LICENSURE PROCEDURES AND APPLICABLE STANDARDS

CHAPTER 43E

GENERAL LICENSURE PROCEDURES AND
STANDARDS APPLICABLE TO ALL
LICENSED FACILITIES

Authority

N.J.S.A, 26;2H-1 et seq., specifically 26:2H-5, 5b, 5¢, Se, 5.12,
5.16,5.23, 7, 7.21, 13, and 14; and 34:11-56a31 et seq,.
particularly 56a38.

Seurce and Effective Date

Effective: May 16, 2013,
See: 45 NJR. 1563(a).

Chapter Expiration Date

Chapter 43E, General Licensure Procedures and Standards Applicable
to All Licensed Facilities, expires on May 16, 2020.

Chapter Historical Note

Chapter 43E, Policy Manual for Planning and Certificate of Need
Reviews of Psychiatric Health Care Facilities and Services within the
State of New Jersey, was recodified as N.LLA.C. 8:33R by R.1993 d.29,
effective January 4, 1993, See: 24 N.LR. 3598(a), 25 N.JL.R. 111(a).

Chapter 43E, General Licensure Procedures and Enforcement of Li-
censure Regulations, was adopted as R.I1995 d.198, effective April 3,
1995, See: 26 N.JL.R. 4527(a), 27 N.L.R. 1411(n).

Pursuant to Executive Order No. 66(1978), Chapter 43E, General Li-
censure Procedures and Enforcement of Licensure Regulations, expired
on April 3, 2000,

Chapter 43E, General Licensure Procedures end Enforcement of Li-
censure Regulations, was adopted as new rules by R.2001 d.59, effective
February 20, 2001. See: 32 N.J.R. 3041(g), 33 N.J.R. 653(b).

Subchapter 6, Pain Management Procedures, was adopled as new
rules by R.2004 .38, effective January 20, 2004, See: 35 N.J.R.
1828(a), 36 N.J.R. 426(a).

Subchapter 8, Mandatory Overtime, was adopted as new rules by
R.2004 d.7%, effective February 17, 2004. See: 35 N.LR. 4195(a), 36
N.J.R. 1017(a).

Subchapter 7, Requirement to Use Needles and Sharp Instruments
Containing Integrated Safety Features or Needleless Devices, was
adopted as new rules by R.2004 d.301, effective August 2, 2004. See:
35 N.JR. 3513(a), 36 N.JL.R. 3536(a).

Chapter 43E, General Licensure Procedures and Enforcement of
Licensure Regulations, was readopled as R.2006 d.332, effective August
18, 2006. See: 38 N.JR. 1121(b), 38 N.LR. 3898(a).

Chapter 43E, General Licensure Procedures and Enforcement of Li-
censure Regulations, was renamed General Licensure Procedures and
Standards Applicable to All Licensed Facilities, and Subchapter 10,
Patient or Resident Safety Requirements and Reportable Events, was
adopted as new rules by R.2008 d.52, effective March 3, 2008, See: 39
N.J.R. 314(g), 40 N.LR, 1094(n).

Pursuant to Reorganization Plan No. 002-2005 and by notice of
administrative change, Subchapters 2 and 3 of Chapter 43E of Title 8
were duplicated as Subchapters 17 and 18 of Chapter 27A of Title 5,
effective December 2, 2008. See; 41 NLJLR. 225(a).

Subchapter 11, Violence Prevention in Health Care Facilities, was
adopted as new rules by R.2011 d.231, effective September 6, 2011.
See: 43 N.LR. 12(a), 43 N.J.R. 2337(a).

Subchapler 12, Safc Patient Handling, was adopted as new rules by
R.2011 d.232, effective September 6, 2011, See: 43 N.LR. 17(a), 43
NJ.R. 2341(a).
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Subchapter 13, Universal Transfer Form, was adopted as new rules by
R.201F d.198, effective August 1, 2011 (operative October 30, 2011),
See: 42 N.LR. 1462(a), 43 N.J.R. 1875(g).

In accordance with N.J.S.A. 52:14B-5.1b, Chapter 43E, General
Licensure Procedures and Standards Applicable to All Licensed
Facilities, was scheduled 1o expire on August 18, 2013, See; 43 N.J.R.
1203(a).

Chapter 43E, General Licensure Pracedures and Standards Applicable
to All Licensed Facilities, was readopted, effective May 16, 2013. See:
Source and Effective Date.
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SUBCHAPTER 1. SCOPE AND GENERAL PURPOSE

8:43E-1.1 Scope

The rules in this chapter pertain and apply to all health care
facilities licensed by the Department pursuant to the Health
Care Facilities Planning Act, N.J.S.A, 26:2H-1 et seq. The
rules set forth the procedures for the conduct of surveys of
health care facilities, the basis and procedures for imposition
of penalties and other enforcement actions and remedies, and
the rights and procedures available to facilities to request a
hearing 1o contest survey findings and the imposition of
penalties.

8:43E-1.2 Purpose

The rules in this chapter are intended to promole the health,
safety, and welfare of patients or residents of health care
facilities through establishing rules and regulations imple-
menting the Depariment’s legislative mandate to enforce
violations of licensing regulations. The rules also are intended
to afford health care facilities with appropriate and adequate
due process rights and procedures upon the finding of a vio-
lation or assessment of a penalty or other enforcement action.

8:43E-1.3 Definitions

The following words and terms, as used in this chapter,
shall have the following meanings, unless the context clearly
indicates otherwise.

“Commissioner” means Commissioner of the New Jersey
Department of Health and Senior Services.

“Curtailment” means an order by the Department which
requires a licensed health care facility to cease and desist all
admissions and readmissions of patients or residents to the
facility or affected service.

Next Page is 43E-2.1
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8:43E-1.3

“Deficiency” means a determination by the Department of
one or more instances in which a State licensing regulation or
Federal certification regulation has been violated.

“Department” means the New Jersey Department of Health
and Senior Services,

“Division” means Division of Health Care Systems Analy-
sis, New Jersey Department of Health and Senior Services,

Next Page is 43E-3

43E-2.1

“Facility™ means the entity which has been issued a license
to operate a health care facility pursuant to N.J.S.A. 26:2H-1
et seq. For the purposes of this chapter, “facility” includes
ambulance and invalid coach services.

“Immediate and serious threat” means a deficiency or vio-
lation that has caused or will imminently cause at any time
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8:43E-2.3

serious injury, harm, impairment, or even death to residents
or patients of the facility and therefore requires immediate
corrective action.

“Patient” means an individual under the medical and nurs-
ing care and supervision of a licensed health care facility. For
purposes of this chapter, “patient” is synonymous with “resi-
dent.”

“Plan of correction” means a plan developed by the facility
and reviewed and approved by the Department which de-
scribes the actions the facility will take to correct deficiencies
and specifies the time frame in which those deficiencies will
be corrected.

“Resident” means an individual residing in a licensed
health care facility and under the supervision of that facility
for the purpose of receiving medical, nursing, and/or personal
care services. For purposes of this chapter, “resident” is syn-
onymous with “patient.”

“Survey” means the evaluation of the quality of care and/or
the fitness of the premises, staff, and services provided by a
facility as conducted by the Department and/or its designees
to determine compliance or non-compliance with applicable
State licensing regulations, statutes, or Federal Medicare/
Medicaid certification regulations or statutes,

SUBCHAPTER 2. SURVEY PROCEDURES

8:43E-2.1 Scope and types of surveys

(a) The Department, or another State agency to which the
Department has delegated the authority for conduct of sur-
veys either partially or fully, may conduct periedic or special
inspections of licensed health care facilities to evaluate the
fitness and adequacy of the premises, equipment, personnel,
policies and procedures, and finances, and to ascertain
whether the facility complies with all applicable State and
Federal licensure regulations and statutes.

(b) The Department or its designee may also conduct
periodic surveys of facilities on behalf of the U.S. Depart-
ment of Health and Human Services or other Federal agency
for purposes of evaluating compliance with all applicable
Federal regulations or Medicare and Medicaid certification
regulations.

(c) The Department may evaluale all aspects of patient
care, and operations of a health care facility, including the
inspection of medical records; observation of patient care
where consented to by the patient; inspection of all areas of
the physical plant under the control or ownership of the
licensee; and interview of the patient or resident, his or her
family or other individuals with knowledge of the patient or
care rendered to him or her.

43E-3

(d) All information pertaining to an individual patient shall
be maintained as confidential by the Department and shall not
be available to the public in a manner that identifies an in-
dividual patient, unless so consented to by the patient or pur-
suant to an order by a court of law.

{e) The Department may conduct a survey of a facility
upon the receipt of complaint or allegation by any person or
agency, including a patient, his or her family, or any person
with knowledge of the services rendered to patients or oper-
ations of a facility.

(f) The Department may evaluate the quality of patient
care rendered by a facility through analysis of statistical data
reported by facilities to the Department or other agency, or by
review of reportable event information or other notices filed
with the Department pursuant to regulation. Upon receipt of
information indicating a potential risk to patient safety or
violations of licensing regulations, the Department may con-
duct a survey to investigate the causes of this finding, or
request a written response from the facility to ascertain the
validity of the data and to describe the facility's plan or
current actions to address the identified findings.

(g) Following a reasonable opportunity for facilities to
review and comment on the validity of the Department’s
statistical data related to the quality of patient care by facil-
ities, the Department may make such information, as appro-
priately amended available to the public.

8:43E-2.2 Deficiency findings

(a) A deficiency may be cited by the Department upon any
single or multiple determination that the facility does not
comply with a licensure regulation. Such findings may be
made as the result of either an on-site survey or inspection or
as the result of the evaluvation of written reports or documen-
tation submitted to the Department, or the omission or failure
to act in a manner required by regulation.

(b) At the conclusion of a survey or within 10 business
days thereafter, the Department shall provide a facility with a
written summary of any factual findings used as a basis to
determine that a licensure violation has occurred, and a state-
ment of each licensure regulation to which the finding of a
deficiency relates.

8:43E-2.3 Informal dispute resolution

(a) A facility may request an opportunity to discuss the
accuracy of survey findings with representatives of the De-
partment in the following circumstances during a survey:

1. During the course of a survey to the extent such
discussion does not interfere with the surveyor’s ability to
obtain full and objective information and to complete re-
quired survey tasks; or

2. During the exit interview or other summation of
survey findings prior to the conclusion of the survey.
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{b) Following completion of the survey, an acute care fa-
cility may contact the Inspections, Complaints and Com-
pliance Program and a long term care facility may contact the
Long Term Care Assessment Survey Program to request an
informal review of deficiencies cited. The request must be
made in writing within 10 business days of the receipt of the
written survey findings. The written request must include:

1. A specific listing of the deficiencies for which in-
formal review is requested; and

2. Documentation supporting any contention that a
survey finding was in error.

{c) The review will be conducted within 10 business days
of the request by supervisory staff of the Inspections, Com-
plaints and Compliance Program or the Long Term Care
Assessment Survey Program, as applicable, who did not
directly participate in the survey. The review can be con-
ducted in person at the offices of the Department or, by
mutual agreement, solely by review of the documentation as
submitted.

(d) A decision will be issued by the Department within
seven business days of the conference or the review, and if
the determination is to agree with the facility’s contentions,
the deficiencies will be removed from the record. If the de-
cision is to disagree with the request to remove deficiencies, a
plan of correction is required within five business days of
receipt of the decision. The facility retains all other rights to
appeal deficiencies and enforcement actions taken pursuant to
these rules.

8:43E-2.4 Plan of correction

(a) The Department may require that the facility submit a
written plan of correction specifying how each deficiency that
has been cited will be corrected along with the time frames
for completion of each corrective action. A single plan of
correction may address all events associated with a given
deficiency.

(b) The plan of correction shall be submitted within 10
business days of the facility’s receipt of the notice of viola-
tions, unless the Department specifically authorizes an exten-
sion for cause. Where deficiencies are the subject of informal
dispute resolution pursuant to N.J.A.C. 8:43E-2.3, the ex-
tension shall pertain only to the plans of correction for the
deficiencies under review.

{c) The Department may require that the facility’s repre-
sentatives appear at an office conference to review findings of
serious or repeated licensure deficiencies and to review the
causes for such violations and the facility’s plan of correction,

(d) The plan of correction shall be reviewed by the Depart-
ment and will be approved where the plan demonstrates that
compliance will be achieved in a manner and time that
assures the health and safety of patients or residents. If the
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plan is not approved, the Department may request that an
amended plan of correction be submitted within five business
days. In relation to viclations of resident or patient rights, the
Department may direct specific corrective measures that must
be implemented by facilities.

SUBCHAPTER 3. ENFORCEMENT REMEDIES

8:43E-3.1

(a) Pursuant to N.J.S5.A, 26:2H-13, 14, 15, 16 and 38, the
Commissioner or his or her designee may impose the fol-
lowing enforcement remedies against a health care facility for
violations of licensure regulations or other statutory require-
ments:

Enforcement remedies available

1. Civil monetary penalty;

I

Curtailment of admissions:

3. Appointment of a receiver or temporary manager;
4. Provisional license;

5. Suspension of a license;

6. Revocation of a license;

7. Order to Cease and Desist operation of an unlicensed
health care facility; and

8. Other remedies for violations of statutes as provided
by State or Federal law, or as authorized by Federal survey,
certification, and enforcement regulations and agreements.

Case Notes

Initial Decision (2005 N.J. AGEN LEXIS 913) adopted as modified,
which concluded that a residential health care facility’s license should be
immediately revoked, pursuant to NJ.A.C. B:43E-3.%a)] and 2, and
$33.250 in penalties assessed, based on a pattern and practice of
violating licensing requirements, posing an immediate and serious risk
of harm to the health, safety, and welfare of residents or patients. The
defense that the residents seemed 10 be satisfied with life at the facility
was irrclevant; the standards governing the operation of a residential
health care facility are set by the licensure regulations without reference
10 the satisfaction of its residents. Burepu of Rooming & Boarding
House Standards, Dep't of Community Affairs v. Eden House, OAL
Dki. Nos. CAF 9724-01, CAF 9725-01, CAT" 3498-04, CAT 9550-04
and CAF 12220-04 (Coensolidated), 2006 N.J. AGEN LEXIS 127, Final
Decision (January 17, 2006), aiTd per curiam with caveat, No. A-3311-
0572, 2009 N.J. Super. Unpub. LEXIS 1058 (App.Div. March 23, 2009)
(affirming without prejudice to Eden House filing a motion to reopen the
related Law Division action for limited purpose of developing a record
on issues of unconstitutionality and funding).

8:43E-3.2 Notice of violations and enforcement actions

The Commissioner shall serve notice to a facility of the
proposed assessment of civil monetary penalties, suspension
or revocation of a license, or placement on a provisional Ii-
cense, setting forth the specific violations, charges or reasons
for the action. Such notice shall be served on a licensee or its
registered agent in person or by certified mail.

43E-4
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8:43E-3.4

8:43E-3.3 Effective date of enforcement actions

The assessment of civil monetary penalties, or revocation
of a license, or the placement of a license on provisional
status shall become effective 30 days after the date of mailing
or the date personally served on a licensee, unless the licensee
shall file with the Department a written answer to the charges
and give written notice to the Department of its desire for a
hearing in which case the assessment, suspension, revocation
or placement on provisional license status shall be held in
abeyance until the administrative hearing has been concluded
and a final decision is rendered by the Commissioner. Hear-
ings shall be conducted in accordance with N.J.A.C. 8:43E-
4.1.

8:43E-3.4 Civil monetary penalties

(a) Pursuant to N.J.S.A. 26:2H-13 and 14, the Com-
missioner may assess a penalty for violation of licensure rules
in accordance with the following standards:

1. For operation of a health care facility without a
license, or continued operation of a facility after suspen-
sion or revocation of a license, $1,000 per day from the
date of initiation of services;

2. For violation of an order for curtailment of admis-
sions, $250.00 per patient, per day from the date of such
admission to the date of discharge or lifiing of the cur-
tailment order;

3. For failure to obtain prior approval from the Inspec-
tions, Compliance and Complaints Program or the Long
Term Care Assessment and Survey Program, as applicable,
for occupancy of an area or initiation of a service following
construction or application for licensure, $250.00 a day;

4. For construction or renovation of a facility without
the Department of Community Affairs’ approval of con-
struction plans, $1,000 per room or area renovated and
immediate suspension of use in the room or area from the
date of initial use until determined by the Department 1o be
in compliance with licensure standards. This determination
shall take into account any waivers granted by the Depart-
ment.

5. For the transfer of ownership of a health care facility
without prior approval of the Department, $500.00 per day
from the date of the transfer of interest to the date of
discovery by the Department. Such fine may be assessed
against each of the parties at interest;

6. For maintaining or admitling more patients or resi-
dents to a facility than the maximum capacily permitted
under the license, except in an emergency as documented
by the facility in a contemporaneous notice to the Depart-
ment, $25.00 per patient per day plus an amount equal to
the average daily charge collected from such patient or pa-
tients:

43E-5

7. For violations of licensure regulations related to
patient care or physical plant standards that represent a risk
to the health, safety, or welfare of patients or residents of a
facility or the general public, $500.00 per violation where
such deficiencies are isolated or occasional and do not
represent a pattern or widespread practice throughout the
facility;

8. Where there are multiple deficiencies related to pa-
tient care or physical plant standards throughout a facility,
and/or such violations represent a direct risk that a patient’s
physical or mental health will be compromised, or where
an actual violation of a resident’s or patient’s rights is
found, a penalty of $1,000 per violation may be assessed
for each day noncompliance is found;

9. For repeated violations of any licensing regulation
within a 12-month period or on successive annual inspec-
tions, or failure to implement an approved plan of correc-
tion, where such violation was not the subject of a previous
penalty assessment, $500.00 per violation, which may be
assessed for each day noncompliance is found. If the initial
violation resulted in the assessment of a penalty, within a
12-month period or on successive annual inspections, the
second violation shall result in a doubling of the original
fine, and the third and successive violations shall result in a
tripling of the original fine;

10. For violations resulting in either actual harm to a
patient or resident, or in an immediate and serious risk of
harm, $2,500 per violation, which may be assessed for each
day noncompliance is found;

11. For failure to report information to the Department
as required by statute or licensing regulation, after reason-
able notice and an opportunity to cure the violation,
$250.00 per day;

12. For failure to implement a Certificate of Need con-
dition of approval, $1,000 per day, which shall be assessed
either from the date specified in the Certificate of Need for
implementation of the specific condition of approval, if
identified, or from the date on which the Certificate of
Need was considered to be implemented;

13. For violations of rules governing the prohibition of
mandatory overtime contained in N.J.A.C. 8:43E-8, §1,000
per violation, which may be assessed for each day noncom-
pliance is found;

14. For failure of an entity licensed in accordance with
N.J.S.A. 26:2H-1 et seq. to submit a serious preventable
adverse event report to the Department in a timely fashion,
as defined in N.J.A.C. 8:43E-10.6, the following, which
shall be levied from the date following the date the report
was due to be submitted to the Department until the date on
which the report is received by the Department:

i.  $1,000 per day for general hospitals, with the
maximum penalty assessed per evenl not to exceed
$100,000; and
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ii.  $250.00 per day for all other facilities, with the
maximum penalty assessed per event not to exceed
$25,000;

15. For failure of an entity licensed in accordance with
N.LS.A, 26:2H-1 ei seq. to disclose to a patient or resident,
pursuant to N.JA.C. 8:43E-10.7, a serious preventable
adverse event that affected that patient or resident, the
following:

i.  §1,000 for failure to disclose an event that the
health care facility also failed to report, in a timely man-
ner, to the Department; and

ii. $5,000 for failure to disclose an event that the
health care facility reported, in a timely manner, to the
Department;

16. For viclation of N.J.A.C. 8:43G-12A or 36.3(b)M,
governing emergency care for sexual assault victims,
$5,000 per violation, which may be assessed for each day
noncompliance is found;

17. For violations of the requirements of N.JA.C.
8:43E-11 that result in injury to a health care worker,
$5,000 per violation, which may be assessed for each day
noncompliance is found;

18. For violations of the requirements of N.JLA.C.
8:43E-11 not resulting in injury as set forth in ()17 above,
$2,500 per violation, which may be assessed for each day
noncompliance is found;

19. For violations of N.J.A.C. 8:43E-12 resulting in
either actual harm or immediate and serious risk of harm,
to individuals who are directly employed by a covered
health care facility, $2,500 per violation, which may be as-
sessed for each day noncompliance is found; and

20. For other violations of N.J.A.C. §:43E-12 not result-
ing in harm as set forth in (a)19 above, $1,000 per viola-
Lion, which may be assessed for each day noncompliance is
found.

(b) Except for violations deemed to be immediate and
serious threats, the Department may decrease the penalty as-
sessed in accordance with (a) above, based on the compliance
history of the facility; the number, frequency and/or severity
of violations by the facility; the measures taken by the facility
to mitigate the effects of the current violation, or to prevent
future violations; the deterrent effect of the penalty; and/or
other specific circumstances of the facility or the violation.

(c) The Department may increase the penalties in (a)
above up to the statutory maximum per violation per day in
consideration of the economic benefit realized by the facility
for noncompliance.

Amended by R.2004 ¢.71, effective February 17, 2004,
See: 35 NLLR. 4195(a), 36 N.J.R. 1017(a).

Amended (a)3 and {(a)4; added (a)13.
Amended by R.2008 d.52, effective March 3, 2008,
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Seer 39 NLLR. 314(a), 40 N.J.R. 1094(a).

In the introductory paragraph of (a) and in (a)l3, substituted “rules™
for “regulations™; in (a)i2, deleted “or™ from the end; in (a)l3, sub-
stituted a semicolon for the period at the end; and added (a)14 and (a)15.
Amended by R.2009 d.282, effective September 21, 2009,

Sec: 40 NJR. 5483(a), 41 NJR. 3424(a).

In (a)l4ii, deleted “and” from the end; in (a)15ii, substituted *: and™
lor a period at the end; and added (a)16.

Amended by R.2011 d.231, effective September 6, 2011,
See: 43 NJR. 12(a). 43 NJR, 2337(a).

In (a)15ii, deleted “and” from the end; in (a)l6, substituted a
semicolon for a period at the end; and added (a)17 and (a)18,

Amended by R.2011 d.232, cfiective September 6, 2011.
See: 43 NJLR. 17(a), 43 N.LR. 2341(a).

In (a)15ii, deleted “and” from the end; in (0)16, substituied a
semicolon for a period at the end; and added (a)19 and (a)20.

Cusc Notes

Where it was undisputed that a clicat of an adult medical day care.
who was 84 years old and suffering from numerous medical problems,
was picked up by its van in order 10 be transporied to its facility, the van
arrived at the facility a1 about 10:15 a.m., and the client was left unat-
tended in the van from 10:15 a.m. to 1:00 p.m., the day care was ordered
1o pay a penalty of 32,500, pursuant 10 NI A.C. 8:43E-3.4(10), for vio-
lating NJLA.C, 8:43F-17.2. The client suffered actual harm as a result of
the violation for it was stipulated that the client wos verbally unre-
sponsive, had labored breathing, elevated respiration and clevated vital
signs, and the facility. in fact. called 911 10 address her condition, N.J.
Dep't of Health & Senior Services v, Senior Care of Marlion, QAL Dki.
No. HLT $253-07. 2008 N.). AGEN LEXIS 75, Initial Decision
(January {18, 2008).

8:43E-3.5 Failure to pay a penalty; remedics

(a) Within 30 days after the mailing date of a Notice of
Proposed Assessment of a Penalty, a facility which intends to
challenge the enforcement action shall notify the Department
of its intent to request a hearing pursuant to the Adminis-
trative Procedure Act.

(b) The penalty becomes due and owing upon the 30th day
from mailing of the Notice of Proposed Assessment of Pen-
alties, if a notice requesting a hearing has not been received
by the Department. If a hearing has been requested, the pen-
alty is duc 45 days after the issuance of a Final Agency Deci-
sion by the Commissioner, if the Department’s assessment
has not been withdrawn, rescinded, or reversed, and an appeal
has not been timely filed with the New Jersey Supetior Court,
Appellate Division pursuant to New Jersey Court Rule 2:2-3.

{c) Failure to pay a penalty within 30 days of the date it is
due and owing pursuant to (b) above may result in one or
more of the following actions:

1. Institution of a summary civil proceeding by the
State pursuant to the Penalty Enforcement Law (N.J.S.A.
2A:58-1 et seq.); or

2. Placing the facility on a provisional license status.

8:43E-3.6 Curtailment of admissions

(a) The Department may issue an order curtailing all new
admissions and readmissions to a health care facility in the
following circumstances:

Next Page is 43E-6.1
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1. Where violations of licensing repulations are found
that have been determined to pose an immediate and seri-
ous threat of harm to patients or residents of a health care
facility;

2. Where the Department has issued a Notice of Pro-
posed Revocation or Suspension of a health care facility
license, for the purpose of limiting the census of a facility
if patients or residents must be relocated upon closure;

3. Where the admission or readmission of new patients
or residents to a health care facility would impair the
facility’s ability to correct serious or widespread violations
of licensing regulations related to direct patient care and
cause a diminution in the quality of care; or

4. For exceeding the licensed or authorized bed or
service capacity of a health care facility, except in those
instances where exceeding the licensed or autherized
capacity was necessitated by emergency conditions and
where immediate and satisfactory notice was provided to
the Department.

{b) The order for curtailment may be withdrawn upon a
survey finding that the facility has achieved substantial com-
pliance with the applicable licensing regulations or Federal
certification requirements and that there is no immediate and
serious threat to patient safety, or in the case of providers
exceeding licensed capacity, has achieved a census equivalent
to licensed and approved levels. Such order to lift a cur-
tailment may reasonably limit the number and priority of
patients to be admitted by the facility in order to protect
patient safety.

8:43E-3.7 Appointment of a receiver

(a} Pursuant to N.J.S.A. 26:2H-42 et seq., the Department
may seek an order or judgment in a court of competent ju-
risdiction, directing the appointment of a receiver for the pur-
pose of remedying a condition or conditions in a residential
health care facility, assisted living facility, or long-term care
facility, that represent a substantial or habitual violation of the
standards of health, safety, or resident care adopted by the
Department or pursuant to Federal law or regulation.

(b) The Department shall review and approve the re-
ceiver’s qualifications prior to submission for court approval.
The receiver shall have experience and training in long-term
care, assisted living, or residential health care, as appropriate,
and, if the facility is a licensed long-term care provider, the
receiver shall possess a current New Jersey license as a nurs-
ing home administrator and be in good standing. The De-
partment shall maintain a list of interested and approved
receivers.

{c) No receiver may be a current owner, licensee, or
administrator of the subject facility or a spouse or immediate
family member thereof,

43E-6.1

8:43E-3.8 Suspension of a license

(a) Pursuant to N.J.S.A. 26:2H-14, the Commissioner may
order the summary suspension of a license of a health care
facility or a component or distinct part of a facility upon a
finding that violations pertaining to the care of patients or to
the hazardous or unsafe conditions of the physical structure
pose an immediate threat to the health, safety, and welfare of
the public or the residents of the facility.

{b) Upon a finding described in (a) zbove, the Commis-
sioner or the Commissioner’s authorized representative shall
serve notice in person or by certified mail to the facility or its
registered agent of the nature of the findings and violations
and the proposed order of suspension. Except in the case of a
life-threatening emergency, the notice shall provide the facil-
ity with a 72-hour period from receipt to correct the violations
and provide proof to the Department of such correction.

{c} If the Department determines the violations have not
been corrected, and the facility has not filed notice requesting
a hearing to contest the notice of suspension within 48 hours
of receipt of the Commissioner’s notice pursuant to (€) below,
then the license shall be deemed suspended. Upon the ef-
fective date of the suspension, the facility shall cease and
desist the provision of health care services and effect an
orderly transfer of patients.

(d) The Department shall approve and coordinate the
process to be followed during an evacuation of the facility or
cessation of services pursuant to an order for suspension or
revocation.

(e) If the facility requests a hearing within 48 hours of
receipt of the Notice of Proposed Suspension of License in
accordance with N.J.S.A. 26:2H-14, the Department shall
arrange for an immediate hearing to be conducted by the
Commissioner and a final agency decision shall be issued
within 48 hours by the Commissioner. If the Commissioner
shall affirm the proposed suspension of the license, the order
shall become final. The licensee may apply for injunctive
relief against the Commissioner’s order in the New Jersey
Superior Court, in accordance with the provisions set forth in
N.J.S.A.26:2H-14.

{f} Notwithstanding the issuance of an order for proposed
suspension of a license, the Department may concurrently or
subsequently impose other enforcement actions pursuant to
these rules.

(g) The Department may rescind the order for suspension
upon a finding that the facility has corrected the conditions
which were the basis for the action.
8:43E-3.9 Revocation of a license

(a) A Notice of the Proposed Revocation of a health care
facility license may be issued in the following circumstances:
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1. The facility has failed to comply with licensing re-
quirements, posing an immediate and serious risk of harm
or actual harm to the health, safety, and welfare of patients
or residents, and the facility has not corrected such viola-
tions in accordance with an approved plan of correction or
subsequent to imposition of other enforcement remedies
issued pursuant to these rules;

2. The facility has exhibited a pattern and practice of
violating licensing requirements, posing a serious risk of
harm to the health, safety and welfare of residents or
patients. A pattern and practice may be demonstrated by
the repeated violation of identical or substantially-related
licensing regulations during three consecutive surveys, or
the issuance of civil monetary penalties pursuant to
N.J.AC. 8:43E-3.4 or other enforcement actions for unre-
lated violations on three or more consecutive surveys;

3. Failure of a licensee to correct identified violations
which had led to the issuance of an order for suspension of
a license, pursuant to N.J.A.C. 8:43E-3.6 or 3.8; or

4, Continuance of a facility on provisional licensure
status for a period of 12 months or more.

{b) The notice shall be served in accordance with N.J.A.C.
8:43E-3.2, and the facility has a right to request a hearing
pursuani to N.J.A.C. 8:43E-4.1.

Case Notes

Initial Decision (2005 N.J. AGEN LEXIS 913) adopted as modificd.
which concluded that a residential health care facility’s license should be
immediately revoked, pursuant to NJAC. B:43E-3.9(x)1 and 2, and
$33,250 in penaltics assessed, based on a pattern and practice of vio-
lating licensing requirements, posing an immediate and serious risk of
harm to the health, safety, and welfave of residents or patients. The
defense that the residents scemed to be satisfied with life at the facility
was irmelevant; the standards governing the operation of a residential
health care facility are set by the licensure regulations without reference
to the satisfaction of its residents, Bureau of Rooming & Boarding
House Standards, Dep’t of Community Affairs v. Cden House, OAL
Dkt. No. CAF 9724-01 {Consolidated), 2006 N.J. AGEN LEXIS 127,
Final Decision (January 17, 2006). att™d per curiam with caveat, No. A-
3311-05T2, 2009 N.J. Super. Unpub. LEXIS 1058 (App.Div. March 23,
2009) (affirming without prejudice to Eden House filing a motion to
reopen the related Law Division action for limited purpose of developing
a record on issues of unconstitutionality and funding).

8:43E-3.10 Provisional license

{a) The Department may place a health care facility on
provisional license status in the following circumstances:

I. Upon issuance of a Notice for Revocation or Sus-
pension of a License, pursuant to N.J.A.C. 8:43E-3.8 or
3.9, for a period extending through final adjudication of the
action;

2. Upon issuance of an order for curtailment of ad-
missions pursuant to N.J.A.C. 8:43E-3.6, for & minimum
period of three months and for a maximum period ex-
tending through 90 days following the date the Department

Supp. 9-6-11
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finds the facility has achieved substantial compliance with
all applicable licensing regulations;

3. For failure to satisfy a civil penalty due and owing
pursuant to N.J.LA.C. 8:43E-3.4; or

4. Upon a recommendation to the Federal government
or the New Jersey Division of Medical Assistance and
Health Services for termination of a provider agreement for
failure to meet the Federal certification regulations.

{b) A facility placed on provisional license status shall be
placed on notice of same, in accordance with the notice re-
quirements set forth in N.JA.C. 8:43E-3.2. Provisional
license status is effective upon receipt of the notice, although
the facility may request a hearing to contest provisional
license status in accordance with the requirements set forth in
N.JLA.C. B:43E-4.1. Where a facility chooses to contest pro-
visional license status by requesting a hearing in accordance
with the provisions set forth herein and in N.J.A.C. 8:43E-
4.1, provisional license status remains effective at least until
the final decision or adjudication (as applicable) of the matter,
or beyond in instances where the Department's action is
upheld, in accordance with these rules. In addition, provi-
sional license status remains effective in cases where the
underlying violations which caused the issuance of pro-
visional licensure status are the subject of appeal and/or
litigation, as applicable, in accordance with these rules.

(c) While a facility is on provisional license status, the
following shall occur:

I.  Withholding of authorization or review of any appli-
cation filed with the Department for approval of additional
beds or services;

2. Notification of the action to the Certificate of Need
Program, for consideration during any pending application.
It may result in withholding of Certificate of Need ap-
proval or denial of the Certificate of Need, in accordance
with Certificate of Need rules at N.JA.C. 8:33, or ap-
plicable licensing regulations; and

3. Notification of facility placement on provisional
license status to any public agency that provides funding or
third party reimbursement to the facility or that has statu-
tory responsibility for monitoring the quality of care
rendered to patienis or residents.

(d) A facility placed on provisional license status shall post
the provisional license in a location within the facility which
is conspicuous.

8:43E-3.11

(a) Pursuant to N.J.S.A, 26:2H-14 and 15, the Commis-
sioner or his or her designee may issue an order requiring the
operation of an unlicensed or unauthorized care facility or
service to cease and desist.

Cease and desist order

Next Page is 43E-7
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(b) The Commissioner may also impose other enforcement
actions pursuant to these rules for operation of an unlicensed
health care facility.

(c) The Department may maintain an action in the New
Jersey Superior Court to enjoin any entity from operation of a
health care facility without a license or after the suspension or
revocation of a license pursuant to these rules.

SUBCHAPTER 4. HEARINGS

8:43E-4.1 Hearings

(a) Notice of a proposed enforcement action shall be
afforded to a facility pursuant to N.J.A.C. 8:43E-3.2.

(b) A facility shall notify the Department of its intent to
request a hearing in a manner specified in the Notice within
30 days of its receipt.

{c) The Department shall transmit the hearing request to
the Office of Administrative Law.

{d) Hearings shall be conducted pursuant to the Admini-
strative Procedure Act, N.J.S.A. 52:14B-| et seq., and the
Uniform Administrative Procedure Rules, N.J.A.C. I.1.

8:43E-4.2 Settlement of enforcement actions

{a) The facility may request that the matter be settled in
lieu of conducting an administrative hearing concerning an
enforcement action.

(b) If the Department and the facility agree on the terms of
a settlement, a written agreement specifying these terms shall
be executed,

(c) Pursuant to N.J.S.A, 26:2H-16, civil penalties may be
settled by the Department in cash or in-kind services to
patients where circumstances warrant such agreement and the
settlement does not compromise the health, safety, or welfare
of patients. In no case shall such settlement reduce a penalty
below $250.00, or $500.00 for second and subsequent of-
fenses.

{d) The Department may agree to accept payment of
penalties over a schedule not exceeding 18 months where a
facility demonstrates financial hardship.

{e) All funds received in payment of penalties shall be
deposited in the Health Care Facilities Improvement Fund.
Such fund shall be designated for use by the Commissioner to
make corrections in a health care facility which is in violation
of a licensure standard and in which the owner or operator is
unable or unwilling to make the necessary corrections. The
owner of the facility shall repay the fund any monies plus
interest at the prevailing rate that were expended by the State
to correct the violation at the facility. 1f the owner fails to
promptly reimburse the fund, the Commissioner shall have a
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lien in the name of the State against the facility for the cost of
the corrections plus interest and for any administrative cost
incurred in filing the lien.

(A If a facility fails to meet the conditions of the settle-
ment, the Department may immediately impose the original
enforcement action without any further right to an admin-
istrative hearing.

SUBCHAPTER 5. LICENSURE PROCEDURES

8:43E-5.1

(a) In the case of an application for licensure of a long-
term care facility, subacute care unit in an acute care general
hospital, assisted living residence, comprehensive personal
care home, assisted living program, alternate family care
sponsor agency, or residential health care facility, for which a
certificate of need is required, the applicant’s track record
shall be evaluated as part of the certificate of need application
process, in accordance with N.J.A.C. 8:33-4,10,

Track record evaluation

(b) In the case of an application for which a certificate of
need is not required, including an application for transfer of
ownership of a long-term care facility, subacute care unit in
an acule care general hospital, assisted living residence,
comprehensive personal care home, assisted living program,
alternate family care sponsor agency, adult day health care
facility, or residential health care facility, an application to
establish or expand an adult day health care facility or to
expand a residential health care facility, and an application
for any long-term care beds or services offered as part of a
continuing care retirement community, the track record rules
regarding certificate of need applications at N.J.A.C. 8:33-
4.10 shall be applied. These rules include, but are not limited
to, those addressing criteria for denial of applications, the
scope of the track record review, the use of categories of
health care service similarity or relatedness, the meaning of
the term “applicant,” and the duration of the waiting period
following application denial.

{(c) In the case of an application to add one or more beds in
accordance with N.J.A.C. 8:39-2.12, for which a certificate of
need is not required, the track record rules regarding cer-
tificate of need applications at N.J.A.C. 8:33-4.10 shall be
applied only to the facility which is requesting the additional
beds.

8:43E-5.2  Facility surveys

(a) When the written application for licensure is approved
and the building is ready for occupancy, a survey of the
facility by representatives of the Department’s Inspections,
Complaints and Compliance Program or the Long Term Care
Assessment and Survey Program, as applicable, shall be
conducted to determine if the facility complies with the rules
in this chapter,
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I. The facility shall be notified in writing of the
findings of the survey, including any deficiencies found.

2. The facility shall notify the Department’s Inspec-
tions, Complaints and Compliance Program or Long Term
Care Assessment and Survey Program, as applicable, when
the deficiencies, if any, have been corrected, and the
program so notified will schedule one or more resurveys of
the facility prior to occupancy.

(b) No facility shall admit patients to the facility until the
facility has the written approval and/or license issued by the
Certificate of Need and Acute Care Licensure Program or the
Long Term Care Licensure Program of the Department.

{c) Survey visits may be made to a facility at any time by
authorized staff of the Department. Such visits may include,
but not be limited to, the review of all facility documents and
patient records and conferences with patients.

8:43E-5.3 Facility licensure

(a) A license shall be issued only where the survey
conducted pursuani to NJ.A.C. 8:43E-5.2 demonstrates that
the facility meets the requirements as set forth in N.J.S.A.
26:2H-1 et seq. and the applicable rules duly promulgated
pursuant thereto.

{b) A license shall be granted for a period of one year or
less, as determined by the Department.

{c) The license shall be conspicuously posted in the
facility.

{d) The license is not assignable or transferable, and it
shalt be immediately void if the facility ceases to operate, if
the facility’s ownership changes, or if the facility is refocated
to a different state.

(e) The license, untess suspended or revoked in accord-
ance with these rules, shall be renewed annually on the
anniversary date of the issvance of the original license, or
within 30 days thereafter. In cases where the license issues
after, but within 30 days of, the anniversary date, it shall be
deemed to have issued on the anniversary date and dated
accordingly. The facility shall receive from the Department a
request for licensure renewal fee 30 days prior to the
expiration of the license. A renewed license shall not issue
unless and until the licensure renewal fee is received by the
Department.

(f) The license may not be renewed if local rules,
regulations and/or other applicable requirements are not met,
or if the Department determines that the facility is in violation
of applicable licensure standards.

8:43E-5.4 Conditional license

A conditional license may be issued to a health care facility
providing a type or category of health care service neither
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listed nor otherwise addressed in the applicable licensure
chapter for that type of facility.

8:43E-5.5 Surrender of license

The facility shall notify each patientresident, each
patient/resident’s physician, and any guarantors of payment at
feast 30 days prior to the surrender of a license, or as directed
under an order of revocation, refusal to renew, or suspension
of a license. In such cases, the ficense shall be returned to the
Certificate of Need and Acute Care Licensure Program or the
Long Term Care Licensure Program, as applicable, within
seven working days after the surrender, revocation, non-
renewal, or suspension of the license.

8:43E-5.6 Waiver

(a) The Commissioner or his or her designee may, in
accordance with the general purposes and intent of N.J.S.A.
26:2H-1 et seq., and the licensure rufes applicable to the type
of facility in question, waive sections of applicable licensure
rules if, in his or her opinion, such waiver would not
endanger the life, safety, or health of patients or the public.

{b) A facility seeking waiver pursuant to this rule shall
apply in writing to the Director of the Certificate of Need and
Acute Care Licensure Program or the Long Term Care
Licensure Program, as applicable,

{c) A written request for waiver shall include the fol-
lowing:

1. The specific rule(s) or part(s) of the rule(s) for which
waiver is sought;

2. Reasons for requesting a waiver, including a state-
ment of the type and degree of hardship that would result
to the facility if the waiver does not issue;

3. An alternative proposal, ensuring patient safety and
compliance with the general intent and purpose of the
applicable licensure rules; and

4. Documentation to support the request for waiver.

(d) In cases where the Department requests additional in-
formation before or during the course of processing a waiver
request, the facility shall comply with the request for addi-
tional information or the waiver shall be denied.

SUBCHAPTER 6. PAIN MANAGEMENT PROCEDURES

8:43E-6.1

The standards set forth in this subchapter apply to all health
care facilities licensed in accordance with N.J.S.A. 26:2H-1 et
seq.

Pain management standards; scope

43E-8
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8:43E-6.5

8:43E-6.2 Purpose

The rules in this subchapter are intended to promote the
health, safety, and welfare of patients or residents of health
care facilities by establishing requirements for the assess-
ment, monitoring and management of pain.

8:43E-6.3 Definitions

The following words and terms, as used in this subchapter,
shall have the following meanings, unless the context clearly
indicates otherwise:

“Pain” means an unpleasant sensory and emotional exper-
ience associated with actual or potential tissue damage or
described in terms of such damage.

“Pain management” means the assessment of pain and, if
appropriate, treatment in order to assure the needs of patients
or residents of health care facilities who experience probiems
with pain are met. Treatment of pain may include the use of
medications or application of other medalities and medical
devices such as, but not limited to, heat or cold, massage,
transcutaneous electrical nerve stimulation (TENS), acupunc-
ture, and neurolytic techniques such as radiofrequency
coagulation and cryotherapy.

“Pain rating scale” means a tool that is age cognitive and
culturally specific to the patient or resident population to
which it is applied and which results in an assessment and
measurement of the intensity of pain.

“Pain treatment plan™ means a plan, based on information
pathered during a patient/resident pain assessment, that iden-
tifies the patient’s/resident’s needs and specifies appropriate
interventions to alleviate pain, to the extent feasible and
medically appropriate.

8:43E-6.4 Pain assessment procedures

(a) A facility shall formulate a system for assessing and
monitoring patients’/residents’ pain using a pain rating scale.

1. A facility serving different patient/resident popula-
tions shall utilize more than one pain scale, as appropriate.

(b) Assessment of a patient’s/resident’s pain shall occur, at
a minimum, upon admission, on the day of a planned dis-
charge, and when warranted by changes in a patient's/
resident’s condition, self-reporting of pain and/or evidence of
behavioral cues indicative of the presence of pain. In the case
of individuals receiving home health care services, assess-
ment shall coincide with a visit by staff of the home health
service agency and assessment on the day of discharge is not
required if the individual has been admitted to an inpatient or
residential health care facility and discharge from the home
health service agency takes place afier the admission.

(c) If pain is identified, a pain treatment plan shall be
developed and implemented within the health care facility or
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the patient/resident shail be referred for treatment or consui-
tation,

(d) If the patient/resident is cognitively impaired or non-
verbal, the facility shall utilize pain rating scales for the
cognitively impaired and non-verbal patient/resident. Addi-
tionally, the facility shall seek information from the
patient’s/resident’s family, caregiver or other representative,
if available and known to the facility. The resuits of the pain
rating scales and the response to the additional inquiry shail
be documented in the patient’s/resident’s medical record.

(e) Pain assessment findings shall be documented in the
patient’s/resident’s medical record. This shall inciude, but not
be limited to, the date, pain rating, treatment plan and
patient/resident response.

(f) The facility shall establish written policies and pro-
cedures governing the management of pain that are reviewed
at least every three years and revised more frequently as
needed. They shali include at least the following:

1. A written procedure for systematically conducting
periodic assessment of a patient’s/resident’s pain, as
specified in (b) above. At a minimum, the procedure must
specify pain assessment upon admission, upon discharge,
and when warranted by changes in a patient’s/resident’s
condition and self-reporting of pain;

2. Criteria for the assessment of pain, including, but not
limited to: pain intensity or severity, pain character, pain
frequency or pattern, or both; pain location, pain duration,
precipitating factors, responses to treatment and the
personal, cultural, spiritual, and/or ethnic beliefs that may
impact an individual’s perception of pain;

3. A written procedure for the monitoring of a pa-
tient’s/resident’s pain;

4. A written procedure to insure the consistency of pain
rating scales across departments within the health care
facility;

5. Requirements for documentation of a patient’s/resi-
dent’s pain status on the medical record;

6. A procedure for educating patients/residents and, if
applicable, their families about pain management when
identified as part of their treatment; and

7. A written procedure for sysiematically coordinating
and updating the pain treatment plan of a patient/resident in
response to documented pain status.

8:43E-6.5 Staff education and training programs

(a) Each facility shall develop, revise as necessary and
implement a written plan for the purpose of training and
educating staff on pain management. The plan shail include
mandatory educational programs that address at least the
following:
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1. Orientation of new staff to the facility’s policies and
procedures on pain assessment and management;

2. Training of staff in pain assessment tools; behaviors
potentially indicating pain; personal, cultural, spiritual
and/or ethnic beliefs that may impact a patient’s/resident’s
perception of pain; new equipment and new technologies to
assess and monitor a patient’s/resident’s pain status;

3. Incorporation of pain assessment, monitoring and
management into the initial orientation and ongoing
education of all appropriate staff; and

4. Patient/resident rights.

(b) Implementation of the plan shall include records of
attendance for each program.

8:43E-6.6 Pain management continuous guality
improvement

The facility’s continuous quality improvement program
shall include a systematic review and evaluation of pain
assessment, management and documentation practices. The
facility shall develop a plan by which to collect and analyze
data in order {o evaluate outcomes or performance, Data
analysis shall focus on recommendations for implementing
corrective actions and improving performance.

SUBCHAPTER 7. REQUIREMENT TO USE NEEDLES
AND SHARP INSTRUMENTS CONTAINING
INTEGRATED SAFETY FEATURES OR
NEEDLELESS DEVICES

8:43E-7.1 Use of needles and sharp instruments

containing integrated safety features

(a) All facilities shall purchase, for use by health care
workers only, available sharp devices containing integrated
safety features or available needleless devices designed to
prevent needle stick injuries, in accordance with NJS.A,
26:2H-5.10 through 5.16, as well as this subchapter.

(b) In cases where there is no available sharp device
containing integrated safety features or needletess device, for
a specific patient use, facilities shaft utilize the appropriate
sharp device that is avaifable for that specific patient use,
including any sharp device which employs non-integrated,
add-on safety features, until such time as an appropriate sharp
device containing integrated safety features becomes
available.

{c) The provisions of this section shall apply to both empty
and pre-filled syringes upon the effective date of these rules.

8:43E-7.2 Definitions

The following words and terms, when used in this
subchapter, shalf have the following meanings, unless the
context clearly indicates otherwise:
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“Available” means cleared or approved for marketing by
the Federal Food and Drug Administration and commercially
offered for distribution.

“Department” means the New Jersey Department of Health
and Senior Services.

“Emergency” means an unforeseen circumstance involving
a patient in need of immediate medical attention in order to
save the patient’s life and/or limb or prevent serious and/or
permanent injury.

“Evaluation committee” means a group of individuals
appointed within each facility or heafth care system which
satisfies the requirements of N.J.S.A. 26:2H-5.13 and
N.JLA.C. 8:43E-7.3.

“Facility” means a health care facility licensed by the
Department, pursuant to the provisions set forth in the Health
Care Facilities Planning Act, N.J.S.A. 26:2H-1 ¢t seq., as
amended.

“Health care system™ means a licensed health care pro-
vider/entity that either owns and operates more than one
licensed facility within the State of New Jersey or can
document operational control over more than one licensed
facility within the State of New Jersey, but which is not a
management company.

“Health care worker” or “health care professional” means a
physician, physician assistant, advanced practice nurse, regis-
tered nurse, licensed practical nurse, or any other individual
employed by the facility or having privileges at the facility
whose job duties require the use of sharp devices, as that term
is defined herein.

“Integrated safety features” means needles and all other
sharp instruments with engineered injury prevention protec-
tions in the form of a built-in safety leature or mechanism
designed to protect the user of the sharp device from needle
stick injuries.

“Needleless device” means a device that does not use
needles for the following procedures:

1. The collection or withdrawal of bodily fluids afier
initial venous or arterial access is established;

2. Administration of medication or other fluids; or

3. Any other procedure involving potential for expo-
sure to blood or other potentially exposed infectious
material.

“Needle stick injury” means the actual or potential paren-
teral introduction, into the body of a health care worker, of
blood or other potentially exposed infectious material, by any
type of sharp device, as that term is defined in this section.

“Sharp device(s)” means needles and all other sharp
instruments used by health care workers to administer patient
care, the use of which creates the potential for exposure to

Next Page is 43E-10.1
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blood or other potentiaily exposed infectious material, regard-
less of whether the specific patient being treated has been
diagnosed with a bioodborne disease or infection.

8:43E-7.3 Requirement and responsibilities of
evaluation committees

(a) Every licensed health care facility or health care
system shall appoint an evaluation committee which shall be
responsible for evaluating and selecting sharp devices with
integrated safety features or needleless devices for use by
health care workers at the facility or facilities.

(b) At least one hailf of all members of the evaluation
committee shall be direct-care health care workers employed
by the facility or health care system, whose job duties include
the use of sharp devices to treat patients of the facility and
resulting potential exposure to blood and other potentially
exposed infectious material through accidental needle stick
injuries. In the case of a heaith care system, not oniy shall at
least one half of the evaluation commitice be comprised of
direct-care health care workers, but the evaluvation committee
shall also include at least one direct-care health care worker
from every facility within the health care system.

(c) In determining which needles and other sharp devices
or needleless devices to purchase in compliance with these
rules, every evaluation committee shall establish and follow
guidelines for determining which devices are to be purchased
for use by facility staff. An example of such guidelines may
be found in the June 1999 edition of the “California Guide to
Preventing Sharps Injuries.,” That manual is available by
contacting the California Healthcare Association by telephone
at (800) 494-2001 or (916) 928-5123, via the internet at
www.calhealth.org or in writing at the following address:

California Healthcare Association
Publication Sales Center

1101 North Market Boulevard, #9
Sacramento, CA 95834

Guidelines may also be found at www.tdict.org,

(d) All facilities shall develop and maintain policies and
procedures for the continual review and evaluation of sharp
devices or needleless devices as they are newly introduced
and become available. Review of newly marketed devices
shall occur at a minimum frequency of once annually. The
policies and procedures shall include a requirement that all
health care workers receive appropriate training in the use of
all safety devices, whether sharp or needleless, purchased for
use during the course of their duties. Training shall be
provided to the extent necessary to ensure the proper and
appropriate use of all devices with integrated safety features
or needleless devices used within the facility. The policies
and procedures shall be reviewed and reevaluated every three
years.
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8:43E-7.4 Waiver from the requirement to utilize
available sharp devices with integrated safety
features or needleless devices

(a) All facilities shall develop policies and procedures
setting forth a mechanism for health care professionals to
request non-emergency waivers from the requirements set
forth in N.J.A.C. 8:43E-7.1. All waiver requests shall be
submitted to the evaiuation commitiee on forms prescribed by
the Department.

(b) Non-emergency waiver requests shall be presented to
the evaluation committee for approval and shall be considered
only for a specific device to be used for a specific medical
procedure that shalli be performed on a specific class of
patients. In cases where the evaluation committee determines
that the use of a sharp device with integrated safety features
may potentially have a negative impact on patient safety or
the success of a specific medical procedure, the waiver
request shall be granted by the evaluation commitiee.

(c) In the case of an emergency, a health care professional
may utilize sharp devices which do not contain integrated
safety features without a waiver, provided:

1. The professional determines that use of a sharp
device with integrated safety features potentially may have
a negative impact on patient safety or the success of a
specific medical procedure; and

2. The professional making the determination required
in (c)| above, notifies the evaluation committee, in writing,
on a form prescribed by the Department, within five days
of the date the sharp device was used, of the reasons why it
was necessary to use a sharp device without integrated
safety features.

8:43E-7.5 Recording requirements

All facilities shail maintain a record of needle stick
injuries, either in a Sharps Injury Log or an OSHA 300 Log.
All entries made pursuant to this subchapter shall include a
description of the injury and the type and brand name of the
sharp device involved in the injury.

SUBCHAPTER 8. MANDATORY OVERTIME
8:43E-8.1 Mandatory overtime; scope and general
purpose

The procedures set forth in this subchapter apply to all
health care facilities licensed in accordance with N.J.S.A.
26:2H-1 et seq., including a State or county psychiatric hos-
pital, a State developmental center, or a health care service
firm registered by the Division of Consumer Affairs in the
Department of Law and Public Safety pursuant to N.J.S.A.
56:8-1.1 et seq. The rules set forth the standards and
procedures governing the use by health care facilities of
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required overtime by hourly wage employees involved in
direct patient care activities or clinical services in health care
facilities.

8:43E-8.2 Applicability

(a) The rules in this subchapter do not apply to the fol-
fowing:

1. Physicians;
2. Volunteers;
3. Employees who volunteer to work overtime;

4. Employees of assisted living facilities that are
licensed in accordance with N.J.A.C. 8:36 and who receive
room and board as a benefit of employment and reside at
the facility on a full-time basis;

5. Employees who assume on-call duty;

6. Employees participating in a surgical or therapeutic
interventional procedure that is in progress, when it would
be detrimental to the patient if the employee left. However,
in the case of elective procedures, the rules do apply if the
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procedure was scheduled such that the length of time or-
dinarily required to complete the procedure would exceed
the end of the employee’s scheduled shift; and

7. Employees not involved in direct patient care
activities or clinical services.

8:43E-8.3 Delfinitions

The following words and terms, as used in this subchapter,
shall have the following meanings, unless the context clearly
indicates otherwise,

“Chronic short staffing” means a situation characterized by
long standing vacancies in that portion of the facility’s master
staffing plan applicable to the work unit of an employee who
files a complaint where such vacancies are the result of open
positions that continually remain unfitied over a period of 90
days or more despite active recruitment efforts.

“Commissioner” means the Commissioner of Health and
Senior Services.

“Department” means the New Jersey Department of Health
and Senior Services,

Next Page is 43E-11
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“Direct patient care activities” or “clinical services”
means activities/services in which an employee provides
direct service to patient/residents in a clinical setting, includ-
ing the emergency department, inpatient bedside, operating
room, other clinical specialty treatment area, or, in the case
of a patient served by a home health care agency or health
service firm, the individual’s home.

“Employee” means an individual employed by a health
care facility who is involved in direct patient care activities
or clinical services and receives an hourly wage, but shall not
include a physician.

“Employer” means an individual, partnership, association,
corporation or person or group of persons acting directly or
indirectly in the interest of a health care facility.

“Health care facility” means a health care facility licensed
by the Department of Health and Senior Services pursuant
to P.L. 1971, c.136 (NJ.S.A. 26:2H-1 et seq.), a State or
county psychiatric hospital, a State developmental center, or
a health care service firm registered by the Division of
Consumer Affairs in the Department of Law and Public
Safety pursuant to P.L. 1960, .39 (N.J.S.A. 56:8-1 et seq.).

“Licenses” means the action taken by a State agency to
license, certify, or register a health care facility subject to
the jurisdiction of that State agency.

“On-call time” means time spent by an employee who is
not currently working on the premises of the place of
employment, but who is compensated for availability, or as a
condition of employment has agreed to be available, to
return to the premises of the place of employment on short
notice if the need arises.

“Reasonable efforts” means that the employer shall:

1. Seek persons who volunteer to work extra time
from all available qualified staff who are working at the
time of the unforeseeable emergent circumstance;

2. Comact all qualified employees who have made
themselves available to work extra time;

3. Seek the use of qualified per diem staff; and

4. Seek qualified personnel from a contracted tempo-
rary agency when such staff is permitted by law, regula-
tion or applicable collective bargaining agreements.

“Unforeseeable emergent circumstance” means an unpre-
dictable or unavoidable occurrence at unscheduled intervals
relating to health care delivery that requires immediate
action.

8:43E-84 Purpose

The rules in this subchapter are intended to promote the
health, safety, and welfare of patients, residents and clients
of health care facilities as well as of certain hourly wage
employees of those facilities through establishing rules im-
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plementing the statutory limitations on health care facilities’
authority to require certain hourly wage employees, involved
in direct patient care activities or clinical services, to work
overtime.

8:43E-8.5 Overtime procedures

(a) Except as provided for in (b) below, an employer shall
not require an employee involved in direct patient care
activities or clinical services to work in excess of an agreed
to, predetermined and regularly scheduled daily work shift,
not to exceed 40 hours per week. The acceptance by any
employee of work in excess of this shall be strictly voluntary.
The refusal of an employee to accept such overtime work
shall not be grounds for discrimination, dismissal, discharge,
or any other penalty or employment decision adverse to the
employee,

(b) The requirements of (a) abave shall not apply in the
case of an unforeseeable emergent circumstance when:

1. The overtime is required only as a last resort, and is
not used to fill vacancies resulting from chronic short
staffing; and

2. The employer has exhausted reasonable efforts to
obtain staffing. However, exhaustion of reasonable efforts
shall not be required in the event of any declared nation-
al, State or municipal emergency or a disaster or other
catastrophic event which substantially affects or increases
the need for health care services or causes the facility to
activate its emergency or disaster plan.

(c) In the event that an employer requires an employee
to work overtime pursuant to (b} above, the employer shall
provide the employee with necessary time, up to a maximum
of one hour, which may be taken on or off the facility's
premises, to arrange for the care of the employee's minor
children, or elderly or disabled family members.

(d) On-call time shall not be construed to permit an
employer to use on-call time as a substitute for mandatory
overtime.

8:43E-8.6 Records; dissemination of information

(a) An employer shall establish a system for keeping
records of circumstances where employees are required to
work in excess of an agreed 1o, predetermined and regularly
scheduled daily work shift, or in excess of 40 hours per
week. The records shall include, but not be limited to:

1. The employee’s name and job title;
2. The name of the employee's work area or unit;

3. The date the overlime was worked, including start
time;

4. The number of hours of overtime mandated;

5. The employee’s daily work schedule for any week in
which the employee is required to work excess time;
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6. The reason why the overtime was necessary,

7. A description of the reasonable efforts that were
exhausted prior to requiring overtime. This shall include:

i. The names of employees contacted to work vol-
untary overtime;

ii. A description of efforts to secure per diem staff;
and

iii. A list of the temporary agencies contacted; and

8. The signature of individual authorizing the required
mandatory overtime,

(b) An employer shall provide the employee with a copy
of the documentation in accordance with the requirements
set forth in (a) above upon requiring that the employee
work overtime, except that the total number, rather than the
names, of employees contacted in accordance with (a)7i
above shall be provided.

(c) Records as set forth in (a) above shall be kept a
period of two years,

(d) A facility shall post in a conspicuous place a notice
prepared by the New Jersey Department of Labor concern-
ing New Jersey Mandatory Overtime Restrictions for Health
Care Fucilities (N.J.S.A. 34:11-56a et seq.)

8:43E-8.7 Enforcement and administrative penalties

(a) If the Commissioner of Labor determines that a
facility has violated provisions of this subchapter, the Com-
missioner of Labor may issue sanctions in accordance with
the wage and hour regulations contained at NJ.A.C. 12:56.

(b) in cases where the State agency that licenses the
facility and/or Department of Labor requests additional
information from a facility concerning mandatory overtime
usage, the facility shall comply with this request within 10
working days. The State agency that requested the informa-
tion from the facility may, at its discretion, grant an exten-
sion to this time frame if the facility can demonstrate good
cause. Failure to provide these records shall result in the
issuance of administrative penalties in accordance with
N.J.A.C. 12:56-1.2 and 8:43E-3.4(a)13.

(c) If the State agency that licenses a facility subject to
this chapter determines through a survey or complaint inves-
tigation that the facility exhibits a pattern or practice of
noncompliance with N.J.A.C. 8:43E-8.5, that State agency
shall notify the Department of Labor of the violation. The
Department of Labor may also share with State agencies
that license facilities subject to this chapter any information
it develops on Statewide and facility-specific trends, such as
number of mandatory overtime complaints filed; the number
of complaints found to be valid; the number of enforcement
actions appealed; and the number of enforcement actions
upheld.
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{(d) In the event a facility licensed by the Department
fails to develop and implement the required recordkeeping
in accordance with NJ.A.C. 8:43E-8.6 and the required
policies and procedures in accordance with this section, the
Department shall take enforcement action in accordance
with the provisions of N.J.A.C. 8:43E-3.4(a)13.

(¢) Nothing in this subchapter shall be construed to
relieve a facility of its obligation to comply with State
licensure standards pertaining to minimum employee staff-
ing levels.

8:43E-8.8 Policies and procedures

(a) A facility shall develop, revise as necessary and imple-
ment policies and procedures for the purpose of training
and educating staff on mandatory overtime. The policies
and procedures shall include mandatory educational pro-
grams that address at least the following:

1. The conditions under which an employer can re-
quire mandatory overtime;

2. Overtime procedures;
3. Employee rights; and

4. Complaint procedures.

(b) A facility shall establish a staffing plan designed to
facilitate compliance with the requirements of this subchap-
ter.

1. The staffing plan shall include procedures to pro-
vide for replacement staff in the event of sickness, vaca-
tions, vacancies and other employee absences.

(c) Upon request, the staffing plan and all related policies
and procedures shall be made available to the Department
of Labor andfor the State agency that licenses the facility.

8:43E-8.9 Discharge or discrimination against an
employee making a complaint

An employer shall not discharge or in any other manner
discriminate against an employee because such employee
has made any complaint to his or her employer, including
the employer’s representative; to the Commissioner of La-
bor; or to the State agency that licenses the facility where
the employee works that the employee has been required to
work overtime in contravention to the provisions of this
chapter.

8:43E-8.10 Complaint system

(a) An employee covered by this subchapter shall have a
right to file a complaint up to two years following the date
of the assigned mandatory overtime if he or she believes the
overtime was not in response to an unforeseen emergent
circumstance, and/or required reasonable efforts were not
exhausted, and/or he or she was not provided the allowed
time to make arrangements for the care of family members.
All such complaints shall be submitted to:
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Labor Standards and Safety Enforcement
Directorate

Division of Wage and Hour Compiiance of the
Department of Labor

PO Box 389

Trenton, New Jersey 08625-0389

1. If requested, records of such reports shall be made
available upon request to the Department or to the Depart-
ment of Law and Public Safety or to the Department of
Human Services,

8:43E-8.11 Protection of the right to collective
bargaining

Nothing in this subchapter shali be construed to impair or
negate any employer-employee collective bargaining agree-
ment or any other employer/employee contract in effect as of
January 1, 2003 for licensed general hospitals and July I,
2003 for all other facilities subject to these rules as set forth at
N.J.A.C. 8:43E-8.1.

8:43E-8.12 Data

A facility shall submit data related to the effects of pro-
hibiting mandatory overtime in accordance with this chapter
as well as data required to determine whether chronic staffing
shortages exist, as the State agency which licenses the facility
shall request from time to time directly from each facility.

SUBCHAPTER 9. (RESERVED)

SUBCHAPTER 10. PATIENT OR RESIDENT SAFETY
REQUIREMENTS AND REPORTABLE EVENTS

8:43E-10.1 Purpose

(a) The purpose of this subchapter is as follows:

1. To implement the Patient Safety Act, N.J.S.A.
26:2H-12.23 through 12.25, to increase the safety of pa-
tients and residents in heaith care facilities by reducing the
frequency and severity of preventable adverse events; and

2. To assure the Department receives timely notifi-
cation of various events in health care facilities that may
significantly affect their ability to continue to deliver health
care services and/or may pose a danger to the life or safety
of patients or residents, employees, medical staff or the
public.

8:43E-10.2 Scope

(a) This subchapter shall apply to all health care facilities
licensed pursuant to N.J.S.A. 26:2H-1 et seq. and to State
psychiatric hospitals operated by the Department of Human
Services in accordance with the following:
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I. For assisted living residences and comprehensive
personal care homes licensed pursuant to N.J.A.C. 8:36,
effective March 3, 2009;

2. For assisted living programs licensed pursuant to
N.LA.C. 8:36, effective March 3, 2009:

3. For long-term care facilities licensed pursuant to
N.J.A.C. 8:39, effective March 3, 2009;

i.  With respect to the mandatory reporting require-
ments found in N.J.A.C. 8:43E-10.6, Medicare and/or
Medicaid nursing homes shall be deemed in compliance
with N.J.A.C. 8:43E-10.6, provided they report in com-
pliance with applicable Federal and State reporting stat-
utes and regulations;

4. For home health care agencies licensed pursuant to
N.JLA.C. 8:42, effective August 30, 2008:

5. For hospice care providers licensed pursuant to
N.J.A.C. 8:42C, effective August 30, 2008;

6. For residential health care facilities licensed pur-
suant to N.J.A.C. 8:43, effective March 3, 2009;

7. For ambulatory care facilities licensed pursuant to
N.J.A.C. 8:43A, effective August 30, 2008;

8. For adult day heaith services facilities licensed
pursuant to N.J.A.C. 8:43F and pediatric medical day care
facilities licensed pursuant to N.J.A.C. 8:43), effective
March 3, 2009;

9. For general, special, and psychiatric hospitals 1i-
censed pursuant to N.J.A.C. 8:43G, effective March 3,
2008;

10.  For rehabilitation hospitais licensed pursuant to
N.J.A.C. 8:43H, effective March 3, 2008; and

I1. With respect to the following facilities operated or
licensed by the Department of Human Services:

i.  For State psychiatric hospitals, effective August
30, 2008; and

ii. For residential and outpatient substance abuse
treatment facilities licensed pursuant to N.1.S.A. 26:2H-
I et seq., effective August 30, 2008.
Amended by R.2009 d.345, effective November 16, 2009 {operative
April 1, 2010).
See: 40 N.LR. 6266(a), 41 N.J.R. 4212(a),
In (2)8, deleted “and pediatric™ following “adult”™ and inserted “and

pediatric medical day care facilities licensed pursuam 10 NJAC
8437,

8:43E-10.3 Definitions

The following words and terms, as used in this subchapter,
shall have the following meanings, unless the context clearly
indicates otherwise:

“Adverse event” means an event that is a negative con-
sequence of care that results in unintended injury or illness,
which may or may not have been preventable.
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“Allergic reaction” means an abnormal immune response
to a substance or allergen that does not normally cause a
reaction and that results in a broad range of inflammatory
responses.

1. Allergies are caused by inherited sensitivity or sen-
sitivity acquired over time to a foreign substance.

2. immediate reactions may be local, such as urticaria,
angioedema, or systemic, such as severe bronchial obstruc-
tion, vasodilation, pulmonary edema, and shock.

“Anonymous” means that information is presented in a
form and manner that prevents the identification of the person
filing the report.

“Biologics” means therapeutics and products, including
blood and vaccines, derived from living sources (such as hu-
mans, animals, and microorganisms).

“Disability” means a physical or mental impairment that
substantially limits one or more major life activities of an
individual.

I. A physical impairment is any physiological disorder
or condition, cosmetic disfigurement, or anatomical loss
affecting one or more of the following body systems: neur-
ological, musculoskeletal, special sense organs, respiratory
(including speech organs), cardiovascular, reproductive,
digestive, genitourinary, hemic, lymphatic, skin, and endo-
crine.

2. A mental impairment is any mental or psychological
disorder, such as mental retardation, organic brain syn-
drome, emotional or mental iliness, and specific learning
disabilities.

“Event” means a discrete, auditable, and clearly defined
occurrence.

“Health care facility” or “facility” means a health care
facility licensed pursuant to P.L. 1971, c. 136, N.LS.A.
26:2H-1 et seq. or a State psychiatric hospital operated by the
Department of Human Services and listed in N.JL.S.A. 30:1-7.

“Health care professional” means an individua! who, acting
within the scope of her or his licensure or certification, pro-
vides health care services, and includes, but is not limited to,
a physician, dentist, nurse, pharmacist or other health care
professional whose professional practice is regulated pursuant
to Title 45 of the Revised Statutes.

“Health care system” means a licensed health care provider
or entity that either owns and operates more than one licensed
facility within the State or can document operational control
over more than one licensed facility within the State, but is
not a management cornpany.

“Hyperbilirubinemia” means bilirubin levels greater than
30 milligrams per deciliter.

“Hypoglycemia” means a physiologic state in which the
blood sugar falls below 60 milligrams per decifiter and phys-
iological or neurological dysfunction begins.
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“Informed consent” means a process of communication
between a patient and physician that results in the patient’s
written authorization or agreement to undergo a specific
medical intervention.

“Kernicterus” means the medical condition in which ele-
vated levels of bilirubin cause brain damage.

“Low-risk pregnancy” means a preghancy in a woman
aged 18 through 39, with no previous diagnosis of essential
hypertension, renal disease, collagen-vascular disease, liver
disease, cardiovascular disease, placenta previa, multiple ges-
tation, intrauterine growth retardation, smoking, pregnancy-
induced hypertension, premature rupture of membranes, or
other previously documented condition that poses a high risk
of poor preghancy outcome.

“Medical device” means an instrument, apparatus, imple-
ment, machine, contrivance, implant, in vitro reagent, or other
similar article that is intended for use in the diagnosis of
disease or other conditions, or in the cure, mitigation, treat-
ment or prevention of disease,

“Medicare and/or Medicaid nursing homes™” means a long-
term care facility participating in Title XVIII (Medicare)
and/or Title XIX (Medicaid) programs of the Federal Social
Security Act (42 U.S.C. §§1396-1396v, subchapters XVIII
and XIX).

“Near-miss” means an occurrence that could have resulted
in an adverse event, but the adverse event was prevented.

“Neonate” means an infant in its first 28 days of life.

“Patient or resident elopement” means a situation in which
a registered or admitted patient or resident, exctuding com-
petent adults, leaves a health care facility without staff being
aware that the patient or resident has done so.

1. In the case of a State-operated psychiatric hospital,
patient or resident elopement shall be govemned by the
poticies and procedures of the Department of Human
Services with respect to elopement.

“Pressure ulcer” means a skin ulcer that develops as a
result of pressure on the skin.

1. “Pressure ulcer” does not include a skin ulcer that
develops as a result of an underlying vascular etiology,
including arterial insufficiency, venous insufficiency, and/
or venous hypertension; or that develops as a result of an
underlying neuropathy, such as a diabetic neuropathy.

“Preventable event” means an event that could have been
anticipated and prepared against, but occurs because of an
error or other system failure.

“Root cause analysis” or “RCA” means an in-depth anal-
ysis of a preventable adverse event that is designed to identify
both direct and underlying causes of the event, in order to
develop corrective actions that could reduce the potential for
similar preventable adverse events in the future.
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“Serious preventable adverse event” means an adverse
event that is a preventable event and resuits in death or loss of
a body part, or disability or loss of bodily function lasting
more than seven days or still present at the time of discharge
from a health care facility.

“Spinal manipulative therapy” means all types of manual
techniques, including spinal mobilization (movement of a
joint within its physiologic range of motion) and manipu-
lation (movemeni beyond its physiologic range of motion),
regardiess of their precise anatomic and physiologic focus or
their discipline of origin.

“Stage [I pressure ulcer” means a pressure ulcer resulting
in partial-thickness skin loss involving the epidermis or
dermis.

“Stage 1l pressure ulcer” means a pressure ulcer resuiting
in full-thickness skin loss involving damage or necrosis of
subcutaneous tissue that may extend down to, but not
through, underlying fascia.

“Stage 1V pressure ulcer” means a pressure ulcer resuiting
in full-thickness skin loss with extensive destruction, tissue
necrosis, or damage to muscle, bone, or supporting structure
such as tendon or joint capsules.

“Surgery” means an invasive operative procedure in which
skin or mucous membranes and connective tissue is resected,
including minimally invasive procedures involving biopsies
or placement of probes or catheters requiring the entry into a
body cavity through a needie or trocar.

I. As used in this subchapter, “surgery” includes a
range of dermatological procedures including biopsy, ex-
cision and deep cryotherapy for malignant lesions to exten-
sive muiti-organ transpiant.

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

3. Surgery ends after the surgical incision has been
closed and operative devices, such as probes, have been
removed and counts have concluded, regardiess of setting
(recovery room or surgical suite.)

“Toxic substance” refers to a chemical that is present in
sufficient concentration to pose a hazard to human health.

8:43E-10.4 Patient or resident safety committee

(a) Each facility shall establish a patient or resident safety
committee, as applicable to the type of faciiity.

1. General hospitals shall establish a patient safety
committee no later than June i, 2008.

- 2. Al other facilities shall establish a patient or resi-
U dent safety committee no later than the effective date of

— this subchapter, applicable to the particular type of facility
as set forth at N.J.A.C, 8:43E-10.2(a).
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(b) The purposes of the patient or resident safety
committee are as follows:

1. To develop a patient or resident safety plan for the
facility;
2. To conduct ongoing analysis and application of

evidence-based patient or resident safety practices in order
to reduce the probability of adverse events; and

3. To conduct analyses of near-misses and adverse
events that occur within the facility, paying particular at-
tention to serious preventable adverse events,

(c) A facility shall comply with the following standards in
establishing a patient or resident safety committee:

1. The patient or resident safety commitiee shall be
comprised of at least the following individuals:

i. A chairperson appointed by the chief executive
officer (CEO) or administrator of the facility;

ii. If the applicable licensing standards require the
facility to have a medical director, then the medical
director of the facility or equivalent position or the medi-
cal director’s designee, who must also be a physician;

iii. If the applicable licensing standards require the
facility to have a chief nursing executive, a vice-pres-
ident for nursing, or a director of nursing, then the chief
nursing executive, vice-president for nursing, director of
nursing of the facility or equivalent position or the
designee of the chief nursing executive, vice-president
for nursing or director of nursing, who must also be a
nurse; and

iv. The risk manager or other emplioyee of the fa-
cility exercising primary responsibility for monitoring
adverse events within the facility or the risk manager’s
designee,

(13 For smaller facilities where there is no indi-
vidual performing a separate risk management func-
tion, it is not necessary to have a separate risk man-
ager represented on the committee;

2. When the nature of the facility and its staffing
permils, the chairperson of the patient or resident safety
commiltee shail also seiect ad hoc members for the patient
or resident safety committee, based on the relevance of
their job responsibilities and professional experience to the
conduct of a root cause analysis of a specific adverse event
or near-miss under investigation,;

3. In the case of a facility that is part of a heaith care
system that owns or operates multiple New Jersey facili-
ties, the patient or resident safety commitiee may be oper-
ated at the system level, provided the following conditions
are met;

i.  There is a representative from each New Jersey-
licensed facility on the committee; and
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ii. The system patient or resident safety committee
ensures that each individual member facility’s data re-
lated to patient safety remains distinctly identifiable;

4. The patient or resident safety committee shall not
constitute a subcommittee of any other committee within a
facility or health care system;

5. For all matters related to the patient or resident
safety committee the chairperson of the patient or resident
safety committee shall report directly to the CEO or other
administrative head of the facility or system, unless the
CEO is the chairperson;

6. The patient or resident safety committee shall meet
at least quarterly, but may meet on a more frequent basis as
needed and determined by the committee; and

7. The patient or resident safety committee shall docu-
ment the proceedings of each meeting in minutes, which
shall contain, at minimum, the following:

i.  The attendees at the meeting;

ii. The date and time of the meeting;

iii. A brief description of the issues discussed; and
iv. The recommendations made by the committee.

(d) To accomplish the purposes set forth in (b) above, the
patient or resident safety committee shall perform the follow-
ing activities:

1. Develop a written patient or resident safety plan for
the facility, according to the requirements of N.J.A.C.
8:43E-10.5 no later than 180 days afier the effective date of
this subchapter, applicable to the particular type of facility
as set forth at N.J.A.C. 8:43E-10.2(a).

i, There must be a facility-specific plan for facil-
ities that are part of a health care system that employs a
syslem patient or resident safely committee;

2. Review and revise, if appropriate, the patient or resi-
dent safety plan as often as the committee deems neces-
sary, but at least once every three years;

3. Foster attitudes, beliefs, and behaviors supporting
open communication within the facility about adverse
events and near-misses by:

i.  Developing and implementing a training program
for all professional and direct patient or resident care
employees and medical staff enabling them to recognize
and report to the patient or resident safety committee all
serious preventable adverse events, as well as other
adverse events and near-misses;

ii. Disseminating information to all employees and
medical staff on the process for filing anonymous reporis
with the Department of near-misses and preventable
events that are not serious preventable adverse events;
and
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iii. Maintaining an internal tracking system for all
reports of adverse events and near-misses that permits
aggregation of the data and trend analysis;

4. Develop and recommend implementation of meas-
ures to minimize the risk of preventable adverse events;

5. Assure timely reporting to the Department or, in the
case of a State psychiatric hospital, the Department of
Human Services, of all serious preventable adverse events,
in accordance with the requirements of N.J A.C. 8:43E-
10.6;

6. Review developments in evidence-based patient or
resident safety practices appropriate to the services offered
within the facility and recommend appropriate modifi-
cation of facility policies and procedures to enhance patient
or resident safety;

7. Except in the case of a Medicare and/or Medicaid
nursing home, assemble an appropriate team to conduct a
root cause analysis of every serious preventable adverse
event, as well as at least one root cause analysis per year of
a preventable adverse event that is not subject to man-
datory reporting or of a near-miss reported to the patient or
resident safety committee.

i.  Facilities, other than hospitals that do not belong
to a health care system, may assemble a team of one
and/or retain a consultant to perform the root cause
analysis.

ii. The patient or resident safety committee shall
review the results of each root cause analysis and, as
appropriate, recommend modification of facility sys-
tems, technology, policies or procedures to enhance pa-
tient or resident safety;

8. Analyze, on a quarterly basis, the aggregated data in
the internal facility-specific tracking system to determine
patterns of similar problems or events, which may other-
wise not be detected by the patient or resident safety com-
mittee, in order to identify problems or events appropriate
for further analysis;

9. Document whether the facility accepted, rejected, or
modified the recommendations of the patient or resident
safety committee for modifications in facility policies or
procedures.

i. In the case of rejection or medification of a rec-
ommendation, the patient or resident safety committee
shall ensure that the documentation includes the ra-
tionale for the action taken; and

10. Monitor modified policies and procedures after im-
plementation to determine the impact of the revised pol-
icies and procedures on preventable adverse events,
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8:43E-10.5 Patient or resident safety plan

(a) Each facility shall develop, implement, and comply

with a patient or resident safety plan that includes the fol-
lowing elements:

1. A process for facility staff to follow in reporting
preventable adverse events and near-misses to the patient
or resident safety committee.

i.  The reporting system established by the facility
shall be accessible to facility staff at all times the facility
is operating;

2. A process for conducting ongoing review and appli-
cation of evidence-based patient or resident safety practices
in order to reduce the probability of preventable adverse
events;

3. Except for Medicare and/or Medicaid nursing
homes, policies and procedures for the patient or resident
safety committee to conduct root cause analyses of all
serious preventable adverse events and annually at least
one other preventable adverse event not subject to manda-
tory reporting, or a near-miss reported to the Commitiee,

i. In selecting a case for root cause analysis of a
near-miss or a preventable adverse event not subject to
mandatory reporting, the patient or resident safety com-
mittee shall consider the seriousness of the resulting
potential disability, observed trends or patterns, and the
likelihood that a particular event would be repeated;

4. A process for monitoring the impact of changes
recommended by the patient or resident safety committee
and implemented by the facility; and

5. Policies and procedures for providing on-going
training for facility personnel, including professional and
direct patient or resident care employees and medical staff,
as to the requirements of this subchapter and the facility’s
policies and procedures for assuring patient or resident
safety.

i.  Current employees and staff shall undergo such
training no later than one year following the operative
date of this subchapter applicable to the particular type
of facility as set forth at N.J.A.C. 8:43E-10.2(a).

ii. New employees and staff shall undergo such
training during the employee orientation,

iii. The policies and procedures shall include a
method for the facility to document that personnel have
completed the required training.

(b) The processes, policies, and procedures established

1. Investigation and analysis, as well as the recom-
mendation and monitoring of the implementation of related
corrective actions, of preventable adverse events and near-
misses shall fall within the jurisdiction of the patient or
resident safety program rather than the continuous quality
improvement program.

8:43E-10.6 Reporting of serious preventable adverse
events

(a) A health care facility shall report to the Department or,
in the case of a State psychiatric hospital, to the Department
of Human Services, every serious preventable adverse event
that occurs in the facility.

1. The Department shall deem Medicare and/or Medi-
caid nursing homes that are otherwise compliant with
applicable Federal reporting statutes and regulations, as
well as with N.J.S.A. 52:27G-7.1 and N.J.A.C. 8:39, to be
in compliance with (a) above, and shall not require facil-
ities deemed compliant to file reports in accordance with
this section.

2. Adult and pediatric day health care services facilities
and facilities that provide home-based services, that is,
home health care facilities, hospice facilities, assisted
living residences, comprehensive personal care homes, and
assisted living programs, shall report only those serious
preventable adverse evenits that are within the conirol of
the facility or directly caused by, or related to, services of
the facility,

i. With respect to serious preventable adverse
events related to health care services provided directly to
residents of an assisted living residence, comprehensive
personal care home or assisted living program by
another health care facility, the facility directly pro-
viding the service shall report the event to the Depart-
ment.

(b) A facility shall notify the Department, or the Depart-
ment of Human Services, as applicable, of the occurrence of
an event subject to mandatory reporting, pursuant to (a)
above, no later than five business days afier the facility dis-
covers the occurrence of the event.

1. If a facility does not have all the information
required pursuant to (c) below for a complete report, the
facility shall submit a partial report on a serious pre-
ventable adverse event within the time specified in (b)
above, and shall then update this initial partial report as
soon as the other information required pursuant to (c)
below becomes available.

2. If a facility discovers an event subject to mandatory

pursuant to (a) above shall not eliminate or lessen a facility’s
obligation under applicable State licensure standards at Title
8 of the New Jersey Administrative Code or Federal Medi-
care Conditions of Participation to implement and maintain a
continuous quality improvement program.
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reporting pursuant to (a) above and the event occurred in a
different facility, such as the erroneous retention of an
object in the body after surgery, the facility that discovers
the event shall notify the Department within the time spec-
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ified in (b) above, but shall be exempt from the require-
ment to perform a root cause analysis of the event.

i.  If the facility that discovers the event knows the
identity of the facility where the event occurred, the
reporting facility shall include this information in its
notice to the Department.

{c) A facility shall submit, pursuant to (a) above, the form
provided at subchapter Appendix A, incorporated herein by
reference, which includes the following information:

1. The facility name, license number, and address, and
the name and title of the person submitting the report;

2. A brief description of the event, including the impact
on the patient or resident;

3. The date and time the event occurred;

4. Where the patient or resident was when the event
occurred;

5. The date and time the facility became aware of the
event;

6. How the event was discovered;

7. The patient or resident’s billing and medical record
number, date of admission or ambulatory encounter, demo-
graphic information, and, for inpatients, whether the patient
was admitted directly, by transfer, or through the emer-
gency department;

8. The type of serious preventable adverse event, using
the categories provided at (e) through (j) below;

9. The immediate corrective actions the facility took to
eliminate or reduce the adverse impact of the event and to
prevent future similar events;

10. 1f the facility previously submitted a partial report on
the event pursuant to (b)l above, the report number as-
signed to the prior report by the Department; and

1. If the facility previously submitted a report on the
event containing incorrect information, the report number
assigned to the prior report by the Department and the
correct information.

(d) Facilities shall report the information required pursuant
to (c) above by means of telefacsimile using the form pro-
vided in subchapter Appendix A.

I. The telefacsimile number to which facilities are to
submit event reports to the Department is (609) 530-4850.

2. The telephone number facilities may use to obtain
additional information concerning the event report and
form is (609) 530-7473.

(e) Types of serious preventable adverse events include,
but are not limited to, the categories listed in (f) through (j)
below.
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1. A facility shall report in the appropriate category
events that are not specifically listed that meet the defi-
nition of a serious preventable adverse event,

2. Based on the types of services a facility provides,
some categories may not be applicable; for example, sur-
gical events could only occur at facilities that perform
surgical procedures.

3. For purposes of this section, “associated with”
means that it is reasonable to assume initially that the se-
rious preventable adverse event was due to the referenced
course of care; however, further investigation or a root
cause analysis of the event may be needed to confirm or
refute the presumed relationship.

(D) Patient or resident care management-related events
include, but are not limited to:

I. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge, associated with a medication error
(such as errors involving the wrong drug, wrong dose,
wrong patient or resident, wrong time, wrong rate, wrong
preparation, or wrong route of administration);

2. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge, associated with a hemolytic reaction
due to the administration of ABO/HLA-incompatible blood
or blood products;

3. Maternal death, loss of body part, disability or loss
of bodily function lasting more than seven days or still
present at discharge associated with labor or delivery in a
low-risk pregnancy while in a health care facility;

4. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge associated with hypoglycemia, the
onset of which occurs while the patient or resident is being
cared for in the health care facility;

5. Death or kernicterus associated with failure to iden-
tify and treat hyperbilirubinemia in a neonate while the
neonate is a patient in a health care facility;

6. Stage Il or IV pressure ulcers acquired after admis-
sion of the patient or resident to a health care facility.

i.  Progression from stage Il to stage 11l is excluded
from the meaning of (f)6 above, provided that stage Il
was recognized and documented upon admission; and

7. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge, associated with spinal manipulative
therapy provided in a health care facility.
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(g) Environmental events include, but are not limited to:

I. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge, associated with an electric shock
while being cared for in a health care facility.

i. Events involving planned treatments, such as
electric countershock (heart stimulation) or elective car-
dioversion, are excluded from the meaning of (g)l
above;

2. Incidents in which a line designated for oxygen or
other gas to be delivered to a patient or resident contains
the wrong gas or is contaminated by toxic substances and
results in patient or resident death, loss of body part,
disability or loss of bodily function lasting more than seven
days or, in the case of a non-residential health care facility,
still present at discharge;

3. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge, associated with a burn incurred from
any source while in a health care facility;

4. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge, associated with a fall while in a health
care facility; and

5. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days, or
in the case of a non-residential health care facility, still
present at discharge, associated with the use of restraints ot
bedrails while in a health care facility.

(h) Product or medical device-related events include, but

are not limited to:

1. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge, associated with use of generally de-
tectable contaminated drugs, medical devices, or biologics
provided by the health care facility, regardless of the
source of contamination or product.

i.  For purposes of (h)! above, “generally detect-
able” means capable of being observed with the naked
eye or with the use of detection devices in general use;

2. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days, or
in the case of a non-residential health care facility, still
present at discharge, associated with the use or function of
a medical device in patient or resident care in which the
device is used or functions other than as intended, includ-
ing, but not limited to, catheters, drains, and other special-
ized tubes, infusion pumps, and ventilators;
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3. Intravascular air embolism that occurs while the
patient or resident is in the facility.

i.  Paragraph (h)3 above does not include deaths or
disability associated with neurosurgical procedures
known to present a high risk of intravascular air em-
bolism; and

4. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days or,
in the case of a non-residential health care facility, still
present at discharge, associated with the use of a new or
reprocessed single-use device in patient or resident care in
which the device is used or functions other than as
intended.

(i) Surgery-related events include, but are not limited to:

1. Surgery initiated (whether or not completed) on a
patient that is not consistent with the patient’s documented
informed consent, including, but not limited to, a surgical
procedure intended for a patient ““A” that is initiated on the
wrong body part of patient “A,” and a surgical procedure
intended for another patient of the facility, but initiated on
patient “A”,

i.  Surgery-related events exclude emergent situa-
tions that occur in the course of surgery and as to which
exigency precludes obtaining informed consent;

2. Retention of a foreign object in a patient after
surgery, excluding objects intentionally implanted as part
of a planned intervention, objects present prior to surgery
that were intentionally retained, and retained broken micro-
needles; and

3. Intraoperative or post-operative (that is, within 24
hours) coma, death, or other serious preventable adverse
event in any patient of an ambulatory surgery facility, in
any hospital same-day surgery patient, or in any American
Society of Anesthesiologists (ASA) Class I hospital inpa-
tient;

i.  Paragraph (i)3 above includes all patient deaths,
coma or other serious preventable adverse events in sit-
uations where anesthesia was administered, regardless of
whether the planned surgical procedure was carried out.

(j) Patient or resident protection-related events include,
but are not limited to:

I. Discharge of an infant to the wrong person, exclud-
ing patient or resident abductions covered under N.J.A.C.
8:34E-10.11(b),

2. Patient or resident death, loss of body part, disability
or loss of bodily function lasting more than seven days
associated with patient or resident elopement; and

3. Patient or resident suicide or attempted suicide while
in a health care facility.
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i.  Paragraph (j)3 above does not include deaths or
disability resulting from self-inflicted injuries that were
the reason for admission to the health care facility.

(k) A facility shall submit to the Department a root cause
analysis of every serious preventable adverse event subject to
mandatory reporting pursuant to (a) above no later than 45
days afier the submission of the initial report of the event
using the form provided at subchapter Appendix B, incorpo-
rated herein by reference.

1. The mailing address to which facilities are to submit
reports to the Department is:

Patient Safety Initiative

Health Care Quality Assessment
Department of Health and Senior Services
25 Scotch Road, Suite 10

Ewing, NJ 08628-2500

2. The Department shall deem Medicare and/or Medi-
caid nursing homes that are otherwise compliant with ap-
plicable Federal reporting statutes and regulations, and
with N.JLS.A. 52:27G-7.1 and N.J.A.C. 8:39, to be in
compliance with (k) above, and shall not require facilities
deemed compliant to file root cause analyses in accordance
with this section.

3. State-operated psychiatric hospitals shall comply
with the requirements for submission of RCAs set forth in
policies and procedures of the Department of Human
Services.

(/) The root cause analysis performed by a facility in
response to a report of an occurrence of a serious preventable
adverse event may vary in substance and complexity,
depending on the nature of the facility and the event involved,
but shall include the following general components:

1. A description of the event, including when, where
and how the event occurred and the adverse outcome for
the patient or resident;

2. An analysis of why the event happened that includes
an analysis not only of the direct cause(s) of the event, but
also potential underlying causes related to the design or
operation of facility systems;

3. The corrective action(s) taken for those patients or
residents affected by the event;

4. The method for identifying other patients or resi-
dents or settings having the potential to be affected by the
same event and the corrective action(s) to be taken;

5. The measures to be put into place or systematic
changes needed to reduce the likelihood of similar events
in the future; and

6. How the corrective action(s) will be monitored to
assess their impact.

(m)} The Department shall:

Supp. 3-3-08

1. Review an RCA to determine whether it satisfies the
criteria in (7) above; and

2. Return an RCA that does not meet the criteria in (f)
above to the facility for revision and shall not consider the
RCA complete until the Department determines that the
RCA meets the criteria in (/) above.

(n) The Department anticipates the development of an In-
ternet web-based electronic reporting system, but in the
interim shall require facilities to submit event reports pur-
suant to (d) above and to submit root cause analyses pursuant
to (k) above.

I. The Department shall provide notice to facilities on
the reporting medium to be used, including telephone and
facsimile numbers, e-mail addresses and/or web addresses.

(0) Single copies of the forms provided at subchapter
Appendices A and B, suitable for photocopying, are available
upon request to the Patient Safety Initiative at the address set
forth at subsection (d) above and are also available for
download from the Department’s Forms web page at http:/
web.doh state.nj.us/forms and also from the program’s web

page at www.nj.gov/health/hcgo/ps.

8:43E-10.7 Disclosure to patient or resident

(a) A health care facility shall ensure that a patient or
resident or, in the case of a minor or incompetent adult, the
patient’s or resident’s personal representative, guardian,
parent, or other family member, as appropriate, and provided
disclosure is permissible under applicable confidentiality law,
is informed of the following:

I. Any serious preventable adverse event that affected
the patient or resident; and

2. Any adverse event resulting from an allergic reaction
that was not previously documented in the patient’s or
resident’s medical history.

i. In the case of an alletgic reaction, a facility shall
arrange that the patient or resident be informed of other
circumstances, if known, in which the same allergic
reaction might occur, and of known preventive meas-
ures, if any, and shall arrange that the patient or resident
be advised to inform any health care professionals pro-
viding future care of the allergic reaction.

(b) The patient’s or resident’s attending physician, the fa-
cility administrator, the facility’s medical director or another
health care professional authorized in accordance with facility
policies shall make the disclosure required pursuant to (a)
above within 24 hours of the time the facility discovers the
event.

{(c) A health care facility shall ensure that a patient or
resident or, in the case of a minor or incompetent adult, the
patient’s or resident’s personal representative, guardian, par-
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ent, or other family member, as appropriate, is informed of
the event or allergic reaction in the following manner:

1. In person, if the patient or resident is still in the
facility;

2. By telephone, if the patient or resident has lefi the
facility and the facility is unable to arrange a face-to-face
meeting; or

3. By certified mail, if the facility is unable to contact
the patient or resident by telephone.

{d) If the patient or resident’s attending physician deter-
mines that informing the patient or resident of the event
would seriously and adversely affect the health of a patient or
resident who is a competent adult, then the facility shall
ensure that the attending physician, the facility administrator,
the facility’s medical director, or another health care profes-
sional authorized in accordance with facility policies informs
a family member of the event, if a family member is available
and can be so informed without violating any applicable
confidentiality or privacy law,

1. In selecting a family member to whom to make the
disclosure required pursuant to this subsection, the facility
shall accord first preference to a spouse, a partner in a civil
union, or a domestic partner, then to adult children or par-
ents, and then to siblings.

2. The facility shall ensure that the attending physician
documents in the patient or resident’s medical record the
basis of the determination that disclosure of the adverse
event to the patient or resident would seriously and ad-
versely affect the patient or resident’s health.

(e) Notwithstanding (a) through (d) above, the facility
shall ensure that information concerning the serious prevent-
able adverse event or allergic reaction is not disclosed to a
family member who is not the guardian or who does not have
a medical power of attorney, if the patient has prohibited
disclosure of his or her protected health information, in accor-
dance with and subject to 45 CFR §164.522, to any family
members,

{f} In disclosing information in accordance with (b) or (c)
above, the facility shall ensure that the following information
is recorded in the patient or resident’s medical record:

1. The time, date, and individuals present when the dis-
closure was made, and the person to whom the disclosure
was made; and

2. A statement that the occurrence of a serious prevent-
able adverse event or adverse event related to an allergic
reaction, as applicable, was disclosed.

(g) The facility may request written acknowledgement
from the patient or resident, or the patient or resident’s parent,
guardian, or family member, as applicable, that the patient ot
resident or family member received information about the
serious preventable adverse event or an allergic reaction.
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1. If a facility requests written acknowledgment, the
facility shall advise the patient or resident, or the patient or
resident’s parent, guardian, or family member, as appli-
cable, that signing the acknowledgement is voluntary and
in no way constitutes either a release from liability by the
patient or resident or an admission of lability on the part of
the physician or health care facility.

i.  The facility shall provide this advice orally at the
time it makes the request, and the acknowledgment form
shall state at the beginning, in easily readable print, that
signing the acknowledgement is voluntary and in no way
constitutes either a release from liability by the patient or
resident or an admission of liability on the part of the
physician or health care facility.

() Notwithstanding NJ.A.C. B:43E-10.9, the patient or
resident’s medical record, excluding the information required
in accordance with (f} above, shall be available to the patient
or resident upon request, subject to discovery, and admissible
as evidence or otherwise disclosed in a civil, eriminal, or ad-
minisirative action or proceeding.

8:43E-10.8 Voluntary, anonymous reporting system

{a) Employees and health care professionals practicing at a
health care facility may submit an anonymous report to the
Department or, in the case of a State psychiatric hospital, the
Department of Human Services, regarding preventable ad-
verse events that are otherwise not subject to mandatory re-
porting, as well as near-misses,

(b) The facility shall inform employees and health care
professionals practicing at the facility of their option to file
such anonymous reports of preventable adverse events not
subject to mandatory reporting or of near-misses.

1. The facility shall make this information available
through patient or resident safety training programs and by
prominently posting it in locations accessible to employees
and health care professionals.

8:43E-10.9 Confidentiality protections and restrictions
on disclosure and use

(a) Documents, materials, and information received by the
Depariment or the Department of Human Services, as appli-
cable, in accordance with N.J.A.C, 8:43E-10.6 and 10.8 shall
not be:

|. Subject to discovery or admissible as evidence, or
otherwise disclosed in any civil, criminal or administrative
action or proceeding;

2, Considered a public record under P.LL. 1963, c. 73
(N.JS.A. 47:1A-1 et seq.), or P.L, 2001, c. 404 (N.J.S.A.
47:1A-5 et seq.); or

3. Used in an adverse employment action or in the
evaluation of decisions made in relation to accreditation,
certification, credentialing, or licensing of an individual,
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which is based on the individual’s participation in the de-
velopment, collection, reporting or storage of information
in accordance with P.L. 2004, c. 9 (N.J.S.A. 26:2H-12.23
through 12.25).

(b} Documents, materials, and information (including
RCAs and minutes of meetings) developed by a health care
facility exclusively during the process of self-critical analysis,
in accordance with N.J.A.C. 8:43E-104, 10.5 or 10.6 con-
cerning preventable events, near-misses and adverse events,
including serious preventable adverse events, and any docu-
ment or oral statement that constitutes the disclosure provided
to a patient or resident or the patient or resident’s family
member or guardian, in accordance with N.J.A.C. 8:43E-10.7,
as well as the entry in the medical record related to such
disclosure, shall not be:

1. Subject to discovery or admissible as evidence or
otherwise disclosed in any civil, criminal or administrative
action or proceeding; or

2. Used in an adverse employment action or in the
evaluation of decisions made in relation to accreditation,
ceriification, credentialing or licensing of an individual,
which is based on the individual’s participation in the
development, collection or reporting or storage of informa-
tion in accordance with P.L. 2004, c. 9 (N.J.S.A. 26:2H-
12.23 through 12.25).

(c) The confidentiality protection and protection from
discovery or introduction into evidence provided in this
section shall also apply to any person who performs re-
sponsibilities for or participates in meetings of the patient or
resident safety committee.

[. These persons shall not be required to testify as to
any matters within the knowledge gained by the person as a
result of responsibility for or participation on the patient or
resident safety committee.

2. These persons shall be allowed to testify as to any
matters within their knowledge that was gained outside of
their responsibility for or participation on Ihe patient or
resident safety committee,

(d) Subsections (a) through (c) above shall not be con-
strued to limit the ability of a health care facility to take
disciplinary action against a health care professional in a case
in which the professional has displayed recklessness, gross
negligence or willful misconduct or where there is evidence,
based on similar cases known to the facility, of a pattern of
significant substandard performance that resulted in serious
preventable adverse events.

(e) Subsections (a) through {c) above shall not be con-
strued to increase or decrease, in any way, the availability,
discoverability, admissibility or use of any documents, mate-
rials or information otherwise available from other sources
merely because the documents, materials or information were
presented during proceedings of the patient or resident safety
committee,
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(D Notwithstanding (2) through {(c) above, if information
submitted to or developed by the patient or resident safety
committee provides a reasonable basis to suspect criminal
behavior on the part of anyone employed by, on the medical
staff of, or acting as an agent of, a health care facility, the
facility shall report such information to the appropriate police
authorities and, as applicable, to the Department in accor-
dance with N.J.A.C. 8:43E-10.11(b).

(g) Notwithstanding (b) above, the patient or resident
safety committee may release de-identified agpgregate trend
data on preventable adverse events and near-misses, and a
facility may file reports, analyses or plans required pursuant
to this subchapter without violating this section or compro-
mising the protections afforded by this section to the reporter
of such information, the patient or resident safety committee
and the underlying data.

(h) Notwithstanding (a) through (c) above, the Depart-
ment, or, in the case of a State psychiatric hospital, the
Department of Human Services, may use information derived
from confidential reports in order to promote increased pa-
tient or resident safety, or to develop recommendations to
facilities on “best practices” and other modalities for improv-
ing safety in the delivery of health care services.

(i) To accomplish the purposes of (h) above, the Depart-
ment or the Department of Human Services may:

1. Use the root cause analysis process for oversight
purposes to require corrective action by a facility to avoid
or reduce the likelihood of similar serious preventable ad-
verse events in the future,

i,  The Department or the Department of Human
Services, as applicable, shall reserve punitive enforce-
ment action for those cases in which a facility has
displayed recklessness, gross negligence or willful mis-
conduct, or in which evidence exists of a pattern of
significant substandard performunce that has the poten-
tial for or actually results in harm to patients or
residents.

ii. Information derived from confidential reporting
that is used for oversight of facilities shall continue to be
maintained as confidential and shall not be subject to
discovery, admissible as evidence, or otherwise dis-
closed in any civil, criminal or administrative action or
proceeding, and shall not be considered a public record,

2. Use de-identified information to alert other health
care facilities of potentially harmful practices that should
be avoided or amended; and

3. Use aggregated, de-identified data to determine
Statewide averages and trends in reported preventable ad-
verse events and near-misses within New Jersey heath care
facilities, based on the type of facility.

i. Any report produced using this data shall not
include information reflecting specific facilities or health
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care professionals, but shall merely constitute a trend

analysis.
8:43E-10.10 Interagency sharing and use of confidential
information

(a) Information received by the Depariment or the Depart-
ment of Human Services, as applicable, shall be shared with
the Attorney General, who may use the information in ac-
cordance with N.L.5.A. 26:2H-12.23 through 12.25.

(b) Information derived from confidential reporting that is
used for oversight of health care professionals shall be main-
tained as confidential and shall not be subject to discovery,
admissible as evidence, or otherwise disclosed in any civil,
criminal or administrative action or proceeding, and shall not
be considered a public record under P.L. 1963, ¢, 73 (N.J.S.A.
47:1A-1 et seq.} or P.L. 2001, c. 404 (N.J.S.A. 47:1A-5 el

seq.)
8:43E-10.11 Other reporting requirements unrelated to
the Patient Safety Act

(a) A health care facility shall immediately report to the
appropriate police authorities all criminal acts or potentially
criminal acts that occur within a facility and pose a danger to
the life or safety of patients or residents, employees, medical
staff or members of the public present in the facility.

1. “Acts occurring within a facility” means, in the case
of a2 home-based service, that is, services provided by home
health care facilities, hospice facilities, assisted living resi-
dences, comprehensive personal care homes, and assisted
living programs, acts related to events within the control of
the facility or directly caused by or related to services of
the facility.

(b} A facility licensed in accordance with N.J.§.A. 26:2H-
| et seq. shall notify the Department immediately of the types
of reportable events described in (c) and (d) below.

I. The Department anticipates the development of an
Internet web-based electronic reporting system but shall, in
the interim, require facilities to submit the notice required
pursuant to (a) above by means of telephone, facsimile, or
e-mail, or a combination thereof.

i.  The Department shall provide notice to facilities
on the reporting medium to be used, including telephone
and facsimile numbers, e-mail addresses andior web
addresses.

2. In the case of acute care facilities, “immediately”
means no later than three hours after discovery of the
event.

3. In the case of long-term care facilities, “immedi-
ately” means telephonic notification to the Department at

43E-23

(609) 392-2020 followed by written notification within 72
hours.

{c) Examples of reportable events in the nature of physical
plant and operational interruptions, include, but are not lim-
ited to, the following:

1. Loss of heat or air conditicning;

2. Loss or significant reduction of water, electrical
power, or any other essential utilities necessary to the opet-
ation of the facility;

3. Fires, disasters, or accidents that result in injury or
death of patients, residents or employees, or in evacuation
of patients or residents from all or part of the facility;

4. A labor stoppage or staffing shortage sufficient to
require the temporary closure of a service; and

5. Notices of a potential strike that a facility receives
from an employee bargaining unit.

i.  The report shall be accompanied by the facility’s
plan to continue service operations in the event the strike
occurs.

ii. Such a plan shall be considered proprietary,
emergency and/or security information within the mean-
ing of N.J.S.A. 47:1A-1.1 and therefore shall not be
considered a “government record” subject to public ac-
cess or inspection within the meaning of N.J.S.A. 47:[A-
| et seq.

iii. In the event the strike is either averted or settled,
the Department shall destroy all copies it has received of
the facility’s strike plan.

(d) Examples of reportable events in the nature of poten-
tially criminal acts include, but are not limited to, the fol-
lowing:

I. Any instance of care ordered by or provided by
someone imperscnating a physician, nurse, pharmacist, or
other licensed health care provider;

2. Abduction of a patient or resident of any age;

3. Sexual assault on a patient or resident, staff member,
or visitor within or on the grounds of a facility; and

4. Death or significant injury of a patient or resident,
staff member, or visitor resulting from a physical assault
that occurs within or on the grounds of the facility.

(e) A health care facility shall report incidents of infec-
tious and communicable diseases to the Department pursuant
to N.JL.A.C. 8:57.
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New Jersey Department of Health and Senior Services NJDHSS INTERNAL USE ONLY

REPORT OF SERIOUS PREVENTABLE ADVERSE EVENT
IN A NEW JERSEY LICENSED HEALTH CARE FACILITY

Report No.

This form must be compleled for any serious preventable adverse event, which resulls in death or loss of a body part,
or disability or loss of bodily function lasting more than seven (7} days or present at discharge  All informalion is
protected based on the provisions of the Patient Safefy Act [N J S.A. 26.2H-12 25(7)]

Is this a revision of an earlier report to the Patient If yes, give DHSS Report | Facility Internal Tracking Number of
Safety Initfative for the same event? Number: this incident, if known;
O Yes [ No
; : = —
! SECTION A - GENERAL INFORMATIO_N _I
| 1. FACILITY IDENTIFICATION
Facility Name: Facility License No, ~
Facility Street Address. N County.
City State: Zlp Code: .
Name of Person Submitting Telephone No.: £
Title or Position Fax No.:

Email Address

ol

2. PLEASE SUPPLY A SIMPLE AND CLEAR DESCRIPTION OF THE EVENT OR SITUATION YOU ARE REPORTING:

Incident Information: :
Incident Date: Time: Oam Orm
Date Discovered: Time: O am Opm
"3. HOW WAS EVENT DISCOVERED? (Check only one) ' =
[ 1. Report by staffiphysician [J 4 Assessment of patientiresident after event
[ 2. Repont by familyivisitor [ 5. Review of chart/record
[ 3. Report by patient/resident ] & Other ~
4, PATIENT/RESIDENT INFORMATION ' B
O inpatient or O Cutpatient
Admission through: Oep [ Direct [ Transfer from Acute Care General Hospital [ Transfer from LTC
Patient/Resident Billing Number: .
Patient/Resident Name: - Medical Record No.:
Street Address: y County: -
City: = State: Zip Code: ="
Date of Birth; Gender:
Admission Date or Date of Ambulatory Encounter
Primary Diagnosis: B
Race:
[0 caucasian O Amer. IndianfAlaskan Native O Native Hawalian/Pacific Islander [ Other:
[ Black O Asian O Unable to Determine .
Ethniclty: ] Non-Hispanic/Unable to Determine [ Hispanic
HCQ-1
OCT 08 Page 1 of 3 Pages.
Supp. 3-3-08 43E-24
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8:43E-10 App. A

New Jersey Department of Health and Senior Services

REPORT OF SERIOUS PREVENTABLE ADVERSE EVENT
IN A NEW JERSEY LICENSED HEALTH CARE FACILITY

Continued

NJDHSS INTERNAL USE ONLY |
"Report No. o ]

S |

SECTION B

- EVENT DETAILS

5. TYPES OF SERIOUS PREVENTABLE ADVERSE EVENTS

A. CARE MANAGEMENT EVENTS in a Health Care Facllity
O 1. Patient/resident death/harm due to a medication error

[ 2. Patientresident death/harm due to a hemolytic reaction
due to the administration of ABO-incompatible blood or
blood products

[ 3. Matemal deathvham due to labor/delivery in a lowerisk
pregnancy

[ 4. Patient/resident death/harm due to hypoglycemia

treat hyperbilirubinemia in neonates
Stage 3 or 4 pressure ulcers acquired after admission

Patient/resident deathvharm due to spinal manipulative
therapy

[ 8 Other event causing patientiresident death or harm that
lasts seven days or is present at discharge

Os
ar

B. ENVIRONMENTAL EVENTS In a Health Care Facllity
O 1. Patient/resident deathvharm due to an electric shock

[ 2. Any event in which a line designated for oxygen/other
gas to be delivered to a patient/resident contains the
wrong gas or is contaminated by toxic substances

[0 3. Patientiresident deathvharm due to a burn incurred from
any source

[ 4. Patient/resident deativharm due to a fall

[ 5. Patient/resident deathvharm due to the use of restraints
or bedrails

[ 6 Cther event causing patient/resident death or harm that
lasts seven days or is present at discharge

[0 5. Patientfresident deattvharm due to failure to identify and

{Check only one)

C. PRODUCT OR DEVICE EVENTS In a Health Care Facility

[ 1. Patient/resident death/harm due to the use of
contaminated drugs/devices/hiologics

[ 2. Patient/resident deathvharm due to the useffunction of a
device in patient/resident care In which the device is
usedffunctions other than as intended

[ 3. Patient/resident death/harm due to intravascular air
embolism

] 4. Patient/resident deathvharm due to the use of a
single-use device in which the device Is used/functions
other than as intended:

[ new single-use device
[ reprocessed single-use device

[J 5. Other event causing patient/resident death or harm that
lasts seven days or i present at discharge

D. SURGERY-RELATED EVENTS
O 1. Surgery performed on the wrong body part
[ 2. Surgery performed on the wrong patient
[ 3. wrong surgical procedure performed on a patient

[ 4. Retention of a foreign object in 2 patient after surgery or
other procedure

[ 5. Intraoperative or immediately post-cperative coma of
death [n an ASA Class | inpatient or any ASA Class
same day surgery patient or outpatient

[ &. Other event causing patient death or harm that lasts
seven days or is present at discharge

E. PATIENT/RESIDENT PROTECTION EVENTS in a Health
Care Facllity

[ 1. Infant discharged to the wrong person
[ 2 Patient/resident death/harm due to patient elopement
[0 3. Patientiresident suicide/attempted suicide

[J 4 Other event causing patient/resident death or harm that l
lasts seven days or is present at discharge |

HCQ-1
OCT 08

Page 2 of 3 Pages
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New Jersey Department of Health and Senior Services ' NJDHSS INTER“I;IAL USE ONLY1
REPORT OF SERIOUS PREVENTABLE ADVERSE EVENT "Report No. - '
iN A NEW JERSEY LICENSED HEALTH CARE FACILITY @
Continued

6. IF 5.A.1 WAS SELECTED, COMPLETE THIS SECTION:

What type of medication error occurred? (Check alf that apply)
[ wrong Patient
[ wrong Drug
[ wrong Dose
{JJ Wrong Route
[ wrong Frequency
[ wrrong Time
[J Omissicn
[ Administration After Order Discontinued/Expired
(O wirong Diluent‘Concentration/Dosage Form
J Monitoring Error

O cther:
Brand/Product Name (if Applicable):

Generic Name:

7. WHERE WAS THE PATIENT/RESIDENT WHEN THE EVENT OCCURRED? (Check only one)
[J Patient/Resident Room
[ Emergency Department
O Radiology
] Laboratory
[ Operating Room
[0 Cardiac Catheterization Laboratory
[ Labor and Delivery
[l Nursery
{7 Recovery Rocom O
[J Rehabilitation Areas
O in Transit
OicusccusTcu
[ Step Down Unit
[ Telemetry Unit
O nNicy
[ Hallway or Other Common Area
[ Other:

8. IMMEDIATE CORRECTIVE ACTION|S) TAKEN:

HCQ-1
oCT 08 Page 3 of 3 Pages. o
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APPENDIX B
New Jersey Department of Health and Senior Services NJDHSS INTERNAL USE ONLY
R .
REPORT OF SERIOUS PREVENTABLE ADVERSE EVENT eport o

IN A NEW JERSEY LICENSED HEALTH CARE FACILITY:
ROOT CAUSE ANALYSIS (RCA)

This form must be completed for any serious preventable advarse event, which results in death or loss of a
body pan, or disability or loss of bedlily function lasting more than saven (7) days or present at discharge. Alf
Information is protected based on the provisions of the Patient Safety Act {N.J.5.A. 26:2H-12.25(1)}

SECTION A - GENERAL INFORMATION

1. FACILITY IDENTIFICATION

Facllity Name: Facllity Licanse No.:
Facility Street Address: County:
City: State: Zip Code:

Name of Person Submitting: Telephona No.:

Title or Position: Fax No.:

Email Address:

SECTION B - INCIDENT INFORMATION

2, INCIDENT DATE:

Time: Oam  OOPM
Date Initial Report Sent DHSS Raport Number ’
to Patient Safety Initiative: {Assigned by DHSS):

Medical Record Number, Palient/Resident Billing Number:

Patient/Resident Name:

SECTION C - ROOT CAUSE ANALYSIS

3. SELECT ROOT CAUSE (Select all that apply):
[CBehavioral assessment process

OJPhysical assessment process

CPatient identification process [Patient observation procedures

Ccare planning process [CStatting tevels
[ClOrientation & training of staf

[CCompetency assessment/credentialing
[Supervision of staff

CJCommunication with patisnttamily
CCommunication amang staff members ClAvailabiiity of Information

[lAdequacy of technical support

[CJEquipment maintenance/managemant
CIPhysical environment

[Isecurity systems and processes

[JControl of medications {Slorage/access) [Labeling of medications

[C] Other:

HCQ-2
AUG 06 Page 1 of 2 Pages.
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New Jersey Department of Health and Senior Services

NJDH5S INTERNAL USE ONLY
REPORT OF SERIOUS PREVENTABLE ADVERSE EVENT Fosori e
IN A NEW JERSEY LICENSED HEALTH CARE FACILITY: P )
ROOT CAUSE ANALYSIS {(RCA)
(Continued)

3. WHAT WERE THE CONTRIBUTING FACTORS TO EVENT (Select all that apply}:

OTeam factors [Jwaork environment

[OTask faclors [stali factors

[OJPaiient characteristics [JOrganizational/management
[Cmadical Davice CIMedications

OProcedures JTransportation
OJEquipment [Home Care

[Patient record documentation [Jimaging and X-rays
ClLaberatory and diagnostics Oother {Specify):

5. EVALUATE IMPACY OF EVENT FOR PATIENT (Select all that apply):

CLoss of limb(s) Oadditional patient monitoring in current location

OLess of digit(s) [Cviskt to Emergency Depastment
[OLoss of body part(s) ClHospital admission
[OL.oss of organ{s) CITrarster to more intensive level of care

j:ILnss of sensory function(s}) Cincreased length of stay

[OLoss of bodily function(s) CIMinor surgery
[ODisability - physical or mental impairmant OMajor surgery
[CAdditional laboratory testing or diagnostic imaging [C1system or processes dalay care to a patient
[C1other additional diagnostic testing OTe be detarmined
OOther (Spacify): ODeath
6. DESCRIBE ROOT CAUSE ANALYSIS: g

{Attach the RCA.)

HCQ-2

AUG 06

Page 2 of 2 Pages.
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B:43E-11.4

SUBCHAPTER 1. VIOLENCE PREVENTION IN
HEALTH CARE FACILITIES

8:43E-11.1 Scope and purpose

(a) The provisions of this subchapter apply to general
hospitals, special hospitals, county and private psychiatric
hospitals and nursing homes licensed by the Department of
Health and Senior Services pursuant to P.L. 1971, ¢, 136
{(N.J.S.A. 26:2H-1 et seq.).

(b) The purpose of this subchapter is to establish violence
prevention programs in each of the covered health care
facilities in order to protect health care workers from vi-
olence; to minimize insurance claims, lost productivity, dis-
ruptions to operations, legal expenses and property damage;
to maintain a safe and therapeutic environment for patients
and residents; and to retain health care professionals.

8:43E-11.2 Definitions

The following words and terms, as used in this subchapter,
shall have the following meanings, unless the context clearly
indicates otherwise.

“Covered health care facility” or “facitity” means a general
hospital, special hospital, county or private psychiatric
hospital or nursing home licensed by the Department of
Health and Senior Services pursuant to P.L. 1971, c. 136
(N.J.S.A. 26:2H-1 et seq.).

“Credible verbal threat of assault or harm” means a know-
ing and willful statement that is corroborated by independent
evidence, which would cause a reasonable person to believe
that he or she is under imminent threat of death or serious
bodily injury, and which actually causes a person to believe
that he or she is under imminent threat of death or serious
bodily injury.

“De-identified” means information that does not specific-
ally identify the individual or individuals involved, either by
name or other pre-assigned identification number, and that
makes a reasonable effort to prevent the individual or
individuals involved from being identified from such in-
formation.

“Direct patient or resident contact” means hands-on or
face-to-face contact with patients or residents.

“Health care worker” means an individual who is directly
employed by a covered health care facility.

“Incident investigation” means an in-depth analysis of a
violent act that is designed to identify both direct and
underlying causes of the act, in order to develop corrective
actions that could reduce the potential for similar violent acts
in the future.

“In-house crisis response team” means a crisis response
team on-site at a facility 24 hours-a-day, seven days a week,
or immediately available from an outside contractor.

43E-29

“Job task analysis” means an evaluation conducted by the
facility in collaboration with and for each health care worker
to determine job or task-specific hazards or risk factors that
may contribute to a health care worker’s vulnerability to a
violent act.

“OSHA” means the Occupational Safety and Health Ad-
ministration of the United States Department of Labor.

“Violence,” “violent act” or “incident” means any physical
assault or any physical or credible verbal threat of assault or
harm that is committed against a health care worker.

“Zero-tolerance policy” means a policy stating that a
viotent act will not be tolerated and that, in every case,
management wifl ensure reporting, response and follow-up as
specified in this subchapter.

8:43E-11.3 Establishment of a violence prevention
program

{a) Except as provided in N.J.A.C. 8:43E-11.6, by De-
cember 6, 201 |, a covered health care facility shall establish a
violence prevention program that complies with the re-
quirements of this subchapter for the purpose of protecting
health care workers.

(b) A covered facility shall allow health care workers
including, but not limited to, union representatives, super-
visors and managers, to participate in the establishment and
evaluation of the violence prevention program through means
developed by the violence prevention committee.

8:43E-11.4 Violence prevention committee

(a) A covered health care facility shall establish a violence
prevention committee, which shall meet at feast quarterly, or
more frequently as needed.

(b) The violence prevention committee shall include a rep-
resentative of facility administration who shall be responsible
for overseeing all aspects of the program,

(c) The violence prevention commitiee shall select a chair-
person from among its members.

(d) The violence prevention committee shall be comprised
of members as follows:

1. At least 50 percent of the committee members shall
be health care workers who engage in direct patient contact
or otherwise have contact with patients or residents;

2. The remaining committee members shall have ex-
perience, expertise or responsibility retevant to violence
prevention; and

3. In a facility or health care system where health care
workers are represented by one or more collective bat-
gaining agents, the administration of the facility or system
shall consult with the applicable collective bargaining
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agents regarding the selection of the heaith care worker
committee members,

(e} The violence prevention committee shall be respon-
sible for tasks including, at a minimum, the following;

1. Completion of an annual violence risk assessment to
analyze risk factors for workplace violence and to identify
patterns of violence;

2. Development of a written violence prevention pian
that shall be submitted to facility administration.

i.  The written violence prevention pian shail out-
line policies, procedures and responsibilities and shall be
updated annually;

3. Provision of recommendations to the facility regard-
ing methods to reduce identified risks based on findings of
the violence risk assessment;

4. Review of the design and layout of all existing, new
and renovated covered health care facilities to ensure safe,
secure work areas and to prevent entrapment of workers;

5. Identification of information in the violence pre-
vention plan that might pose a threat to security if made
pubiic;

6. Development, annual review, evaluation and re-
vision of violence prevention training content and methods
as required by N.J.A.C, 8:43E-11.10;

7. Development of strategies for encouraging the re-
porting of ali incidents of workplace violence and pro-
cedures for reporting such incidents; and

8. Review of de-identified, aggregated data that has
been compiled from incident investigation reports by the
appropriate department designated by the facility, in order
to identify trends and, if needed, to make recommendations
to prevent similar incidents.

i. The violence prevention committee shail have
access to data prior to de-identification and aggregation,
as determined necessary by the committee and in
keeping with procedures established by the committee.

8:43E-1L.5 System-level programs and committees

(a) When a health care system owns or operates more than
one covered health care facility, the violence prevention
program and committee may be operated at the system level,
provided that:

1. Commitiee membership shall include at least one
health care worker from each facility that provides direct
care to patients or residents;

2. The committee shall develop a violence prevention
plan for each covered health care facility; and

3. Data related to violence prevention shall remain
distinctly identifiable for each covered health care facility.

Supp. 9-6-11

8:43E-11.6 Written violence prevention plan

(a) By March 6, 2012, the violence prevention committee
shail develop and maintain a detailed, written violence pre-
vention plan that identifies workplace risks and provides
specific methods to address them.

(b} The plan shall, at a minimum, describe the following:

. The establishment of a violence prevention com-
mittee;

2. Violence prevention policies;
3. The recordkeeping process;

4. incident reporting, investigation and evaluation
methods;

5. Follow-up medical and psychological care, which
may include support groups, family crisis intervention and
professional referrals; and

6. How employees shall access a covered facility’s
post-incident response system.

(c) The plan shall require an annual comprehensive vi-
olence risk assessment for the covered health care facility that
meets the requirements of N.J.A.C. 8:43E-11.7.

(d) The plan shall identify methods to reduce identified
risks including, at a minimum: facility modifications; changes
to equipment, job design, staffing and security; and revision
of violence prevention training content as specified in
N.LA.C. B:43E-11.10.

(¢) The plan shall inciude the following:

1. Copies of any agreements, if applicable, with law
enforcement agencies and prosecutors, that contain con-
tacts and a consistent set of remedial actions for specific
cvents;

2. Dates on which the workplace violence prevention
plan shall be reviewed; and

3. A copy of the written incident reporting procedure
required by N.J.A.C. 8:43E-11.11.

8:43E-11.7 Completion of a violence risk assessment

(a) The violence prevention committee or a subcommittee
with facility representation (in the case of a system-level
committee) shall conduct an annual violence risk assessment,
for each covered facility, that shall consider OSHA’s 2004
Guidelines for Preventing Workplace Violence for Health
Care & Social Service Workers (OSHA 3148-2004), which
are incorporated herein by reference, as amended and
supplemented, and available at www.QSHA . pgov.

1. The facility shall conduct a job task analysis in
collaboration with and for each heaith care worker that
shali be used by the violence prevention committee to
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identify improved security procedures and controls based
on potential risk factors for violent incidents.

i.  Such risk factors shall include, as applicable,
working with unstable or volatile persons (for example,
those under the influence of drugs or alcohol, in acute
psychiatric distress, having a history of violence and/or
having criminal backgrounds); prevalence of weapons
on site among patients, family and visitors; the in-
creasing presence of gang members; overcrowding and
long waits for service that lead to client frustration,
especially in emergency and clinical areas; isolated
and/or solo work with patients and/or residents during
examinations or treatment; lack of staff training; and the
impact of staffing, including security personnel.

2. The covered facility shall require at least two
members of the violence prevention commitiee, at least one
of whom is a direct care staff member, to conduct walk
through surveys of all worksite areas at feast annually and
as needed to identify existing or potential physical
environment risk factors for workplace violence.

i.  Such possible risk factors shall include, at a min-
imum, the facility’s physical layout; access restrictions;
crime rate in surrounding areas; non-working alarm
systems, communication devices, surveillance cameras
and/or mirrors; and poor lighting and visibility in the
facility and in parking areas.

3. The covered facility shall require the violence pre-
vention committee to analyze trends in violent incidents
through the collection and review of de-identified data
provided by the appropriate department within the facility
pursuant to N.J.A.C. 8:43E-11.4(e)8,

8:43E-11.8 Implementation of methods to reduce iden-
tified risks

(a) The covered facility shall implement prevention and
control measures to counteract the risk factors identified by
the violence risk assessment required by N.J.A.C. 8:43E-11.7.

{b) The prevention and control measures shall include, at a
minimum, the following:

1. Lighting indoors and in parking lots;

2. The installation, as necessary, and maintenance of
items including, alarm systems, closed circuit TVs, metal
detection systems, cell phones, persona! alarm devices,
codes, drop phones, panic alarms and audio surveillance
systems;

3. Assigning and training appropriate personnel to
respond to each alarm system in use at a facility;

4. The training and posting of security personnel in
emergency departments, psychiatric wards and in other
locations, as needed; and
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5. Controlled access, as needed, to staff offices and
employee work areas, especially secluded work areas.

8:43E-11.9 Copics of the violence prevention plan

(a) A covered facility shall make a copy of the violence
prevention plan available upon request, to the Office of
Certificate of Need and Health Care Facility Licensure in the
Department of Health and Senior Services.

(b) A covered facility shall make a copy of the violence
prevention plan available within two business days of the
request, to any health care worker or collective bargaining
agent who represents health care workers at the facility.

(c) If a language other than English is the exclusive fan-
guage spoken by at least 10 percent of a covered health care
facility’s health care workers, the facility shall translate the
workplace violence prevention plan into that language and
make it available to those workers.

(d) In the event that the violence prevention committee
determines, in accordance with N.J.A.C. 8:43E-11.4(e)5, that
the plan contains information that would pose a threat to
security if made public, the facility shall exciude any such
information before providing copies to workers or collective
bargaining agents.

8:43E-11.10 Violence prevention training

{(a) The violence prevention committee of a covered health
care facility shall designate a coordinator or team to arrange
for violence prevention training.

(b) Within three months after a violence prevention plan
has been developed, a covered facility shall conduct initial
violence prevention training and annual training, thereafier,
for afl health care workers, including supervisors, managers
and security staff, regardless of their leve! of risk.

(c) Training shall be at least two hours in duration and
shall be held during paid work time.

{(d) The training methods shall inctude, but not be limited
to, at least two of the following: handouts, presentations,
discussion, role playing and DVD or computer-based training
activities.

(e) A covered facility shall provide interim training for
individuals designated in (b) above who begin work between
annual training sessions.

(f) The training shall be conducted in easily understand-
able terminology.

1. 1If a language other than English is the exclusive
language spoken by at least 10 percent of a covered
facility’s health care workers, the training also shall be
conducted in that language and handouts shall be made
available in that language.
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(g) The content of the training shall include, at a minimum,
the following:

l. Requirements of the workplace violence admin-
istrative rules in this subchapter;

2. Areview of the facility’s relevant policies;

3. Techniques to de-escalate and minimize violent be-
havior;

4, Appropriate responses to workplace violence, in-
ciuding the use of restraining techniques;

5. Reporting requirements and procedures;
6. Location and operation of safety devices;
7. Resources for coping with violence;

8. A summary and analysis of the facility’s risk factors
identified in the violence risk assessment and preventive
actions taken in response to the risk factors identified; and

9. Information on multicuitural diversity to increase
staff sensitivity to racial and ethnic issues and differences.

8:43E-11.11 Incident response, investigation and
reporting

(a) A covered facility shall respond to violent acts, conduct
incident investigations and prepare incident investigation re-
ports in keeping with procedures specified by the violence
prevention committee,

1. The procedures shali be in writing, easily understood
by ail employees and take into account issues of con-
fidentiality, as determined by the violence prevention com-
mittee,

(b) A health care worker in a covered facility who is
present during an incident of violence, or who is the first on
the scene after such an incident occurs. shall act according to
procedures established by the violence prevention commitiee.

1. Law enforcement officials shall be summoned, if

necessary and in keeping with specified procedures, in
order to assist victims, assess and secure the incident area,
ensure the safety of everyone involved, protect evidence
and reduce distractions during the incident response
process.

(c) The incident investigation required by (a) above shall
focus on fact-finding, prevention and corrective action rather
than on assessing blame and/or fault finding.

(d) The incident investigation required by (a) above shall
gather the following facts:

1. Date, time and location of the incident;
2. Identity, job title and job task of the victim;

3. ldentity, if known, of the person who committed the
violent act;

4. Description of the violent act, including whether a
weapon was used;

5. Description of physical injuries, if any;

6. Number of employees in the vicinity when the
incident occurred, if known, and their actions in response
to the incident, if any;

7. Recommendations, if applicable, of police advisors,
employees or consultants; and

8. Actions taken by the facility in response to the
incident.

(e) A covered facility shall prepare a written incident
investigation report for each violent act.

1. A covered facility shail provide written incident
investigation reports, that have been de-identified as re-
quired by N.J.A.C. 8:43E-11.4(e)8, to the designated ad-
ministrative representative and to the violence prevention
committee according to established procedures.

i.  The violence prevention committee shall decide
if and when the de-identified data shali be aggregated.

2. The victim’s identity shall not be inciuded in the
incident report if such identity would not be entered on
NJOSH 300 (N.J.A.C. 12:110-5.1) and the OSHA Log of
Work-Reiated Injuries and Iilnesses (OSHA 300 Log)
required by 29 CFR Part §904;

(f) After reviewing the de-identified incident reports, the
covered facility, in collaboration with the violence prevention
committee, shail encourage appropriate follow-up, consider
changes in procedures and add elements to training as needed.

8:43E-11.12 Recordkeeping

(a) A covered facility shall keep a record of all violent acts
that occur in the facility to help select the appropriate controls
to prevent the recurrence of workplace violence and to
determine required training,

(b) A covered facility shall maintain, for at least five years
after the reported act, all incident investigation reports re-
quired by N.J.LA.C. 8:43E-11.11(a) and any record of a violent
act contained in any of the following documents:

1. NJOSH 300, copies of which can be found at
+/iwd.dol.state,nj.us/labor/forms_pdfs/Isse/NJOSH300,

2. The OSHA Log of Work-Related Injuries and 1il-
nesses (OSHA Form 300, which can be found at http://

osha.gov/recordkeeping/RK forms.html) required by 29
CFR Part 1904;

3. Staff termination records;
4. Union grievances and complaints;

5. Workers’ compensation records;
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Insurance records;
Medical records;

Police reports;

b=l L

Accident investigation reports;
10. Minutes of safety meetings;
11. Training records; and

12. Employee questionnaires.

(c) A covered facility shafl provide the Department of
Health and Senior Services with immediate access to the
records required to be maintained by this section and to any
de-identified and/or apgregated data.

1. An employee and/or his or her authorized repre-
sentatives shall have access to the employee’s identifiable
records and to de-identified and/or aggregated data within
two business days.

(d) In accordance with N.J.S.A. 26:2H-5.20, the records
created and maintained pursuant to this section shalt not be
considered public or government records under P.L. 1963, c.
73 (N.JL.S.A. 47:1A-1 et seq.) or P.L. 2001, c. 404 (N.J.5.A.
47:1A-5 et seq.).

8:43E-11.13 Post-incident response

(a) The covered facility shall ensure that prompt and
appropriate medical care is provided to health care workers
injured during an incident.

(b} The covered facility shall establish a post-incident
response system.

1. The covered facility shall provide, at a minimum, an
in-house crisis response team for employee-victims and
their co-workers, and individual and group crisis counsel-
ing, which may include support groups, family crisis
intervention and professional referrals as indicated in the
violence prevention plan.

(c} The covered facility shall ensure that provisions for
medical confidentiality and protection from discrimination
shall be included in facility policies and procedures to prevent
victims from suffering further loss.

8:43E-11.14 Prohibition of retaliatory action

(a) As used in this section, “retaliatory action” means the
discharge, suspension or demotion of an employee, or other
adverse employment action taken against an employee in the
terms and conditions of employment, in accordance with
section 2 of P.L. 1986, c. 105 (N.J.S.A. 34:19-2).

(b) A covered facility shall not take any retaliatory action
against any health care worker for reporting violent incidents.
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8:43E-11.15 Enforcement and penalties

A covered facility licensed pursuant to N.J.S.A. 26:2H-1 et
seq. that is in violation of the provisions of this subchapter
shall be subject to enforcement actions and penalties specified
in N.JLA.C. 8:43E-3.

SUBCHAPTER 12. SAFE PATIENT HANDLING

8:43E-12.1 Authority, scope and purpose

(a) The provisions of this subchapter apply to health care
workers whose job duties entai! patient handling and who are
employed by general hospitals, special hospitals, county and
private psychiatric hospitals and nursing homes licensed by
the Department of Health and Senior Services pursuant to
P.L. 1971, c. 136 (N.J.S.A. 26:2H-1 el seq.).

(b) The purpose of this subchapter is to minimize
unassisted patient handling in order to decrease the number of
job-related musculoskeletat injuries and disorders suffered by
health care workers; to minimize health care worker days
away from work and workers’ compensation costs due to job-
related musculoskeletal injuries and disorders; to diminish the
role that job-related musculoskeletal injuries and disorders
play in exacerbating the loss of health care providers in New
Jersey; and to improve the comfort, dignity, satisfaction and
quatity of care for patients.

(c) Nothing in this subchapter shall be construed to limit
the right of a patient to refuse the use of assisted patient
handling.

8:43E-12.2 Definitions

The following words and terms, as used in this subchapter,
shal! have the following meanings, unless the context clearty
indicates otherwise.

“Assessment of patient’s need for assisted patient
handling” or “patient assessment” means the assessment
required to determine a patient’s required fevel of assisted
patient handling, taking into account the patient’s physical
and cognitive condition and ensuring consistency with patient
safety, well-being and preference.

“Assisted patient handling” means patient handling using
mechanical patient handling equipment including, but not
limited to, electric beds, portable base and ceiling track-
mounted fulf body sling lifis, stand assist lifis and
mechanized lfateral transfer aids; and patient handling aids
including, but not limited to, gait belts with handles, sliding
boards and surface friction-reducing devices.

“Committee” means the safe patient handling committee
established at a covered facility.
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“Covered heaith care facility” or *“covered facility” means
a general hospital, special hospital, county or private
psychiatric hospital or nursing home licensed by the
Department of Health and Senior Services pursuant to P.L.
1971, ¢. 136 (N.J.S.A. 26:2H-1 et seq.).

“De-identified” means information that does not spe-
cifically identify the individuai or individuals involved, either
by name or other pre-assigned identification number and that
makes a reasonable effort to prevent the individual or in-
dividvals involved from being identified from such in-
formation.

“Health care worker” means an individual who is directly
employed by a covered health care facility and whose job
duties entail patient handling.

“Injury investigation” means an in-depth analysis of a
health care worker injury sustained during patient handling
that is designed to identify both direct and underlying causes
of the injury, in order to develop corrective actions that could
reduce the potential for similar injuries in the future.

“Near miss™ means an occurrence that could have resuited
in an adverse event to someone, but the adverse event was
prevented.

“OSHA” means the Occupational Safety and Health
Administration of the United States Department of Labor.

“Patient” means a patient or resident at a covered health
care facility.

“Patient handling” means the lifting, transferring, reposi-
tioning, transporting or moving of an individual who is a
patient in a covered health care facility.

“Safe patient handiing program™ or “program” means the
program established by a covered facility pursuant to N.J.S.A.
26:2H-14.8 et seq. and N.J.A.C. 8:43E-12.

“Unassisted patient handling” means patient handling using
a heaith care worker’s body strength without the use of
mechanical patient handling equipment or patient handling
aids,

8:43E-12.3 Safe patient handling committee

(a) By December 6, 2011, each covered health care facility
shall establish a safe patient handling committee.

. The committee shall meet as needed, but no less than
quarterly.

(b) In the case of a health care system that owns or
operates more than one covered health care facility, the
system may operate the safe patient handling committee at
the system level, provided that committee membership
includes at least one health care worker from each facility and
the system develops a safe patient handling program for each
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facility, taking into account the characteristics of the patients
at the facility.

{c) At feast 50 percent of the members of the commitiee
shall be health care workers who are representative of the
different disciplines at the facility or facilities.

I. The committee members shall include supervisors,
health care workers and other facility staff as appropriate
who have experience, expertise or responsibility relevant to
the operation of a safe patient handling program.

2. The safe patient handling committee shail select a
chairperson from among its members.

(d) In a facility or health care system where health care
workers are represented by one or more collective bargaining
agents, the management of the facility or system shall consult
with the collective bargaining agents regarding the selection
of the health care worker committee members.

(e) The committee shali be responsible for all aspects of
the development, implementation and periodic evaluation and
revision of the facility’s safe patient handling program,
including the evaluation and selection of patient handling
equipment,

8:43E-12.4 Establishment of the safe patient handling
program

(a) A covered health care facility shall establish a safe
patient handling program to reduce the risk of injury to both
patients and health care workers in the facility.

(b) The covered facility shall designate a representative of
administration who shall be responsible for overseeing all
aspects of the safe patient handling program,

(c) The representative shall ensure that the covered facility
supports the program by providing assistance that includes:

1. Recognizing problems related to patient handling;
2. Developing clear goals;

3. Assigning responsibilities to designated staff mem-
bers;

4. Allocating fiscal resources for planning and training;

5. Allocating fiscal resources for the purchase, imple-
mentation and maintenance of the required equipment in
the time allowed; and

6. Ensuring foliow-up and revisions to the plan.

(d) A covered facility shali allow employee input regard-
ing the program through means developed by the safe patient
handiing committee,
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8:43E-12.5 Written description of the program

(a}) A covered facility shatl maintain a detailed written
description of the program and its components.

(b) A covered facility shall make a copy of the written
description of the program available upon request, to the
Office of Certificate of Need and Health Care Facility
Licensure in the Department of Health and Senior Services.

(c) A covered facility shall make the written description
available within two business days after a request by a health
care worker or collective bargaining agent who represents
health care workers at the facility.

(d) If a language other than English is the exclusive
fanguage spoken by at least 10 percent of a covered facility’s
healthcare workers, the covered facility shall translate the
description of the safe patient handling program into that
tanguage and make it available to those workers.

8:43E-12.6 Safe patient handling policy

(a) The covered facility, under the direction of the safe
patient handling committee, shall establish a written safe
patient handling policy for all units and for alt shifts.

(b) The content of the safe patient handling policy shall
include, at a minimum, the following:

I. A requirement that an assessment of a patient’s need
for assisted patient handling shall be performed for each
patient;

2. A requirement that assisted patient handling shall be
used for patient handling tasks, except when not required
based on an assessment of a patient’s need for assisted
patient handling or in the case of a medical emergency,
during which a patient’s life would be threatened if the
required safe patient handling equipment were not im-
mediately available;

3. A statement that patients shall have the right to
refuse the use of assisted patient handling; and

4. A commitment that all elements of the policy shall
be consistent with patient and health care worker safety
and well-being,.

(c) The safe patient handling policy shall:

1. Comply with all of the requirements of N.J.A.C.
8:43E-12; and

2. Be signed by the chief executive officer of the
covered facility.

(d) A statement summarizing the policy shall be posted in
a location easily visible to staff, patients, residents and
visitors.

(e) If a language other than English is the exclusive
language spoken by at least 10 percent of a facility’s health-
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care workers, the covered facility shall translate the safe
patient handling policy into that language and make it
available to those workers.

8:43E-12.7 Assessments of patient need for assisted
patient handling

(a) The safe patient handling committee shall:

1. Establish a uniform system of protocols and pro-
cedures to be used consistently throughout the facility for
conducting patient assessments, which shall include, at a
minimum, the following:

i. ldentification of who shall be responsible for
conducting patient assessments;

ii. Methods to be used to determine strength, phys-
jcal ability and cognitive ability; preferences; and any
special circumstances likely to affect transfer or re-
positioning tasks; and

iii. Determination of when to perform patient as-
sessments including, at a2 minimum, at the time of initial
admission and whenever there is a change in any of the
factors that determine a patient’s dependency level;

2. Ensure that the patient assessments are commu-
nicated to everyone who may be responsible for lifting,
transferring or repositioning that patient; and

3. Ensure that decisions about the selection and ap-
propriate use of equipment shall be based on the patient
assessments.

8:43E-12.8 Needs assessment

(a) The covered facility, under the direction of the safe
patient handling committee, shall conduct a needs assessment
for each unit or department within the facility every three
years, or sooner if needed, to determine the type and quantity
of assisted patient handling equipment required and, if
necessary, to prioritize the need for equipment among the
units or areas within the covered facility based on the needs
assessments.

(b) The needs assessment for each unit or department shall
focus on, at a minimum, the folfowing:

1. Typical patient type and care needs on each unit;

2. The categories of staff and types of patients to whom
injuries are occurring;

3. When and where injuries are occurring (department,
unit, date, time and shift);

4, The number and leading types of musculoskeletal
injuries and disorders among healthcare workers;

5. Types of tasks that caused injury (or are difficult or
painful to perform) including, at a minimum, lifting,
repositioning and transferring patients;
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6. Specific equipment associated with employee or
patient injuries;

7. Available patient handling equipment and any prob-
lems associated with its use;

8. Potential problems with new equipment and assur-
ance of access, storage and maintenance;

9. Facility costs associated with unassisted and assisted
patient handling injuries including, at a minimum, medical
and workers’ compensation costs; and

10. Indirect impact of injuries on staff turnover and
replacement.

{(c) The covered facility and its committee shall conduct a
needs assessment required by (a) and (b) above by using
resources including, at a minimum, the following:

. New Jersey Occupational Safety and Health Form
300 (NJLALC. 12:110-5.1);

2. OSHA Log of Work-Related Injuries and Illnesses
(OSHA Forms 300 and 301) requited by 29 CFR Part
1904, which is incorporated herein by reference, as
amended and supplemented;

3. Reports of workers’ compensation claims;
Accident and incident reports;
Facility incident reports for employees and patients;

4

5

6. Insurance company reports;

7. Employee interviews and surveys; and
8

Reviews and observations of workplace conditions.

8:43E-12.9

(a) The safe patient handling committee shall draft an im-
plementation plan, which shall be approved by the covered
facility’s governing body.

Implementation plan

(b) The implementation plan shall address topics includ-
ing, at a minimum, the following:

1. How to phase in the safe patient handling program;

2. Communication and enforcement of the mandate
that no person shall use patient handling equipment prior to
completing the training required by N.I.A.C. 8:43E-12.12;
and

3. Availability of an adequate number and variety of
assisted patient handling equipment on each patient care
unit as determined by the safe patient handling committee.

8:43E-12.1¢ Financial plan

(a) The safe patient handling committee shall recommend
a financial plan for the program, which shall include, at a
minimum, the following;
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I. A recommended annual budget for the safe patient
handling program; and

2. A recommendation for a three-year plan, which
takes into account the financial constraints of the facility to
purchase the safe patient handling equipment necessary to
carry out the safe patient handling policy.

Equipment selection, usage and main-
tenance

(a) The safe patient handling committee shall:

1. Recommend equipment selection;

2. Promote and monitor the use and maintenance of the
selected equipment;

3. Ensure that healthcare workers and other employees
who may handle safe patient handling equipment shall
have the opportunity to participate in the selection of
equipment by trying out equipment from vendors that al-
low evaluation prior to purchase.

i.  The evaluations of healthcare workers and em-
ployees shall be factored into purchasing decisions be-
fore the facility determines which equipment to pur-
chase;

4. Establish an evaluation process to determine whether
selected assisted patient handling equipment is appropriate
for the task to be accomplished, comfortable for the patient
and safe and stable for both patient and caregiver;

5. Develop a plan to ensure that equipment users have
prompt access to and availability of assisted patient han-
dling equipment; and

6. Develop and implement procedures to ensure that all
patient handling equipment shall be used, cleaned, main-
tained and stored in a safe manner that complies with
manufacturer recommendations.

8:43E-12.12 Training program

(@) A covered facility, under the direction of the safe

patient handling committee, shall;

I. Ensure that the training required by this section shall
be based on researched and proven approaches for
performing safe patient handling:

2. Ensure that the patient handling training for a health
care worker required by this section is conducted prior to
any use of the safe patient handling equipment by the
healthcare worker, and at least annually thereafier;

3. Provide that training shall be at least two hours in
duration and shall be held during paid work time;

4. Provide appropriate interim training for health care
workers beginning work between annual training sessions;
and
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5. Provide refresher training, as needed.

(b) A covered facility shall require all health care workers
responsible for patient handling to participate in the annual
safe patient handling training.

I. Training shall be mandated for supervisors, all
equipment users, members of the safe patient handling
committee and all departments and staff that are engaged in
patient handling activities.

(c) A covered facility shall provide patient handling train-
ing in a manner and language that employees can understand.

I. If a language other than English is the exclusive
language spoken by at least 10 percent of a facility’s health
care workers, the training shall be conducted in that
language and handouts shall be made available in that
tanguage.

{d) Training shall include, at a minimum, the following:

1. An explanation of the covered facility’s safe patient
handling policies and practices;

2. Causes and prevention of musculoskeletal injuries
and disorders;

3. How to recognize and address early indications of
musculoskeletal injuries and disorders before serious injury
develops;

4. ldentification, assessment and control of patient han-
dling risks, including use of assessments of patient need for
assisted patient handling and appropriate communication
with patients;

5. A demonstration of safe, appropriate and effective
use of patient handling equipment;

6. Trainee participation in operating unit-specific
patient handling equipment and demonstration that they are
proficient in using such equipment for patients with a range
of physical limitations;

7. The facility’s procedures for reporting work-related
injuries and illnesses pursuant to the New Jersey Public
Employees’ Occupational Safety and Health Act, as re-
quired by N.J.S.A. 34:6A-40, or OSHA’s injury and illness
recording and reporting requirements at 29 CFR Part 1904;
and

8. Explanation, demonstration and practice of re-
searched and proven methods and techniques that one or
more health care workers may use for patient handling of a
patient who refuses assisted patient handling.

(e) The safe patient handling committee shall, at least once
a year, or more frequently as needed, review the training
content and methods and make necessary revisions.

8:43E-12.13 Educational materials

(a) The safe patient handling committee shall appoint a
Person or persons to:

I. Develop educational materials to help orient patients
and their families to the facility’s assisted patient handling
program; and

2. include the information specified in (a)i above in
the covered facility’s admissions package and in a dis-
cussion with the patient and family following an assess-
ment of a patient’s need for assisted patient handling.

8:43E-12.14 Injury investigation, reporting, analysis
and recordkeeping

(a) A covered facility, under the direction of the safe
patient handling committee, shall:

1. Encourage employees to report injuries and near
misses in a non-punitive environment;

2. Designate a person or persons to develop procedures
for performing injury investigations, preparing investiga-
tion reports and educating staff when an injury or near miss
oceurs;

3. Establish a mechanism for reporting all incidents,
including near misses and injuries, resulting from patient
handling;

4. Appoint an appropriate facility department to receive
and analyze the reports required by (a)3 above, and to
generate de-identified, aggregated dala reports that take
into account, at a minimum, items identified at N.J.A.C.
8:43E-12.8(b); the safe and proper use of assisted patient
handling equipment; patient refusals of assisted patient
handling associated with injuries to healthcare workers;
and the overall efficacy of the safe patient handling

program;
5. Establish a system for monthly reporting of the

reports generated pursuant to (a)4 above to the safe patient
handling committee;

6. Inform the safe patient handling commitiee of any
violations of this subchapter; and

7. Maintain records of work-related musculoskeletal
injuries and disorders to help identify problem areas in
accordance with the New Jersey Public Employees’ Oc-
cupational Safety and Health injury and illness record-
keeping requirements (N.J.LA.C. 12:110-5), or OSHA’'s
injury and illness recording and reporting requirements at
29 CFR Part 1904.

8:43E-12.15 Evaluation and recommendations

{a) The safe patient handling committee shall:
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1. Evaluate the de-identified, aggregated data devel-
oped pursuant to N.J.A.C. 8:43E-12.14(a)4 in order to, at a
minimum, identify units and shifts with ongoing injuries
related to patient handling and track the impact of injuries
on employee turnover;

2. Have access to reports and data collected pursuant to
N.J.A.C. 843E-12.14 prior to de-identification and ag-
gregation, as determined necessary by the committee and
in keeping with procedures established by the committee,
in order to fulfill its obligations specified in (a)] above and
in N.JLA.C. 8:43E-12.3(e);

3. Determine what measures to take to increase patient
acceptance of safe patient handling, including changes to
the education of healthcare workers, patients and family
members; and

4. Provide evaluation results and recommended im-
provements regarding the safe patient handling program to
the facility’s governing body at least annually, or more
frequently as needed.

8:43E-12.16 Prohibition of certain retaliatory actions

(a) As used in this section, “retaliatory action” means the
discharge, suspension or demotion of an employee, or other
adverse employment action taken against an employee in the
terms and conditions of employment, in accordance with sec-
tion 2 of P.L. 1986, c. 105 (N.J.5.A. 34:19-2),

(b) A covered health care facility shall not take any
retaliatory action against a health care worker because the
worker refuses to perform a patient handling task due to a
reasonable concern about worker or patient safety, or the lack
of appropriate and available patient handling equipment.

I. A health care worker who refuses to perform a
patient handling task pursuant to this section shall promptly
notify her or his supervisor of the refusal and the reason for
refusing.

8:43E-12.17 Enforcement and penalties

A covered health care facility licensed pursuant to P.L.
1971, c. 136 (N.J.S.A. 26:2H-1 et seq.), that is in violation
of the provisions of this subchapter shall be subject to
enforcement actions and penalties specified in N.JL.A.C.
B:43E-3.

SUBCHAPTER 13. UNIVERSAL TRANSFER FORM

8:43E-13.1

The rules in this subchapter pertain and apply to all health
care facilities or programs licensed by the Department of
Health and Senior Services, pursuant to the Health Care
Facilities Planning Act, N.J.S.A. 26:2H-! et seq. The rules in
this subchapter set forth the requirement that each facility use

Scope

Supp. 10-17-11

the Universal Transfer Form when transferring a patient to
another facility or program.

8:43E-13.2 Purpose

The purpose of the Universal Transfer Form is to accu-
rately communicate pertinent, accurate clinical patient care
information at the time of a transfer between health care
facilities or programs. It conveys the patient information
required under Federal regulations and conveys specific facts
that the physician and nurse need to begin caring for a patient.

8:43E-13.3 Definitions

The following word, as used in this subchapter, shall have
the following meaning, unless the context clearly indicates
otherwise:

“Patient” means patient, resident, client or the terminology
used by a specific licensed healthcare facility or program to
refer to the individuals to whom a licensed healthcare facility
or program is providing care.

8:43E-13.4 Mandatory use of Universal Transfer Form

(a) A licensed healthcare facility or program shall use the
Universal Transfer Form, HFEL-7, provided as N.J.A.C.
8:43E-13 Appendix, incorporated herein by reference, and
available on the Department’s website at http://web.doh.state.
nj.us/apps2/forms/, in either paper or electronic version,
whenever a patient is transferred to another licensed health-
care facility or program.

1. Emergency departments are exempt from mandatory
use of the Universal Transfer Form, but shall follow hospi-
tal procedures regarding documentation.

(b) A licensed healthcare facility or program shall com-
plete all sections of the Universal Transfer Form, to the best
of the licensed healthcare facility or program’s ability.

1. The Universal Transfer Form is not complete if med-
ication information is not attached.

{c) A licensed healthcare facility or program shall send a
completed, paper copy of the Universal Transfer Form with a
patient when a patient is transferred.

(d) A licensed healthcare facility or program shall retain a
completed copy of the Universal Transfer Form sent with a
patient when a patient is transferred as part of the patient’s
medical record,

8:43E-13.5 Policies and procedures regarding the use of
the Universal Transfer Form

A licensed healthcare facility or program shall develop and
implement written policies and procedures addressing the
required use of the Universal Transfer Form by a licensed
healthcare facility or program’s stafT, method of transporta-
tion, procedures for security of the resident and all personal
belongings or other items that accompany or immediately
follow a transferred resident.

43E-38

O

PN



o

LICENSURE PROCEDURES AND APPLICABLE STANDARDS

APPENDIX

NEW JERSEY UNIVERSAL TRANSFER FORM
{ltems 1 - 29 must be completed)

8:43E-13 App.

1.  TRANSFER FROM: 2. DATE OF TRANSFER:
TRANSFER TO: TIME OF TRANSFER: OavarPm
3. PATIENT NAME: 4. LANGUAGE: [JEnghsh [J Other
Last First Name and Nickname Mi
PATIENT DOB (mm/od/yyyy): GENDER [OM [IF 8. CODESTATUS: [JONR [JDNH [ ODM
5. PHYSICIAN NAME PHONE O Qut of Hospital DNR Attached
1. CONTACT PERSON RELATIONSHIP Check if Contact Parsan:
PHONE (D) Wit (Cen [ Health Care Represemative/Proxy [ Legal Guardian
NAME OF  [] HEALTH CARE REPRESENTATIVE/PROXY
OR [ LEGAL GUARDIAN, IF NOT CONTACT PERSON:
PHOKE {Day) (Nighty (Cely
8. REASONS FOR TRANSFER: (Must includa brisf madical histary and recent changes In physical funclion or cognition.)
VIS: BP P R T PAIN [JNone [JYes, Rating Stts Treatment
8. PRIMARY DIAGNDSIS O Pacamaker 20. AT RISK ALERTS: [ONone
Sacondary Diagnasis [ wtemal Defib OFats OPressure Ulzer ~ [JAspiration
Mental Heakth Diagnosis (if applicabrle) Owenders  [JElopement Oseizura
10. RESTRAINTS: [JNo [Jves (describe} Harm to: Owa [OsSst  [Jothers
11. RESPIRATORYNEEDS: [Onone [JOxygon-Device Fiow Rate Welght Bearing Status: ONone
OcpAP [BPAP [Trmch [Jvent [JRolated defalls attached  [JOther Lsft Leg: OLimited OFu
12 ISOLATIONPRECAUTION: [JNene [(JMRSA [JVRE [JESBL [JCDI [ Cther Right Lag: OLimitad OOFw
Site Comments OcColonized | 29. MENTALSTATUS: [Jalst [JFometl [Jodentsd
13 ALLERGES: [JNone [JYes List Ounesponsive  [JCisodented  (JDspmssed
14, SENSORY:  Vision OGood  OPoor Oeiind OGlasses Olother
Heairg [OJGood  [JPoor [JDaat Heaing Ald  [OJleft [JRight 22, [T PASRR LEVEL | COMPLETED
Speech  [dClear  [IDifficutt  [JAphasia 21 FUNGTION: selt WiHep  NolAbia
15, SKN CONDITION: [JNoWounds Walk O = o
OJYES, Prassurs, Surgical, Vascular, Diabstic, Qther OSee Atiached Transfer O a (m]
TAR Tolet O a (1]
Twe O Os Ov Obo Oo Feed (] a (m]
Site Slze Stage (Prassure) Comment 24. IMMUNIZATIONSISCREENING:
we OF Os Ov Op Oo CIFL Date Oretanus Date
Site Size Stage (Pressurs) Comment [JPneumo Date OrFPD +- Date
16. DIET [JRegular [JSpacial (describe): Cother Uate:
CITube feed OMechanically attersd dist =~~~ [ Thicken liquids 25. BOWEL: ClContinent Oincontinent Date last BM
17. WACCESS: [(ONone [OJPICC [JSafnelock [IvAD [JAV Shunt [DJOther Commerts
18. PERSONAL ITEMS SENT WITH PATENT- [JMone [JGlasses [JWalker [ICane 26, BLADDER: [JContiment {Jincontinent [JFoley Catheter
Headng Ald [JLeft [JRight Dentures: [JUppsiPariial [JLowerPartial [JOther Comiments
19, ATTACHED DOCUMENTS: MUST ATTACH CURRENT MEDICATION NFORMATION [JFace Shest [JMAR [Medicafisn Recondliaion [JTAR [JPOS [JDiagnostic Studies
[Oabs [JOperative Repert [JRespiratory Care  [JAdvanca Directive  [JCode Status  [JDischarge Summary [JPTNote [JOTNote []STNote [JHXPE
Oother
27. SENDING FACILITY CONTACT: Title Unit Prone
REC'G FACILITY CONTACT (£ known): Titia Unit Phone
28. FORM PREFILLED BY (i applicable): Tile Unil Prone
29. FORM COMPLETED BY: Tl Phong

HFEL-7
NOV 10
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8:43E-13 App. HEALTH AND SENIOR SERVICES

INSTRUCTIONS FOR COMPLETING THE NEW JERSEY UNIVERSAL TRANSFER FORM

The purpose of the New Jersey Universal Transfer Form: A form that communicales pertinent, acturate clinical patient care
information at the time of a transfer befween health care facilities/programs. it conveys the patient informalion required under federal
regulations and conveys specific facis that the physician and nurse need o begin caring for a pafient. The word patient is used
throughoul the form, but refers to resident/client or the terminology used by a specific facility or program.

COMPLETE ALL BOXES #1-29

BOX#
1. TRANSFER FROM: Enter the name of the transferring « Complete the PAIN section. i no pain, check-off
facility or program. "none.” If pain, check “yes®, enter appropriate
. b e number from rating scale (0-10) pain sile and
l’mt:gs;rEnR TO: Enier the name of the receiving facility current treatment pian.
. 8. DIAGNOSES: Enter the patient's primary and
e D')::EtOFs'erANSFER. AL L ARE D secondary diagnosis, and ireatment. Cument mental
of the transter. health diagnesis shall be included, if applicable. Note
TIME OF TRANSFER: Enter the time of the transfer, the relationship, if any, between these diagnoses and
hour, minute, and check-off AM or PM. the reason for fransfer. If the patient has a pacemaker
and/or an internal defibnillator, check-off th iale
3. PATIENT NAME: Enter patient's last name, first name, box(es). : o : S
nickname, middle initial, date of birth (month, day, and i
year). 10. RESTRAINTS: Check the appropriate box fo indicate
N X whether the patient is physically restrained (i.e., any
PATIENT DOB: Enter patient’s date of birth, manval method or physical or mechanical device,
GENDER: Check appropriate box, material or equipmeni attached or adjacent to the
. ) patient's body that the individual cannot remove easily
4. LANGUAGE: Check-off or enter patient’s primary which restricls freedom of movement or normal access
language. to one’s bpdy. Enter type of resiraint used. If restraints
5. PHYSICIAN: Enter the patient's physician's full name are used, include reason for restraint in 8.
and phone number. 11. RESPIRATORY NEEDS: If none, check-off "none.”
. . —_— : Check-off and fill-in requested information as
6. (a:r(;DE STATUS: Check-off the patient's code status, if appropriate. If oxygen s being used, include the type of
+  DNR: Stands for Do Not Resuscifate and is a device and flow rate, if any. » .
specific physician's order. « CPAP: Stands for constani, positive airway
= DNH: Stands for Do Not Hospitalize and is a ke lh . o
specific physician’s order. « BPAP: Stands for bilevel posilive airway pressure.
« DNI: Stands for Do Not Intubate and is a specific = Trach: Stands for frachectomy tubes.
physician's order. « Vent: Stands for ventilator.
e Out of Hospital DNR Attached: Attach the « Attach related details andior other: Means to
patient's legal decision document, "Out-of-Hospital indicate appropriate descriptions of curment patient
Co Not Resuscilate Order.” respiratory status details and needs.
7. CONTACT PERSON (Family/Other): Enter the name of 12. ISOLATION / PRECAUTION: If none, check-off “none.”
the contact person and their relationship to the patient. Check-off and fill-in requested information.
Enter their daytime, night and cell phone numbers. » MRSA: Methicillin-resistant Staphylococcus aureus
Check the appropriate box if the confact person is aither (MRSA).
the patient's health care representative, proxy or legal = VRE: Vancomycin-resistani enlerococcus (VRE).
guardian. s ESBL: Beta-lactamases are enzymes produced by
some bacteria
If the patient has a Health Care Representative/Proxy or . i . L e
Legal G_uardian who is not the conlact person, check the ch:g;dr'cc:‘:igldg# dificlle, also known as
appropriate box and enter the name and phone number. e Other: List other isolation and/or precautions, their
8. REASONS FOR TRANSFER Must include a brief sife and comments perinent to the patients health
medical history and recent changes in the patient's and care.
physical function or cognition. Enter the reason(s) why +« Colonized: Check-off "colonized” if the isolation
the patient is being transfered. Inciude periinent and/or precaution is pathogenic (illness- or disease-
medical history. causing) organisms that are present in a person but
= VIS: Stands for vital signs. Enter current vital sign are not causing symptoms or clinical findings.
g':gsn:flfgn "F" s;;gﬁ:e)pro\adedmfggpiz:m(? Ioo_cll_ 13. ALLERGIES: If none, check-off “none.” If allergies, list
(Tem eraiure) ' ! allergens and reactions.  Allergens may include
P ’ medications, foods, inhalants, environmental
substances, latex and other,

HFEL-7 {instructions]

JUNT1
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LICENSURE PROCEDURES AND APPLICABLE STANDARDS

8:43E-13 App.

14.

15.

16.

17.

18.
19,

INSTRUCTIONS FOR COMPLETING THE NEW JERSEY UNIFORM TRANSFER FORM
{Continued)

SENSORY: Check-off appropriate descriptors of the
patient's current sight, hearing and speech. More than
one box may be checked.

SKIN CONDITION: If none, check-off “no wounds.® If
wounds are present, indicate sile and size, circle typa.
For pressure ulcers also indicate stage and comments.
Check-ofl “see attached TAR", if information regarding
the patient's current skin treatment record is attached.

DIET: If the patient is not on a special diet, check
“regular.” If the patient has a special diet, provide a
short description. If applicable, check-off “tube feed”
and/or “mechanically altered or thicken Equids.”

IV ACCESS: If none, check-off “none.” If IV access,

check-off applicable items.

e PICC: Stands for peripherally inserted central
catheler.

* Saline Lock: Is an intravenous connection run
intermittently.

» IVAD: Implanted Vascular Access Device, {IVAD,
Vascular Port, Portacath)

= AV Shunt: Is an Arferiovencus permanent access
for Hemodialysis.

* Other: Means to indicate appropriate descriptions
of other current patient [V Access status details and
needs {e.g. central Line, portacath).

Check off personal items sent with patient.

Attached Documents:

Face Sheet- Sending facility face sheet

MAR- Medicafion Administration Record

Medication Reoconciliation- if applicable

TAR- Treatment Administration Record

POS. Physician Order sheef

Diagnostic Sfudies- Recent reporis that are

applicable to reason for transfer.

Labs- Recent lab resulls that are applicable fo

reason for transfer.

h. Operative Report- Recent Surgical
applicable to reason for transfer,

i. Respiratory Care- Respiratory therapist notes, if
applicable to reason for transfer,

j. Advance Directive~ means a written document

executed by the patient that includes a proxy

directive or an instruction directive or both,

Code Status- Attach DNR, DNH if applicable

Discharge Summary- Summation of the patient’s

recent care at the sending facility

PT Note- Physical Therapy notes , if applicable

OT Note- Occupational Therapist note , if applicable

ST Note- Speech Therapist note , if applicable

HX/PE- Physician History and Physical Exam, if

applicable

Other- Any other necessary documeni {e.g:

consultant report, immunization records)

~nanop

o

Report, if

-

o ®O33

HFEL-7 (Instructions)
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20,

ra

22,

23,

24,

25,
26.

27.

28.

29,

AT RISK ALERTS: Check off known rigks. If none,

check-off “none.”

Examples of “other” may include shunt siles and

compromised limbs.

« Weight bearing status: Check none if patient is
completely non-weight bearing. i patient has
limited use of one or both legs, check approprate
box{es). If patient is fully weight bearing in one or
both legs, check appropriaie box(es).

MENTAL STATUS (Mental and cognitive
assessment): Check-off appropriate descriplors of
nomal mental status. K current mental status is
periinent to the primary reason for transfer, indicate
changes in box 8.

Check off box if PASRR Level | (Preadmission
Screening and Resident Review) has been
completed.

FUNCTION: Check-off appropriate descriplors of the
patien’s current physical functioning. Self means
independent, With Help means assistance, Not Able
means totally dependent.

IMMUNIZATIONS/SCREENINGS: Check off

appropriate descriptors of current immunizations and

insert the date of immunization.

¢ Immunization, FLU: Influenza vaccine

s [mmunization, PNEUMO: Pneumococcal vaccine

+ |Immunization, TETANUS: Tetanus vaccine

« Immunization, PPD: Test for Tuberculosis (circle
tesults positive +, negative -}

« Other: Insert other current immunizations and the
date administered.

BOWEL.: Indicate current function

BLADDER: Indicate cument function
* Comments: [dentify type of incontinence product
used.

Sending Facility Contact: is the facilty designated
individual to sign the Transfer Form.

Receiving Facllity Contact: is the individual the facility
had phone contact with prior to the transfer, if known,

Form Prefilled By: If applicable, facility has sections of
form filled out prior fo transfer by signee.

Form Completed By: Individual completing form at time
of transfer in sending facility signs and ksis title and
phone number.
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