SUMMARY SHEET
BOARD OF HEALTH AND ENVIRONMENTAL CONTROL
November 13, 2014

(X) ACTION
( ) INFORMATION

I. TITLE: Proposed Amendments of Regulation 61-15, Certificate of Need for Health Facilities
and Services.

Legislative review is required.

II. SUBJECT: Request Initial Approval to Publish Notice of Proposed Regulations in the Stafe
Register to Provide Opportunity for Public Comment.

1. FACTS:

1. Pursuant to S.C. Code Section 44-7-150(3), the South Carolina Department of Health and
Environmental Control (Department) proposes amending S.C. Regulation 61-15, Certification of Need for
Health Facilities and Services, as described by topic in items 2-17 below:

2. The Department proposes amending R.61-15 to delete Section 101.
3. The Department proposes amending R.61-15 to delete Section 102.

4. The Department proposes amending R.61-15 to revise Section 103 to amend the timeframe for
submitting a “competing application,” to clarify the procedures for collecting “Fees” used by the
Certificate of Need program, to add the term “implemented” to the definitions, and to delete certain
definitions that are unnecessarily duplicative of S.C. Code Section 44-7-130 or other statutory authority.
This provision will be renumbered as Section 101.

5. The Department proposes amending R.61-15 to add Section 102 to clarify the “Timing” requirement
for deadlines that fall on weekends and holidays that was previously addressed in Section 304(4).

6. The Department proposes amending R.61-15 to add Section 103 to modify the monetary thresholds for
Certificate of Need review of capital expenditures and acquisitions of equipment referenced in S.C. Code
Section 44-7-160(3) and (6) that were previously addressed in Section 102.

7. The Department proposes amending R.61-15 to revise Section 104 to simplify the requirements for
obtaining an exemption from Certificate of Need review pursuant to S.C. Code Section 44-7-170.

8. The Department proposes amending R.61-15 by deleting Section 105 (Non-Applicability
Determination) due to introduction of the web-based Certificate of Need application and the revision to
Section 104 of this Regulation.

9. The Department proposes amending R.61-15 to revise Section 106 to simplify the procedures for the
South Carolina Health Plan. This provision will be renumbered as Section 105.

10. The Department proposes amending R.61-15 by deleting Chapter 2 (Sections 201 & 202) because
these provisions will be supplanted by the implementation of a web-based Certificate of Need application
and other revisions to this Regulation.



V. RECOMMENDATION:

Department staff recommends the Board grant initial approval to publish a Notice of Proposed Regulation
in the State Register, to provide an opportunity for public comment, to receive and consider comments, and
to allow staff to proceed with a public hearing before the Board.
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Robert B. (Sam) Plyftips Jamie Shuster
Dlrector Director of Public Health
Certificate of Need Program

Attachments

A. Statement of Need and Reasonableness

B. Summary of Proposed Revisions

C. Text of Proposed Amendments

D. Draft of State Register Notice of Proposed Regulation

E. State Register Notice of Drafting

F. Summary of Public Comments and Department Responses



7. The Department proposes amending R.61-15 to revise Section 104 to simplify the requirements for
obtaining an exemption from Certificate of Need review pursuant to S.C. Code Section 44-7-170.

8. The Department proposes amending R.61-15 by deleting Section 105 (Non-Applicability
Determination) due to introduction of the web-based Certificate of Need application and the revision to
Section 104 of this Regulation.

9. The Department proposes amending R.61-15 to revise Section 106 to simplify the procedures for the
South Carolina Health Plan. This provision will be renumbered as Section 105.

10. The Department proposes amending R.61-15 by deleting Chapter 2 (Sections 201 & 202) because
these provisions will be supplanted by the implementation of a web-based Certificate of Need application
and other revisions to this Regulation.

11. The Department proposes amending R.61-15 to revise Section 301 to conform the application
procedures set forth therein to the requirements of the new web-based Certificate of Need application.
This provision will be renumbered as Section 201.

12. The Department proposes amending R.61-15 to add Section 202 that sets forth the requirement to
post notice that the Department has accepted a Certificate of Need application for filing.

13. The Department proposes amending R.61-15 to delete Section 302 (Additional Information).

14. The Department proposes amending R.61-15 to add Section 203 that sets forth the requirement to post
notice that the Department has deemed a Certificate of Need application to be complete.

15. The Department proposes amending R.61-15 by deleting Sections 303 thru 312, which are
unnecessarily duplicative of statutory provisions or which have been supplanted by the implementation of
a web-based Certificate of Need application and other revisions to this Regulation, and replacing them
with the following Sections: 301 (Project Changes During Review Period), 302 (Project Changes After
Receipt of Certificate of Need), 303 (Implementation and Extension Procedures), 304 (Reporting of
Certificate of Need Implementation), and 305 (Joint Annual Reports).

16. The Department proposes amending R.61-15 to delete Chapters 4, 5, 6, 7, 8 and the existing Appendix
A to simplify the Certificate of Need application and implementation processes, and conform the existing
Regulation to the new web-based Certificate of Need application. Additionally, some of the deleted
provisions were unnecessarily duplicative of the requirements set forth in S.C. Code Sections 44-1-60,
44-7-190, 44-7-210, 44-7-230, 44-7-320, 44-7-340 and related authority.

17. The Department proposes amending R.61-15 to add Section 401 to simplify and focus the Certificate
of Need project review criteria in compliance with S.C. Code Section 44-7-190.

The intent of these amendments is to simplify the Certificate of Need process and facilitate the
introduction of a web-based Certificate of Need application. These changes support the Department’s
goal of promoting and protecting the health of the public in a more efficient and effective manner. There
would be no detrimental effect on the environment and public health if the proposed amendments to R.
61-15 are adopted.



ATTACHMENT B
Summary of Proposed Revisions to
Regulation 61-15, Certification of Need for Health Facilities and Services
November 13, 2014

SECTION CITATION/EXPLANATION OF CHANGE:

1. The Department proposes amending R.61-15 to delete and/or rename several provisions that
have been supplanted by the adoption of the web-based Certificate of Need application or that are
unnecessarily duplicative of statutory requirements:

R.61-15, delete Section 101 (Purpose). Deleted provision is unnecessarily duplicative of statutory
language.

R.61-15, delete Section 102 (Applicability). Monetary threshold provisions now addressed in Section
104; other provisions are unnecessarily duplicative of statutory language.

R.61-15, rename Section 103 as 101 (Definitions). Delete certain definitions that are unnecessarily
duplicative of statutory authority; update procedures for collecting Certificate of Need-related fees;
modify timeframe for competing applications; and add clarifying language to define “implementation” of
a Certificate of Need.

R.61-15, Section 102 (Timing). Add section to clarify the procedure for extending deadlines that fall on
weekends and State holidays.

R.61-15, Section 103 (Monetary Thresholds). Add section to increase monetary thresholds for Certificate
of Need reviews for capital expenditures and acquisition of new equipment, formerly addressed in Section
102.

R.61-15, Section 104 (Exemption Determinations). Revise and simplify the procedures for obtaining an
exemption; delete language unnecessarily duplicative of statutory language.

R.61-15, Section 105 (Determinations of Non-Applicability). Delete section that is unnecessarily
duplicative of statutory language or otherwise addressed in Section 104.

R.61-15, rename Section 106 as 105 (Procedure for South Carolina Health Plan). Revise and clarify the
procedures for obtaining public comments to a proposed change to the South Carolina Health Plan, and
delete language that is unnecessarily duplicative of statutory provisions.

R.61.15, delete Chapter 2 (Application Procedures). Delete provision supplanted by adoption of web-
based Certificate of Need application.

R.61.15, revise Chapter 3 and rename it as Chapter 2 (Application, Review and Decision). Conforms
regulation to requirements and capabilities of a web-based Certificate of Need application.

R.61-15, rename Section 301 as 201 (Submission of Application). Delete provisions that will be
supplanted by the adoption of the web-based Certificate of Need application.

R.61-15, Section 202 (Acceptance of Application for Filing). Simplify and conform existing procedures
to the requirements and capabilities of a web-based Certificate of Need application.



R.61-15, rename Sections 801 & 802 as Section 401 (Criteria for Project Review). Delete provisions that
have been replaced by other criteria promulgated by the Department and provide simplified criteria to
allow for the efficient review of applications for a Certificate of Need.

R.61-15, Appendix (Application). Delete paper-based application supplanted by adoption of the web-
based Certificate of Need application.



Section 304. Reporting of Certificate of Need Implementation
Section 305. Joint Annual Reports

CHAPTER 4 -- PROJECT REVIEW CRITERIA
Section 401. Criteria for Project Review

EHAPTERT
PURPOSE-APPLICABHATY AND-DEEINITIONS

CHAPTER 1 - PURPOSE APPLICABHATY AND-DEFINITIONS AND APPLICABILITY
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16. “Competing applicants” means two or more persons aad/or health care facilities as defined in this
regulation Section 44-7-130 of the South Carolina Code of Laws who apply for Certificates of Need to
provide similar services andfor facilities in the same service area within the time frame established in this
section and whose applications, if approved, would exceed the need for this-faeility-erserviee the services
or facilities. An application shall be considered competing if it is received by the Department no later than
fifteen thirty (3530) calendar days after aNotice—ef Affected Personsispublished-in-the State Register
notice is posted on the Department’s website. pursuant to Section 202 of this Regulation, that an

application has been accepted for filing—for-one-ormere-applieations for similar services andfor facilities
in the same service arca. AH Only applications received by the Department within fifteen thirty (3530)

calendar days of publication-of-the Notice-of Affected Persons-in-the-State Register for the posting on the
DeDartment s web51te that the ﬁrst apphcatlonés} as been accepted for ﬁhng will be con51dered to be
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CHAPTER 2 - APPLICATION, REVIEW AND DECISION

SECTION 361201. Submission of Application

The application shall be submitted utilizing the web-based application available on the Department’s web
site or by such other means the Department may provide.

Section 202. Acceptance of Application for Filing

1. Upon submission of an application and receipt of the filing fee. the Department shall post notice on
its website that an application has been accepted for filing. The posting shall indicate the date the

application was accepted for filing. The Department shall comply with any additional notice req uirements
set forth in Section 44-7-200(D) of the South Carolina Code of Laws.

2. 1f the Department determines that the application is not acceptable for filing, the Department shall
notify the applicant in writing.
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SECTION 301. Project Changes During Review Period

If an applicant amends his application during the review process, the Department shall determine whether
or not the amendment is substantial and constitutes a new application. If the change results in an increase

in cost, the fees shall be adjusted accordingly.

SECTION 302, Project Changes After Receipt of Certificate of Need

If an applicant amends or alters his project after receipt of a Certificate of Need, the Department shall
decide whether or not the amendment is substantial and thereby constitutes a new project.

SECTION 303. Implementation and Extension Procedures

1. The Certificate of Need must be implemented within twelve months (one year) from the date of
issuance or within such additional time as may be granted by an extension of the Certificate of Need
pursuant to this section.

2. Requests for extensions of Certificates of Need shall be submitted to the Department to the attention of
the Director of the Certificate of Need Program and shall contain the following information: (a) a
statement as to the amount of time for which the extension is requested: (b) a description of any changes
to the cost, location, services, or scope of the project: (¢) a description of any progress on the project; and
(d) an estimated timetable for commencement and completion of all remaining components of the project.
The Department will determine whether the extension request requires review by the Board pursuant to
Section 44-7-230(D) of the South Carolina Code of Laws. If the extension request requires review by the
Board, the Department will forward the information provided by the applicant to the Board for
consideration.

3. Requests for extensions may be granted by the Department or the Board, as appropriate pursuant to
Section 44-7-230(D). _upon evidence that substantial progress has been made on the project.
Consideration may be given to anv evidence presented by the requestor indicating that extenuating
circumstances bevond the control of the holder of the Certificate of Need are the cause of the delay.

SECTION 304. Reporting of Certificate of Need Implementation

Should circumstances indicate to the holder of a Certificate of Need that it may not be possible to meet
the timetable contained in the Certificate of Need application and approved by the Department for
implementing the Certificate of Need. the holder shall submit a report to the Department explaining the
circumstances.

SECTION 305. Joint Annual Reports

For the purpose of health planning, health care facilities and others who provide services that require a
Certificate of Need or who have received an exemption from Certificate of Need. shall on an annual basis
submit information requested on the applicable Joint Annual Report.

CHAPTER 4 — PROJECT REVIEW CRITERIA

SECTION 401. Criteria for Project Review

The following project review criteria shall be used in reviewing Certificate of Need applications:
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comment period. Comments received shall be submitted in a Summary of Public Comments and
Department Responses for the Board of Health and Environmental Control’s consideration at the public
hearing.

Copies of the proposed amendments for public comment as published in the State Register on November
28, 2014 may be obtained online in the DHEC Regulation Development Update at
htip:/www.sedhec.gov/Agency/RegulationsAndUpdates/RegulationDevelopmentUpdate/.  Click on the
Certification of Need for Health Facilities and Services topic and scan down to the proposed amendments
of R. 61-15. A copy can also be obtained by contacting Sam Phillips at the above address or by facsimile
at (803)545-4412, or by email at phillipb@dhec.sc.gov.

Preliminary Fiscal Impact Statement:

The Department estimates the net cost to the Department resulting from this proposed regulation revision
to be approximately $79,000 annually, which will be associated with the cost of maintaining the web-
based application. This cost will be offset by the benefit to the Department and to the regulated
community of utilizing an efficient web-based Certificate of Need application that will utilize
standardized requests for information that will require less time to prepare and submit, will minimize
costs associated with contractors (consultants, attorneys, etc.), and will allow decisions to be made
approximately four (4) months faster than with the paper-based system.

Statement of Need and Reasonableness and Rationale:

The text of this statement is submitted in Attachment A and is omitted here to conserve space in the
Board Item.

Text:

The text of the proposed amendments is submitted in Attachment C and is omitted here to conserve space
in the Board Item.
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ATTACHMENT F

SUMMARY OF PUBLIC COMMENTS AND DEPARTMENT RESPONSES

State Register No.

Regulation 61-15, Certificate of Need for Health Facilities and Services

November 13, 2014

Name Section Citation Public Comment Department Response
Jamie R. | 102(1): “A person | Eliminate the CON requirement | Partially Adopted.
Thomas or health care | for the expansion of beds and
Hospital Corp. | facility as defined | services on existing campus for | Text: 102 “A-person-orhealth
of America in this Regulation | licensed hospitals. care—faciit—as—defined—in—this
is required to Regulation—is-required-to-obtain
obtain a | Eliminate the CON requirement | a—Certifieate—of Need—from—the
Certificate of | for the conversion of up to 10% | Departrrent—of —Health—and
Need from the | of existing beds to psychiatric | Envirenmental—Contrel—before
Department of | beds based on demonstrated | undertaking—any——of—the
Shelley Pifer | Health and | need. following——falchange—in-the
Dir. of | Environmental existing—bed—eomplement—ofa
Planning Control before | Lexington Medical  Center | health—carefacility—through—the
Lexington undertaking any of | believes that licensed hospitals | addition-of-ene-er-more-beds-or
Medical the following ... | should be able to add new beds | change—in—the—elassification—of
Center [a] change in the | in response to market demand. | ieensure-of one-or-mere-beds:”
existing bed | However, hospitals should not | The requirements for CON
complement of a | be allowed to add new beds in a | review are set forth in S.C.
health care facility | service for which they have not | Code Section 44-7-160.
through the | already been license.
addition of one or
more beds or
change in the
classification  of
licensure of one or
more beds.”
Jamie R. | 102(1): “A person | Eliminate the $2 million capital | Partially Adopted.
Thomas or health care | expenditure threshold.
Hospital Corp. | facility as defined Text: 102(1): “A—persen—or
of America in this Regulation health-carefreti—a—debined-in
is required to | SRHS supports either an | this—Regulation—is—required—to
Elizabeth obtain a | increase in the capital threshold | ebtain—a—Certificate—of—Need
Fletcher VP, | Certificate of | for which a CON would be | fromthe-Department—of-Health
Spartanburg Need from the | required or the elimination of | and—Environmental—Centrol
Regional Department of | dollar thresholds entirely. before—pndertaking—any—of—the
Healthcare Health and following———(te3——tan
System. Environmental expenditure-by-or-on-behalofa
Control before health-eare-facthity—in—excess-of
James R. | undertaking any of | [SCHA] believe the capital tHi LR,
Walker the following ... | threshold of two million dollars | ==
SVP, SC | (¢) [a]n | ($2,000,000) is too low, given
Hospital expenditure by or | the current cost of construction.
Association. on behalf of a | Therefore, we recommend the

health care facility

in excess of two

threshold be increased to five
million dollars.

Text: Department is adding the
following provision:
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Center undertaking any of | service that is prescribed in the | asseeiated—with-the—additien—er
the following SC Health Plan and the service | substantial-expansion-ofa-health
(d) [a] capital | has been approved through the | serviee—for—which—speeifie
expenditure by or | CON process, the facility | standards—er—eriteria—are
on behalf of a | should be allowed to expand the | preseribed-in-the-Seuth-Carelina
health care facility | service without having to obtain | Health Plan=> The requirements
which is | an additional Certificate of | for CON review are set forth in
associated with the | Need. S.C. Code Section 44-7-160.
addition or
substantial
expansion of a
health service for
which specific
standards or
criteria are
prescribed in the
South Carolina
Health Plan.”
Shelley Pifer | 104 “The | Lexington Medical Center | Partially Adopted.
Dir. of | following are | recommends eliminating the
Planning exempt from | requirement for a written | Department proposes deleting
Lexington Certificate of | determination of exemptions | the existing Sections 104 and
Medical Need review, but | and non-applicability. 105 in their entirety, and
Center prior to replacing them with revised

undertaking these
projects, a written

determination
from the
Department is

required....”

105 “Certificate of
Need review is not
applicable to the
following, but
prior to
undertaking  the
proposed project,
a written
determination  of
non-applicability
from the
Department is
required....”

Section 104.

Text: 104 Fhe—feHowing—are

Text: 104 Before undertaking a
project for which Section 44-7-

170 of the South Carolina Code
of Laws requires a written
exemption from the
Department, a person _shall
submit to the Department a
description _of the proposed
project, including, but not
limited to, the location of the
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to create a more efficient and
effective program.

This would include the ability
to submit CON applications and
respond to additional questions
asked by the department on-
line. The on-line process will
also give affected person the

Department is implementing a
web-based CON application, it
will not have the capability to
submit/receive questions
to/from applicants on-line nor
will it have the capability to
interact with Affected Persons.

ability to submit comments | Adopted.
and/or express opposition to | Text: Section 302(3) Sheuld-the
projects. appheantysdithinsachthire 20}
Tond | od boni
DHEC should only be allowed | incomplete——————additional
to request additional | infermation;—the—Department
information from the CON | will-have—thirty {(30)—ealendar
applicant one time. If the | days-in-which-terequestfurther
additional  information  is | informatien-
incomplete, the application
should be denied.
James R. | 202(2)(a) We recommend that DHEC | Adopted.
Walker “Proposal  Page | eliminate needless requirements | Text: 202(2)(a) Propesal-Page
SVP, SC|and Part A.|for information that is not | and-PartA-—Questionnaire{See
Hospital Assn. | Questionnaire useful. Appendizgs
(See Appendix).”
Shelley Pifer | 202(2)(b) “Part B. Partially Adopted.
Dir. of | Additional Lexington Medical Center | Text: 202(2)(b)—PRart—B-
Planning Information (1) | supports the removal of the | Additional—Information—(1)
Lexington Document that the | following questions from the | Becument-that-the-applicant-has
Medical applicant has | Certificate of Need Application | published—=
Center published ....” [Section 202(b)(1), (5), (6), (8),
9), (10), (12), (13), (14), (16),
(17), (18), (21), (23), & (27)]
Shelley Pifer | 302(1) “After | Utilize the DHEC website for | Partially Adopted.
Dir. of | receipt of an | providing notices about CON | Text: 302(1) Afterreceiptofan
Planning application  with | applications filing and review | applieation—with—proet—of
Lexington proof of | cycles instead of posting a | publicationin-alocal-newspaper
Medical publication in a | notice in the State Register. | and—the—five—hundred—dolars
Center local newspaper | The State Register is an | ($500)—nenrefundable—filing
and the five | antiquated document that is | fee,—the—Department—shall
hundred  dollars | rarely viewed. publish—intheSteteRegister—a
($500) non- netdee—that—an-epplication—has
refundable filing beonaceeptedforfiting
fee, the
Department  shall
publish in the

State Register a
notice that an
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Fletcher VP, | Department may | define the methodology and | Text: 607(5) FheDepartment
Spartanburg audit any project | establish clear parameters in the | may—audit—eany—projeet—ior
Regional for  consistency | Regulation for circumstances in | eensisteney———with——the
Healthcare with the | which fines are issued for cost | information—previded—in—the
System. information overruns. Certifisate——efilecdanplication:

provided in the Dadesteldngeaprejcsttha-isast

Certificate of ipeserdansevith-the-approved

Need application. epplieaten—er—eenditions—er

Undertaking a amendmenis—subseguently

project that is not ooresd—te—by—the—applicantend

in accordance with the—DPepasinent—mar—be

the approved esnsidered—a—relation—eotthis

application or astdeles

conditions or

amendments

subsequently

agreed to by the

applicant and the

Department may

be considered a

violation of this

article.”
Elizabeth No reference, | SRHS requests that DHEC | No response possible as
Fletcher VP, | either direct or | update the regulation to enable | Department cannot discem a
Spartanburg indirect, to | inpatient facilities to continue to | reference to a specific provision
Regional Regulation 61-15. | provide post-acute care to| of Reg. 61-15. Provision of
Healthcare patients discharged from their | home health care services
System. facility. pursuant to the requirement of a

Certificate of Need are subject
to requirements set forth in the
South Carolina Health Plan.
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