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The agency proposal follows:

Summary

The Department of Health (Department) is proposing new N.J.A.C.
8:53 to implement the requirements of P.L. 2017, c. 117, codified at
N.J.S.A. 45:1-61 et seq. (the Act). The Act requires each telemedicine or
telehealth organization operating in the State of New Jersey (State) to
register with the Department prior to commencing services. The proposed
new chapter implements the Act by setting forth the registration
requirements for telemedicine and telehealth organizations and the
penalties that may be imposed for failing to comply with these
requirements.

In addition to the registration requirements, the Act also sets forth an
annual reporting requirement for registered telemedicine and telehealth
organizations. The reporting requirements are not included in this
rulemaking, as the Department is in the process of drafting a separate
notice of proposal to effectuate this requirement. However, the
Department has determined that the proposed new rules establishing the
registration requirements for telemedicine and telehealth organizations
should be promulgated absent the reporting requirements, so that these
organizations may begin providing services as contemplated by the Act.

A summary of the proposed new rules follows.

Proposed new Subchapter 1 addresses general provisions. Proposed
new N.J.A.C. 8:53-1.1 and 1.2 would contain the scope and purpose of
the rules. Proposed new N.J.A.C. 8:53-1.3 would provide the definitions
that are used throughout the chapter.

Proposed new Subchapter 2 would address the registration and renewal
standards for telehealth or telemedicine organizations. Proposed new
NJ.A.C. 8:53-2.1 would establish the registration requirements for
telehealth or telemedicine organizations. Proposed new subsection (a)
would require all telemedicine or telehealth organizations, whether
operating as distant sites, originating sites, or both, to register with the
Department prior to providing services in the State. Proposed new
subsection (b) would set forth the requirements for obtaining a telehealth
or telemedicine organization registration, provide the registration
application form CN-25, incorporated herein by reference as N.J.A.C.
8:53 Appendix , as well as set the registration fee at $1,500. Proposed new
subsection (c) would set the registration period as one year. Proposed new
subsection (d) would establish penalties for the failure to register.
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Proposed new subsection (e) recognizes that some business entities are
registered with the New Jersey Division of Revenue and Enterprise
Services under a single name, but operate one or more subentities that do
business under a different name or names. Each name requires separate
registrations. Proposed new subsection (f) would establish the
requirements to be followed by a telemedicine or telehealth organization
that is closing or ceasing operations. Proposed new subsection (g) would
provide that registrations are not assignable or transferable.

Proposed new N.J.A.C. 8:53-2.2 would address the renewal of
registrations. Proposed new subsection (a) would require renewal
annually on the anniversary of the initial registration date and set forth the
renewal process, which involves the return of the completed renewal
packet to the Department. Proposed new subsection (b) would provide the
standards for renewal, as well as set the renewal fee at $1,500.

Proposed new N.J.A.C. 8:53-2.3 would set forth the requirements for a
telehealth or telemedicine organization to update its information on file
with the Department. Proposed new subsection (a) would require
telemedicine and telehealth organizations to update any changes to
information that was previously submitted to the Department within five
business days of the change occurring and sets forth the process for
providing the updated information to the program. Proposed new
subsection (b) would require a new registration and submission of the
registration fee in the event the legal entity operating the telehealth or
telemedicine organization changes.

Proposed new Subchapter 3 would address enforcement actions.
Proposed new N.J.A.C. 8:53-3.1 would set forth the standards for the
issuance of a summary suspension, suspension, revocation, denial of
registration or renewal request, and/or monetary penalty. Proposed new
subsection (a) would contain the standards for the issuance of a monetary
penalty, suspension, revocation, and/or refusal to issue or renew a
registration of a telemedicine or telehealth organization. Proposed new
subsection (b) would address the standards for the issuance of a summary
suspension of a telehealth or telemedicine registration. Proposed new
subsection (c) would address actions that may be taken against a
telemedicine or telehealth organization that operates without a valid
registration issued by the Department, including civil monetary penalties.
Proposed new subsection (d) would set the monetary penalties that may
be imposed against a telehealth or telemedicine organization and the
violations that may result in the issuance of a penalty. Proposed new
subsection (e) would set the time frame for the payment of a monetary
penalty. Proposed new subsection (f) would address the enforcement
action that may be taken against a telehealth or telemedicine organization
that fails to pay a monetary penalty.

Proposed new N.J.A.C. 8:53-3.2 would set the process for the
telemedicine or telehealth organization to appeal a summary suspension,
denial, suspension, or revocation of its registration and/or a monetary
penalty issued to it. Proposed new subsection (a) would address the
manner in which a telehealth or telemedicine organization may seek
emergency relief for a summary suspension. Proposed new subsections
(b) through (d) would address hearing requests to the Office of
Administrative Law to contest a suspension, refusal to issue or renew, or
revocation of a registration and/or a monetary penalty.

As the Department has provided a 60-day comment period on this
notice of proposal, this notice is excepted from the rulemaking calendar,
pursuant to N.J.A.C. 1:30-3.3(a)5.

Social Impact
The proposed new rules are expected to have a positive social impact
by ensuring that telemedicine or telehealth services are provided by only
telemedicine or telehealth organizations that have registered to operate in
the State. Overall, the proposed new rules are designed to maintain the
quality of services for patients in the State and to increase access to care
through telemedicine and telehealth services.

Economic Impact
Telemedicine is expected to have a positive impact on patient access to
care and have a corresponding positive effect on health care costs due to
improved management of certain chronic health conditions and more
efficient use of existing health care resources. Short-term savings may
also be found in reduced transportation costs, particularly in the Medicaid
program.
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The State may also experience an increase in registration revenue
through fees for telehealth or telemedicine organizations registering with
the Department. It is not possible for the Department to quantify the
additional revenue that may be generated.

Telemedicine and telehealth organizations will experience costs
associated with the registration requirements to operate in the State,
namely the application fees for initial registrations and registration
renewals, as outlined in the Summary above. Telemedecine and telehealth
organizations may also be subject to monetary penalties and monetary
losses due to suspensions or revocations. No additional compliance costs
are set by the proposed new rules.

Federal Standards Statement
These new rules are not proposed under the authority of, or in order to
implement, comply with, or participate in any program established under
Federal law. In addition, the new rules are not proposed under the
authority of a State statute that incorporates or refers to Federal law or
Federal standards. Therefore, no Federal standards analysis is required.

Jobs Impact
The Department does not expect that any jobs will be generated or lost
in the State as a result of the proposed new rules.

Agriculture Industry Impact
The proposed new rules would have no impact on the agriculture
industry of the State of New Jersey.

Regulatory Flexibility Analysis

Some telemedicine or telehealth organizations may be considered
small businesses, as the term is defined in the Regulatory Flexibility Act,
N.J.S.A. 52:14B-16 et seq. Regardless of the size, the law requires
registration and the proposed new rules implement this statutory
requirement. Although the proposed new rules impose application fees
and have potential compliance requirements that may bring about
monetary penalties and potential suspensions (as discussed in the
Summary and Economic Impact Statement), no lesser requirements or
exceptions can be provided based upon business size in the interest of
public health, quality of care, and safety.

Housing Affordability Impact Analysis
The proposed new rules would have an insignificant impact on the
affordability of housing in New lJersey and there is an extreme
unlikelihood that they would evoke a change in the average costs
associated with housing because the proposed new rules would only
impact telemedicine or telehealth organizations.

Smart Growth Development Impact Analysis
The proposed new rules should not have an impact on the achievement
of smart growth and the proposed new rules are unlikely to evoke a change
in housing production in Planning Areas 1 or 2, or within designated
centers, under the State Development and Redevelopment Plan, as they
would only affect telemedicine or telehealth organizations.

Racial and Ethnic Community Criminal Justice and Public Safety
Impact
The Department has evaluated this rulemaking and determined that it
will not have an impact on pretrial detention, sentencing, probation, or
parole policies concerning adults and juveniles in the State. Accordingly,
no further analysis is required.

Full text of the proposed new rules follows:

CHAPTER 53
REGISTRATION STANDARDS FOR TELEMEDICINE AND
TELEHEALTH ORGANIZATIONS

SUBCHAPTER 1.

8:53-1.1  Scope
This chapter applies to all telemedicine or telehealth organizations
providing services in the State.

8:53-1.2  Purpose
The purpose of this chapter is to implement the requirements of
N.J.S.A. 45:1-61 et seq., by establishing registration provisions for

GENERAL PROVISIONS
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telemedicine or telehealth organizations seeking to provide services in
New Jersey.

8:53-1.3  Definitions

(a) The following words and terms are defined at N.J.S.A. 45:1-61 and
are used in this chapter as defined therein:

“Distant site”;

“Originating site”;

“Telehealth”;

“Telemedicine”; and

“Telemedicine or telehealth organization”.

(b) The following words and terms, when used in this chapter, shall
have the following meanings, unless the context clearly indicates
otherwise:

“Department” means the New Jersey Department of Health.

“Doing business as” or “DBA” means the name under which a
telemedicine or telehealth organization operates its business, if it differs
from its legal name filed with the Division of Revenue and Enteprise
Services in the New Jersey Department of Treasury.

“Entity representative” means any individual or individuals duly
authorized by the telehealth or telemedicine business organization to act
on its behalf.

“Program” means the Department of Health’s Certificate of Need and
Healthcare Facility Licensure Program, PO Box 358, Trenton, NJ 08625-
0358, telephone: (609) 292-8773, telefacsimile: (609) 292-3780.

“Registrant” means a telemedicine or telehealth organization that has
submitted a completed telemedicine and telehealth organization
application, which is approved by the Program in accordance with this
chapter.

SUBCHAPTER 2. ORGANIZATION REGISTRATION

8:53-2.1  Telemedicine or telehealth organization registration

(a) A telemedicine or telehealth organization, whether operating as a
distant site, originating site, or both, shall register with the Department
prior to providing services in the State.

(b) The Department shall issue a registration for a telemedicine or
telehealth organization provided that the:

1. Telemedicine or telehealth organization fully and accurately
completes and submits to the Program the registration application form
CN-25, which is incorporated herein by reference as N.J.A.C. 8:53
Appendix, and available on the Department’s website at
https://healthapps.state.nj.us/forms/subforms.aspx?pro=healthfacilities;

2. Registration of the telemedicine or telehealth organization was not
previously suspended or revoked by the Program;

3. Telemedicine or telehealth organization includes a nonrefundable
fee of $1,500 with the submission of the registration application; and

4. Telemedicine or telehealth organization is in compliance with this
chapter, N.J.S.A. 45:1-61 et seq., and any other applicable State or Federal
rules or statutes.

(c) A registration is valid for one year and is subject to the annual
renewal registration and fees, as set forth at N.J.A.C. 8:53-2.2.

(d) A telemedicine or telehealth organization that provides services in
New Jersey without first obtaining a registration from the Program shall
be subject to an enforcement action as set forth at N.J.A.C. 8:53-3.1.

(e) A telemedicine or telehealth organization with more than one DBA
shall file a separate registration for each name.

(f) If a telemedicine or telehealth organization intends to close or cease
operations of any registration, then the telemedicine or telehealth
organization must first report the closure or cessation of operations to the
Program no later than 30 days prior to said closure or cessation.

1. To report the closure or cessation of operations, the telemedicine or
telehealth organization must complete and submit to the Program the
registration application form CN-25 with the box marked “Discontinue
Registration” checked.

2. A telemedicine or telehealth organization that has voluntarily
discontinued a registration must submit a new registration application to
resume telemedicine or telehealth services.

(g) A registration is not assignable or transferable and is immediately
void if the facility ceases to operate.

(CITE 52 N.J.R. 667)



HEALTH

8:53-2.2  Registration renewal

(a) A registration, unless previously suspended or revoked, shall be
renewed annually on the original licensure date.

1. The Program shall send a renewal packet to each registrant at least
30 days prior to the expiration of the registration.

2. A telemedicine or telehealth organization shall return a completed
renewal packet to the Program prior to the expiration of its registration.

(b) The Department shall renew the registration of the telemedicine or
telehealth organization, provided:

1. The telemedicine or telehealth organization timely submits to the
Program a completed renewal packet;

2. The registration of the telemedicine or telehealth organization is not
currently suspended or revoked by the Program;

3. The telehealth or telemedicine organization submits a nonrefundable
fee of $1,500 with the submission of the renewal packet; and

4. The telemedicine or telehealth organization is in compliance with
this chapter, N.J.S.A. 45:1-61 et seq., and any other applicable State or
Federal rules or statutes.

8:53-2.3  Requirement to update information

(a) If any of the information provided by the registrant on the initial or
renewal application changes, then the registrant must file an amended
application documenting the changes within five business days of the
change in information.

1. To report the updated information, the registrant must complete and
submit to the Program the registration application form CN-25 with the
updated information and with the box marked “Process Change(s)”
checked.

(b) A change of the legal entity operating the telemedicine or telehealth
organization requires an application for a new registration and registration
fee.

SUBCHAPTER 3.
8:53-3.1

ENFORCEMENT ACTIONS

Suspension, revocation, denial of a registration or renewal,
and monetary penalty

(a) The Department may impose a monetary penalty and/or suspend or
revoke or refuse to issue or renew a registration of a telemedicine or
telehealth organization if the registrant fails to comply with the
requirements of this chapter, N.J.S.A. 45:1-61 et seq., any other applicable
rules or statutes, or if the Department determines that the organization
poses a threat to the public health, safety, or welfare.

1. Notice of the suspension, revocation, monetary penalty, denial of
registration, or registration renewal and the reason for the action taken
shall be afforded to the telemedicine or telehealth organization.

(b) The Department may summarily suspend the registration of a
telemedicine or telehealth organization if the continued registration of that
organization poses an immediate or serious threat to the public health,
safety, or welfare.

1. Notice of the summary suspension and the reason for the action
taken shall be afforded to the telemedicine or telehealth organization.

2. A summary suspension is effective on the date of issuance.

3. A telemedicine or telehealth organization whose registration has
been summarily suspended shall have the right to apply for emergency
relief, as provided for at N.J.A.C. 8:53-3.2.

(c) If a telemedicine or telehealth organization operates without a valid
registration issued by the Program, the Department may take the following
actions:

1. Issue an order requiring the organization to cease and desist the
provision of telehealth or telemedicine services;

2.Take action in the New Jersey Superior Court against the
organization to enjoin its provision of telehealth or telemedicine services;
and/or

3. Impose a monetary penalty in the amount of $1,000 per calendar day
beginning from the date of the first unauthorized service.

(d) A monetary penalty in the amount of $1,000 per violation may be
imposed against a telemedicine or telehealth organization for:

1. Failing to comply with the requirements of this chapter, the Act, or
any other applicable rules or statutes; and/or

2. Posing a threat to the public’s health, safety, and welfare.

(CITE 52 N.JR. 668)
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(e) A monetary penalty issued to a telemedicine or telehealth
organization shall become due 45 days after the deadline to file an appeal
has ended.

1. If an applicant files an appeal with the Department, then the time
frame to pay the penalty under N.J.A.C. 8:53-3.2(b)1 applies.

(f) Failure to pay a monetary penalty within the applicable timeframe
set forth at (e) above or N.J.A.C. 8:53-3.2(b)1, may result in one or more
of the following actions against the telehealth or telemedicine
organization:

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.;

2. Refusal to issue:

i. A registration; or

ii. A registration renewal; and/or

3. Revocation of a current registration.

8:53-3.2  Hearings on enforcement actions

(a) When a telehealth or telemedicine organization’s registration is
summarily suspended, the organization maintains the right to petition the
Commissioner of the Department for emergency relief.

1. To request emergency relief, the telehealth or telemedicine
organization must, within 15 business days from the date of the notice of
summary suspension, submit to the Department a request in writing
accompanied by a response to the notice of summary suspension.

i. Failure to submit written notice, pursuant to this paragraph within 15
business days from the date of the notice of summary, suspension shall
result in the telehealth or telemedicine organization forfeiting all rights to
emergency relief.

2. All applications for emergency relief will be handled in accordance
with N.JLA.C. 1:1-12.6(c).

3. Unless emergency relief is granted, the summary suspension shall
remain in effect until lifted by either the Department or a court of
competent jurisdiction.

4. Nothing in this subsection shall be construed to prevent the
Department from simultaneously or thereafter moving to suspend or
revoke a telehealth or telemedicine organization’s registration or issuing
a monetary penalty.

(b) If the Department proposes to assess a monetary penalty and/or to
suspend or revoke a license, or to deny the issuance or renewal of
registration for a telehealth or telemedicine organization, the Department
shall afford the organization an opportunity for a hearing to contest the
proposed action.

1. All monetary penalties, suspensions (excluding summary
suspensions), revocations, and denials of renewals shall become effective
and final 30 calendar days from the date of the proposed action notice,
unless the telehealth or telemedicine organization, within such 30-day
period, gives written notice to the Department of its desire for a hearing.

i. Failure to submit a written request for a hearing within the 30-day
time period shall result in the organization forfeiting all rights to such a
hearing.

ii. If a timely request for a hearing is submitted, then the penalty,
suspension (excluding summary suspensions), revocation, and/or denial
of the renewal shall be held in abeyance until such time as the hearing is
concluded and a final decision rendered.

iii. If a hearing request is timely requested for a monetary penalty, then
the penalty is due 45 days after the issuance of a final agency decision by
the Commissioner determining the penalty.

2. Denials of registration issuance for a telehealth or telemedicine
organization are effective immediately.

i. To contest the Department’s denial of a telehealth or telemedicine’s
request for registration, the telehealth or telemedicine organization must,
within 30 days of the date of the notice of denial, submit a written hearing
request with a response to the denial notice to the Department.

ii. Failure to submit such written notice within 30 days of the date of
the notice shall result in the telehealth or telemedicine organization
forfeiting all rights to a hearing.

(c) The Department shall transmit hearing requests to the Office of
Administrative Law.
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(d) Hearings shall be conducted pursuant to the Administrative
Procedure Act, N.J.S.A. 52:14B-1 et seq., and 52:14F-1 et seq., and the
Uniform Administrative Procedure Rules, N.J.A.C. 1:1.
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