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Title 10 
DEPARTMENT OF HEALTH AND MENTAL HYGIENE

Subtitle 09 MEDICAL CARE PROGRAMS

10.09.49 Telemedicine Services

Authority: 2013 Maryland Laws Chapter 280 and Health General Article 2-104(b), Annotated Code of Maryland 

Notice of Proposed Action

[]

The Secretary of Health and Mental Hygiene proposes to adopt new Regulations .01—.12 under a new chapter COMAR 10.09.49 Telemedicine Services. 

Statement of Purpose

The purpose of this action is to implement two Maryland Medical Assistance telemedicine programs – the Rural Access Telemedicine Program and the Cardiovascular Disease and Stroke Telemedicine Program. The Rural Access Telemedicine Program will implement the recommendations of the December 2012 SB 781/HB 1149 (Chapters 579/580 of the Acts of 2012) – Report on Telemedicine Policies and Fiscal Impact of Maryland Medical Assistance Coverage of Telemedicine. The Cardiovascular Disease and Stroke Telemedicine Program will align regulations with a recent statutory enactment – SB0496, Chapter 280. 

The purpose of providing medically necessary services via telemedicine is to: 
1) Improve access to outpatient specialty care, thus reducing preventable hospitalizations and reduce barriers to health care access; 
2) Improve patient compliance with treatment plans; 
3) Improve health outcomes through timely disease detection and treatment options; and 
4) Improve capacity and choice for outpatient ongoing treatment in underserved areas of the State.


Comparison to Federal Standards

There is no corresponding federal standard to this proposed action.

Estimate of Economic Impact

I. Summary of Economic Impact.

The Department will reimburse eligible physicians and hospitals for providing health services via telemedicine. For both telemedicine programs, Rural Access and Cardiovascular Disease and Stroke, the increase in total Medicaid expenditures is predicted to be approximately $750,000 (total funds). Rural Access Telemedicine costs will be offset by savings in the outpatient category from fewer ER and follow-up visits to specialists. Cardiovascular Disease and Stroke Telemedicine will be offset by savings in the outpatient category from fewer ER visits. 

	 
	Revenue (R+/R-)
	 

	II. Types of Economic Impact.
	Expenditure (E+/E-)
	Magnitude

	 
	


	
	
	

	A. On issuing agency:
	(E-)
	$759,189

	B. On other State agencies:
	NONE
	

	C. On local governments:
	NONE
	

	 

	 
	Benefit (+)
Cost (-)
	Magnitude

	 
	


	
	
	

	D. On regulated industries or trade groups:

	    For Eligible Physicians
	(+)
	$759,189

	E. On other industries or trade groups:
	NONE
	

	F. Direct and indirect effects on public:
	NONE
	

	III. Assumptions. (Identified by Impact Letter and Number from Section II.)

	A. Rural Access Telemedicine Program - $600,000

The Department assumes that utilization of health services will increase in underserved areas to match utilization rates in areas without reduced access to providers. Increased utilization will result in increased health spending. The Hilltop Institute at University of Maryland Baltimore County (Hilltop) calculated the number of specialist visits that would be required to raise these low utilization counties to within one standard deviation from the average statewide utilization within a specialty. Hilltop also estimated the cost per visit in each specialty at payments of $100, $75, and $50 to develop liberal, moderate, and conservative estimates, respectively, of how much the increase in utilization would increase Medicaid expenditures. The Department assumed both the originating site and consulting (or distant) providers are billing for their services, that 50 percent of the hub providers are located in a hospital facility that is regulated by the HSCRC, and that it is generating a hospital facility bill as well. This 50 percent assumption is conservative, because it limits the hospital-based providers to a portion of the hub providers and does not assume that the spoke providers are located in a hospital regulated facility. Results. The increase in Medicaid expenditures is predicted to be approximately $600,000 (total funds) for all specialties. Rural Access Telemedicine costs will be offset by savings in the outpatient category from fewer ER and follow-up visits to specialists. 

Cardiovascular Disease and Stroke Telemedicine Program - $159,189

In 2011, Medicaid enrollees had a total of 11,179 cardiovascular disease or stroke-related emergency department visits. Assuming a similar level of visits in future years, if 10% of visits use telemedicine for evaluation of the patient using the Medicare rate of $142.40 (G0426 - telehealth consultation, emergency department of initial inpatient, typically 50 minutes communicating with the patient via telehealth), costs would be approximately $159,189 (total funds). The federal share is 50%. Cardiovascular Disease and Stroke Telemedicine will be offset by savings in the outpatient category from fewer ER visits.

$600,000 + $159,189 = $759,189

	D. See A.


Economic Impact on Small Businesses

The proposed action has a meaningful economic impact on small business. An analysis of this economic impact follows.
As stated above, the Department will reimburse eligible physicians and hospitals for providing health services via telemedicine. 

Impact on Individuals with Disabilities

The proposed action has an impact on individuals with disabilities as follows:
Telemedicine services may improve access to health services for individuals with disabilities. Some individual with disabilities may not need to travel long distances to see specialists if their providers participate in the telemedicine program(s).

Opportunity for Public Comment

Comments may be sent to Michele A. Phinney, Director, Office of Regulation and Policy Coordination, Department of Health and Mental Hygiene, 201 West Preston Street, Room 512, Baltimore, MD 21201, or call 410-767-6499; TTY:800-735-2258, or email to dhmh.regs@maryland.gov, or fax to 410-767-6483. Comments will be accepted through August 12, 2013. A public hearing has not been scheduled.

Economic Impact Statement Part C

A. Fiscal Year in which regulations will become effective: FY 2014

B. Does the budget for the fiscal year in which regulations become effective contain funds to implement the regulations?

Yes

C. If 'yes', state whether general, special (exact name), or federal funds will be used:

50% General funds and 50% Federal funds

D. If 'no', identify the source(s) of funds necessary for implementation of these regulations:

E. If these regulations have no economic impact under Part A, indicate reason briefly:

F. If these regulations have minimal or no economic impact on small businesses under Part B, indicate the reason and attach small business worksheet.

G. Small Business Worksheet:

Attached Document:

Title 10
DEPARTMENT OF HEALTH AND MENTAL HYGIENE
Subtitle 09 MEDICAL CARE PROGRAMS
10.09.49 Telemedicine Services
Authority: 2013 Maryland Laws Chapter 280 and Health General Article 2-104(b), Annotated Code of Maryland

ALL NEW
.01 Scope.

A. This chapter applies to two telemedicine programs – the Rural Access Telemedicine Program and the Cardiovascular Disease and Stroke Telemedicine Program. 
B. The purpose of providing medically necessary services via telemedicine is to:

(1) Improve access to outpatient specialty care, thus reducing preventable hospitalizations and reduce barriers to health care access;

(2) Improve patient compliance with treatment plans; 

(3) Improve health outcomes through timely disease detection and treatment options; and

(4) Improve capacity and choice for outpatient ongoing treatment in underserved areas of the State.

.02 Definitions.

A. In this chapter, the following terms have the meanings indicated. 

B. Terms Defined.
(1) “Consulting provider” means the licensed provider at the distant site who provides medically necessary consultation services to the patient at the originating site via telemedicine upon request from the originating site provider. 
(2) “Department” means the Department of Health and Mental Hygiene, which is the single state agency designated to administer the telemedicine program. 

(3) "Designated rural geographic areas" mean:

(a) Allegany County;

(b) Calvert County;

(c) Caroline County;

(d) Cecil County; 
(e) Charles County;

(f) Dorchester County;

(g) Garrett County;

(h) Kent County; 

(i) Queen Anne's County; 

(j) Somerset County;

(k) St. Mary’s County; 
(l) Talbot County;

(m) Washington County;

(n) Wicomico County; and 
(o) Worcester County.

(4) "Distant site" means a site approved by the Department to provide telemedicine services, at which the licensed consulting provider is located at the time the service is provided via technology-assisted communication. 

(5) "Federally qualified health center (FQHC)" has the meaning stated in Health-General Article, §24-1301, Annotated Code of Maryland.

(6) “Medically necessary” means that the service or benefit is:

(a) Directly related to diagnostic, preventive, curative, palliative, rehabilitative, or ameliorative treatment of an illness, injury, disability, or health condition;

(b) Consistent with currently accepted standards of good medical practice;

(c) The most cost-efficient service that can be provided without sacrificing effectiveness or access to care; and 

(d) Not primarily for the convenience of the consumer, family, or provider. 

(7) "Originating site" means the location of an eligible Medicaid participant at the time the service being furnished via technology-assisted communication occurs, which is a site approved by the Department to provide telemedicine services and which: 

(a) For the Rural Access Telemedicine Program, is located within a designated rural geographic area, in which an eligible participant is located at the time the telemedicine service is delivered; or 

(b) For the Cardiovascular Disease and Stroke Telemedicine Program, is located in an emergency room when an appropriate specialist is not available. 
(8) "Originating site facility fee" means the amount the Department reimburses an approved originating site for the telemedicine transmission.

(9) “Provider” means:

(a) An individual, association, partnership, corporation, unincorporated group, or any other person authorized, licensed, or certified to provide services for Medical Assistance participants and who, through appropriate agreement with the Department, has been identified as a Maryland Medical Assistance Provider by the issuance of an individual account number;

(b) An agent, employee, or related party of a person identified in §B(9)(a) of this regulation; or

(c) An individual or any other person with an ownership interest in a person identified in §B(9)(a) of this regulation.  

(10) "Professional fee" means the Departmental fee schedule for clinical services which is incorporated by reference in COMAR 10.09.07.02. 

(11) "Security" means the protection of information and information systems from unauthorized access, use, disclosure, disruption, modification, or destruction.

(12) “Store and Forward technology” means the transmission of medical images or other media captured by the originating site provider and sent electronically to a distant site provider, who does not physically interact with the patient located at the originating site.  
(13) “Technology-assisted communication” means multimedia communication equipment permitting two-way real time interactive communication between a patient at an originating site and a consulting provider at a distant site.

(14) “Telemedicine” means the delivery of medically necessary services to a patient at an originating site by a consulting provider, through the use of technology-assisted communication. 

.03 Approval.

The Department shall grant approval to originating and consulting providers to receive State and Federal funds for providing telemedicine services if the telemedicine provider meets the requirements of this chapter. 

.04 Service Model.

A. Telemedicine improves access to consulting providers from other areas of the State, the District of Columbia, or a contiguous state.

B. Telemedicine providers may be part of a private practice, hospital or other health care system.

C. Medical Assistance-approved originating site providers shall engage in agreements with consulting providers for telemedicine services.

D. Fee-for-service reimbursement for professional services shall be in accordance with the Maryland Medical Assistance Program Physicians' Services Provider Fee Manual which is incorporated by reference in COMAR 10.09.07.02. 

.05 Covered Services.

A. Rural Access Telemedicine Program.

(1) Through the Rural Access Telemedicine Program, approved providers located in designated rural geographic areas may provide medically necessary services to Medical Assistance participants through technology-assisted communication. 
(2) Under the Rural Access Telemedicine Program, the Department shall cover:

(a) Medically necessary services covered by the Maryland Medical Assistance Program rendered by an originating site provider that are distinct from the telemedicine services provided by a consulting provider;
(b) Medically necessary consultation services covered by the Maryland Medical Assistance Program rendered by an approved consulting provider that can be delivered using technology-assisted communication; and 

(c) An approved originating site for the originating site facility fee.

B. Cardiovascular Disease and Stroke Telemedicine Program.

(1) Through the Cardiovascular Disease and Stroke Telemedicine Program, approved providers may render services to Medical Assistance participants in emergency departments where no specialist is available to provide timely consultation and diagnostic evaluation for cardiovascular disease or stroke care. 

(2) Under the Cardiovascular Disease and Stroke Telemedicine Program, the Department shall cover:

(a) Medically necessary services covered by the Maryland Medical Assistance Program rendered by an approved originating site provider  in a hospital emergency department setting for the treatment of cardiovascular disease or stroke that are distinct from the telemedicine services provided by a consulting provider; 
(b) The professional fee for an approved consulting provider for initial telemedicine consultation for services furnished before, during, and after communicating with the Medical Assistance participant presenting in a hospital emergency department setting with cardiovascular disease or stroke if:

(i) The consulting provider is not the physician of record or the attending physician; and

(ii) The initial telemedicine consultation is distinct from the care provided by the physician of record or the attending physician; and

(c) An approved originating site for the originating site facility fee for telemedicine services provided to a Medical Assistance participant for the treatment of cardiovascular disease or stroke if the telemedicine services rendered are: 

(i) Medically necessary;

(ii) Provided in a hospital emergency department setting in the State; and

(iii) Provided when there are no specialists available at the originating site to provide a consultation and review diagnostic tests integral to the consultation in a timely manner.
.06 Participant Eligibility.

A participant is eligible to receive telemedicine services if the individual:

A. Is enrolled in the Maryland Medical Assistance Program; 

B. For the Rural Access Telemedicine Program, consents to telemedicine services unless there is an emergency that prevents obtaining consent, which the originating site shall document in the participant’s medical record; and 

C. Is present at the originating site at the time the telemedicine service is rendered.

.07 Provider Conditions for Participation. 

A. To participate in the Program, the provider shall:

(1) Be enrolled as Medical Assistance Program provider; 

(2) Meet the requirements for participation in the Maryland Medical Assistance Program as set forth in:

(a) COMAR 10.09.36.02;

(b) COMAR 10.09.36.03; and

(c) The COMAR chapter defining the covered service being rendered; 
(3) Apply for participation in the Program using the application form designated by the Department; 

(4) Be approved for participation by the Department; and 
(5) Have a written contingency plan when telemedicine is unavailable .

B. Rural Access Telemedicine Program Approved Originating Site.  The following sites may be approved as an originating site for Rural Access Telemedicine Program service delivery: 

(1) A FQHC;

(2) A hospital, including the emergency department;

(3) A physician, nurse practitioner, or nurse midwife’s office;

(4) A renal dialysis center; 

(5) A local health department; and

(6) A nursing facility.

F. Rural Access Telemedicine Program Approved Distant Site.  The following provider types who practice within the State, the District of Columbia, or a contiguous state may be approved as consulting providers for Rural Access Telemedicine Program consultation services: 

(1) A physician; 

(2) A Nurse practitioner; and 

(3) A Nurse midwife
G. Cardiovascular Disease and Stroke Telemedicine Program Approved Originating Site. A Maryland hospital may be approved as an originating site for the Cardiovascular Disease and Stroke Telemedicine Program if no specialist is available to provide timely consultation and diagnostic evaluation for cardiovascular disease or stroke care. 
H. Cardiovascular Disease and Stroke Telemedicine Program Approved Distant Site. Consulting specialty providers who practice within the State, the District of Columbia, or a contiguous state may be approved as consulting providers for Cardiovascular Disease and Stroke Telemedicine Program consultation services. 
.08 Technical Requirements.

A. A provider of health care services delivered through telemedicine shall adopt and implement technology in a manner that supports the standard of care to deliver the required service. 

B. The technology is to be accredited or certified by a Department-recognized national organization.

C.  A provider of health services delivered through telemedicine shall have, at a minimum, video technology components as follows:
(1) A camera that has the ability to manually or under remote control provide  multiple views of a patient with the capability of altering the resolution, focus, and zoom requirements according to the consultation;

(2) Audio equipment that ensures clear communication and includes echo cancellation;

(3) Bandwidth speeds and resolution of video calls that is not less than 384kbt/s;

(4) Supports a frame rate of 15 frames per second where motion is assessed;

(5) Maintains video consultation for both sending the images and downloading at less than 300 milliseconds;

(6) Supports high definition video resolution; and

(7) Selects display monitor size depending on the hardware and software that is used in the telemedicine service.
.09 Confidentiality.

The originating and consulting providers:

A. Shall comply with the laws and regulations concerning the privacy and security of protected health information under:

(1) Health-General Article, Title 4, Subtitle 3, Annotated Code of Maryland; and

(2) The Health Insurance Portability and Accountability Act of 1996 (HIPAA), 42 U.S.C. §§1320det seq., as amended, the HITECH Act, 42 U.S.C. §§ 17932, et seq., as amended, and 45 CFR Parts 160 and 164, as amended;
B. Shall ensure that all interactive video technology-assisted communication comply with HIPAA patient privacy and security regulations at the originating site, the distance site, and in the transmission process; 

C. May not disseminate any participant images or information to other entities without the participant’s consent, unless there is an emergency that prevents obtaining consent; and

D. May not store at originating and distant sites the video images or audio portion of the telemedicine service for future use.  
.10 Medical Records.

A. The originating and consulting providers shall maintain documentation in the same manner as during an in-person visit or consultation, using either electronic or paper medical records.

B. Telemedicine records shall be retained according to the provisions of Health-General Article, §4-403, Annotated Code of Maryland.
C. The participant has access to all transmitted medical information, with the exception of live interactive video as there is often no stored data in such encounters.
.11 Limitations. 

A. A service provided through telemedicine is subject to the same program restrictions, preauthorizations, limitations, and coverage that exist for the service when provided other than through telemedicine.

B. A telemedicine service does not include:

(1) An audio-only telephone conversation between a health care provider and a patient;

(2) An electronic mail message between a health care provider and a patient;  
(3) A facsimile transmission between a health care provider and a patient; or

(4) A telephone conversation, electronic mail message or facsimile transmission between the originating and consulting providers without interaction between the consulting provider and the patient.

C. “Store and Forward” technology does not meet the Maryland Medical Assistance Program’s definition of telemedicine.

D. Telemedicine-delivered services may not bill to the Maryland Medical Assistance Program when technical difficulties preclude the delivery of part or all of the telemedicine session.
E. The Department may not reimburse for consultation that occurs during an ambulance transport. 
F. Telemental health services are not covered under this regulation but are covered under COMAR 10.21.30.
G. The Department may not reimburse for services that require in-person evaluation or that cannot be reasonably delivered via telemedicine.

H. The Department may not reimburse consulting providers for a facility fee. 

.12 Reimbursement.

A. There are two categories of fees that the Department shall reimburse an approved telemedicine provider, as applicable:

(1) Originating site facility fee; and

(2) Professional fee.

B. Originating Site Facility Fee.

(1) The originating site facility fee is set:

(a) In the Maryland Medical Assistance Program Physicians' Services Provider Fee Manual which is incorporated by reference in COMAR 10.09.07.02; or 

(b) By the Health Services Cost Review Commission for sites located in regulated space.

(2) Originating sites shall use the appropriate telemedicine service modifier.

(3) Fees paid to the originating site may be used to:

(a) Pay for line or per minute usage charges, or both; and

(b) Any additional programmatic, administrative, clinical, or contingency support at the originating site.

C. Professional Fee. 

(1) The professional fee for originating and consulting providers is set forth in the Maryland Medical Assistance Program Physicians' Services Provider Fee Manual which is incorporated by reference in COMAR 10.09.02.07. 

(2) Professional fees charged for telemedicine services shall be billed with the appropriate telemedicine service modifier. 

END NEW
JOSHUA M. SHARFSTEIN, M.D.

Secretary of Health and Mental Hygiene

