1200-08-06-.11 RECORDS AND REPORTS.
(1) The nursing home shall report each case of communicable disease to the local county health
officer in the manner provided by existing regulations. Failure to report a communicable
disease may result in disciplinary action, including revocation of the facility’s license.
(2) Unusual events shall be reported by the facility to the Department of Health in a format
designed by the Department within seven (7) business days of the date of the identification of
the abuse of a patient or an unexpected occurrence or accident that results in death, life
threatening or serious injury to a patient.
(a) The following represent circumstances that could result in an unusual event that is an
unexpected occurrence or accident resulting in death, life threatening or serious injury
to a patient, not related to a natural course of the patient’s illness or underlying
condition. The circumstances that could result in an unusual event include, but are not
limited to:
1. medication errors;
2. aspiration in a non-intubated patient related to conscious/moderate sedation;
3. intravascular catheter related events including necrosis or infection requiring
repair or intravascular catheter related pneumothorax;
4. volume overload leading to pulmonary edema;
5. blood transfusion reactions, use of wrong type of blood and/or delivery of blood
to the wrong patient;
6. perioperative/periprocedural related complication(s) that occur within 48 hours of
the operation or the procedure, including a procedure which results in any new
central neurological deficit or any new peripheral neurological deficit with motor
weakness;
7. burns of a second or third degree;
8. falls resulting in radiologically proven fractures, subdural or epidural hematoma,
cerebral contusion, traumatic subarachnoid hemorrhage, and/or internal trauma,
but does not include fractures resulting from pathological conditions;
9. procedure related incidents, regardless of setting and within thirty (30) days of
the procedure and includes readmissions, which include:
(i) procedure related injury requiring repair or removal of an organ;
(ii) hemorrhage;
(iii) displacement, migration or breakage of an implant, device, graft or drain;
(iv) post operative wound infection following clean or clean/contaminated case;
(v) any unexpected operation or reoperation related to the primary procedure;
(vi) hysterectomy in a pregnant woman;
(vii) ruptured uterus;

(viii) circumcision;
(ix) incorrect procedure or incorrect treatment that is invasive;
(x) wrong patient/wrong site surgical procedure;
(xi) unintentionally retained foreign body;
(xii) loss of limb or organ, or impairment of limb if the impairment is present at
discharge or for at least two (2) weeks after occurrence;
(xiii) criminal acts;
(xiv) suicide or attempted suicide;
(xv) elopement from the facility;
(xvi) infant abduction, or infant discharged to the wrong family;
(xvii) adult abduction;
(xviii) rape;
(xix) patient altercation;
(xx) patient abuse, patient neglect, or misappropriation of resident/patient
funds;
(xxi) restraint related incidents; or
(xxii) poisoning occurring within the facility.
(b) Specific incidents that might result in a disruption of the delivery of health care services
at the facility shall also be reported to the department, on the unusual event form,
within seven (7) days after the facility learns of the incident. These specific incidents
include the following:
1. strike by the staff at the facility;
2. external disaster impacting the facility;
3. disruption of any service vital to the continued safe operation of the facility or to
the health and safety of its patients and personnel; and
4. fires at the facility which disrupt the provision of patient care services or cause
harm to patients or staff, or which are reported by the facility to any entity,
including but not limited to a fire department, charged with preventing fires.
(c) For health services provided in a “home” setting, only those unusual events actually
witnessed or known by the person delivering health care services are required to be
reported.
(d) Within forty (40) days of the identification of the event, the facility shall file with the
department a corrective action report for the unusual event reported to the department.
The department’s approval of a Corrective Action Report will take into consideration

whether the facility utilized an analysis in identifying the most basic or causal factor(s)
that underlie variation in performance leading to the unusual event by (a) determining
the proximate cause of the unusual event, (b) analyzing the systems and processes
involved in the unusual event, (c) identifying possible common causes, (d) identifying
potential improvements, and (e) identifying measures of effectiveness. The corrective
action report shall either: (1) explain why a corrective action report is not necessary; or
(2) detail the actions taken to correct any error identified that contributed to the unusual
event or incident, the date the corrections were implemented, how the facility will
prevent the error from recurring in the future and who will monitor the implementation of
the corrective action plan.
(e) The department shall approve in writing, the corrective action report if the department
is satisfied that the corrective action plan appropriately addresses errors that
contributed to the unusual event and takes the necessary steps to prevent the
recurrence of the errors. If the department fails to approve the corrective action report,
then the department shall provide the facility with a list of actions that the department
believes are necessary to address the errors. The facility shall be offered an informal
meeting with the Commissioner or the Commissioner’s representative to attempt to
resolve any disagreement over the corrective action report. If the department and the
facility fail to agree on an appropriate corrective action plan, then the final
determination on the adequacy of the corrective action report shall be made by the
Board after a contested case hearing.
(f) The event report reviewed or obtained by the department shall be confidential and not
subject to discovery, subpoena or legal compulsion for release to any person or entity,
nor shall the report be admissible in any civil or administrative proceeding other than a
disciplinary proceeding by the department or the appropriate regulatory board. The
report is not discoverable or admissible in any civil or administrative action except that
information in any such report may be transmitted to an appropriate regulatory agency
having jurisdiction for disciplinary or license sanctions against the impacted facility. The
department must reveal upon request its awareness that a specific event or incident
has been reported.
(g) The department shall have access to facility records as allowed in Title 68, Chapter 11,
Part 3. The department may copy any portion of a facility medical record relating to the
reported event unless otherwise prohibited by rule or statute. This section does not
change or affect the privilege and confidentiality provided by T.C.A. §63-6-219.
(h) The department, in developing the unusual event report form, shall establish an event
occurrence code that categorizes events or specific incidents by the examples set forth
above in (a) and (b). If an event or specific incident fails to come within these
examples, it shall be classified as “other” with the facility explaining the facts related to
the event or incident.
(i) This does not preclude the department from using information obtained under these
rules in a disciplinary action commenced against a facility, or from taking a disciplinary
action against a facility. Nor does this preclude the department from sharing such
information with any appropriate governmental agency charged by federal or state law
with regulatory oversight of the facility. However, all such information must at all times
be maintained as confidential and not available to the public. Failure to report an
unusual event, submit a corrective action report, or comply with a plan of correction as
required herein may be grounds for disciplinary action pursuant to T.C.A. §68-11-207.
(j) The affected patient and/or the patient’s family, as may be appropriate, shall also be
notified of the event or incident by the facility.

(k) During the second quarter of each year, the Department shall provide the Board an
aggregate report summarizing by type the number of unusual events and incidents
reported by facilities to the Department for the preceding calendar year.
(l) The Department shall work with representatives of facilities subject to these rules, and
other interested parties, to develop recommendations to improve the collection and
assimilation of specific aggregate health care data that, if known, would track health
care trends over time and identify system-wide problems for broader quality
improvement. The goal of such recommendations should be to better coordinate the
collection of such data, to analyze the data, to identify potential problems and to work
with facilities to develop best practices to remedy identified problems. The Department
shall prepare and issue a report regarding such recommendations.
(3) The nursing home shall retain legible copies of the following records and reports for thirty-six
months following their issuance. They shall be maintained in a single file and shall be made
available for inspection during normal business hours to any person who requests to view
them:
(a) Local fire safety inspections;
(b) Local building code inspections, if any;
(c) Fire marshal reports;
(d) Department licensure and fire safety inspections and surveys;
(e) Federal Health Care Financing Administration surveys and inspections, if any;
(f) Orders of the Commissioner or Board, if any;
(g) Comptroller of the Treasury’s audit reports and findings, if any; and,
(h) Maintenance records of all safety and patient care equipment.
1. Routine maintenance shall be administered according to the manufacture’s
recommended maintenance for the above equipment.
2. Ensure that facility staff or contract personnel are appropriately trained to
conduct safety and patient care equipment inspections.
(4) A yearly statistical report, the “Joint Annual Report of Nursing Homes”, shall be submitted to
the Department. The forms are mailed to each nursing home by the Department each year.
The forms shall be completed and returned to the Department as requested.
Authority: T.C.A. §§4-5-202, 4-5-204, 68-11-202, 68-11-204, 68-11-206, 68-11-207, 68-11-209,
68-11-210, 68-11-211, 68-11-213, and 68-11-804.
Administrative History: Original rule filed March 27, 1975; effective April 25, 1997. Repeal and
new rule filed July 14, 1983; effective August 15, 1983. Amendment filed March 13, 1986;
effective April 12, 1986. Amendment filed December 29, 1993; effective February 15, 1993.
Repeal and new rule filed January 31, 2000; effective April 15, 2000. Amendment filed April 11,
2003; effective June 25, 2003. Amendment filed September 4, 2003; effective November 18,
2003. Amendment filed April 17, 2007; effective July 1, 2007.

