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Notice of Proposed Action

[12-033-P]

The Secretary of Health and Mental Hygiene proposes to: 

(1) Amend Regulations .02 and .08 under COMAR 10.05.01 General Requirements; and 

(2) Amend Regulations .01 and .24 and adopt new Regulation. 22 under COMAR 10.07.01 Acute General Hospitals and Special Hospitals. 

Statement of Purpose

The purpose of this action is to:

(1) Require hospitals and free standing ambulatory care facilities to establish a practitioner performance evaluation process; 

(2) Require hospitals to analyze the results of the practitioner performance evaluation process; 

(3) Require the practitioner performance evaluation process to include a certain review of care; 

(4) Require hospitals and freestanding ambulatory care facilities to take into account the results of the practitioner performance evaluation process for a member of the medical staff in a certain reappointment process; and

(5) Make certain stylistic changes.

Comparison to Federal Standards

In compliance with Executive Order 01.01.1996.03, this proposed regulation is more restrictive or stringent than corresponding federal standards as follows:

(1) Regulation citation and manner in which it is more restrictive than the applicable federal standard:

42 CFR §482.22, 42 CRF §482.12(a)(5)(6) (Hospitals) and 42 CFR §416.45 9(a)(b)(c) (Freestanding Ambulatory Facilities) require the same oversight as the proposed action but; proposed action has more specific language. 

(2) Benefit to the public health, safety or welfare, or the environment:

Assures oversight in regulated facilities of practitioners.

(3) Analysis of additional burden or cost on the regulated person:

Facilities will be required to incur the cost of external peer reviewers and the cost of training in for in house physicians to perform peer review. 

(4) Justification for the need for more restrictive standards:

Provides increased oversight of physicians practice in Ambulatory Service Care facilities and hospitals. 

Estimate of Economic Impact

I. Summary of Economic Impact. Hospitals and ambulatory surgery centers will be required to incur the cost of training physicians to perform practitioner performance review and/or the cost of contracting with external reviewers to perform these reviews. 

	 
	Revenue (R+/R-)
	 

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

	 
	


	
	
	

	A. On issuing agency:
	NONE
	

	B. On other State agencies:
	NONE
	

	C. On local governments:
	NONE
	

	 

	 
	Benefit (+)
Cost (-)
	Magnitude

	 
	


	
	
	

	D. On regulated industries or trade groups:
	(-)
	Indeterminable

	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.)

	D. Ambulatory Surgery Centers and Hospitals will be required to incur the cost of obtaining physicians to perform the review or will be required to purchase the services of external reviewers. This will have significant impact on small ambulatory surgery practices who have small medical staffs and will be required to use external review companies to comply.


Economic Impact on Small Businesses

The proposed action has a meaningful economic impact on small business. An analysis of this economic impact follows.

Ambulatory Surgery Centers will require two Peer Reviewers to perform review of cases every 2 years for each Medical Doctor. 

Impact on Individuals with Disabilities

The proposed action has no impact on individuals with disabilities.

Opportunity for Public Comment

Comments may be sent to Michele 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 regs@dhmh.state.md.us, or fax to 410-767-6483. Comments will be accepted through February 27, 2012. A public hearing has not been scheduled.

Subtitle 05 FREESTANDING AMBULATORY CARE FACILITIES 

10.05.01 General Requirements 

Authority: Health-General Article, §19-3B-01 et seq., Annotated Code of Maryland 

.02 Definitions.

A. (text unchanged)

B. Terms Defined.

(1)—(8) (text unchanged)

(9) “Unexpected adverse outcomes” means unanticipated negative outcomes, related to a patient’s medical treatment and not related to the natural course of the patient’s illness or underlying disease condition. 

.08 Quality Assurance Program. 

A.—C. (text unchanged)

D. Practitioner Performance Evaluation in a Facility. 

(1) The administrator shall ensure that the facility establishes a practitioner performance evaluation process that includes a review of care which shall: 

(a) Be undertaken for cases chosen at random and for cases with unexpected adverse outcomes;

(b) Be based on objective review standards;

(c) Include a review of the appropriateness of the plan of care for the patient, particularly any medical procedures performed on the patient, in relation to the patient’s condition; and

(d) Be conducted by at least two members of the medical staff who:

(i) Are of the same specialty as the member of the medical staff under review; and
(ii) Have been trained in the freestanding ambulatory care facility’s policies and procedures regarding practitioner performance evaluation. 
(2) A review of the care provided by a member of the medical staff who is a solo practitioner shall be conducted by an external reviewer. 

(3) A freestanding ambulatory care facility shall take into account the results of the practitioner performance evaluation process for a member of the medical staff in the reappointment process. 

[D.] E.—[F.] G. (text unchanged)

Subtitle 07 HOSPITALS 

10.07.01 Acute General Hospitals and Special Hospitals 

Authority: Health-General Article, §§19-308 and 19-319, Annotated Code of Maryland

.01 Definitions.

A. (text unchanged)

B. Terms Defined. 

(1)—(26) (text unchanged) 

(27) “Unexpected adverse outcomes” means unanticipated negative outcomes related to a patient’s medical treatment and not related to the natural course of the patient’s illness or underlying disease condition. 
[(27)] (28)—[(28)] (29) (text unchanged)

.22 Practitioner Performance Evaluation.

A. Consistent with the standards of the Joint Commission for focused and ongoing professional performance evaluations, the hospital shall establish a practitioner performance evaluation process that objectively evaluates the performance of each member of the medical staff. 

B. The hospital’s practitioner performance evaluation process shall include a review of care which shall: 

(1) Be undertaken for cases:

(a) Chosen at random; and

(b) With unexpected adverse outcomes;

(2) Be based on objective review standards;

(3) Include a review of the appropriateness of the plan of care for the patient, particularly any medical procedures performed on the patient, in relation to the patient’s condition; and 

(4) Be conducted by members of the medical staff, or at the discretion of the hospital, by external reviewers, who:

(a) Are of the same specialty as the member of the medical staff under review; 

(b) Have been trained to perform practitioner performance evaluation; and 

(c) Are not otherwise associated with the case under review. 

C. A hospital shall take into account the results of the practitioner performance evaluation process for a member of the medical staff in the reappointment process. 

.24 Physician Credentialing Process. 

A.—D. (text unchanged)

E. Specific Standard — Reappointment 

(1)—(2) (text unchanged)

(3) As part of the formal written appointment process, a hospital shall collect, verify, review, and document the following information about the physician: 

(a) (text unchanged)

(b) Concerning the physician’s pattern of performance based on an analysis of the following:

(i)—(v) (text unchanged)

(vi) An assessment of current mental and physical health status; [and] 

(vii) Attitudes, cooperation, and the ability to work with others; and 

(viii) The results of the Practitioner Performance Evaluation process as described in Health-General Article, §§19-3B-01—19-3B-09, Annotated Code of Maryland.

F.—I. (text unchanged)

JOSHUA M. SHARFSTEIN, M.D.
Secretary of Health and Mental Hygiene
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Subtitle 09 MEDICAL CARE PROGRAMS

10.09.18 Oxygen and Related Respiratory Equipment Services

Authority: Health-General Article, §§2-104(b), 15-103, [and] 15-105, and 15-129, Annotated Code of Maryland 

Notice of Proposed Action

[12-006-P]

The Secretary of Health and Mental Hygiene proposes to amend Regulation .04 under COMAR 10.09.18 Oxygen and Related Respiratory Equipment. 

Statement of Purpose

The purpose of this action is to require providers of oxygen and related respiratory equipment to document face-to-face encounters with Medicaid recipients within 6 months prior to ordering oxygen services, supplies, and equipment.

Comparison to Federal Standards

There is a corresponding federal standard to this proposed action, but the proposed action is not more restrictive or stringent.

Estimate of Economic Impact

The proposed action has no economic impact.

Economic Impact on Small Businesses

The proposed action has minimal or no economic impact on small businesses.

Impact on Individuals with Disabilities

The proposed action has no impact on individuals with disabilities.

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 regs@dhmh.state.md.us, or fax to 410-767-6483. Comments will be accepted through February 13, 2012. A public hearing has not been scheduled.

.04 Covered Services. 

A.—E. (text unchanged) 

F. The items in §A(1)—(5) of this regulation are covered when they are ordered in writing, by a physician, including documentation that a face-to-face encounter occurred within 6 months before ordering prescribed services, as follows: 

(1)—(3) (text unchanged) 

JOSHUA M. SHARFSTEIN, M.D.
Secretary of Health and Mental Hygiene
