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State Health Planning and Development – Certificate of Need – Hospitals – Digital Hospitals – Jefferson County





An application to modify the Digital Hospital Certificate of Need (“CON”) would be subject to the provisions of Rule 410-1-10-.03 of the Alabama Administrative Code governing project modifications. To the extent that any project modification involves a change in bed capacity, new services, or new expenditures above the statutory thresholds, it may only be granted by the Certificate of Need Board (“Board). Any such application would constitute a request for a license “amendment” subject to the “contested case” procedures under the Alabama Administrative Procedure Act (“AAPA”).  In considering a project-modification request, the Board may measure the proposed modification against the criteria and findings upon which the original CON was granted.





Dear Senator McClain:





	This opinion of the Attorney General is issued in response to your request. 








QUESTIONS





Do regulations of the  State Health Planning and Development Agency allowing for approval of a project modification after issuance of a Certifi�cate of Need apply to a CON previously issued for construction of a “Digital Hospital” pursuant to the exemption from review created by Act 2001-899 (the “Digital Hospital Act”) codified within section 22-21-265 of the Code of Alabama?  If so, what review criteria should apply to such a project modification?








FACTS AND ANALYSIS





The Certificate of Need Law.





The State Health Planning and Development Agency (“SHPDA”) is an agency of the State of Alabama authorized pursuant to Alabama’s CON law [Ala. Code §§ 22-21-260, et seq. (1997, Supp. 2004)] and is desig�nated by the Governor as the State’s Health Planning and Development Agency.  The CON Review Board is the governing body of SHPDA and the primary rule-making/adjudicatory body in charge of administering and enforcing the CON program.�  Subject to certain statutory exceptions, it is charged with reviewing CON applications and determining whether said applications satisfy the requisite review criteria. Ala. Code §§ 22-21-265, -266, & -276 (1997, Supp. 2004).  





The CON statute defines “new institutional health services” as including the development of a new health care facility, a change in bed capacity, the offering of certain new services or certain large expenditures.  Ala. Code §§ 22-21-263(a)(1)-(4) (Supp. 2004).  Sections 22-21-264 and �266 of the Code of Alabama and Chapter 6 of the SHPDA rules [Ala. Admin. Code r. 410-1-6-.01, et seq.] set forth the extensive review criteria and required findings that the CON Board must normally apply in con�sidering a CON application for new facilities or services.�  Such review criteria includes compliance with the State Health Plan (“SHP”), which establishes additional methodology for establishing need for new facilities in the State.  In addition to compliance with the SHP, these criteria include the following:





Under section 22-21-270 of the Code, a certificate of need is valid for a period not to exceed twelve months and, in certain cases, may be subject to one extension not to exceed twelve months provided the criteria for extension, as set forth in the rules and regulations of the SHPDA, are met.  Should an obligation be incurred during such period, the CON is continued in effect for a period not to exceed one year or, in this case, the completion of the construction project in accordance with the construction contract.  SHDPA may continue the CON beyond this date if certain cri�teria are met.  Ala. Code §§ 22-21-270(a) & (b) (Supp. 2004).  Upon com�pletion of the construction and issuance of a certificate of completion, the certificate of need is considered “fully vested” and not subject to revo�cation, modification, or further review except in certain defined circumstances involving fraud.  Ala. Code § 22-21-270(d); Ala. Admin. Code r. 410-1-11-.05.    








II.	The Digital Hospital Act and the HealthSouth CON.





In material part, the Digital Hospital Act amended the above-referenced Code sections by adding the following language:





(g) Notwithstanding all other provisions of this article to the contrary, the replacement, including relocation in the same county, of an existing acute care hospital by the construction of a new digital hospital shall be exempt from cer�tificate of need review provided the hospital meets all of the following:





		(1)	The digital hospital design incorpo�rates a fully automated centralized digital system to integrate all current and future medical tech�nologies with capabilities for all systems to inter�face in a comprehensive medical record. The integration of medical technology shall include, but not be limited to, all patient medical records, diagnostic images, diagnostic reports, laboratory results, pharmacy data, pharmacological inter�actions, contraindications, surgical reports, surgi�cal streaming video, pathology reports, unique patient identification, voice activated tran�scription, wireless applications, automated billing with electronic transmission capability, and elec�tronic procurement systems.





		(2)  	The electronic medical systems shall interface on a single electronic platform to pro�duce the most favorable patient outcome with a reduction in medical errors.





		(3)  	Medical records shall only be accessed by authorized clinical personnel who are provided access by hospital consoles, physician offices, physician homes, or any remote location via unique identification requirements.





		(4)	Patient rooms shall be designed to provide optimal electronic documentation of vital signs, real-time data entry, any and all treatment protocols, physician orders, and patient pro�gression.





		(5) 	The digital hospital shall have a mini�mum project cost of one hundred million dollars ($100,000,000) to include design, systems, prop�erty, buildings, equipment, and electronic software development.





		(6) 	The construction and design of the facility shall utilize technology and materials for patient flow to limit general public contact with patient care areas, healthcare workers, and haz�ardous materials to reduce the potential for cross-contamination and resulting direct medical costs.





		(7) 	The digital hospital environment shall be energy efficient, cost effective, and clinically designed to produce the most favorable environ�ment.





		(8) 	The digital hospital shall meet all of the following conditions:





a. 	Operate as an acute care hospital.





b. 	Replace an existing acute care hospi�tal located in the same county as the digital hospital.





			c. 	Be licensed for no more than the same number of hospital beds and for the same bed categories as the existing acute care hospital to be replaced by the digital hospital, unless otherwise approved by the Certificate of Need Review Board through issuance of a certificate of need.





d. 	Shall not exceed the same scope of health services, including the same amount of diagnostic or therapeutic major medical equip�ment, as the existing acute care hospital to be replaced by the digital hospital, unless otherwise approved by the SHPDA approval process.





e. 	Shall not exceed the number of inpatient and outpatient surgical suites as con�tained in the existing acute care hospital to be replaced by the digital hospital, unless otherwise approved by the SHPDA approval process.





(9) 	The existing acute care hospital, replaced by the digital hospital, shall be taken out of service as an acute care hospital and shall not be converted to or used as another health care facility, unless approved by the Certificate of Need Review Board through issuance of a certifi�cate of need.





(10) 	Any presently reviewable health ser�vice which is proposed to be offered by the digital hospital which was not offered on a regular basis within the preceding twelve month period in or through the existing acute care hospital to be replaced by the digital hospital shall be subject to Certificate of Need Board approval through issu�ance of a certificate of need.





(11) 	The only digital hospital exempt from certificate of need review shall be the first digital hospital developed in the state, and the digital hospital shall be located in a county where there is located an accredited medical school and teaching facility and not less than 3,000 licensed general hospital beds, and construction shall be com�menced within one year from the issuance of a certificate of need by SHPDA.





	A determination whether the construction of a digital hospital is exempt from review under this subsection shall be made by the Executive Direc�tor of the SHPDA, upon the filing of an applica�tion requesting the determination, on the forms acceptable to the Executive Director of SHPDA together with an application fee as provided in Section 22-21-271. If it is determined that the replacement facility is not reviewable pursuant to this section, SHPDA shall notify the applicant in writing that the application is exempt from certifi�cate of need review and shall issue a certificate of need. The applicant shall have a right of appeal from any adverse ruling denying exemption and the SHPDA shall promulgate rules affording an applicant a right to appeal adverse rulings pur�suant to this subsection.





		The provisions of this subsection shall auto�matically terminate and become null and void upon the issuance of the first certificate of need for the construction and operation of a digital replacement hospital as herein provided or on December 31, 2005, whichever first occurs, unless a bill to continue or reestablish the provisions of this subsection shall be passed by both houses of the Legislature and enacted into law.





Act No. 2001-899, codified as Ala. Code § 22-21-265(g)(1)-(11) (Supp. 2004).





	The Legislature also made the following findings and determinations as a part of this act:





		The Legislature finds and determines that the well-being and health of the citizens of the State of Alabama will be enhanced by the devel�opment and growth of a state of the art digital, automated hospital using the latest technological advances in healthcare to lower healthcare costs, reduce human errors, and provide patients with the best medical care available, and that it is in the best interest of the state to induce the location of one all-digital, automated hospital, meeting the requirements of a digital hospital as provided in this act, in a county in which is located an accredited medical school and teaching facility and not less than 3,000 licensed general hospital beds, in order to set new standards for quality, efficiency, and cost-effective delivery of health�care services, and to promote these purposes by exempting from the certificate of need review process the first all-digital automated hospital to be developed and located in such a county. The Legislature further finds and declares the exemp�tion to be granted by this act and the purposes to be accomplished hereby are proper governmental and public purposes and that the inducement of the location of an all-digital, automated hospital in such a county is of paramount importance to the development of state of the art healthcare in this state.





2001 Ala. Acts No. 2001-899, 730, 736.





On September 18, 2001, HealthSouth filed its request for exemption from a CON under the Digital Hospital Act, which was subsequently granted by SHPDA’s Executive Director.  Subsequent civil and administra�tive proceedings challenging the Digital Hospital Act and the HealthSouth CON were dismissed upon agreement of the involved parties.  This Office understands that there is no pending legal challenge to the Digital Hospital Act, the grant of the Digital Hospital CON, or the construction of the Digital Hospital.  For purposes of this opinion, this Office has assumed that the Digital Hospital CON has remained in full force and effect and has not become “fully vested” as described in section III below.








SHPDA’s CON Modification Procedures.





Section 22-21-267, as amended, provides SHPDA with the authority to prescribe rules for the filing of certificate of need applications and for “modifications or extensions thereof.”  SHPDA has promulgated regula�tions for a “Project Modification After Issuance of Certificate of Need.”  Rule 410-1-10-.03 of the Alabama Administrative Code states as follows:





(1) 	A proposed change in a project for which the state agency has previously issued a certificate of need will require approval by the Certificate of Need Review Board or the executive director of the state agency. Approval is required whether or not a capital expenditure is associated with the proposed change.





(a)	A “change in project” shall include, but not be limited to any change in the bed capac�ity or bed use (i.e., conversion of beds) of a facil�ity, the addition of a health service or services, an increase in the cost of the project, or a change in financing methods which results in an increase in the cost of the project.





(b)	Application for a change in a project must be made in writing to the state agency and shall include information and any starting data deemed necessary by the executive director rele�vant to the merits of the application.





(2)	A project modification which falls below the thresholds for review provided in Sec�tion 410-l-4-.01 shall be reviewable by the execu�tive director of the agency. A project modification which meets or exceeds said thresholds for review shall be reviewable by the full Certificate of Need Review Board.





(3)	The agency shall be notified in writ�ing of the termination of a health service or of one or more beds; provided, however, that such termi�nation shall not require agency review or approval.





Ala. Admin. Code r. 410-1-10-.03.





Pursuant to Rule 410-1-11-.05 of the Alabama Administrative Code, the abbreviated project-modification procedures are not available to a CON holder whose project has been completed and for which the CON has thus become “fully vested.”  In such instances, a CON holder would be required to file a new CON application for any reviewable project.� 





SHPDA has repeatedly invoked the provisions of Rule 410-1-11-.05 to grant modifications to CONs.  An agency’s interpretation of its statutes and regulations is controlling as long as it is a permissible construction, and the interpretation placed on this statute by SHPDA, who is charged with its enforcement, is afforded great weight and deference. Ala. Metallurgical Corp. v. Ala. Pub. Serv. Comm’n, 441 So. 2d 565 (1983); Hulcher v. Taunton, 388 So. 2d 1203, 1206 (Ala. 1980); Employees’ Retirement Sys. of Ala. v. Oden, 369 So. 2d 4 (Ala. 1979); Moody v. Ingram, 361 So. 2d 513 (Ala. 1978).  In this regard, the Alabama Supreme Court has found that Alabama’s CON laws provide SHPDA with latitude to adopt procedures to accomplish the overall purposes of the health care ser�vices and facilities program.  Ala. Code §§ 22-21-261, �265(a), �274 (1997, Supp. 2004); 1975 Ala. Acts No. 1197, § 1, et seq., 2365, 2366-74; Univ. of Ala. Hospitals v. Ala. Renal Stone Inst., Inc., 518 So. 2d 721 (Ala. Civ. App. 1987).








Application of Rule 410-1-10-.03 to the HealthSouth Digital Hospital CON. 





	It is the opinion of this Office that the Digital Hospital project con�stitutes “a project for which the state agency has previously issued a cer�tificate of need” under rule 410-1-10-.03(1) of the Alabama Administrative Code and would thus be subject to the project-modification procedures contained in such regulation.  Ala. Admin. Code r. 410-1-10-.03(1).  To the extent that the project modification involves a change in bed capacity, new services, or expenditures above the statutory thresholds, it may only be granted by the CON Board. 


Although a project-modification application is not an “application for certificate of need” subject to the procedures enumerated in section 22-21-275 of the Code of Alabama, as amended, and Rule 410-1-8-.01 and -.02 of the Alabama Administrative Code, it constitutes a license “amendment” subject to the “contested case” procedures under the Alabama Administra�tive Procedure Act.� �





You have also inquired whether the criteria for approval for such a project-modification request would relate back to the initial requirements for the Digital Hospital project. By necessity, consideration of a project-modification request requires consideration of the impact of the proposed modification on the criteria and findings upon which the original CON was granted.  Although the Digital Hospital Act states that its terms “shall automatically terminate” and shall be “null and void” upon issuance of the HealthSouth CON, the CON references and incorporates the “Digital Hos�pital” project classification and the statutory amendments upon which the CON application was measured.  It would be unworkable to measure a pro�ject-modification request against standards that conflict with the criteria upon which the CON was originally granted.�  In addressing a conflict between these various provisions of law, this Office is guided by the assumption that the Legislature intended that which is “workable and fair.”  See Smith v. Smith, 836 So. 2d 893 (Ala. Civ. App. 2002).  The failure to recognize the original Digital Hospital criteria in the modification process would also conflict with the stated legislative intent to provide for an “all-digital, automated hospital, meeting the requirements of a digital hospital as provided in this act.”  2001 Ala. Acts No. 2001-899, 730, 737.





Once the Digital Hospital CON becomes “fully vested” and not sub�ject to modification procedures, its holder would be required to seek a new CON before offering any new institutional health services.  Any such new CON application would be measured against traditional CON criteria, including compliance with the SHP.








CONCLUSION





It is the opinion of this Office that an application to modify the Digital Hospital CON would be subject to the provisions of Rule 410-1-10-.03 of the Alabama Administrative Code governing project modifications. To the extent that any project modification involves a change in bed capacity, new services, or new expenditures above the statutory thresholds, it may only be granted by the CON Board. Any such application would constitute a request for a license “amendment” subject to the “contested case” procedures under the Alabama Administrative Procedure Act.  In considering a project-modification request, the Board may measure the proposed modification against the criteria and findings upon which the original CON was granted.





	I hope this opinion answers your questions.  If this Office can be of further assistance, please contact Brenda F. Smith of my staff.





Sincerely,





TROY KING


Attorney General


By:











BRENDA F. SMITH


Chief, Opinions Division
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�  The CON statute defines SHPDA as “[a]n agency of the State of Alabama which is designated by the Governor as the sole State Health Planning and Development Agency, which shall consist of three consumers, three providers, and three representatives of the Governor who all shall serve staggered terms and all be appointed by the Governor.”  Ala. Code § 22-21-260(14) (Supp. 2004).  In addition to the CON Board members reflected in this definition, SHPDA employs a small administrative staff, led by an Executive Director.


� Such criteria includes, but is not limited to: (1) consistency with the State Health Plan; (2) consistency with the applicant’s long-range development plan; (3) the existence of less costly, more efficient, more appropriate, or more effective alternatives; (4) the existence of a substantially unmet public requirement; (5) financial feasibility; (6) potential to meet licensure standards; (7) community reaction; (8) utilization of existing facilities and the potential modernization or sharing of such facilities; (9) whether patients will have serious problems in obtaining inpatient care of the type proposed in the absence of the proposed service; (10) the merits of the construction design in terms of cost containment, environmental protection, and energy conservation; (11) the needs of traditionally underserved groups; and (12) whether other existing facilities providing similar services are being used in an appropriate and efficient manner.  Ala. Code §§ 22-21-264 & -266  (1997, Supp. 2004).





� In this regard, the Digital Hospital Act states that the inpatient beds, surgical suites, and scope of health services may not exceed those of the existing acute care hospital to be replaced by the digital hospital unless necessary SHPDA approvals are obtained.  2001 Ala. Acts No.  2001-899, 730, 735-6. 





� The AAPA defines a contested case as including any “licensing”, which is in turn defined as “process respecting the grant, denial, renewal, . . . or amendment of a license or imposition of terms for the exercise of a license.”  A “license” is defined as “[t]he whole or part of any . . . certificate, approval, registration, charter, or similar form of permission required by law. . . .”  Ala. Code § 41-22-3 (4) (2000).


� Regardless of the AAPA, the modification procedure could impact the property rights of affected parties and should thus be conducted in a manner that ensures due process. Katz v. Ala. State Bd. of Medical Examiners, 351 So. 2d 890 (Ala. 1977). 


� As an example, it would be meaningless to consider the impact of a project modification on the Digital Hospital’s “consistency with the SHP,” since consistency with the State Health Plan was not a requirement for the CON’s issuance.  
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