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3.7.6: PATIENT SAFETY PROGRAM PROCEDURE:

INSTITUTION RESPONSE TO AN ADVERSE/ SENTINEL Attachments: Yes X No []
EVENT

I. PROCEDURE OVERVIEW

This procedure provides a standardized process for institution response to an adverse/sentinel

event, including:

e Immediate actions to address the event;

¢ Notification of institution staff and reporting to headquarters;

e Review requirements; and

e Development and implementation of an action plan to mitigate risk of similar events
occurring in the future.

Il. PROCEDURE DETAILS
A. ldentification of Adverse/Sentinel Events and Duty to Report
1. While many adverse/sentinel events will be initially detected by institution health care

staff, adverse/sentinel events may be identifed by other stakeholders.

2. All California Correctional Health Care Services (CCHCS) staff have a duty to report
adverse/sentinel events immediately upon identification to the Chief Executive Officer
(CEO) of the institution where the adverse/sentinel event occurred, or, if the event
occurred at a setting outside the institution, to the CEO of the institution where the
inmate is currently endorsed.

B. Immediate Action Following an Adverse/Sentinel Event
1. Mitigating Risk
a. Upon realizing that an adverse/sentinel event has occurred, institution health care
staff will immediately take steps to ensure patient safety, including:
1) Stabilizing the patient by providing all necessary and appropriate care;
2) Removing all unsafe devices, equipment, and medications; and
3) Determining whether the adverse/sentinel event places other patients, staff, or
visitors at immediate risk of harm and addressing risk appropriately.
2. Documentation of Care

a. Health care staff will ensure that adverse/sentinel event information, treatment
provided, and communication, if any, with the patient and/or family is documented
appropriately in the electronic Unit Health Record.

b. For adverse/sentinel events involving specific patients, progress note documentation
will include preceding events, observations, examination findings, and assessment
of the patient (vital signs, neurological checks, pain assessment, etc.).
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3. Notification of Area Supervisors, Patient, and Institution Executives

a.

If the adverse/sentinel event occurs during regular business hours, staff who have
identified an adverse/sentinel event will immediately notify their direct supervisor.

After regular business hours, staff who have identified an adverse/sentinel event
will notify the Supervising Registered Nurse (SRN) Il on duty.

The notified supervisor or SRN Il will immediately contact the CEO, who will
determine which additional institution staff must be apprised of the situation, and in
what timeframes.

Notification of CEO will include, at minimum, the following detail:

e Name of patient-inmate, staff, and/or other individual involved,

e What occurred;

e Location of the adverse/sentinel event;

e Time of the event;

e Actions taken, treatment provided, and effects;

e Current condition of patient-inmate, staff, and/or other individual; and
e Any other pertinent information.

Institution staff will document notification of patient-inmate as required by state
law.

4. Preservation of Materials, Supplies, and Other Related Items

a.

November 2012

To ensure that physical materials are readily accessible during the adverse/sentinel
event review process and remain in the condition applicable at the time of the
adverse/sentinel event, health care staff will collect and secure all physical items
involved in the adverse/sentinel event, including, but not limited to:

e Medical devices and equipment;

e Retained foreign objects;

e Medications, containers, package labels, or inserts;

e Intravenous bags and tubing;

e Syringes;

e Supply containers and packaging;

e Laboratory and pathology specimens; and

e Any other applicable physical items.

Tampering with, cleaning, or otherwise modifying any physical items could result
in inaccurate review findings and is prohibited. Where appropriate, health care staff
may take pictures, working with custody staff to obtain necessary camera
equipment.

Health care staff will work with information technology staff to preserve all
electronic data affiliated with the adverse/sentinel event, including mechanisms to
back up or otherwise store data. Health care staff shall obtain paper copies of
electronic data if there is a risk that the information may be over-written or lost.
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5. Reporting the Adverse/Sentinel Event to Headquarters for Initial Triage/Assessment

a.

All adverse/sentinel events must be reported to headquarters as soon as possible and
no later than 24 hours of the occurrence using the Institution Sentinel
Event/Adverse Event Reporting Form.

Licensed facilities have an obligation to report certain adverse/sentinel events to the
California Department of Public Health. Reporting requirements to external
agencies may differ for each institution and must be verified by the facility; all
institutions shall comply with adverse/sentinel event reporting requirements in
departmental policy and state and federal law. Refer to Specific Definition of
Sentinel / Adverse Event in Law (Attachment 1) for current reporting mandates and
required timeframes.

Upon receiving information about the adverse/sentinel event, staff designated by the
Headquarters Patient Safety Committee will complete an initial review process to
determine the disposition of an adverse/sentinel event, which may include referring
to the hiring authority and other appropriate investigatory agency, referring to the
appropriate peer review body to address clinical practice issues, and linking
institutions to technical assistance, as described in the Patient Safety Program
Procedure: Initial Assessment and Triage of Adverse/Sentinel Events Procedure.

For all adverse/sentinel events involving blameworthy acts that must be referred to
the hiring authority and the other appropriate investigatory agency, root cause
analysis shall be deferred until the investigatory review is complete and the
investigatory agency staff provides further direction to the institution. For
adverse/sentinel events that result in peer review referrals or temporary redirection
of health care staff from direct patient care, the root cause analysis continues
without delay or deferral.

C. Root Cause Analysis

1. Deaths

Adverse/Sentinel events that are deaths will also receive a separate death review per
current policy, which covers a different scope than the root cause analysis process.

2. Assigning an Adverse/Sentinel Event Coordinator and Convening the Root Cause
Analysis Team

a.
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As soon as possible and no later than 24 hours after the adverse/sentinel event, the
CEO will convene a multi-disciplinary team to conduct a root cause analysis to
identify the primary system or process lapses that contributed to the
adverse/sentinel event and develop specific action steps to prevent similar events
from occurring.

The CEO will determine the scope and membership of the root cause analysis team.

The CEO or designee will assign a staff member to serve as the primary contact for
information requests relative to the adverse/sentinel event.
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3. Understanding the Context of Root Cause Analysis

a.

Prior to beginning the root cause analysis process, the root cause analysis team will
review the CCHCS Performance Improvement Culture Statement (Attachment I1) to
ensure that all members understand the context of the adverse/sentinel event review
process.

The primary emphasis of the root cause analysis is system lapses, not behavior of
individual staff.

4. Completion of the Root Cause Analysis and Interim Reports

a.

The root cause analysis team shall adhere to the requirements in the CCHCS Root
Cause Analysis (RCA) Procedure.

The CEO may request assistance with the RCA process from headquarters staff at
any time by contacting the headquarters Adverse/Sentinel Event Committee, or by
speaking to any committee member or designee.

If, at any point during the root cause analysis, the team determines that the
circumstances surrounding the adverse/sentinel event meet criteria for a
blameworthy act and referral to an appropriate investigatory agency, the team will
immediately discontinue the root cause analysis and contact the appropriate
investigatory agency for support.

If the RCA team identifies clinical practice issues that may merit a peer review
referral, the team shall elevate this information to the appropriate clinical manager
and the CEO for consideration and referral to headquarters as appropriate per
current policy. The root cause analysis will continue regardless of peer review
referral.

During the root cause analysis process and pending a final report, the institution
shall implement concurrent improvements determined by the root cause analysis
team to be appropriate.

Concurrent documentation from all meetings of the root cause analysis team may be
requested by the headquarters Adverse/Sentinel Event Committee as interim reports
of institution activities.

5. Submission of the Root Cause Analysis and Implementation of the Action Plan

a.

b.

C.
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The institution root cause analysis, including internal review, approval of the report
by the CEO, and submission of a final Adverse/Sentinel Event Report to the
headquarters Adverse/Sentinel Event Committee, shall be completed within 45 days
of the adverse/sentinel event.

Additional reporting to the California Department of Public Health may be
required; please refer to Attachment I for those requirements.

The Adverse/Sentinel Event Report shall contain the following elements (additional
elements may be included at the discretion of the institution RCA committee):

e A description of relevant facts and chronology of events, including immediate
actions taken per this procedure to stabilize the patient, preserve documentation
and physical materials, and support health care staff;
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e Classification and titles of staff who served on the root cause analysis team;

e An overview of the process used to conduct the root cause analysis, including
tools and techniques applied during analysis and relevant literature utilized in
the review;

e Findings from the root cause analysis, including local system and process lapses
identified and appropriate referrals; and

e An action plan to address the identified system and process lapses and prevent
similar adverse/sentinel events in the future, including a specific timeframe for
implementation of the action plan and measurable objectives.

The Adverse/Sentinel Event Report must be reviewed by the institution Quality
Management Committee and approved by the CEO prior to submission to the
headquarters Adverse/Sentinel Event Committee.

For institutions with a local Patient Safety Committee, the institution Quality
Management Committee may delegate oversight of the root cause analysis and
preliminary review of the Adverse/Sentinel Event Report to the Patient Safety
Committee.  For institutions without a local Patient Safety Committee, the
institution Quality Mangement Committee shall conduct the root cause analysis and
preliminary review of the Adverse/Sentinel Event Report.

Unless instructed otherwise by headquarters, the CEO shall begin implementation
of the action plan as soon as practicable, but no later than upon submission of the
Adverse/Sentinel Event Report to headquarters. Changes to local practices and
procedures shall be made to eliminate reoccurrence of the adverse/sentinel event.

6. Revisions to the Adverse/Sentinel Event Report

If,

upon review of the Adverse/Sentinel Event Report, the headquarters

Adverse/Sentinel Event Committee requests clarification or revision of the report, the
institution will make necessary clarifications or revisions to the report within 15
calendar days and submit the revised report to the headquarters Adverse/Sentinel Event
Committee.

7. Post-Submission Status Reports

a.
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The institution shall submit a monthly status report of activities conducted pursuant
to the action plan described in Section 5.f. above to the headquarters
Adverse/Sentinel Event Committee.  The status report shall also include
performance measurement data and an analysis about the extent to which local
systems or processes have improved.

The institution will submit monthly status reports to the headquarters
Adverse/Sentinel Event Committee for at least four months after submitting the
Adverse/Sentinel Event Report and until the headquarters Adverse/Sentinel Event
Committee deems the adverse/sentinel event review process closed.
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D. Confidentiality

1. Protected Proceedings and Records

a. To ensure full, open and candid review of sentinel events, all records of proceedings
of the adverse/sentinel event review process shall be maintained as confidential
quality management deliberative process documents.

b. All staff participating in the adverse/sentinel event review process discussed in this
procedure shall adhere to these provisions regarding confidentiality.
I11.REFERENCES
Joint Commission on Accreditation of Health Care Organizations (JCAHCO)

National Commission on Correctional Health Care (NCCHC) 2008 Standards for Health
Services in Prisons

California Health and Safety Code Sections 1250 and 1279
California Health and Safety Code, Division 2, Chapter 2, Article 3, Section 1279.1 (b) (1) (7)
California Code of Regulations, Title 22, Division 5, Chapter 1, Article 7, Section 70737
Inmate Medical Services Policies and Procedures (IMSP&P) Volume 3, Chapter 7:

e 3.7.1 Patient Safety Program Policy

e 3.7.2 Adverse/Sentinel Event Review Policy

e 3.7.3 Death Reporting and Review Policy

e 3.7.4 Patient Safety Program Procedure: Patient Safety Committee

e 3.7.5 Patient Safety Program Procedure: Initial Triage/Assessment of Adverse/Sentinel
Events

e 3.7.7 Patient Safety Program Procedure: Headquarters Adverse/Sentinel Event
Committee

e 3.7.8 Death Reporting and Review Procedure
United States Department of Veterans Affairs - Veterans Affairs National Center for Patient

Safety (NCPS) (http://www.patientsafety.gov/); Culture Change: Prevention, Not Punishment
(http://www.patientsafety.gov/vision.html)

November 2012 Procedure 3.7.6 Page 6 of 6
PATIENT SAFETY PROGRAM PROCEDURE: INSTITUTION RESPONSE TO AN
ADVERSE/ SENTINEL EVENT



Attachment |

SPECIFIC DEFINITION OF SENTINEL/ADVERSE EVENT IN LAW

California Health and Safety Code 1279.1

1279.1. (b) For purposes of this section, "adverse event" includes any of the following:

(1) Surgical events, including the following:
(A) Surgery performed on a wrong body part that is inconsistent with the documented
informed consent for that patient. A reportable event under this subparagraph does not
include a situation requiring prompt action that occurs in the course of surgery or a situation
that is so urgent as to preclude obtaining informed consent.

(B) Surgery performed on the wrong patient.

(C) The wrong surgical procedure performed on a patient, which is a surgical procedure
performed on a patient that is inconsistent with the documented informed consent for that
patient. A reportable event under this subparagraph does not include a situation requiring
prompt action that occurs in the course of surgery, or a situation that is so urgent as to
preclude the obtaining of informed consent.

(D) Retention of a foreign object in a patient after surgery or other procedure, excluding
objects intentionally implanted as part of a planned intervention and objects present prior to
surgery that are intentionally retained.

(E) Death during or up to 24 hours after induction of anesthesia after surgery of a normal,
healthy patient who has no organic, physiologic, biochemical, or psychiatric disturbance and
for whom the pathologic processes for which the operation is to be performed are localized
and do not entail a systemic disturbance.

(2) Product or device events, including the following:
(A) Patient death or serious disability associated with the use of a contaminated drug,
device, or biologic provided by the health facility when the contamination is the result of
generally detectable contaminants in the drug, device, or biologic, regardless of the source of
the contamination or the product.

(B) 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. For purposes of
this subparagraph, "device" includes, but is not limited to, a catheter, drain, or other
specialized tube, infusion pump, or ventilator.

(C) Patient death or serious disability associated with intravascular air embolism that

occurs while being cared for in a facility, excluding deaths associated with neurosurgical
procedures known to present a high risk of intravascular air embolism.

(3) Patient protection events, including the following:
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(C) A patient suicide or attempted suicide resulting in serious disability while being cared
for in a health facility due to patient actions after admission to the health facility, excluding
deaths resulting from self-inflicted injuries that were the reason for admission to the health
facility.

(4) Care management events, including the following:
(A) A patient death or serious disability associated with a medication error, including, but
not limited to, an error involving the wrong drug, the wrong dose, the wrong patient, the
wrong time, the wrong rate, the wrong preparation, or the wrong route of administration,
excluding reasonable differences in clinical judgment on drug selection and dose.

(B) A patient death or serious disability associated with hemolytic reaction due to the
administration of ABO-incompatible blood or blood products.

(C) Maternal death or serious disability associated with labor or delivery in a low-risk
pregnancy while being cared for in a facility, including events that occur within 42 days
postdelivery and excluding deaths from pulmonary or amniotic fluid embolism, acute fatty
liver of pregnancy, or cardiomyopathy.

(D) Patient death or serious disability directly related to hypoglycemia, the onset of which
occurs while the patient is being cared for in a health facility.

(E) Death or serious disability, including kernicterus, associated with failure to identify and
treat hyperbilirubinemia in neonates during the first 28 days of life. For purposes of this
subparagraph, "hyperbilirubinemia" means bilirubin levels greater than 30 milligrams per
deciliter.

(F) A Stage 3 or 4 ulcer, acquired after admission to a health facility, excluding progression
from Stage 2 to Stage 3 if Stage 2 was recognized upon admission.

(G) A patient death or serious disability due to spinal manipulative therapy performed at the
health facility.

(5) Environmental events, including the following:
(A) A patient death or serious disability associated with an electric shock while being cared
for in a health facility, excluding events involving planned treatments, such as electric
countershock.

(B) 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 a toxic substance.
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(C) A patient death or serious disability associated with a burn incurred from any source
while being cared for in a health facility.

(D) A patient death associated with a fall while being cared for in a health facility.

(E) A patient death or serious disability associated with the use of restraints or bedrails
while being cared for in a health facility.

(6) Criminal events, including the following:

(C) The sexual assault on a patient within or on the grounds of a health facility.

(D) The death or significant injury of a patient or staff member resulting from a physical
assault that occurs within or on the grounds of a facility.

(7) An adverse event or series of adverse events that cause the death or serious disability
of a patient, personnel, or visitor.

Title 22, Division 5, Chapter 12, Article 5, Section 79787
(c) Events constituting an unusual occurrence shall include, but not be limited to:
(1) Poisonings.
(2) Fires or explosions.
(3) Death of an inmate-patient, employee, or visitor because of unnatural causes.

(4) Sexual acts involving inmate-patients who are minors, nonconsenting adults, or persons
incapable of consent.

(5) Physical assaults on inmate-patients, employees, or visitors.
(6) All suspected criminal acts involving inmate-patients, employees, or visitors.
(7) All suspected incidents of physical or sexual abuse to an inmate-patient.

(8) Unexplained or illicit disappearance or loss of an inmate-patient or inmate-patient
remains.

(9) Disruption of services of the licensed correctional treatment center.
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REPORTING REQUIREMENTS UNDER STATE LAW

California Health and Safety Code - Pertaining to General Acute Care Hospitals

1279.1. (a) A health facility licensed pursuant to subdivision (a), (b), or (f) of Section 1250 shall
report an adverse event to the department no later than five days after the adverse event has
been detected, or, if that event is an ongoing urgent or emergent threat to the welfare, health,
or safety of patients, personnel, or visitors, not later than 24 hours after the adverse event has
been detected. Disclosure of individually identifiable patient information shall be consistent
with applicable law.

(b) omitted — see definitions of adverse/sentinel events per Health and Safety Code in previous
section.

(c) The facility shall inform the patient or the party responsible for the patient of the adverse
event by the time the report is made.

(d) "Serious disability" means a physical or mental impairment that substantially limits one or
more of the major life activities of an individual, or the loss of bodily function, if the impairment
or loss lasts more than seven days or is still present at the time of discharge from an inpatient
health care facility, or the loss of a body part.

(e) Nothing in this section shall be interpreted to change or otherwise affect hospital reporting
requirements regarding reportable diseases or unusual occurrences, as provided in Section
70737 of Title 22 of the California Code of Regulations. The department shall review Section
70737 of Title 22 of the California Code of Regulations requiring hospitals to report "unusual
occurrences" and consider amending the section to enhance the clarity and specificity of this
hospital reporting requirement.

1279.2. (a) (1) In any case in which the department receives a report from a facility pursuant to
Section 1279.1, or a written or oral complaint involving a health facility licensed pursuant to
subdivision (a), (b), or (f) of Section 1250, that indicates an ongoing threat of imminent danger
of death or serious bodily harm, the department shall make an onsite inspection or investigation
within 48 hours or two business days, whichever is greater, of the receipt of the report or
complaint and shall complete that investigation within 45 days.

(2) Until the department has determined by onsite inspection that the adverse event
has been resolved, the department shall, not less than once a year, conduct an
unannounced inspection of any health facility that has reported an adverse event
pursuant to Section 1279.1.

(b) In any case in which the department is able to determine from the information available to it
that there is no threat of imminent danger of death or serious bodily harm to that patient or
other patients, the department shall complete an investigation of the report within 45 days.

(c) The department shall notify the complainant and licensee in writing of the department's
determination as a result of an inspection or report.
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(d) For purposes of this section, "complaint" means any oral or written notice to the
department, other than a report from the health facility, of an alleged violation of applicable
requirements of state or federal law or an allegation of facts that might constitute a violation of
applicable requirements of state or federal law.

(e) The costs of administering and implementing this section shall be paid from funds derived
from existing licensing fees paid by general acute care hospitals, acute psychiatric hospitals, and
special hospitals.

(f) In enforcing this section and Sections 1279 and 1279.1, the department shall take into
account the special circumstances of small and rural hospitals, as defined in Section 124840, in
order to protect the quality of patient care in those hospitals.

(g) In preparing the staffing and systems analysis required pursuant to Section 1266, the
department shall also report regarding the number and timeliness of investigations of adverse
events initiated in response to reports of adverse events.

Title 22, Division 5, Chapter 12, Article 5, Section 79787- Pertaining to Correctional
Treatment Centers

(a) Reportable communicable diseases shall be reported to the local health officer and all
unusual occurrences shall be reported to the Department by the licensed correctional treatment
center within twenty-four (24) hours, either by telephone with written confirmation or by
telephone facsimile (FAX).

(b) The reporting of communicable diseases and outbreaks shall be in conformance with
Sections 2500, 2502, 2503 and 2504 of Title 17, California Code of Regulations.

(c) omitted — see definitions of adverse/sentinel events per Health and Safety Code in previous
section.

(d) The licensed correctional treatment center shall furnish other pertinent information related
to such occurrences as the local health officer or the Department shall require.

(e) All reports required in this Section shall be retained on file by the licensed correctional
treatment center for three (3) years.

(f) Every fire or explosion that occurs in or on the premises shall be additionally reported
immediately to the local fire authority, or in the areas not having an organized fire service, to
the State Fire Marshal.

(g) The local health officer of the county to which an inmate-patient is to be released shall be

notified at least one day in advance before an inmate-patient on any tuberculosis medication is
released from the correctional facility.
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PERFORMANCE IMPROVEMENT CULTURE STATEMENT

Patient safety is the fundamental responsibility of every individual in the correctional health care delivery system. To
promote an effective performance improvement program, CCHCS actively cultivates a culture of continuous learning and
improvement where all staff focus on making health care delivery processes and outcomes as safe and effective as
possible and developing and implementing systems that support sustainable, high-quality performance.

CCHCS RECOGNIZES THAT . . .

e Human error is inevitable and we continually strive to monitor and improve systems to prevent errors.

e Most incidents of unfavorable variances from expected patient care involve process or system breakdowns that
must be addressed before performance can reliably improve.

e A punitive environment does not fully take into account systems issues, nor does a blame-free environment
hold individuals appropriately accountable.

e A culture of learning and improvement recognizes that people operate within processes and systems and can
make mistakes; acknowledges that even competent people can develop erroneous patterns of behavior, yet has
zero tolerance for reckless behavior, blameworthy acts and delayed reporting of care incidents.

e To effectively identify opportunities for improvement and resolve system problems, CCHCS staff at all reporting
levels must be able to report care incidents without being subject to unjust punitive investigation and penalties.

CCHCS STAFF WILL ...

e Support a learning environment that encourages and fosters the reporting and review of all errors, near-misses,
adverse events, and system weaknesses.

e Critically analyze existing processes to proactively identify potential problem areas and opportunities for
improvement.

e Proactively analyze processes, design and improve systems to support a safe patient care environment.

e Promote collaboration across ranks and disciplines to find sustainable solutions to patient safety issues.

e Respond quickly and reasonably to actions, decisions, and behaviors that may result in unsafe acts, realizing
that most actions, decisions, and behaviors do not warrant corrective or adverse action. The most severe
penalties, such as demotion, reduction in pay, suspension with or without pay, and termination, are reserved
for reckless behavior and blameworthy acts and, as warranted, delayed reporting.

e Report discovered patient care incidents within the timeframes prescribed in relevant Policies and Procedures.

e Use standardized algorithms based upon learning and improvement concepts to determine individual
accountability.

A BLAMEWORTHY ACT . ..

Although performance improvement processes will primarily target the identification and resolution of process
breakdowns, reckless behavior and blameworthy acts discovered in this context will be appropriately addressed to
ensure patient and staff safety. Reckless behavior includes situations in which an individual takes a substantial and
unjustifiable risk that may result in patient harm. A blameworthy patient care act possesses one of the following three
characteristics: it involves a criminal act, a purposefully unsafe act, or events involving patient abuse of any kind.
Reckless behavior, a blameworthy act, intentionally withholding information, or providing misleading or false
information may result in adverse action in accordance with the Disciplinary Matrix.



