occurs while the patient is being cared for in a healthcare facility

	Hypoglycemia is defined as blood glucose levels <60mgdL (ICD-9, 251.0).

	Setting the limit at <60mgDL won’t work in all environments, particularly children’s hospitals

Need for feedback from children’s hospitals (NACHRI)

Lack of consistency in having this SRE but not others (i.e. anti-coagulants) 



	SRE 4E:
Death or serious disability (kernicterus) associated with failure to identify and treat hyperbilirubinemia in neonates

Hyperbilirubinemia is defined as bilirubin levels >30 mg/dL.

Neonate refers to the first 28 days of life. 

	The organization’s obligation is to report the event when it is made aware of the death or serious disability either by re-admittance or by the patient’s family.


	Issues around tracking bilirubin at discharge; mandatory in some states and not in others.  A recent evidence review found insufficient evidence to recommend routine screening

This SRE refers to detection of the event; because screening does not always occur, events may be missed with just physical exam 



	SRE 4F:
Stage 3 or 4 pressure ulcers acquired after admission to a healthcare facility

Excludes progression from Stage 2 to Stage 3, if Stage 2 was recognized upon admission. 


	
	Stage 2 needs to be recognized and documented upon admission in order for the exclusion to be utilized

Unstageable pressure ulcers need to be encompassed in this SRE

Need to reference NQF pressure ulcers framework report when complete

Are there clinical criteria that eliminate some pressure ulcers from being reportable (i.e. multisystem organ failure, end of life care)?

Need for input from technical panel/pressure ulcer steering committee

Need to be careful as putting a patient in hospice care makes pressure ulcers not reportable

Need for input from TAP regarding trach care 



	SRE 4G:
Patient death or serious disability due to spinal manipulative therapy

	Spinal manipulative therapy encompasses all types of manual

techniques, including spinal mobilization (movement of a joint within

its physiologic range of motion) and manipulation (movement beyond

its physiologic range of motion), regardless of their precise anatomic

and physiologic focus or their discipline of origin. 


	This SRE is provider focused rather than system focused

Low frequency event, not a hospital event

Need for understanding why this event initially was part of the SRE list

Information reported regarding this SRE does not seem to lead to process improvements/error reduction 



	SRE 4H:
Artificial insemination with the wrong donor sperm or wrong egg

	The organization’s obligation is to report the event when it is made aware of the occurrence.


	Typically not a hospital event

It can be a hospital event, however, and as such should be maintained on the list 



	5: Environmental Events

	SRE 5A:
Patient death or serious disability associated with an electric shock while being cared for in a healthcare facility

Excludes events involving planned treatments such as electric countershock/ elective cardioversion. 


	This event is intended to capture:
· Patient death or disability associated with unintended electric shock during the course of care or treatment.

This event is not intended to capture:
· Patient death or disability associated with emergency defibrillation during ventricular fibrillation or electroconvulsive therapies.


	Should this event include staff as well (should there be another category for provider hazards, as mode/degree of harm differs)?

Why is ECT excluded?

Original intent of the SRE is to capture environmental issues rather than bad outcomes from medical treatment

Why is elective cardioversion excluded (is it very high risk for shock)?

Avoid setting arbitrary limits 

 Possible need for a different category for the treatments that result in preventable injuries related to electric shock (care management rather than environmental) 

	SRE 5B:
Any incident in which a line designated for oxygen or other gas to be delivered to a patient contains the wrong gas or is contaminated by toxic substances

	
	Too narrow; should encompass other instances of wrong lines being connected (i.e. enteral feeding tubes connected to IV line)…need for solicitation of applicable SRE (look to BME societies)

Need for an engineering response to the misconnected lines

Need for 2 categories, as this can be an environmental or care management event 



	SRE 5C:
Patient death or serious disability associated with a burn incurred from any source while being cared for in a healthcare facility

	
	Suggestion of inclusion of staff in this event

Are there other injuries like burns that also occur…is there evidence to expand this SRE to include these other injuries?

Possible need to develop care management SRE related to this

Should this be limited to death or serious disability, or should it include less severe injuries? Where should the line be drawn?  Clarify level of injury

Use of the phrase “or risk thereof”

Need to recognize that the burn can be the end of harm or part of a pathway of harm

“Unintentional burn” should be used in the place of “Patient death or serious disability” as any burn should be reported

Inclusion of chemical burn, scalding, radiation burn 



	SRE 5D:
Patient death or serious disability  associated with a fall while being cared for in a healthcare facility
Includes, but is not limited to, fractures, head injuries, and intracranial hemorrhage. 


	
	Should this be a care management event rather than environmental?  As an environmental event it lessens the burden of the provider to prevent these events 



	SRE 5E:
Patient death or serious disability  associated with the use of restraints or bedrails while being cared for in a healthcare facility

	The event is intended to capture instances in which restraints are
implicated in the death; for example, the use led to strangulation/ entrapment. Death/disability resulting from falls caused by lack of restraints would be captured under falls.
Restraint is currently defined by the Joint Commission, by the

Centers for Medicare and Medicaid Services, and by some states.

If none of those definitions apply to an institution, the following

definition, which is intended to comprise definitions from the named

organizations, is offered: Restraint is defined as any method of

restricting a patient’s freedom of movement that: is not a usual and

customary part of a medical diagnostic or treatment procedure to

which the patient or his or her legal representative has consented; that

is not indicated to treat the patient’s medical condition or symptoms;

or that does not promote the patient’s independent functioning. 


	Should this be a care management event rather than environmental?

Need TAP input on chemical restraints

Need for language regarding behavioral health seclusion

Need to be aware of the care provided in a corrections environment 



	6: Criminal Events

	SRE 6A:

Any instance of care ordered by or provided by someone impersonating a physician, nurse, pharmacist, or other licensed healthcare provider


	
	No comments

	SRE 6B:

Abduction of a patient of any age


	
	Need for harmonization with 3A, infant discharged to wrong person

Suggestion of inclusion of staff in this event

There is applicability in other healthcare facilities 



	SRE 6C:

Sexual assault on a patient within or on the grounds of a healthcare facility


	Language and definitions may vary based on state statute (e.g., many 

states have existing statutes that may use the terms sexual assault or

simple assault or criminal sexual conduct); however, the principle and

intent remain regardless of the language required based on jurisdiction. 



	Suggestion of inclusion of staff in this event 

What is the applicability in other healthcare facilities?  May not apply in other facilities

Do we include visitors/families?

Is inclusion of the staff/management beyond the scope of NQF?

Need to keep sexual assault as a distinct SRE from other criminal acts

Need for input from TAP as to where the criminal definition of sexual assault ends (vs. inappropriate sexual behavior)

Where does substance abuse of providers fit in, if at all? 

	SRE 6D:

Death or significant injury of a patient or staff member resulting from a physical assault (i.e., battery) that occurs within or on the grounds of a healthcare facility


	Language and definitions may vary based on state statute (e.g., many 

states have existing statutes that use the terms first degree assault

or second degree assault or battery). 


	Do we include any event or are there exclusions?

This event lists significant injury rather than death or serious disability…need for review

Is this event intended to capture physical assault between staff members?  Need for clarification.


APPLICABLE HEALTHCARE SETTINGS FOR SREs

The committee was informed that NQF is the steward of the SREs; as such, it was appropriate for the committee to make recommendations for changes to the events or the environments to which they apply.  It was explained that the committee would be responsible for creating and prioritizing the categories of healthcare environments for SRE expansion; the TAPs would work to generate appropriate SREs for the environment clusters which the Steering Committee would ultimately approve or reject.  The Steering Committee was provided a draft document of the potential healthcare environments for expansion of the SREs, comprised of the 10 CMS Environments of Healthcare parsed into three categories:

· Ambulatory Care and  Home Health (including physician offices, outpatient clinics, dialysis facilities and hospice settings)

· Inpatient Hospital (including related inpatient services and emergency departments)

· Nursing, Rehabilitation and Long-Term Care Facilities

The Steering Committee discussed potential reorganization of the list above:  

· The committee felt strongly that ambulatory surgery centers and office-based surgery facilities should be included in the categories, as both are not as tightly regulated as other healthcare facilities.  The committee voted to categorize ambulatory surgery and office-based surgery facilities with ambulatory care.

· The committee felt that home and community based services should also be a category of healthcare environments, as the vulnerability of the patient is increased in these settings.

· The committee agreed that long-term care settings should also be a category, with a particular focus on skilled nursing facilities.

· The members of the committee addressed whether hospice settings are more like ambulatory care settings or long-term care facilities, as hospice patients are treated for a limited time but with similar care methods to long-term care facilities.  Ultimately, the committee agreed that the categories should be based upon how the facilities are staffed, funded, and managed; as such, the committee voted to create a new category for hospice facilities and palliative care. 
· The committee also discussed the need for infusion centers, primarily for the treatment of cancer, to be an additional category.

Working with the new categories of healthcare environments, the committee members were asked to prioritize the need for and the feasibility of expansion of the SREs to each environment during the 2009-2010 revision and update of the SREs.  The committee voted to make the following environments high priority for expansion:

· Long-Term Care Settings (focusing initially on Skilled Nursing Facilities)

· Ambulatory and Office-based Surgery 

· Ambulatory Care, including outpatient and physician offices 
Though there was strong support for physician offices as a first priority, there were concerns with implementation into these practice settings and the reliability of data collection across facilities.  Home and Community Based Services (including home health care) was also identified as high priority, though it was not clear that there is available evidence to support development of SREs in these settings at this time. The issue of implementation and data collection was also discussed for home health settings.  
The committee also discussed the inclusion of dialysis centers; however, the committee felt that dialysis centers are heavily regulated by CMS and thus do not urgently need to have SREs developed for improving quality of care and patient safety.  Infusion centers were also discussed, with the committee concluding that not enough evidence yet exists to develop SREs for this environment.

NEXT STEPS AND ADJOURN

The committee was informed that a “Call for Events” with the broader definition would be drafted reflecting the Steering Committee’s recommendations on the definition of SRE, the criteria for events, and the priority environments for expansion of the SREs.  This call will also be dependent on the outcome of discussions regarding the HACs with DHHS and CMS.  NQF staff will also create an SRE grid and request that committee members indicate which sites are appropriate for inclusion.   A conference call with the SC will be convened in the next month to review the final definitions prior to a public request for comments.  A survey monkey tool would be developed for the SC to help build the “top 40 list” of potential events.  Drs. Burstin and Angood confirmed that expansion TAPs for new SRES would continue to be explored.  Dr. Angood encouraged the committee to gain external feedback regarding the update and expansion of the SREs and to provide the information to NQF staff for distribution to the committee.
The Steering Committee will receive documents pertaining to this meeting. The meeting was adjourned.
