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DEPARTMENT OF HUMAN SERVICES



BUREAU OF HEALTH PLANNING AND DEVELOPMENT

CHAPTER 505
APPROPRIATENESS REVIEW PROCEDURES AND CRITERIA


Summary:
These rules govern the implementation of the Department's appropriateness review function mandated under Section 1523(a)(6) of PL 93-641, the National Health Planning and Resources Development Act of 1974, as amended.  This Act requires the review on a periodic basis of all institutional health services offered in the state, and the publication of findings by the Department after consideration of recommendations made by the Maine Health Systems Agency, Inc. with respect to the appropriateness of such services,


These review procedures and criteria include definitions of terms, a listing and definitions of services to be reviewed, a schedule for review of these services, procedures for review, types of information required and criteria to be considered in the conduct of appropriateness reviews in the areas of service availability, accessibility, quality, continuity, cost and other related factors,

1.
DEFINITIONS

A.
The term "institutional health services" means health services which are provided in or through health care facilities (as defined in E. below) or health maintenance organizations (as defined in F. below) and entail annual operating costs of at least $75,000 for the 12 month period beginning October 1, 1979 or, in any 12 month period thereafter, the figure in effect for the preceding 12 month period in an index specified by the Secretary of the Department of Health and Human Services.

B.
The term "existing institutional health services" or "services" means institutional health services:

1.
being offered in the health service area at the time of review for appropriateness, or

2.
offered at any time in the 12 months prior to the review and also planned to be offered at any time in the 12 months following the review, or

3.
which will be offered during the 12 months following the review.

C.
A finding of "appropriateness" means a finding that a service meets the needs of a population, in accordance with the general criteria set forth below and any specific criteria or standards published by either SHPDA or BSA prior to the commencement of its review of an existing health service.

D.
The term "areawide review" means the review of a specific existing institutional health service as delivered by all the institutions providing the service in the State of Maine or in such other substate areas as may be deemed appropriate:

1.
which shall culminate in recommendations regarding the appropriateness of that service over the entire health service area, or such other substate areas as deemed appropriate, and

2.
which may result in recommendations regarding the appropriateness of that service in a particular institution.

E.
The term “health care facility” means hospitals, skilled nursing facilities, kidney disease treatment centers (including freestanding hemodialysis units), intermediate care facilities, rehabilitation facilities, organized ambulatory care facilities and ambulatory surgical facilities, but does not include Christian science sanitariums operated, or listed and certified, by the First Church of Christ, Scientist, Boston, Massachusetts.  Further:

1.
The term “hospital” means an institution which primarily provides to inpatients, by or under the supervision of physicians, diagnostic services and therapeutic services for medical diagnosis, treatment and care of injured, disabled or sick persons.  This term also includes psychiatric  and tuberculosis hospitals.

2.
The term “psychiatric hospital” means an institution which primarily provides to inpatients, by or under the supervision of A physician, psychiatric services for the diagnosis and treatment of mentally persons.

3.
The term "tuberculosis hospital” means an institution which primarily provides to inpatients, by or under the supervision of a physician, medical services for the diagnosis and treatment of tuberculosis.

4.
Skilled Nursing Facility.  A facility or distinct part of a facility licensed or certified by the Department of Human Services as a skilled nursing facility to provide skilled nursing care -- a service necessitating skilled nursing techniques and/or medical therapy of a complex and/or intensive degree on a long-term basis.  The care would meet the current health needs and promote the maximum physical and psychosocial well-being of patients receiving such care on a 24-hour basis.  Licensed nursing care and supervision is required.

5.
Intermediate Care Facility.  A facility or distinct part of a facility licensed or certified by the Department of Human Services as an intermediate care facility to provide medically and socially oriented nursing care necessitating licensed Nursing supervision and/or services and/ or  medical therapy of a moderately complex yet specific nature on a long-term basis.  This care would meet the current health needs and promote the maximum physical and psycho-social well-being of patients receiving such care.

6.
The term "rehabilitation facility" means an inpatient facility which is operated for the primary purpose of assisting in the rehabilitation of disabled persons through an integrated program of medical and other health services which are provided under competent professional supervision. The term "organized ambulatory care facility" means a facility which provides health care services to patients not requiring inpatient care and includes health centers, outpatient clinics, and facilities providing diagnostic and therapeutic radiology services, but does not include the offices of physicians, dentists and other health professionals, whether in individual or group practice.

7.
The term “organized ambulatory care facility” means a facility which provides health care services to patients not requiring inpatient care and includes health centers, outpatient clinics, and facilities providing diagnostic and therapeutic radiology services, but does not include the offices of physicians, dentists, and other health professionals, whether in individual or group practice.

8.
The term “ambulatory surgical facility” means a facility, not a part of a hospital, which provides surgical treatment to patients not requiring hospitalization.  The term does not include the offices of private physicians or dentists, whether, for individual or group practice.

F.
The term "health maintenance organization" or "HMO" means a public or private organization organized under the laws of any State, (1) which is a qualified health maintenance organization under section 1310(d) of the Public Health Service Act, or (2) which:

1.
provides or otherwise makes available to enrolled participants health care services, including at least the following basic health care services: usual physician services, hospitalization, laboratory, X-ray, emergency and preventive services, and out of area coverage; and

2.
is compensated (except for copayments) for the provision of the basic health care services listed in paragraph (2)i. of this definition to enrolled participants by a payment which is paid on a periodic basis without regard to the date the health care services are provided and which is fixed without regard to the frequency,, extent, or kind of health service actually provided; and

3.
provides physicians' services primarily (1) directly through physicians who are either employees or partners of the organization, or (2) through arrangements with individual physicians or one or more groups of physicians (organized on a group practice or individual practice basis).

G.
The term "health maintenance organization for which assistance may be provided under Title XIII" means a health maintenance organization which is qualified under Section 1310(d) of the Public Health Service Act or an HMO which the Secretary of the Department of Health and Human Services determines, upon the bases of an application and the submission of any information and assurances which he finds necessary, may be eligible for assistance under Title XIII of the Social Security Act.

H.
The term “health” includes physical and mental health.

I.
The term "health services" means clinically related (i.e., diagnostic, treatment, or rehabilitative), preventive and health education services, and includes:

1.
alcohol, drug abuse, and mental health services which are provided by fixed or mobile computed tomographic (CT) scanning equipment.  A CT head scanner and a CT body scanner are considered to provide separate services.  A CT fixed scanner and a CT mobile scanner are considered to provide separate services.

J.
The term "Person” means an individual, a trust or estate, a partnership, a corporation (including associations, joint stock companies, and insurance companies), a State, a political subdivision or an instrumentality (including a municipal corporation) of a State, or any other legal ..entity recognized by the State.

K.
The term "Act” refers to the National Health Planning and Development Act of 1974 as amended.

2.
SERVICES TO BE REVIEWED

A.
Existing institutional health services will be reviewed  by the Maine Health Systems Agency, Inc. according to the review schedule which follows.  Completion dates shown in the following schedule represent, to the extent practicable, the date on which the MHSA Board of Trustees shall forward its recommendation to the Bureau of Health Planning and Development.  The Bureau of Health Planning and Development will complete its review and publish its findings with respect to each scheduled institutional health service within one year of the receipt of an appropriate recommendation from the Maine Health Systems Agency, Inc., provided that the Agency completes its review on a timely basis.  If the MHSA fails to make such a timely recommendation, the Bureau shall provide notice of the beginning of its review not later than 120 days after the scheduled completion of the MHSA's review as shown in the following schedule.  If the MHSA subsequently completes its review of the scheduled institutional health service and forwards its recommendation with respect to the appropriateness of such services to the Bureau prior to the date on which the State agency makes its decision, the State agency will consider the MHSA's recommendation.

B.
Schedules for Review










MHSA

MHSA










Start Date
End Date


Open Heart Surgery Services


11/1/80
4/30/81


Cardiac Catheterization Services


11/1/80
 4/30/81


Megavoltage Radiation Therapy Services
2/l/80

7/31/81


Computerized Axial Tomographic


Scanning Services




2/l/81

7/31/81


End Stage Renal Dialysis Services

6/l/81

11/30/81


Neonatal Special Care Nurseries


8/1/81

1/31/82


Pediatric Care Services



8/1/81

1/31/82


Obstetrical Care Services



8/1/81

1/31/82


Intermediate Care Facilities


12/1/81
5/31/82


Skilled Nursing Facilities



12/l/81
5/31/82


Home Health Care Services


12/l/81
5/31/82


Psychiatric Care Services



3/l/82

8/31/82


Chemical Dependency Services


3/l/82

8/31/82


ICU/CCU Service




7/l/82

12/11/82


Medical/Surgical Services



7/l/82

12/11/82

C.
Definition of Services

1.
open Heart Surgery Services.  Services dealing with a class of highly technical operations on the heart and intrathoracic great vessels which requires temporary use of cardiopulmonary bypass equipment to perform the functions of circulation during surgery.

2.
Cardiac Catheterization Services.  Services associated with procedures for diagnosing disorders of the heart, lung, and the great vessels with the resource capability to insert catheters into the heart and adjacent great vessels, to reliably measure multiple parameters of cardiac physiological activity and to obtain visualization of the appropriate heart chambers and adjacent vessels.

3.
Megavoltage Radiation Therapy Services.  Services associated with a field within medicine which employs the use of high energy ionizing radiation for the treatment of disease.

4.
Computerized Axial Tomographic Scanning Services.  Services associated with a diagnostic imaging device which uses a computer to analyze the differential strength of X-ray beams passed through body tissues in order to locate and identify abnormalities.

5.
End Stage Renal Disease Services: Services associated with the stage of renal impairment which is almost always irreversible and permanent, and requires dialysis or kidney transplantation to maintain life.  ESRD services include, but are not limited to, the following, which are provided in health care facilities:

(a)
Renal dialysis - a process by which waste products and excess fluid are removed from an ESRD patient's body by osmosis from one fluid compartment to another hemodialysis and peritoneal dialysis);

(b)
Renal transplantation - a process by which a kidney is excised from a live or cadaveric donor and such kidney is implanted in an ESRD patient and supportive care is furnished to the living donor and to the recipient following implantation.

6.
Neonatal Special Care Nurseries.  Specialized nursing units which concentrate on seriously ill neonates needing constant observation and specialized support equipment and care.  Neonatal special care units usually take on a regionalized configuration with three specific levels of care:

(a)
Level I. A Level I unit primarily provides services for uncomplicated maternity and newborn patients with critical consideration given to the earliest possible detection of the "high-risk” maternity and newborn patient and the capability to provide emergency obstetric and newborn care;

(b)
Level II.  A Level II unit provides a full range of maternal and neonatal services for uncomplicated patients and for the majority of complicated obstetrical problems and certain neonatal illnesses.  Level II units are those which are equipped either to provide for in-hours patients only (nonreferral) or for both in-house and referral patients (referral).

(c)
Level III.  A Level III unit provides care for normal patients but especially for all the serious types of maternal-fetal and neonatal illnesses and abnormalities. Level III units provide continuing education to improve the overall quality of care and generate, develop, and evaluate new concepts and techniques in prenatal and perinatal pare.  A Level III unit may be actively engaged in clinical and basic research related to perinatal health.  Pediatric Care Services.  Inpatient and outpatient services provided in health care facilities to care for medical/and or surgical patients less than 14 years old, excluding neonatal special care nurseries.

8.
Obstetrical Care Services.  Inpatient and outpatient services provided in health care facilities to maternity and newborn patients.  Also see "Neonatal Special Care Nurseries” in this section for definition of level of care designations for obstetric services.

9.
Intermediate Care Facilities.  Facilities licensed or certified by the Department of Human Services as intermediate care facilities to provide medically and socially oriented nursing care necessitating licensed nursing supervision and/or services and/ or medical therapy of a moderately complex yet specific nature on a long-term basis.  This care would meet the current health needs and promote  The maximum physical and psychosocial well-being of patients receiving such care.

10.
Skilled Nursing Facilities.  Facilities licensed or certified by the Department of Human Services as skilled nursing facilities to provide skilled nursing care -- a service necessitating skilled nursing techniques and/or medical therapy of a complex and/or intensive degree on a long-term basis.  The care would meet the current health needs and promote the maximum physical and psychosocial well-being of patients receiving such care. on a 24-hour basis.  Licensed nursing care and supervision is required.

11.
Home Health Care Services.  A health care service provided by an agency in a patient's residence for pay or other consideration according to a written and signed plan of treatment prescribed by a physician.  The health care services provided in a patient's residence include nursing care, physical therapy, occupational therapy, speech therapy, medical social service, home health aide, furnishing medical supplies, and nutritional counseling.

12.
Psychiatric Care Services.  A service provided by hospitals or other health care facilities which deals with the study, treatment, and prevention of mental illness.

13.
Chemical Dependency Service.  An acute inpatient or outpatient service which specializes in the treatment of patients with substance addiction.

14.
ICU/CCU Service.  A specialized nursing service or unit which concentrates within one area of a hospital seriously ill patients needing constant nursing care and observation.  The service may limit itself to the care of just cardiac patients, or may serve a mixed population.

3.
(Reserved)

4.
PROCEDURES

A.
Written Notification of the Beginning of a Review.

1.
The Department shall provide notice of the beginning of its review of each existing institutional health service.  Such notice shall be provided not later than the date on which it is scheduled to commence its review of such existing institutional health service and will contain the following information:

a.
an identification of the specific service to be reviewed;

b.
an identification of the schedule for the initiation and completion of the Department's review of that service;

c.
an indication of the manner in which interested and affected persons may participate in the Department's review activities.

2.
Such notice shall be provided in the following manner:

a.
to the general public, by means of a legal notice in a daily newspaper of general circulation in the area, and

b.
by sending a notice by mail to the following affected parties;

(i)
The Maine Health Systems Agency, Inc.;

(ii)
All health care facilities located within the state which provide, or have shown interest or intent in providing, institutional health services, provided that intermediate care facilities, skilled nursing facilities, and home health agencies will not be notified by mail of the review of the following services.

(AA)
open heart surgery;

(BB)
cardiac catheterization;

(CC)
megavoltage radiation therapy;

(DD)
CT scanners;

(EE)
end-stage renal dialysis;

(FF)
neonatal special care nurseries;

(GG)
 pediatrics;

(HH)
psychiatric care;

(II)
chemical dependency units;

(JJ)
obstetrics, and

(KK)
CCU/ICU units.

(iii)
Health care associations;

(iv)
Health maintenance organizations located in the health service area;

(v)
The appropriate Regional Planning Commission(s);

(vi)
Other appropriate general or special purpose regional planning or administrative agencies (including area agencies or aging and local and/or regional alcohol abuse, drug abuse and mental health planning agencies);

(vii)
The Pine Tree organization for Professional standards Review, Inc.;

(viii)
The Maine Health Facilities Cost Review Board;

(ix)
The Voluntary Budget Review organization of Maine;

(x)
Blue Cross/Blue Shield of Maine; 

(xi)
The United Health Systems Agency of New Hampshire, and

(xii)
Any other interested party who requests such notification in writing to the Maine Health Systems Agency, Inc.

B.
Review Schedules


To the extent practicable, the Department's review of the appropriateness of each scheduled existing institutional health service will be completed and written findings developed within 180 days of the Department's notification to affected persons of the beginning of such review.

C.
Submission of Information by Health Care Institutions


To the fullest extent practicable, the Department will attempt to limit the information it needs to conduct its review and develop its findings of the appropriateness of each existing institutional health service to that which was secured by the Maine Health Systems Agency, Inc. in the course of its review of the service.  This will be facilitated by the Bureau's representation on any Maine Health Systems Agency, Inc. task force.  As soon as practicable, but in no event any later than the date on which the Department is scheduled to commence its review of an existing institutional health service, the Director of the Division of Planning and Administration of the Bureau of Health Planning and Development shall inform the Maine Health Systems Agency, Inc. of the information, if any, the Department will need to conduct its review and develop its findings which the Agency did not forward to the Bureau with its findings and recommendations.  The Agency will comply with all reasonable requests of the Bureau, forwarding such information to the Bureau as soon as practicable or providing the Bureau with an opportunity to reproduce such information at the Bureau's offices.  In making any such request for information from the Agency, the Director of the Division of Planning and Administration shall specify the date by which the Agency is requested to forward the required information or provide the Bureau with an explanation as to why it is unable to do so. 


As soon as practicable, but not later than ten days from the day on which the written notices announcing the formal beginning of the Department's review of a specific service are mailed, the Director of the Division of Planning and Administration of the Bureau of Health Planning and Development shall mail a written request for the information the Department will need to conduct its review and develop its findings with respect to the appropriateness of an existing institutional health service and which it has not been able to secure through other means to each institution which offers the service under review.  Such requests shall be consistent with the information requirements described in Appendix A. - Information Guidelines With Respect to Appropriateness Reviews.  The request for information may, as considered necessary by the Director of Plan Development, contain additional instructions and interpretations of the information requirements to best suit the needs of the Department with respect to the institutional health service subject to review.  Such instructions and interpretations may vary according to the purpose for which a particular review is being conducted and the type of institutional health service being reviewed.  In all such requests the confidentiality of the patient/physician relationship shall be observed.  Information requests will give due consideration to the costs of securing such information.


During the course of its review, the Department of Human Services may not require additional information of a person subject to review which is not described in Appendix A.-Information Guidelines With Respect to Appropriateness Reviews as clarified by any instructions and interpretations provided by the Director of the, Division of Plan Development.  However, nothing in this Manual shall prohibit a person subject to review from providing such additional information if requested by the Department of Human Services.


The notice provided by the Director of the Division of Plan Development shall specify the date by which persons subject to review must submit the information the Department will need to conduct its review and develop its findings regarding the appropriateness of the service to the Department.

D.
Access to Pertinent Written Materials


The Bureau shall make all pertinent written materials received or developed during the course of its review of a specific institutional health service available to the public.  Pertinent written materials include, but are not limited to, the information submitted by institutions which offer the service under consideration other communications between the Bureau and the Maine Health Systems Agency, Inc. and reports prepared by the Bureau's staff.


Members of the public may inspect such written material during the Bureau's scheduled business hours or may request that such material be copied and mailed to them.  Such requests shall be made in writing to the Director of the Bureau of Health Planning and Development who shall attempt to honor them within three working days.  Institutions will be notified by the Director of any release of institution-specific data.  In responding to any such requests, the confidentiality of the patient/ physician relationship shall be observed.  A fee may be charged by the Bureau to recover the actual cost of copying and mailing requested materials.  The Director of the Division of Planning and Administration shall maintain a record of all requests received and shall make that record available for inspection by interested and affected parties.

E.
Public Hearings


Any person who may be directly affected by the Department's review of a specific service may request the Bureau of Health Planning and Development to hold a public hearing during the course of its review of that service.  To be effective such a request must be received by the Bureau of Health Planning and Development within thirty days of the date on which the Department announces the commencement of its review of the existing institutional health service.  Such a hearing will be held on the preliminary analysis and findings of the Bureau of Health Planning and Development, a copy of which shall be made available to interested and affected parties a reasonable time prior to the scheduled hearing.  The Bureau of Health Planning and Development will be charged with conducting such a hearing.  Persons who may be directly affected by the Department's review include institutions which offer services which are similar to the services under consideration, members of the public who have used or may need to use the service under consideration and all those who received a written notice of the beginning of the Department's review of the service under consideration.  The Director of the Bureau of Health Planning and Development or his/her designee shall preside at hearings held pursuant to such a request.  The person who made the request and other interested and affected persons may offer testimony at such public hearings.  The Bureau's staff shall:

1)
Make the necessary arrangements for each hearing requested by persons affected by the review;

2)
Mail a written notice containing the following information to the person or persons who requested the hearing and all those who received a written notice of the beginning of the Department's review of the service under consideration at least one week prior to the scheduled hearing: 

(a)
the date, time, and location of the hearing;

(b)
the manner in which they may inspect or receive copies of pertinent written material, and

(c)
the manner in which they may participate in the Department's review of the service under consideration.

3)
Place a legal notice containing the same information contained in the written notices described above in a major daily newspaper serving each area in which an institution that offers the service under consideration is located.

F.
Written Findings

1)
At the conclusion of its review of a specific service, and after taking into consideration the recommendations of the Maine Health Systems Agency, Inc., the Department shall develop written findings regarding the appropriateness of the existing institutional health service under review.  The Department of Human Services may not make a finding that an existing institutional health service is inappropriate unless it has stated in writing that the service has not met one or more of the established general or specific criteria and the ways in which the service failed to meet the criteria, including any that are beyond the control of the person(s) providing the service.


The Department of Human Services, in conducting an aerated review resulting in institution-specific findings, may not make a finding that an existing institutional health service provided by or through an HMO is inappropriate solely because there is an HMO of the same type, as specified in Section 1310(b) of the Public Health Service Act, in the same health service area, or solely because the services being reviewed are not discussed in the applicable health systems plan, annual implementation plan, or State health plan.


To the extent practicable, the Department shall also develop suggestions for remedial action with respect to any service it has found to be inappropriate.

2)
The Department shall mail a copy of its findings regarding the appropriateness of existing institutional health services as well as any suggestions for remedial action with respect to any service it has found to be in appropriate to each health care institution which offers such service, those who received a written notice of the beginning of the Department's review of such service and those persons who offered testimony at any public hearing held by the Bureau with respect to the Department's review of the service.  To the extent considered practicable, the Department will attempt to notify affected institutions of the release of any findings prior to any publication of such findings.  The Department may also publish its finding and recommendations for remedial  action, if any, in a major daily newspaper serving each area in which an institution that offers the service is located thirty  days after the date on which the Commissioner of the Department readers the Department's findings with respect to the service.  If a request for reconsideration is received during the thirty day period, the Department will delay any intended publication of its findings until after it has decided whether to grant the request for reconsideration and, if so, after the Department's reconsidered findings are rendered by the Commissioner.

3)
If the Department makes a finding regarding an existing institutional health service which is not consistent with the goals of the applicable Health Systems Plan or the priorities of the applicable Annual Implementation Plan adopted by the Maine Health Systems Agency, Inc., the Department will submit to the Maine Health Systems Agency, Inc., a detailed statement of the reason(s) for the inconsistency.

G.
Reconsideration of the Department's Findings

1)
Any affected person may request the Department to hold a public hearing to reconsider its findings regarding the appropriateness of an institutional health service.  The Department will grant such a request if it is (a) made in writing, (b) received by the Bureau of Health Planning and Development  Within thirty days of the date on which the Commissioner of the Department rendered the Department's findings with respect to the service, and (c) demonstrates there is good cause to reconsider the Department's findings.  A request will be considered to have demonstrated good cause to reconsider the Department's findings if, in the opinion of the Commissioner of the Department it (a) presents significant relevant information not previously considered by the Department, (b) demonstrates that there have been significant changes in factors or circumstances relied on by the Department in developing its findings, (c) demonstrates that the Department materially failed to follow the procedures it adopted and published in developing its findings, or (d) provides such other bases to reconsider the Department's findings as the Commissioner determines constitutes good cause.

2)
In any case in which the Commissioner determines that the Department has received a timely written request which demonstrates good cause to reconsider the Department's findings regarding the appropriateness of a specific institutional health service, the Commissioner or such other individual as he or she might designate shall hold a public hearing to reconsider the Department's findings.  Such public hearing shall, to the extent practicable, be held within thirty days of the date on which the Commissioner agreed to reconsider the Department's  findings.  The hearing will be conducted pursuant to Sub-chapter IV, Title 5, MRSA.

3)
The Director of the Division of Planning and Administration shall mail a written statement of the Department's reconsidered findings to the person who made the request and all other interested and affected persons (including those persons who provided testimony at the public hearing(s) held by the Department) within forty-five days of the day on which the Department held the public hearing. pursuant to the request to reconsider the Department's findings.

H.
Published Reports


At intervals of three months the Bureau of Health Planning and Development will prepare and make available to affected and interested persons reports concerning the status of each review and any related findings developed since publication of the previous such report.

I.
Appeal of the Department's Findings

1)
If the Department makes a finding regarding the appropriateness of an existing institutional health service which is inconsistent with the recommendation made with respect thereto by the Maine Health Systems Agency, Inc., such finding (and the record upon which it is based) shall be reviewed upon the request of the Maine Health Systems Agency, Inc.


To be effective, the Maine Health Systems Agency, Inc.'s request for a review of the Department's decision must be received by the Bureau of Health Planning and Development within thirty days of the date on which the Commissioner of the Department rendered the Department's findings with respect to the service.  Any such review shall be conducted by an agency of the State (other than the Department of Human Services) designated by the Governor.  The finding of the reviewing body shall be considered the final finding of the Department of Human Services.  If the reviewing body makes a finding which is not consistent with the goals of the applicable Health Systems Plan or the priorities of the applicable Annual Implementation Plan adopted by the Maine Health Systems Agency, Inc., it will submit to the Maine Health Systems Agency, Inc. a detailed statement of the reason(s) for the inconsistency.

2)
If the Department makes an institution-specific finding that an existing institutional. health service is inappropriate, such finding (and the record upon which it is based) shall be reviewed upon the request of the institution providing that service.  To be effective, the affected institution's request for a review of the Department's decision must be received by the Bureau of Health Planning and Development within thirty days of the date on which the commissioner of the Department rendered the Department's findings with respect to the service.  Any such review shall be conducted by an agency of the State (other than the Department of Human Services) designated by the Governor.  The finding of the reviewing agency shall be considered the final finding of the Department of Human Services.

5.
GENERAL CRITERIA


The Maine Health Systems Agency, Inc. and the Department of Human Services shall use the following general criteria relating to the availability, accessibility, acceptability,. continuity, cost, and quality of the service in conducting appropriateness reviews.  Criteria based upon the following general criteria specific to the service(s) being reviewed shall be developed and published along with the written request(s) for information needed by the MHSA and the Department to conduct any particular review.  Specific standards relating to the criteria may also be developed and published prior to the formal commencement of a review by the MHSA or the Department.  If a service compares unfavorably with one or more of the criteria, it may result in the MHSA and/or the Department finding that service to be inappropriate.  However, if during the course of their respective reviews the MHSA or the Department determines any criterion published prior to their reviews to be inadequate, that criterion shall not be used in their development of findings on the service(s) in question.  In the case of areawide reviews which result in institution-specific findings of services provided by or through HMO's, the considerations shall be limited to those set forth in paragraph (H) of this section.

A.
The relationship of the health services being reviewed to the applicable health systems plan, annual implementation plan, and State health plan.

B.
The relationship of the services reviewed to the long-range development plan (if any) of the person providing the services.

C.
The need that the population served has for the services, and the extent to which low income persons, racial and ethnic minorities, women, handicapped persons, and other underserved groups have access to those services.

D.
The availability of less costly or more effective alternative methods of providing the services.

E.
The relationship of the services reviewed to the existing health care system of the area in which the services are provided.

F.
The availability of resources (including health manpower, management personnel and funds for capital and operating needs) for the provision of the services reviewed and the availability of alternative uses of these resources for the provision of other health services.

G.
The special needs and circumstances of those entities which provide a substantial portion of their services or resources or both, to individuals not residing in the health service areas in which the entities are located or in adjacent health services areas.  These entities may include medical and other health professions schools, multidisciplinary clinics, and specialty centers.

H.
The special needs and circumstances of HMOs.  In the case of areawide reviews which result in institution specific findings regarding services provided by or through an HMO, the needs and circumstances shall be limited to:

1.
The needs of enrolled members and reasonably anticipated new members of the HMO for the existing institutional health services provided by the organization.

2.
Whether the services could be obtained from non-HMO, or other HMO providers in a reasonable and cost-effective manner which is consistent with the basic method of operation of the HMO.

3.
Any other factors which the State Agency may propose and the Secretary of the Department of Health and Human Services may find to be consistent with the purpose of Title XIII of the Act.

I.
The special needs and circumstances of biomedical and behavioral research projects which are designed to meet a national need and for which local conditions offer special advantages.

J.
The importance of recognizing the public's choice of allopathic or osteopathic health services by considering the unique needs and circumstances of providers of allopathic and osteopathic health care.

K.
The contribution of the existing institutional health services in meeting the health related needs of Members of medically underserved groups and groups which have traditionally experienced difficulties in obtaining equal access to health services (for example, low income .persons, racial and ethnic minorities, women and handicapped persons) particularly those needs identified in the applicable health systems plan, annual implementation plan and State health plan as deserving of priority.

L.
The special circumstances of health service institutions with respect to the need for conserving energy.

M.
In accordance with Section 1502(b) of the Act, the effect of competition on the supply of the health services being reviewed.

N.
Improvements or innovations in the financing and delivery of health services which foster competition, in accordance with Section 1502(b) of the Act, and serve to promote quality assurance and cost effectiveness.

0.
The quality of care provided by the services or facilities in the past.

.APPENDIX A
Information Guidelines With Respect to Appropriateness Reviews


The following Guidelines are to be used as the framework for task forces.  Plan Development committee and Bureau of Health Planning and Development use in the development of specific criteria, standards and a data questionnaire related to the specific institutional health service under review.

A.
Document the need which the population served, including low income persons, racial and ethnic minorities, women, handicapped persons and other historically underserved groups, have for the existing institutional health service subject to review.  To assist in making this determination the following information may be requested:

1.
A description of the community or service area served by the existing institutional health service.  The information required may include a description of the geographic area served and the population characteristics of the population residing within the area as well as, to the extent practicable, the characteristics of any unique group, such as the elderly, residing in the service area which the particular service under review is intended to serve.  Patient origin studies may be necessary to adequately document the historical service area of the service under review.  Release of specific data, such as that stored by the Maine Health Data Service or the Maine Health Information center, may be required.

2.
Historical utilization information, preferably statistical in nature, for the three most recent calendar years (or such other periods as may be prescribed by the Maine Health Systems Agency, Inc. and/or the Bureau of Health Planning and Development) of operation of the existing institutional health service.  Such historical utilization data should be reconciled or reconcilable to the service area/patient origin data described above.  The Maine Health Systems Agency, Inc. (MHSA) and/or the Bureau of Health Planning and Development (the Bureau) may require that the historical utilization data be presented on a monthly, quarterly or semi-annual basis.  Releases of specific utilization data, such as that stored by the Maine Health Data Service or the Maine Health Information Center, may be required.

3.
Documentation that the historical utilization of the existing health service subject to review has been appropriate, necessary and of high quality.  The MHSA and/or the Bureau may require the facility to provide evidence, including that provided by special studies, from the Pine Tree Organization for Professional Standards Review or any other competent organization, including the Medicare or Medicaid fiscal intermediary, that the level of historical utilization of the existing health service subject to review has been appropriate, necessary, and of high quality.

4.
A three year projection of expected future need and demand for the existing health service.  The projection should take into consideration the historical utilization patterns of the existing health service, expected changes in the population served, expected changes in the facility's share of the market, expected changes in other relevant components of the health care system, including expected changes in other similar existing institutional health services.  All assumptions and sources of data should be disclosed.  The facility should also fully disclose how the projections relating to the service subject to review relate to the long-range development plans of the institution.

5.
A description of the accessibility of the community or defined service area to the existing institutional health service subject to review.  The description should address the geographic accessibility of the service, the availability of adequate transportation services to assure the accessibility of the service and should contain an analysis of the contribution of the existing institutional health service, if any, in meeting the health related needs of the members of any medically underserved groups and groups which have traditionally experienced difficulties in obtaining equal access to health services (for example, low income persons, racial and ethnic minorities, women, and handicapped persons) particularly those needs identified in the applicable health systems plan, annual implementation plan and State health plan as deserving priority.

6.
An analysis of the relationship between the existing health service being reviewed and the existing health care system of the area in which the service is provided.  The facility should discuss how the existing relationship is expected to change as it implements its long-range development plans.  The facility should also disclose which alternatives, if any, might, in its opinion, be more effective and/or less costly in meeting the need addressed by the existing institutional health service subject to review and indicate if such alternatives are available and, if not, what barriers exist which result in such alternatives not being readily available.

7.
A description of how the existing institutional health services subject to review relate to the applicable health systems plan, annual implementation plan and State health plan, and

8.
If applicable, a description as to how the existing institutional health service subject to review relates to the:

a.
special needs and circumstances of entities which provide a substantial portion of their services or resources or both to individuals not residing in the health service area in which the entities are located or in adjacent health service areas.  These entities may include medical and other health professions schools,, multidisciplinary clinics, specialty centers and facilities which must respond to significant seasonal population variations, particularly those associated with tourism.  Such entities should be required to provide documentation of the effect of such special circumstances.

b.
special needs and circumstances of biomedical and behavioral research projects which are designed to meet a national need for which local conditions offer special advantages, and

c.
the special needs and circumstances of HMO's.  In the case of areawide reviews which result in institution-specific findings regarding services provided by or through an HMO, the special needs and circumstances of the HMO shall be limited to:

(1)
The needs of enrolled members and reasonably anticipated new members of the HMO for the existing institutional health services provided by the organization.

(2)
Whether the services could be obtained from non-HMO, or other HMO providers, in a reasonable and cost-effective manner which is consistent with the basic method of operation of the HMO.

B.
Document the cost-effectiveness of the existing institutional health service subject to review.  In addition to the information provided in response to Question A (particularly that relating to the need for and quality of the service), the following information may be requested to assist in making the determination:

1.
Documentation of the availability of sufficient human resources (health manpower and management personnel) to operate the existing institutional health service subject to review at an acceptable level of care.  Where specialized medical personnel (such as radiation therapists) or personnel with special training are required to provide the service at an acceptable level of care, the facility should be required to document the availability of such personnel.  The facility should be required to document substantial compliance with any applicable minimum staffing requirements of the Department of Human Services.

2.
Documentation of the availability of sufficient funds. for capital and operating needs to operate the existing institutional health service subject to review at an acceptable level of care.  The facility should be required to provide audited financial statements and/or cost reports prepared for reimbursement under Titles XVIII or XIX for the three most recent fiscal years (or period which corresponds with the information requested in Question A 2) as well as corresponding financial information for the most current budget year as prepared for the Voluntary Budget Review Organization or the Health Facilities Cost Review Board with respect to the service under review.

3.
Disclosure of the annual operating cost savings which would reasonably be expected to result from the discontinuance or reduction of an existing institutional health service which is inconsistent with the applicable health systems plan, annual implementation plan, or State health plan as disclosed in response to Question A 7.

4.
An analysis of the availability of resources employed in the provision of the existing institutional health services subject to review for the provision of other needed health services, including less costly or more effective alternative methods, if any, of providing the service disclosed in response to Question A 6, and

5.
Documentation that the existing facility complies with applicable fire, life-safety and licensure standards. facilities which are at variance with such standards, including those for which waivers have been granted, should detail the extent of such variance and provide a reliable estimate of the cost of bringing the facility into compliance with such standards.

6.
If applicable, a description as to how the existing institutional health service subject to review responds to:

a.
the special circumstances of health service institutions with respect to the need to conserve energy.  The institution may be required to demonstrate such energy conservation with resultant savings,

b.
the lowering of system-wide health care costs or improvements in the allocation of health services through the effect of competition on the supply of the health care services being reviewed.  Documentation of such reduction of system-wide health care costs or improvements in the allocation of health services may be required, and

c.
improvements or innovations in the financing and delivery of health services which foster competition resulting in lower system-wide health care costs, improvements in the allocation of health services or the promotion of quality assurance and cost effectiveness.  Documentation of such improvements may be required. Basis Statement:

BASIS STATEMENT:


These rules are adopted to implement the Department's appropriateness review function mandated under Section 1523(a)(6) of PL 93-641, the National Health Planning and Resources Development Act of 1974, as amended.  The appropriateness review function is a planning process designed to influence the health care system by assessing the appropriate level of existing institutional health care services within the State of Maine.  It is intended to result in careful area-wide or institution-specific reviews by the Maine Health Systems Agency, Inc. and the State Bureau of Health Planning and Development of all existing institutional health services, the publication of appropriate levels of institutional health services and findings regarding the appropriateness of existing institutional health services and recommendations for action to bring health services into line with appropriate levels as established during the process.

STATUTORY AUTHORITY: 22 M.R.S.A. §42(l)

EFFECTIVE DATE:   December 21, 1980

EFFECTIVE DATE (ELECTRONIC CONVERSION):  May 5, 1996

