STATEMENT OF CONSIDERATION RELATING TO

900 KAR 5:020
Office of Health Policy
Amended After Comments

(1) A public hearing on 900 KAR 5:020 was held on June 22, 2015, at 9:00 a.m. in the Health Services Building, 275 East Main Street, Frankfort, Kentucky.  

(2) The following people submitted comments during the public hearing and public comment period:

NAME AND TITLE





AGENCY/ORGANIZATION/ENTITY/OTHER

Wade R. Stone






The Medical Center

Executive Vice President



250 Park Street, P.O. Box 90010











Bowling Green, KY 42101-9010
Charles Papp, M.D.





Colorectal Surgical & Gastroenterology 
Jennifer D. Rea, M.D.




Associates, PLC

David J. Svetich
, M.D.




2620 Wilhite Drive

Nathan Massey, M.D.




Lexington, KY 40503
John Dvorak, M.D.





Timothy L. Herber





Taylor Regional Radiation Oncology

Administrator






125 Greenbriar Drive











Campbellsville, KY 42718
Rob Rothenburger





419 Washington Street
Judge Executive, Shelby County

Shelbyville, KY  40065
Brian W, Lebanion
Professional Home Health Care, Inc.
Secretary
4934 South Laurel Road


London, KY  40744

Joyce Lewis, Managing Member
Friends and Companions Adult Day Health

Brian W. Lebanion
125 Enterprise Drive

London, KY  40741
Kipley J. McNally
Kipley J. McNally, PLC

2527 Nelson Miller Parkway, Suite 104


Louisville, KY  40223
Randall S. Strause





Strause Law Group, PLLC











804 Stone Creek Parkway, Suite 1










Louisville, KY  40223
Mark Leach







171 N. Peterson Avenue










Louisville, KY  40206

Terry Music







Tran-Star Ambulance











587 N. Lake Drive










Prestonsburg, KY  41653
Ben Johnson






Tran-Star Ambulance











101 Central Avenue











Allen, KY  41601

Steve Hale







Springfield, KY


Wendy Fletcher, President



Kentucky Coalition of Nurse Practitioners &

Leila Faucette, Executive Director

Nurse Midwives











1017 Ash Street











Louisville, KY  40217

Carolos B. Coyle





Madison County EMS

Director








P.O. Box 762











Richmond, KY  40476

Jeff S. Ivers







Shelby County EMS

Chief








101 Old Seven Mile Pike











Shelbyville, KY  40065

Robbie Turner 






Marion County EMS
Director 







436 West Walnut Street











Lebanon, KY  40033

Keith Sanders






Edmonson County Ambulance Service

Director








1755 Highway 259 North











P.O. Box 118











Brownsville, KY  42210

Jerry Horn







Carter County Emergency Ambulance Service

Administrator






12 Crossbar Rd.











Grayson, KY

B.L. Ball







Appalachian 1st Response

Director








1477 Pond Creek Road











Stone, KY  41567

Bill R. Young






EKU Emergency Medical Care Program

Program Director





21 Stratton Building











521 Lancaster Ave.











Richmond, KY  40475

Terrry B. Fraley






Net Care Ambulance Service
Director








2897 Blacklog Road











P.O. Box 1736











Inez, KY  41224

Wallace C. Taylor





130 Main Street, Room 101

Estill County Judge/Executive


Irvine, KY  40336
Jimmie R. Wise






Estill County Emergency Medical Service











22 Mercy Ct.










Irvine, KY  40336

Joseph P. Pfeffer





221 Stanley Reed Court Street

Mason County Judge/Executive


Maysville, KY  41056

Amy Reis







Crescent Springs/Villa Hills Fire & EMS

ALS Director






777 Overlook Drive











Crescent Springs, KY  41017

Will Cannon






P.O. Box 353

Edmonson County Judge/Executive

Brownsville, KY  42210

Johnny Ray Turner





Senate Office
State Senator, District 29



Capitol Annex











Room 254











Frankfort, KY  40601

Ray S. Jones II






Senate Office

State Senator, District 31



Capitol Annex











Frankfort, KY  40601
Robert W. Carpenter




301 Main Street

Greenup County Judge/Executive

Greenup, KY  41144

Michael Poynter






KY Board of Emergency Medical Services

Executive Director





118 James Court, Suite 50











Lexington, Ky  40505

Justin P. Scharrer
Teamsters Local Union No. 783

Recording Secretary




7711 Beulah Church Rd.











Louisville, KY  40228

Steve Coston






PROCARENT

President







1601 South Preston Street











Louisville, KY  40217

John Isfort







Estill County Ambulance Taxing District

Chair
22 Mercy Court


Irvine, KY  40336 

Denny Nunnelley





Kentucky Association of Counties
Executive Director





400 Englewood Drive










Frankfort, KY  40601

Vince Lang







Kentucky County Judge/Executive Association
Executive Director





115 East Second Street










Frankfort, KY  40601

J.C. Young







KY Magistrates & Commissioners Association
Executive Director





350 Englewood Drive










Frankfort, KY  40601

J.D. Chaney






Kentucky League of Cities 
Deputy Executive Director



100 E. Vine Street #800










Lexington, KY  40507

Thomas Adams






Kentucky Ambulance Providers Association










P.O. Box 165











Hartford, KY  42347

Cynthia Adams






Com-Care EMS Inc.
Vice President, Finance




P.O. Box 165











Hartford, KY  42347

Julie Raque Adams





Senate Office
State Senator






Capitol Annex










Frankfort, KY  40601

Albert Robinson






1249 South Main Street

State Senator






London, KY  40741

Regina P. Bunch





1051 Old Corbin Pike Road

State Representative




Williamsburg, KY  40769

Jim Stewart







House of Representatives

State Representative




Capitol Annex











Frankfort, KY  40601

Daniel H. Peck






Rural/Metro Corporation
Regional Director





30 Kenton Lands Road, Suite C











Erlanger, KY  41018

George Lusby






P.O. Box 973

Scott County Judge/ Executive


Georgetown, KY  40324
Mike Pryor







P.O. Box 167

Nicholas County Judge/Executive

Carlisle, KY  40311
Harry L. Berry






P.O. Box 568

Hardin County Judge/Executive


Elizabethtown, KY  42702

Michael Anderson





P.O. Box 439

Wayne County Judge/Executive


Monticello, KY  42633

Bryan S. Cutsinger





P.O. Box 533

Marshall County Ambulance Service

Benton, KY  42025

Dean Watts







P.O. Box 578

Nelson County Judge/Executive


Bardstown, KY  40004-0578
Kevin Doyle







Maysville Fire Department




 





203 East Third Street










Maysville, KY  41056

Melody A. Miller






Mercy Ambulance Service, Inc.
President







468 Huron Avenue











Louisville, KY  40209

Chyrill Miller






Marshall County Court House

Marshall County Judge/Executive

Benton, KY  42025
Logan Chick






P.O. Box 365

Logan County Judge/Executive


Russellville, KY  42276

Jerome Penner III





Murray-Calloway County Hospital EMS

CEO








803 Poplar Street











Murray, KY  42071

Vickie Viniard






P.O. Box 276

Ballard County Judge/Executive


Wickliffe, KY  42087
Michael Hale






117 North Public Square-Suite 3A

Barren County Judge/Executive


Glasgow, KY  42141

Daryl Greenfield





P.O. Box 355

Todd County Judge/Executive


Elkton, KY  42220

Bobby C. Rogers





19 East Main St., P.O. Box 39

Bath County Judge/Executive


Owingsville, KY  40360

Jack B. McCaslin





P.O. Box 580

Hancock County Judge/Executive

Hawesville, KY  42348

Al Mattingly







P.O. Box 1716

Daviess County Judge/Executive

Owensboro, KY  42302-1716

Mark W. Leach






The Mark W. Leach Law Firm, PSC











171 N. Peterson Ave.











Louisville, KY  40206 

Marty Casebier, M.D.

Douglas J. Johnson, M.D.



Greenview Medical Group

Dwight H. Sutton, M.D.




Southern Kentucky Primary Care











1325 Andrea Street, Suite 200











Bowling Green, KY  42104

James K. Phillips, Jr., M.D.



Greenview Medical Group 
James O. Jarvis, M.D.




Bowling Green Medical Clinic  
James R. Burt, M.D.




1791 Ashley Circle

William T. Wade, M.D.




Bowling Green, KY  42104

C. Leslie Lovett, M.D.
W. Chesley Kemp, M.D.

Lynne D. Olson, M.D.




Western Kentucky Orthopaedic & 
Craig A. Beard, M.D.




Neurosurgical Associates
Phillip J. Singer, M.D.




165 Natchez Trace, Suite 100

David B. Richards, M.D. 



Bowling Green, KY  42103-7947
Jack G. Glasser, M.D. 




Greenview Medical Group The Glasser Clinic; 
Kevin Kelly, M.D.





1325 Andrea Street, Suite 100

James Todd Douglas, M.D



Bowling Green, KY  42104

Lisa Grimes, APRN 
 Michael L. Campbell, M.D.



Greenview Specialty Associates 










1325 Andrea Street, Suite 201











Bowling Green, KY  42104

Catherine Heltsley, M.D. 



Hematology Oncology











1325 Andrea Street, Suite 107











Bowling Green, KY  42104

Richard Seither, M.D.




Kentucky Radiation Therapy Associates










1728 Rockingham Ave.











Bowling Green, KY  42104

Wayne Bush, M.D. 
Stephen Roberts, M.D.




Greenview Regional Hospital
Director Emergency Medicine


1801 Ashley Circle











Bowling Green, KY  42102

Jachary Simpson, M.D.
Joseph R. Allen, M.D.




Greenview Medical Group The Allen Clinic










746 Campbell Lane, Suite 101











Bowling Green, KY 42104
Donald Rauh, M.D.





Graves-Gilbert Clinic

Board of Directors





201 Park Street











P.O. Box 90007











Bowling Green, KY  42102-9007

Anson Hsieh, M.D.





Graves-Gilbert Clinic 











201 Park Street











P.O. Box 90007











Bowling Green, KY  42102-9007

Randal Davidson, M.D. 





David M. Smith, M.D. 





Jahid Fraser, M.D.





Pediatric Associates of Bowling Green












1211 Ashley Circle











Bowling Green, KY  42104-3399

Susan Walden, RN 
Thomas H. Vogler, APRN 



EmCare/Greenview Regional Hospital 










1801 Ashley Circle











Bowling Green, KY  42102

Robert R. Page III, M.D.




EmCare Alliance Group
Executive Vice President



18167 US Hwy 19N., Suite 650











Clearwater, FL  33764

Aaron J. Porter, M.D.




McPeak Vision Partners










1403 Andrea Street











Bowling Green, KY  42104

Darren Fentress, M.D. 




Hospitalists at Greenview Regional Hospital 










1801 Ashley Circle











Bowling Green, KY  42102

Beth Bryant, M.D.





Associates in Cardiovascular Medicine










1325 Andrea Street, Suite 101











Bowling Green, KY  42104  
Chip Peal







Frankfort Regional Medical Center
CEO








299 King’s Daughters Drive











Frankfort, KY  40601

Kevin Kelly, M.D.





Greenview Regional Hospital
Chairman of the Board




1801 Ashley Circle











Bowling Green, KY  42102

Susan Starling






Marcum & Wallace Memorial Hospital

CEO/President and the




60 Mercy Court

following Employees:




Irvine, KY  40336

Teresa Carroll

Daren K. Rison

James R. Thacker

Steven Campbell

Meloni Franz

Morgan Fowler

Elizabeth Walling

Kathy Tipton

Trena L. Stocker

Traci L. Stone

Kim Anglin

Lisa G. Patton

Carolyn X. Estes

Whitney K. Riddell

Dana Stepp

John Isfort

Arielle Reese Estes

Shaye McGee

Paula Warner

Tana Hix

Candace Richardson

Jennifer M. Ray

Bethany Winkler

Phyllissa Smith

Jeanna Griffin

Kimberly Benton

Patty Thacker

Christa Puckett

Jordyn Honchell

Lori Witt

Michael Edwards

Mark Rukavina, M.D. 

Rodney G. Davis





Marcum & Wallace Memorial Hospital

Board Chair
 and the




60 Mercy Court

following Board Members:



Irvine, KY  40336

Darrell Billings
Frank Kincaid

Arthur D. Ballard

Stephen F. Jackson

Justin Dixon

Michael Hardy

Ann Miller

Maher Kassis, M.D.

Vicki A. Darnell






Ephraim McDowell Health
President & CEO and the



217 South Third Street

following Board Members



Danville, KY  40422

and Officers:

William D. Ruth
Cliff Ed Irvin

Allen White

Scott Bottoms

Kryder E. Van Buskirk, III, M.D., Vice President Medical Staff

Bill Sapp, Chief Financial Officer

Carl Metz, Vice President Human Resources

Mark Milner, Vice President Clinical Effectiveness

Sally Davenport, COO/Chief Nursing Officer

Ina Glass, Vice President Patient Care

Keith Bridges, Vice President

Charles Lovell, Jr.





Caldwell Medical Center

CEO








P.O. Box 410, 100 Medical Center Drive











Princeton, KY  42455
Phyllis Blackwell





Marshall County Hospital

Chief Clinical Officer




615 Old Symsonia Road











Benton, KY  42025

Patrick Donahue





 Methodist Hospital Union County

V.P. & Administrator




 4604 U.S. Highway 60 West











 Morganfield, KY  42437

Joe Murrell, CEO





Wayne County Hospital

Larry Bates, Board Member



166 Hospital Street










Monticello, KY  42633
Sheila Currans






Harrison Memorial Hospital

Chief Executive Officer




1210 KY Highway 36 East











Cynthiana, KY  41031

Sue Downs







KentuckyOne Health

Interim President





Saint Joseph Hospital










1 St. Joseph Drive











Lexington, KY  40504

Michael T. Rust






Kentucky Hospital Association

President







2501 Nelson Miller Parkway











Louisville, KY  40223
Mark A. Edwards





Livingston Hospital & Healthcare Services, Inc.

Chief Executive Officer




131 Hospital Drive











Salem, KY  42078
Robert J. Balcom, M.D.




Pediatrix Medical Group of Kentucky, P.S.C.

President


Mark D. Birdwhistell





UK HealthCare

Vice President for Administration

800 Rose Street, Room N 100

and External Affairs





Lexington, KY  40536-0293

Adonna Wickliffe





KentuckyOne Health
Director of Strategy





200 Abraham Flexner Way










Louisville, KY  40202

Joseph Pritchard





Pinnacle Treatment Centers

Chief Executive Officer 




1317 Route 73 North, Suite 200











Mt. Laurel, NJ  08054

Kevin B. Halter






Our Lady of Bellefonte Hospital

Chief Executive Officer




St. Christopher Drive











Ashland, KY  41101

David Anderson






Jackson Purchase Medical Center
CEO








1099 Medical Center Drive










Mayfield, KY  42066

Tim Bess







Lake Cumberland Regional Hospital
CEO








505 Langdon St.










Somerset, KY  42502

James Bills







Logan Memorial Hospital
CEO








1625 Nashville Street










Russellville, KY  42276

Tommy Haggard





Bluegrass Community Hospital
CEO








360 Amsden Ave.










Versailles, KY  40383

William Haugh






Georgetown Community Hospital

CEO








1140 Lexington Road










Georgetown, KY  40324

Joseph Koch






Bourbon Community Hospital
CEO








9 Linville Drive










Paris, KY  40361

Robert Parker






Meadowview Regional Medical Center
CEO








989 Medical Park Dr.










Maysville, KY  41056

Cherie Sibley






Clark Regional Hospital

CEO








175 Hospital Drive










Winchester, KY  40391

Tim Trottier







Spring View Hospital
CEO








320 Loretto Rd.










Lebanon, KY  40033

Walter E. May






Pikeville Medical Center
President & CEO





911 Bypass Road











Pikeville, KY 41501

Andy Sears







Baptist Health
Chief Strategy and 





2701 Eastpoint Parkway

Marketing Officer





Louisville, KY  40223
Russ Ranallo






Owensboro Health
Vice President






P.O. Box 20007

Financial Services





1201 Pleasant Valley Road











Owensboro, KY  42303

Mary Jo Bean






Norton Healthcare, Inc.

Vice President






P.O. Box 35070

Planning & Business Analysis


Louisville, KY  40232-5070

Garren Colvin






St. Elizabeth Healthcare

President and CEO





1 Medical Village Drive











Edgewood, KY  41017

Victor J. DiPilla






The Christ Hospital Health Network

Vice President and Chief



2139 Auburn Avenue

Business Development Officer


Cincinnati, OH  45219

Barbara Bowers, M.D.




Innovative Ophthalmology

Dave Hoffman, Administrator


1130 Lone Oak Rd.











Paducah, KY  42003

E. Britt Brockman, M.D.




John-Kenyon Eye Center











4040 Dutchmans Lane











Louisville, KY  40207

Mark Gillespie, M.D.




The Eye Surgery Center of Paducah











100 Medical Center Dr.











Paducah, KY  42003

Elizabeth A. Johnson




Kentucky Association of Healthcare Facilities
President







9403 Mill Brook Road











Louisville, KY  40223-4001

Nan Frazer Hanley





Kentucky Home Care Association
Executive Director





2331 Fortune Drive, Suite 280










Lexington, KY  40509

Richard MacMillan





LHC Group, Inc.
Senior Vice President &




420 West Pinhook Road

Senior Counsel, Legislative



Lafayette, LA  70503

and Regulatory Affairs

Faris Sarder






Community Home Health Care

Vice-President






726 Harvard Drive 











Owensboro, KY  42301
Marion Russell






Hayswood Home Health

Executive Director





Maysville, KY  41056

William R. Cook






Cook & Cheek











302 Falls Street











London, KY  40741

Mark Hensley






Laurel County Health Department

Director








525 Whitley Street











London, KY  40741

Martha Steele






Whitley County Health Department

Director








368 Penny Lane










Williamsburg, KY  40769
Daniel Whitley, M.D.




Whitley County Board of Health

Co-Chairman






368 Penny Lane











Williamsburg, KY  40769
Ray Canady

George Hammons





Knox County Board of Health



Jack Ketchum






261 Hospital Drive
Dr. Richard Carter





Barbourville, KY  40906
J.M. Hall







P.O. Box 173
Judge/Executive Knox County


Barbourville, KY  40906
Bobby Turner, M.D.

Woody Dunn

William B. Yarmuth





Almost Family, Inc.

Chairman & CEO





9510 Ormsby Station Road, Suite 300












Louisville, KY  40223

Brian W. Lebanion





Health Directions, Inc,

Chief Operating Officer




141 Prosperous Place, Suite 24











Lexington, KY  40509








Brandy Cantor






Kentucky Association of Hospice 

Executive Director





and Palliative Care










305 Ann Street











Frankfort, KY  40601

Phillip L. Marshall





Hosparus

President and CEO





3532 Ephraim McDowell Drive











Louisville, KY  40205

Pam Marshall






Marshall Pediatric Therapy

Founder and Managing Member


105 Windhaven Dr., Suite 1











Nicholasville,KY  40356

Eric M. DeYoung





Kentucky Occupational Therapy Assoc.

President







P.O. Box 5531











Louisville, KY  40255











Kentucky Physical Therapy Association










15847 Teal Road











Verona, KY  41092

Randy Broun, M.D.





Oncology Hematology Care, Inc.

President & Chairman, Board


5053 Wooster Road

of Directors







Cincinnati, OH  45226

Stephen A. Besson, M.D.



Licking Valley Internal Medicine & 










Pediatrics,  PSC











1210 KY 36 E, Suite 2A











Cynthiana KY  41031

Michael S. Gainey, M.D. 



HMH Physician Group 
James Pettey, M.D





1210 KY 36 E, Suite C2











Cynthiana KY  41031

Stephen A. Moses M.D.
 



A.C. Wright, M.D., PSC










430 E. Pleasant St.










Cynthiana, KY  41031

Harold C. Warman, Jr.




Highlands Regional Medical Center










P.O. Box 668, 5000 KY Rt. 321











Prestonsburg, KY  41653


(3) The following people from the promulgating administrative body responded to the comments received: 

NAME AND TITLE





AGENCY/ORGANIZATION/ENTITY/OTHER
Emily Whelan Parento




Office of Health Policy

Executive Director





Cabinet for Health and Family Services
Eric Friedlander






Cabinet for Health and Family Services
Deputy Secretary
Diona Mullins






Office of Health Policy

Policy Advisor






Cabinet for Health and Family Services

SUMMARY OF COMMENTS AND AGENCY’S RESPONSES

(1)  Subject:  Ambulance Service
(a)  Comment:  The following comments were provided by Wade R. Stone, The Medical Center; Carlos B. Coyle, Madison County EMS; Rob Rothenburger, Shelby County Judge/Executive; Jeff S. Ivers, Shelby County Emergency Medical Services; Mark Leach, Ben Johnson and Terry Music, Tran-Star Ambulance; Robbie Turner, Marion County EMS; Jerry Horn, Carter County Emergency Ambulance Service; B.L. Ball, Appalachian 1st Response; Bill R. Young, EKU Emergency Medical Care Program: Terry B. Fraley, Net Care Ambulance Service ; Wallace C. Taylor, Estill County Judge/Executive; Jimmie R. Wise, Estill County EMS; Joseph P. Pfeffer, Mason County Judge/ Executive; Amy Reis, Crescent Springs/Villa Hills Fire & EMS; Will Cannon, Edmonson County Judge/ Executive; Robert W. Carpenter, Greenup County Judge/ Executive; Senator Johnny Ray Turner, State Senate District 29;  Senator Ray S. Jones, II, State Senate District 3; Michael Poynter, Kentucky Board of Emergency Medical Services; Justin P. Scharrer, Teamsters Local Union No. 783; Steve Coston, PROCARENT; John Isfort, Estill County Ambulance Taxing District; Denny Nunnelley, Kentucky Association of Counties; Vince Lang, Kentucky County Judge/Executive Association;  J.C. Young, KY Magistrates & Commissioners Association; J.D. Chaney, Kentucky League of Cities; Cynthia Adams, Com-Care EMS Inc.; Senator Julie Raque Adams, State Senate; Daniel H. Peck, Rural/Metro Corporation; George Lusby, Scott County Judge/ Executive; Mike Pryor, Nicholas County Judge/Executive; Harry L. Berry, Hardin County Judge/Executive; Michael Anderson, Wayne County Judge/Executive; Bryan S. Cutsinger, Marshall County Ambulance Service; Dean Watts, Nelson County Judge/Executive; Kevin Doyle, Maysville Fire Department; Melody A. Miller; Mercy Ambulance Service, Inc.; Chyrill Miller, Marshall County Judge/Executive; Logan Chick, Logan County Judge/Executive; Jerome Penner III, Murray-Calloway County Hospital; Vickie Viniard, Ballard County Judge/Executive; Michael Hale, Barren County Judge/Executive; Daryl Greenfield, Todd County Judge/Executive; Bobby C. Rogers, Bath County Judge/Executive; Jack B. McCaslin, Hancock County Judge/Executive; Al Mattingly, Daviess County Judge/Executive; and Mark W. Leach, The Mark W. Leach Law Firm, PSC: 
· Concern was expressed regarding the deletion of the ambulance service review criteria from the State Health Plan.  Removal of ambulance service applications from the CON process or from formal review to the less stringent nonsubstantive review where there is a presumed need for the additional service would potentially jeopardize the availability of ambulance services in the Commonwealth.  
· Nonsubstantive review applications do not have to address quality or financial feasibility.  Without evidence of a provider’s ability to provider services in a quality manner, the health, safety, and welfare of Kentucky citizens could be compromised.  Further. It may result in providers unexpectedly exiting the market due to financial constraints, which could limit access to ground ambulance services and potentially impact the ability of existing providers to continue to operate.
· Public governmental operated ambulance services are funded through tax dollars.  Some counties, cities, etc., have privatized ambulance services which operate with significantly less taxpayer subsidies, in some cases, with no subsidy.  Any loss of revenue from non-emergency transports would likely result in an increase in the amount of tax that citizens would have to pay.  In an era of reduced reimbursements from Medicare, Medicaid, and the Medicaid MCOs, any loss of revenue will have a negative impact on existing ambulance services’ emergency response.

· There is a shortage of paramedics and EMTs.  A proliferation of unnecessary ground ambulance providers may result in recruiting staff away from existing providers or bidding wars for staff. 
Keith Sanders, Edmonson County Ambulance Service, provided similar concerns adding that Edmonson County would be receptive to changes in the State Health Plan that would address a need for additional non-emergency transport providers in areas with large populations or multiple hospitals while protecting the public, government operated ambulance services that provide emergency response.  Edmonson County Ambulance Service would also consider supporting a requirement that makes all Class I ambulance services subject to open records requirements.  Class I providers are as much a public safely entity as fire and police.  They should be subject to the same transparency requirements as any public safety entity. 
Thomas Adams, Kentucky Ambulance Providers Association, provided similar comments adding that the following criteria should be added to the State Health Plan:
· Any existing ambulance service operating in Kentucky that is proposing a new or expanded service must demonstrate that it is in good standing with the KBEMS and that it has not had any discipline, letters of reprimand, or letters of cease and desist for 3 full years prior to filing its application for a certificate of need.

· Any ambulance service, not currently licensed in Kentucky, that is proposing a new or expanded service in Kentucky must demonstrate that it is in good standing with the KBEMS and all of the states in which it operates, and that it has not had any discipline, letters of reprimand or letters of cease and desist for 3 full years prior to filing its application for a certificate of need.

In addition, Mr. Adams stated that KBEMS is currently updating its regulations and may add additional licensure categories.  If an additional category is added for Class VI providers (BLS/ALS First Responders – No Transport), the Kentucky Ambulance Providers Association would recommend formal substantive review of all ambulance providers with the exception of Class VI.
(b)  Cabinet’s Response:   It was never the Cabinet’s intention to remove ambulance services from the Certificate of Need process.  The consequence of the proposed deletion of the ambulance review criteria from the State Health Plan is that ambulance service CON applications will qualify for nonsubstantive review status, with the CON decision being made within 35 calendar days of the public notice date.  Nonsubstantive review applications are batched monthly instead of being held for semi-annual formal review batching cycles.  An affected party may request a public hearing to oppose a nonsubstantive CON ambulance services application, just as affected parties currently request hearings to oppose formal CON applications for ambulance services.  Pursuant to 900 KAR 6:075, the cabinet shall disapprove an application for a certificate of need that has been granted nonsubstantive  review if the cabinet finds that the presumption of need has been rebutted by clear and convincing evidence by an affected party.  

However, after consideration of the comments received during the public comment period, the Cabinet will amend the regulation to retain the original language in the Ambulance Service component of the State Health Plan. Additional review criteria will not be added as it is the responsibility of the Kentucky Board of Emergency Medical Services to assure that quality ambulance services are provided by licensed ambulance services.
(a) Comment:  The following comments were provided by Marty Casebier, M.D.; Douglas J. Johnson, M.D. and Dwight H. Sutton, M.D., Greenview Medical Group Southern Kentucky Primary Care; Lynne D. Olson, M.D., Craig A. Beard, M.D., and David B. Richards, M.D., Western Kentucky Orthopaedic & Neurosurgical Associates;  James Todd Douglas, M.D., Kevin Kelly, M.D., Jack G. Glasser, M.D., and Lisa Grimes, APRN, Greenview Medical Group The Glasser Clinic;  Catherine Heltsley, M.D. Bowling Green, KY; Richard Seither, M.D., Kentucky Radiation Therapy Associates; Wayne Bush, M.D.; Stephen Roberts, M.D., Greenview Regional Hospital; Jachary Simpson, M.D.; Joseph R. Allen, M.D., Greenview Medical Group The Allen Clinic; Anson Hsieh, M.D., Graves-Gilbert Clinic; Randal Davidson, M.D.; David M. Smith, M.D.; Jahid Fraser, M.D., Pediatric Associates of Bowling Green; Susan Walden, RN; Thomas H. Vogler, APRN, EmCare/Greenview Regional Hospital; Robert R. Page III, M.D., EmCare Alliance Group; Aaron J. Porter, M.D., McPeak Vision Partners; Darren Fentress, M.D. Greenview Regional Hospital; Beth Bryant, M.D., Associates in Cardiovascular Medicine;  James K. Phillips, Jr.,  James O. Jarvis, M.D., James R. Burt, M.D., William T. Wade, M.D., C. Leslie Lovett, M.D., and  W. Chesley Kemp, M.D., Greenview Medical Group Bowling Green Medical Clinic; and Chip Peal, Frankfort Regional Medical Center:
· The proposed changes to the State Health Plan regarding ambulance services are supported by the above listed providers.  The proposed changes will ultimately increase the quality of care and improve accessibility to emergency services.  
· Bowling Green, KY (Warren County) has two (2) hospitals and the existing ambulance service is operated by one of the hospitals.  Physicians and other providers have documented that their patients have been transported to the hospital which operates the ambulance service regardless of the patients’ wishes.  

· Physicians and hospitals have documented that their patients are often transported to the hospital which operates the ambulance service instead of to the hospital emergency room which was the closest. In emergency situations, time is a key factor in determining the outcome for patients.  
Phillip J. Singer, M.D., representing Western Kentucky Orthopaedic & Neurosurgical Associates (WKONA), provided similar comments and added that the hospital which owns the ambulance service has entered into the physician provider market, hiring neurosurgeons and orthopedic surgeons.  Many primary care physicians no longer admit patients.  In the ER setting, patients are likely to be admitted to the hospitalist service as they are now “unassigned” patients.  If the patient has a hip fracture, the “on-call” orthopedist may never know that patient exists, unless consulted.  WKONA is now competing with a hospital that has a robust staff of hospitalist physicians, orthopedic and neurosurgical staff, and full and total control of the only existing EMS service in the county.
Kevin Kelly, M.D., Greenview Hospital, provided the similar comments and added:  
“Under nonsubstantive review, existing providers in the service area and all other affected persons would still have the right to a hearing on an application.  They would still have the opportunity to appear at the hearing, to be represented by counsel to present evidence and arguments in opposition to the application and cross-examine all witnesses.  They would still have the right to appeal any adverse decision to Franklin Circuit Court. 

The main effect of moving ambulance applications to nonsubstantive review would be to change the manner in which the hearing is conducted.  The burden of going forward with evidence would shift to the opponents.  They would be required to go first in the hearing and present evidence that the proposal is not needed.  After the opponents had presented their evidence, the applicant would then call its own witnesses and present evidence that the proposal is needed…
Greenview and others have attempted for years to obtain data, protocols and other information from the existing ambulance service in Bowling Green through Freedom of Information Act (“FOIA”) requests.  That ambulance service, which is owned by neither the city of Bowling Green nor Warren County, has consistently refused to provide any such information.  It has based this refusal upon the legal position that it is not subject to FOIA requirements.  Because of this total lack of transparency, it makes perfect sense for the Cabinet to require the existing ambulance service, the entity with access to all the data and other information, to go first in a hearing.”

Dr. Kelly suggested a compromise position to alleviate the concerns that removing ambulance services from the State Health Plan could harm city or county operated ambulance services and could result in the proliferation of Class II and Class III ambulance providers that only provide scheduled transports and transfers between facilities.   “We would support a change that kept certain types of ambulance services in the State Health Plan.  The SHP component could be labeled something like: ‘Class II and Class III Ambulance Services and Class I Ambulance Services Where the City or County Licensed  to Provide an Ambulance Service.”  The existing Criteria 1 and 3 could remain.  The effect of this would be that only Class I ambulance services where there are no city or county ambulance services are removed from the the State Health Plan.” 

Michael L. Campbell, M.D., representing Greenview Specialty Associates, provided the following comments:  “As a practicing surgeon in Kentucky, I operate at both medical centers in Bowling Green, Kentucky; however I am primarily affiliated at Tri-Star Greenview Regional Hospital, which only receives roughly eleven percent of all 9-1-1 transports.  I am for the amendment as I often see delays in EMS service, which could easily be prevented by having another provider.”

Donald Rauh, M.D,  Graves-Gilbert Clinic, provided the following comments:  “We support the proposed changes…regarding the Ambulance Service CON process … Monopolies without transparent records are not conducive for efficient cost effective care.  Patients in Warren County need to have choices regarding care locations.”

Andy Sears, Baptist Health provided the following comments:  Baptist Health supports the proposed change. 

(b)  Cabinet’s Response:  The Cabinet appreciates the feedback and support expressed for the proposed deletion of ambulance service review criteria from the State Health Plan.  Quality of health care services is of utmost importance to the Cabinet, however, it is ultimately the responsibility of the Kentucky Board of Emergency Medical Services (KBEMS) to address the quality of care being provided by licensed ambulance services.  Persons with concerns regarding the quality of the existing ambulance service in Bowling Green are encouraged to contact KBEMS to register their concerns/complaints.  The Cabinet will amend the regulation to retain the original language in the Ambulance Service component of the State Health Plan. 
.

(2)  Subject:  Request for Withdrawal of Proposed Regulation

(a)  Comment:  Michael T. Rust, Kentucky Hospital Association, representing all Kentucky hospitals, submitted the following comments: “We believe it is essential for the Cabinet to withdraw this proposal until the Cabinet has met with providers and industry leaders as well as analyzed and modeled the potential outcomes of these proposed changes. KHA and our members have grave concerns that the majority of the proposed changes have not been fully vetted and could result in significant hardship to existing providers in Kentucky and could actually counter the goal to improve access and quality care. Such sweeping changes should not be done quickly and without serious contemplation, input and collaboration with the industry that is effected by the rule.”
Susan Starling and Rodney G. Davis, as well as eight (8) board members and 32 employees of Marcum & Wallace Memorial Hospital, provided the following comments:  “I believe it is essential for the Cabinet to withdraw this proposal until the Cabinet has met with providers to understand how this will impact our rural hospitals.”  Letters from the employees also mentioned concern for how the changes will impact EMS and the community served.
Vicki A. Darnell, as well as five (5) board members and  six (6) officers of Ephraim McDowell Health; and Adonna Wickliffe, KentuckyOne Health, provided similar comments supporting further discussions prior to the finalization of any decision to alter current CON requirements. 
Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Sue Downs, Saint Joseph Hospital; Kevin B. Halter, Our Lady of Bellefonte; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

(b)  Cabinet Response:  The Cabinet conducted the most exhaustive review of CON in over 10 years as it prepared the proposed revisions to the State Health Plan.  On October 8, 2014, the Cabinet requested feedback from all interested stakeholders regarding possible strategies for and changes to the CON program that would further the implementation of the CON core principles.  The Cabinet held listening sessions with providers and other interested stakeholders on March 16 and 17, 2015.  There were 52 attendees (including 14 who presented comments) at the March 16 and 17 Listening Sessions.  Comments were received from 57 entities, including the following associations:  KY Hospital Association, KY Primary Care Association; KY Association of Health Care Facilities: Leading Age Kentucky; KY Association of Hospice & Palliative Care; and KY OT, PT, and Speech Language Hearing Associations.  
During the public comment period, the Cabinet received written comments from more than 200 individuals on the proposed regulation.  The established regulation review process affords transparency for the consideration of comments received during the public comment period and the state agency’s response via the Statement of Consideration.  
(3)  Subject:  Technical Notes and Common Review Criteria

(a) Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: “KHA opposes the requirement within the Common Review Criteria for applicants to have a signed agreement with the Kentucky Health Information Exchange (KHIE) and to be both submitting and accessing data through KHIE. While acute care hospitals and some other providers have made significant strides in implementing electronic medical records (EMR), many providers have not had the

same opportunities and resources to support adoption of EMRs. Specifically, federal meaningful use funding was not available for rehabilitation and psychiatric hospitals and therefore, many of these hospitals have not had the resources to adopt EMRs at the same pace as their acute care hospital counterparts. There are other non‐hospital providers of services covered under the SHP that have similar challenges. KHA believes that providers intending to expand or build a service should not be

unjustly prohibited from doing so because of lack of resources available to implement systems that are extremely costly to both implement and maintain. While KHA supports the Cabinet’s desire to facilitate and encourage the growth of EMRs and other valuable technology, we feel strongly that these criteria are inappropriately applied to the SHP. We ask the Cabinet to strike #2 and #3 of the Common Review Criteria.”
Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Kevin B. Halter, Our Lady of Bellefonte; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding KHIE. As of July 10, 2015 the KY Medicaid EHR Incentive Program has made 4,550 payments to healthcare providers in the state in the amount of $195.2 million.    The CMS Medicare EHR Incentive Program has also made incentive payments to KY providers in the amount of $334 million, for a total of over $530 million.    These payments are to support and incentivize providers to adopt health information technology with an emphasis on the sharing of patient data to improve coordination of care.  

Subsequently, the adoption of health I.T. across the state has increased dramatically over the past 5 years.   The implementation of electronic health records (EHR) by hospitals and providers (clinics, physician offices) has increased from 31% to over 82% since 2008.   In addition there are other technologies aside from EHRs that providers may adopt that are less expensive and less laborious than the implementation of an EHR that help connect the provider to the network of care.   Direct Secure Messaging is secure online email that provides point-to-point sharing of patient clinical information.  KHIE will provide Direct Secure Messaging to providers at no cost and work with them to include them in the statewide Transitions of Care Community, to support referrals and care coordination.

Important to note is the progress respective to psychiatric hospitals.   The KY Department for Behavioral Health & Intellectual Disabilities is currently implementing a Certified EHR in all of the state psychiatric facilities, starting with the hospitals.   KHIE is already working with their EHR vendor on connectivity and sharing of those records – which will facilitate and support the Integrated Care Model for primary and behavioral health care.    

KHIE strives to meet providers ‘where they are’ respective to EHRs and health information technology and can work with providers whether they are working with electronic health records or paper records.  The Cabinet is finalizing Common Review Criteria #2 and #3 as proposed.

(a)  Richard MacMillan,  LHC Group, Inc., provided the following comments:  LHC Group generally supports the proposed Common Review Criteria, noting that home health providers are not sufficiently aware of the Kentucky Health Information Exchange and some hospitals are reluctant to participate in KHIE as they are wary of interfacing with external information systems.  LHC Group, Inc. urged the Cabinet to conduct further education and outreach to these providers.

(b)  Cabinet’s Response:   The Cabinet appreciates the feedback regarding participation in KHIE.  90% of the hospitals in Kentucky are already connected to KHIE and sharing patient data; the remaining acute care facilities are in the work queue in the process of connecting.   KHIE is actively working with the behavioral health facilities (hospitals and outpatient centers) as well.   The KHIE Team, under the direction of Polly Mullins-Bentley, Deputy Executive Director and State Health I.T. Coordinator, will provide outreach and education to LHC Group, Inc., and other home health agencies, to assist them in complying with this requirement.    KHIE has a statewide outreach/education program with six coordinators based remotely across the state to provide first-hand assistance to providers.

(a)  Comment:  Garren Colvin, St. Elizabeth Healthcare, provided the following comments:  “We applaud the requirement for providers to set forth a plan to care for caring for underserved populations; however, we have concern that there are currently no mechanisms that would ensure that providers met their stated obligations towards low- or un-compensated care.”

(b)  Cabinet’s Response:   The requirement for an applicant to set forth its plan for care of patients without private insurance coverage and its plan for care of the medically underserved populations was already in the State Health Plan and was relocated from Technical Notes to Common Review Criteria.  Therefore, the Cabinet is finalizing Common Review Criteria #1 as proposed.  

(4)  Subject:  Supporting Rural Providers
(a) Comment: Michael T. Rust, Kentucky Hospital Association, submitted the following comments: “We understand it is the Cabinet’s intent to implement changes to the State Health Plan (SHP) which would be advantageous to rural providers aiming to improve access to quality health care services and support services which improve population health.  The Cabinet is aware of a recent study released by State Auditor Adam Edelen which illustrates the ongoing challenges many Kentucky rural hospitals face in maintaining access to essential services and achieving a level of profitability. In the last year, two Kentucky hospitals have closed and an additional hospital has filed for bankruptcy.  The challenges rural hospitals face are real and they impact the communities and the health of the populations they serve.  We are quite disappointed that the proposed changes to the SHP fall short of protecting existing rural

providers from the unnecessary proliferation of costly health care services.  To the contrary, the proposed plan would remove the few services – imaging and outpatient surgery – which are profitable and allow the hospital to maintain access to an emergency department and other essential services to their community.  The plan also forecloses the opportunity for some rural hospitals to expand access to services by eliminating the angioplasty program and restricting home health.  There is also a missed opportunity to create a pathway for some small rural hospitals to seamlessly

convert to appropriately sized and financially feasible outpatient centers which better meet the needs of the populations they serve. Reports nationally and observations within our own state demonstrate the distinct value that rural hospitals provide to both the physical health of their patients but also the economic health of the communities. We implore the Cabinet to review these proposals and ask the question, how does this proposal support access to care in rural Kentucky. We believe the proposal has

the potential to further exacerbate the problems many small rural hospitals face and if more hospitals close, the result is the displacement of rural Kentuckians from their homes and local support systems to access health care.”
Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Sue Downs, Saint Joseph Hospital; Kevin B. Halter, Our Lady of Bellefonte; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

(b) Cabinet Response:   The Cabinet appreciates the comments regarding supporting rural providers. The function of the State Health Plan is to assure access to quality health care for all Kentuckians; however the Plan cannot assure the financial viability of each existing provider.  The proposed State Health Plan allows the following opportunities for rural hospitals:

· Hospitals which meet proposed quality metrics may establish home health agencies;
· Hospitals which currently operate home health agencies may expand HHA services if proposed quality metrics are met;

· Hospitals may establish ambulatory surgery centers if proposed quality metrics are met; 
· Hospitals with licensed nursing facilities may accept beds from another county if proposed quality metrics are met; and

· The deletion of the Outpatient Health Care Center component of the State Health Plan is the first step in a 2-step process for small rural hospitals to seamlessly convert to financially feasible outpatient centers.

Additionally, the Statement of Consideration addresses revisions the Cabinet will make to the State Health Plan after consideration of comments received during the public comment period.  The revisions to the ambulatory surgical center, home health agency, magnetic resonance imaging, megavoltage radiation therapy, and cardiac catheterization service review criteria will further benefit rural providers.  

 (5) Subject:  Comprehensive Physical Rehabilitation Beds

(a)  Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: “KHA supports allowing existing providers with Physical Rehabilitation beds the opportunity to expand their bed component if they meet utilization thresholds and quality criteria. The ability to expand services by existing providers if target occupancy has been maintained is consistent with other areas of the Plan, including the Acute Bed Need criteria. We also support use of quality metrics as a requirement for applicants to be eligible to apply. However, we have noted a problem with the proposal as it relates

to quality indicators for Inpatient Rehabilitation Facilities (IRF). The CMS IRF Quality Reporting Program has been underway for several years, however, the pressure ulcer data and the catheter associated urinary tract infection (CAUTI) rate data is not yet available publicly (through a CMS Compare web site) in order for a national average to be utilized. The CMS Inpatient IRF Proposed Rule indicates that CMS plans to release this data publicly in the Fall of 2016. If the Cabinet does not want to delay the implementation of this change to the SHP and the ability of hospitals to apply for additional beds then KHA recommends the Cabinet consider allowing applicants to submit their Pressure Ulcer and CAUTI rates to the Cabinet and that those rates be compared to the published Pressure Ulcer and CAUTI national rates for acute care hospitals in the interim.  Additionally, we urge the Cabinet to change the requirement for acute care hospitals wishing to expand their bed capacity for existing inpatient rehabilitation beds be held to the same quality metrics as the free‐standing inpatient rehabilitation facilities – Pressure Ulcer and CAUTI. Furthermore, applicants should be required to meet or exceed national benchmarks but should not be required to exceed  the benchmark.

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Kevin B. Halter, Our Lady of Bellefonte; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

Adonna Wickliffe, KentuckyOne Health, provided the following comments:  “We generally support program expansion based upon quality and high occupancy.  However, the quality metrics for acute care hospitals with rehab beds should be related specifically to rehab patients and services, not hospital-wide metrics unrelated to rehab.”
Mark D. Birdwhistell, UK HealthCare, provided the following comments:  “UK HealthCare is supportive of the Cabinet’s efforts to increase acute post-discharge  treatment options for our patients.”  

Andy Sears, Baptist Health provided the following comments:   Baptist Health does not oppose the proposed changes.

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding the proposed quality metrics for comprehensive physical rehabilitation services.  It is the Cabinet’s intention for IRFs participating in the CMS IRF Quality Reporting Program to document to the Cabinet that their rates were equal to or better than the national average for the most recent IRF reporting period.  The criteria did not specify that the rates would be published by CMS   Therefore, the Cabinet is finalizing Criterion 6.b.i. as proposed with the clarification that the most recent IRF reporting period is the reporting period preceding the date the application is filed.  

After consideration of the comments received, the Cabinet will amend the quality metrics in Criterion 6.b.ii. for acute care hospitals wishing to expand their inpatient rehabilitation bed capacity as follows:
“ii.
an acute care hospital performing “no different than” or “better than” the most recently published U.S. National Benchmark preceding the date the application is filed for each of the following metrics: 

(a)
Catheter Associated Urinary Tract Infection rate; and 


(b)
Rate per 1,000 discharges of patients with a Stage III or IV hospital-acquired 
pressure ulcer (AHRQ PSI-3);”
(6) Subject:  Special Care Neonatal Beds
(a) Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments:  “KHA would like to recommend a slight change in the criteria for Level III beds regarding the on‐site availability of a neonatologist. The proposal includes a 15 minute requirement for on‐site availability. KHA recommends this criterion be changed from 15 minutes to 30 minutes which is consistent with federal EMTALA regulations, other CMS Conditions of Participation and is also consistent with most hospital medical staff bylaws.”

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc.; Kevin B. Halter, Our Lady of Bellefonte; Russ Ranallo, Owensboro Health; and  Adonna Wickliffe, KentuckyOne Health, provided comments similar to or supporting KHA’s position on this issue.

Robert J. Balcom, M.D., Pediatrix Medical Group of Kentucky, P.S.C., submitted the following comments:  A recommendation is made to modify Level III Criteria 3.b and 3.c. to be consistent with nationally published guidance while still maintaining the high level of urgent response required of the Level III unit.   “For example, with regard to placing a time threshold on level III neonatologist availability, the Guidelines for Perinatal Care, published by the American Academy of Pediatrics (AAP) and the American College of Obstetrician and Gynecologists (ACOG) notes that ‘…a neonatologist should be continuously available for consultation 24 hours per day.  Personnel qualified to manage the care of mothers or neonates with complex or critical illness, including emergencies, should be in house.’  Thus there is recognition that multiple members of the care team contribute to urgent care and that while the neonatologist must be available, physical presence time thresholds do not necessarily contribute to improved care so long as qualified care tam members are otherwise physically present who are capable of emergency responding.  Furthermore, the 15 minute threshold has no historical basis in supporting improved outcome in an emergency.  For example, ACOG has historically advocated that in one such life threatening scenario (emergency caesarian section with fetus at risk), 30 minutes was reasonable from the perspective of decision to incision.  More recently, even ACOG has discouraged placing any time threshold on such emergency present by noting that ‘Scientific evidence to support this threshold is lacking’ and encourages facilities to tailor such emergency time to local circumstances and logistics.’… Such nationally recognized publications do not mandate either neonatologist or nurse practitioner in-house presence, but rather focus on each hospital’s capability to ensure presence of a highly trained staff covering a broad range of responsibilities.  Furthermore, for those personnel assigned to in-house coverage, the designation spans a greater range than solely a nurse practitioner or neonatal fellow and at least also includes pediatricians such as pediatric hospitalists.”
Mark D. Birdwhistell,  UK HealthCare and Mary Jo Bean, Norton Healthcare, Inc.,  presented the following comments:  “While the Guidelines for Perinatal Care are not completely specific, they do state that Level III providers are those ‘having continuously available personnel (neonatologists, neonatal nurses, respiratory therapists)…’  Norton Healthcare and UK HealthCare support the proposed change but would have concerns if the time for a neonatologist to be on-site was extended beyond the proposed 15 minute threshold.   

Andy Sears, Baptist Health, provided the following comments:  “…the proposed requirements are not consistent with national standards of care for neonatal services.  In 2012, the American Academy of Pediatrics (“AAP”) published a policy statement defining the levels of neonatal care. The AAP states that Level III neonatal facilities should have neonatal personnel, such as neonatologists, neonatal nurses or respiratory therapists, continuously available.  The proposed changes to the SHP criteria go well beyond the national standard set forth by the AAP.  Baptist Health encourages the Cabinet to revise this criteria to bring it in line with the AAP’s standards.”
(b)  Cabinet’s Response:   The Cabinet appreciates the comments regarding staffing requirements for Level III special care neonatal units.  It is the Cabinet’s position that the proposed criterion requiring a neonatologist “who is continuously available 24 hours per day and able to be on-site within fifteen (15) minutes” is consistent with the AAP and ACOG Guidelines for Perinatal Care.  A 15 minute response time is consistent with the Kentucky recommendations for Level One Trauma surgeons who have to attend to similar unpredictable life-threatening crises that need immediate attention. Therefore, the Cabinet is finalizing Level III Criterion 3. b., c., and d. as proposed.
(a)  Comment:  Robert J. Balcom, M.D., Pediatrix Medical Group of Kentucky, P.S.C., submitted the following comments: Regarding proposed Level III Criterion 3.l., Pediatrix proposes that the language be amended to include not only VON, but also the discretion for hospitals to use similar large-volume registries or databases, such as the Pediatrix Medical Group Clinical Data Warehouse, to allow for a more comprehensive and complete set of benchmarking data.

(b)  Cabinet’s Response:  The Cabinet appreciates the comment regarding the requirement for a Level III unit to participate in the Vermont Oxford Network (VON).  To assure consistency in data reporting, the Cabinet will retain the existing language in the State Health Plan requiring participation in VON.  
(7)  Subject:  Nursing Facility Beds
(a)  Comment:  Elizabeth A. Johnson, Kentucky Association of Health Care Facilities, provided the following comments:   KAHCF represents 226 nursing facilities and personal care homes throughout KY.  “KAHCF appreciates the Office of Health Policy adopting its recommendation for allowing the transfer of beds based on county occupancy rates. However, KAHCF respectfully requests that the limitation, in Section III A. 5. d., of the proposed updated SHP, be expanded beyond facilities that have an overall rating of 5-stars as reported by CMS’ most recently published Nursing Home Compare.  Although KAHCF applauds the Office of Health Policy’s focus on quality, KAHCF firmly believes that limiting innovation to 5-star facilities only is too narrow of an approach and does not accomplish the overall goals of CON modernization in Kentucky.    KAHCF requests that the ability to receive beds be expanded to those facilities that also have 3 and 4-star ratings...”.

“CMS rates nursing homes on three categories:  results from onsite inspections by surveyors, performance on certain quality measures, and staffing levels.  Starting in  February  2015, nursing home ratings also include:  two quality measures – for short-stay and long-stay patients – related to antipsychotic use; improved calculations for staffing levels; results from onsite quality assessment surveys; and tougher standards  for achieving a high quality measure rating.   Because of this rebasing, nearly one in three nursing centers across the nation lost a star.  In Kentucky, the impact of the rebasing was significant resulting in a total of fifty-eight (58) facilities dropping one or more stars.  Twenty-two (22) facilities went from a 4-star raging to a 3-star rating.  However, and most importantly, these changes in star ratings have nothing to do with changes in the quality of services being provided in the facilities.”

KAHCF cited a new Medicare ACO rule starting in 2017 for Track 3 ACOs, where physicians have the option to send patients directly to a nursing center for skilled-nursing care, waiving the required three-day hospital visit if the facility has at least 3-stars.  Also in April 2015, KentuckyOne Health Partners, part of KentuckyOne Health, announced it was making strides in providing more “accountable, coordinated care for those in need of skilled nursing care in Lexington” by adding 10 skilled nursing facilities to their network, many of which ranked below 5-stars.  KAHCF believes that this recognizes that a nursing center does not need to be a five-star facility to play an integral and important role in the continuum of care, as well as ensuring that individuals are receiving the best care in the best setting.  .

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding transfer of NF beds.  After consideration of the comments received, the Cabinet will amend Criterion 5.d. to state:
“The facility receiving the beds has an overall rating of 4 or 5 stars as reported by CMS’ most recently published Nursing Home Compare for three (3) of the last four (4) reported months preceding the date the application is filed;”
(a) Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments:  “We applaud the Cabinet for recognizing the ongoing challenge with the availability of nursing facility beds in the state and we want to particularly emphasize the challenge related to placing medically complex patients in appropriate long‐term care settings. KHA supports the principle of proposed changes to the criteria to allow for the transfer of beds from one provider to another provider if quality and occupancy criteria are met. We want to emphasize that quality metrics should be reasonable so that there is appropriate opportunity for the movement of beds. There is also concern that the

occupancy rate requirement coupled with the quality performance requirement could limit the ability for this transfer to take place. However, this proposed change effects only minor improvement on the continued patient placement challenges hospitals are facing. KHA has established a work group to analyze the severity of this problem and we are learning from a range of hospitals that when patients cannot be placed appropriately, hospitals must continue to care for the patient in the inpatient setting

but without any payment from insurance or MCOs until a long term care facility will accept the patient. Hospitals are losing substantial money in these situations. Often patients must be placed out of state, away from family and support resources, where there is better bed availability. KHA would like the opportunity to work with the Cabinet to discuss how we can develop a system to more appropriately care for Kentuckians close to their families and support systems. …

KHA suggests the following language be added to the Long Term Care criteria:
An application to convert underutilized acute care beds to long term care beds shall be

consistent with the Plan if the following conditions are met 


1. 
The applicant is an acute care hospital and the occupancy of acute care beds 

in the facility is less than 70% according to the most recently published Hospital



Utilization and Services Report, and


2. 
All of the proposed long term beds are being converted from licensed acute 


care beds, and


3. 
All of the long term care beds will be implemented on site at the applicant’s



existing licensed facility.

KHA recommends an addition to the exception under proposed section #5 to limit the transfer of beds within a planning area of the county and contiguous counties. Allowing minor exceptions to strict need criteria is an important strategy to best meet the needs of the citizens of the Commonwealth and to improve the ability of providers to serve their populations appropriately. However, KHA strongly supports maintaining criteria, even within exceptions, to ensure that services are granted based on population and planning area based needs. Allowing services to move from one area of the state to

potentially any other area within the state would depart from that overarching goal and planning strategy and could set a poor precedent for other areas of the plan.”

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Kevin B. Halter, Our Lady of Bellefonte; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

Adonna Wickliffe, KentuckyOne Health, provided the following comments:  “We propose that the Cabinet  make an additional change that would allow acute care hospitals and comprehensive physical rehabilitation hospitals to convert a limited number of their acute or rehab beds to nursing facility beds.”
Mark D. Birdwhistell, UK HealthCare, provided the following comments:  “UK HealthCare is supportive of the Cabinet’s efforts to increase acute post-discharge  treatment options for our patients.”  

(b) Cabinet’s Response:  The Cabinet appreciates the comments received regarding nursing facility beds.  The Deloitte study recommended that KY limit long term care bed supply, and develop home and community based services to transition care to the community.  The proposed revision to the State Health Plan will allow transfer of beds from one facility to another if certain quality metrics are met, however an increase in the total number of nursing home beds in Kentucky is not proposed.  The Cabinet is finalizing the nursing facility review criteria with the revision noted above for Criterion 5.d. allowing 4 or 5 star rated nursing facilities to receive transferred beds.

(a) Comment:  Steve Hale, Springfield, KY, submitted the following comments:  Concern was expressed because the State Health Plan will not allow for another nursing facility in Springfield where there is a tremendous need.  Mr. Hale stated that he has been a volunteer in the existing nursing facility in Springfield for 32 years and in the past he has found the facility to have odor and fecal matter on the floor.  People in Washington County have to go as far away as Louisville to get the kind of care they want.  
(b) Cabinet’s Response:  The Cabinet appreciates the comments received during the public hearing.  The Deloitte study recommended that KY limit long term care bed supply, and develop home and community based services to transition care to the community.  The proposed revision to the State Health Plan will allow transfer of beds from one facility to another if certain quality metrics are met, however the addition of nursing home beds in Kentucky is not proposed.  Quality of health care services is of utmost importance to the Cabinet, however, it is ultimately the responsibility of the Office of the Inspector General to address the quality of care being provided by licensed nursing facilities.  Persons with concerns regarding the quality of the existing nursing facility in Springfield are encouraged to contact OIG register their concerns/complaints.  

(8) Subject:  Home Health Agency 
(a)  Comment:  Nan Frazer Hanley, Kentucky Home Care Association, provided the following comments:  KHCA represents nearly 70 home health agencies and also represents hospices, personal services agencies and companies that deliver durable medical equipment and supplies.   “KHCA appreciates that home health, private duty nursing and hospice services are retained in the Certificate of Need (“CON”) program.  Kentucky has been able to maintain a stable and economically viable home care industry that delivers quality care to an increasing patient base due, in part, to the CON program.  While we agree that the methodology for home health services should be changed to appropriately identify need for additional agencies or distinguish among services, we do not believe the proposed changes to the methodology achieve that end.

KHCA agrees with the Delotte Study…that the implementation of economic incentives would enable home health agencies to provide care to patients with higher acuity levels as well as maintain a stable workforce.  Home health agencies’ ability to use telehealth and other technology, and receive reimbursement therefore, would also enable increased access without the necessity of expensive and sometimes dangerous travel in the more rural parts of the state.  Home health agencies have not seen an increase in their reimbursement rate in 20 years.  This has resulted in a decline in the number of agencies accepting Medicaid patients.

The conclusions in the Deloitte Study that additional home health agencies are needed, however indicate a misunderstanding of Kentucky’s CON law as it relates to home health agencies.  Once established, a home health agency can add nurses and services in its approved service area as the need for those services grows.  Additional agencies aren’t necessarily the answer, rather the reimbursement system should be modernized to ensure economic viability and workforce sustainability.  …To allow hospitals the ability to add agencies could delete significant referral sources for home health agencies.  It may even lead to the end of the contractual relationship which has enabled the hospital to meet the CMS benchmark.  Likewise, the same circumstance occurs with the Kentucky federally-based qualified accountable care organizations (“ACO”)… 

Under the current methodology in State Health Plan, only six counties show a need for additional agencies… . In spite of the need demonstrated in the State Health Plan, applications considered for these counties have been denied based on the failure to meet some, or all, of the other four criteria.  The changes proposed to the home health criteria fail to meet the Triple Aim objectives upon which the CON Modernization is predicated.  It will not increase access and quality or reduce costs.  Eroding the patient base of one group of health care providers for the benefit of another fails to serve either the health care system or the patient in need of the service.”

KHCA suggests that language should be included to provide the opportunity for an existing agency which provides care to pediatric patients to expand into other counties as well as for an agency to be established to provide pediatric care in counties where little or no care is provided. 

Faris Sarder, Community Home Health Care; and Marion Russell, Hayswood Home Health, provided comments similar to or supporting KHCA’s position on this issue.

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding HHA services.  The Cabinet’s CON Modernization Core Principle of Incentivizing Quality stated: “Healthcare is rapidly moving toward adoption of objective quality metrics.  Thus, the CON program will seek to support those providers that demonstrate attainment of robust quality indicators “    The selected HHA quality metrics will allow targeted expansion, rewarding a provider who has met the selected quality indicators  An applicant my use one of the proposed exception criteria to propose to serve pediatric patients..  

After consideration of the comments received, the Cabinet is revising Criterion 4 to address a hospital or CAH proposing to establish a HHA if the proposed service area encompasses no more than the county in which the hospital is located and contiguous counties.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the most recently published Hospital Compare preceding the date the application is filed shall be used.
Criterion 5, which addresses expansion of existing licensed home health agencies, is being revised to restrict the proposed expansion to the contiguous counties of the agency’s October 1, 2015 licensed service area.  Applications received prior to July 1, 2016 shall meet the quality metrics originally proposed in Criterion 5.  For applications received on or after July 1, 2016, the agency’s published rate by CMS Home Health Compare under “Quality of Patient Care Star Ratings” shall be 4 stars or higher for three (3) out of the last four (4) reported quarters preceding the date the application is filed.

Criterion 6 will be revised to address physician-led ACOs proposing the provision of HHA services.

(a)  Comments:  Representative Regina P. Bunch, House of Representatives; Representative Jim Stewart, House of Representatives; Senator Albert Robinson, State Senate; William R. Cook, Cook & Cheek;  Mark Hensley, Laurel County Health Department; Martha Steele, Whitley County Health Department; Ray Canady; Gary Hammons, Jack Ketchum, Dr. Richard Carter, Knox County Board of Health; J.M. Hall, Knox County Judge/Executive; Bobby Turner, M.D.; Woody Dunn; Daniel Whitley, M.D. and the Whitley County Board of Health, provided the following comments:  Current language in the State Health Plan protects the Commonwealth against duplicative, unnecessary and proliferate services.  These individuals requested that the Cabinet keep the current State Health Plan language relating to home health services.

Comment:  Brian W. Lebanion, Professional Home Health Care Agency, Inc. provided the following comments:  Requested removal of proposed criteria 4, 5, 6 and 7 in their entirety. Mr. Lebanon echoed many of the issues addressed by KHCA, asserting that there are enough existing home health providers that provide quality care to serve the Commonwealth of Ky.  Professional Home Health Care Agency, serving patients in TN, has first-hand knowledge of the impact of removing or weakening CON criteria.  Mr. Lebanion stated that Professional Home Health Care Agency participated with a local coalition for over two years, headed by an acute care facility that included other providers across the spectrum.  The acute care facility abruptly abandoned the coalition once their grant application to fund the program failed.  This was evidence that the acute care facility was not open to working with ancillary providers and was not patient centered.  Historically, hospitals have not been interested in home health care because of the small margin of revue it generates as compared to their other revenue streams.  

“Home Health providers are already trying to figure out how to use limited existing resources to deal with the newly implemented MWMA system that was taunted and applauded  as a ‘fix’  as one-stop portal and make certain patients are case managed.  However when you cannot access any information you can hardly make sure patients get the care they need.   The MWMA system has wrapped its tentacles around the Home and Community Based Waiver program whose purpose was to serve the most frail and vulnerable members of our community.”    

Russ Ranallo, Owensboro Health provided the following comments:  Owensboro Health suggested that if the Cabinet is going to modify the SHP requirements for home health, it first develop a more reasonable need methodology.  While Owensboro Health currently meets the three (3) proposed exceptions, they do not support his “planning by exception” approach.  There are many counties in which there are already more than enough quality home health agencies to meet the needs of the patient and to give patients, their families, and their physician adequate choice.  The Cabinet’s s proposal would not take into account the number or quality of existing agencies in a county.  

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding HHA services.  The Cabinet’s CON Modernization Core Principle of Incentivizing Quality stated: “Healthcare is rapidly moving toward adoption of objective quality metrics.  Thus, the CON program will seek to support those providers that demonstrate attainment of robust quality indicators “    The selected HHA quality metrics will allow targeted expansion, rewarding a provider who has met the selected quality indicators.  

After consideration of the comments received, the Cabinet is revising Criterion 4 to address a hospital or CAH proposing to establish a HHA if the proposed service area encompasses no more than the county in which the hospital is located and contiguous counties.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the most recently published Hospital Compare preceding the date the application is filed shall be used.

Criterion 5, which addresses expansion of existing licensed home health agencies, is being revised to restrict the proposed expansion to the contiguous counties of the agency’s October 1, 2015 licensed service area.  Applications received prior to July 1, 2016 shall meet the quality metrics originally proposed in Criterion 5.  For applications received on or after July 1, 2016, the agency’s published rate by CMS Home Health Compare under “Quality of Patient Care Star Ratings” shall be 4 stars or higher for three (3) out of the last four (4) reported quarters preceding the date the application is filed.

Criterion 6 will be revised to address physician-led ACOs proposing the provision of HHA services.

(a)  Comment:  Nan Frazer Hanley, Kentucky Home Care Association, provided the following comments:  “KHCA disagrees that home health agencies…should be required to participate in the National Background Check Program.  It is cost prohibitive, is overly burdensome and significantly delays the hiring of new employees.  The current background check system ensures patient safety and the timely delivery of quality services. “ 

Representative Regina P. Bunch, House of Representatives; Representative Jim Stewart, House of Representatives; Senator Albert Robinson, State Senate; William R. Cook, Cook & Cheek, Mark Hensley, Laurel County Health Department; Martha Steele, Whitley County Health Department; Ray Canady; Gary Hammons, Jack Ketchum, Dr. Richard Carter, Knox County Board of Health; J.M. Hall, Knox County Judge/Executive; Bobby Turner, M.D.; Woody Dunn; and Daniel Whitley, M.D. provided similar comments.
Richard MacMillan, LHC Group, Inc. provided the following comments :  LHC is neutral in regards to the proposed Criterion 7 regarding National Background  Checks.  LHC stated it is possible that this system may assist the Cabinet but questions whether it warrants a substantial increase in costs to providers and unnecessary delays in hiring of additional personnel.  Suggested the Cabinet re-evaluate this criterion in respect to the effectiveness of the current system of background checks.

(b)  Cabinet’s Response:  Since its implementation in May 2014, Kentucky’s National Background Check Program provides a comprehensive pre-employment screening mechanism that prevents individuals from hiding their criminal or abusive actions when seeking employment in long-term care settings, including nursing facilities, home health agencies, and private duty nursing agencies.  This helps protect the elderly and vulnerable adults from possible abuse, neglect, and exploitation, including financial exploitation.

State law currently requires applicants for employment in health facilities such as nursing facilities and home health agencies to submit to a check of the nurse aide and home health aide abuse registry, Caregiver Misconduct Registry, and a name-based, state only criminal records check.  This means that an applicant may have serious convictions in other states that will not be revealed to the employer.  This loophole can be particularly problematic in Kentucky communities near state borders when the applicant resides in another state.  Through Kentucky’s National Background Check Program, new employees submit to a comprehensive check of all available abuse registries and a fingerprint-supported, State and FBI (national) criminal background check.  Moreover, this background check program has proven itself to be less costly and more timely than current, paper-based processes, as set forth below.

· Cost:  During the first 18,000 background checks, the cost of the fingerprint-supported State and FBI criminal background checks will be $20, which is the same fee charged by the Kentucky State Police or Administrative Office of the Courts for a state-only criminal history check.  After 18,000 background checks have been completed, the Cabinet anticipates that the cost to query what is known as the “KARES” database will remain $20 to determine whether an applicant has already submitted to a fingerprint check and is currently “cleared for hire.” If the applicant reports to the employer that he or she has not previously been fingerprinted under Kentucky’s national background check program, the Cabinet anticipates the employer will pay approximately $50 to $55 (total) for a fingerprint check.  This fee is less than or otherwise competitive with fees charged by commercial vendors for a national background check.  Additionally, most commercial vendors do not offer fingerprint-supported background checks.  

· Speed of Results: It is documented that since implementation in May 2014, the average duration for this system to complete the background check once fingerprints have been taken  is less than 48 hours.  Comparable paper-based background check systems require two weeks or more. The electronic nature of this system ensures that employers may make timely employment decisions.  Further, Cabinet staff review the background check results and determine whether an individual is eligible for employment based on the criminal history information. This relieves facility staff of the administrative burden they currently perform.

As a quality measure intended to enhance the safety and quality of care for Kentucky’s long-term care population and other vulnerable adults, the Cabinet is retaining the requirement in the State Health Plan for participation in the National Background Check Program by any nursing facility that requests CON approval for a transfer of nursing facility beds from a facility in another county, an entity seeking to operate a new home health agency or new private duty nursing agency, or an existing home health agency or private duty nursing agency seeking to establish services in a county in which it is not currently authorized to operate.

(a) Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: “KHA applauds the Cabinet for proposing new quality criteria within the State Health Plan as a condition of application. This strongly reflects the statutory intent for the Certificate of Need program. Additionally, we concur with the Cabinet that quality data utilized should be consistent with measures that have been vetted by national organizations like the National Quality Forum and the Centers for Medicare and Medicaid Services (CMS). KHA believes that measures must be evaluated for both

accuracy and appropriately linked or complimentary to the specific services in question within the SHP for it to be included within the criteria.  KHA, however, opposes the use of the CMS readmission measure and data for determining eligibility of

hospitals to apply for services. There have been numerous national reports and studies which have found that the CMS Hospital Readmissions Reduction Program unfairly penalizes hospitals that provide care for communities with poor socioeconomic indicators. Specifically, the readmission measure does not appropriately adjust for the socioeconomic factor which greatly influences post acute outcomes and the ability and likelihood that patients follow their discharge plan, in spite of the hospitals efforts to best manage the patient after they have been discharged.”

“We understand the desire of the Cabinet to incorporate quality criteria within the Home Health criteria. However, we believe the criteria proposed for hospitals do not appropriately align with this particular service and should be deleted. We are particularly concerned with the use of the readmission measure for reasons already outlined. Home health services may be one of the most valuable tools for hospitals

to implement in their ongoing work to effect improvement in hospital readmissions and mortality. Furthermore, hospitals with good readmission rates may actually indicate the hospital has an effective home health agency partnership established while hospitals with higher readmission rates may not have the same availability of effective services. We urge the Cabinet to delete the readmission measure from the Home Health criteria because it is flawed and will penalize the very hospitals that need home health

to improve their readmission rates.

The Cabinet in two sections, Home Health and Rehabilitation Beds, has proposed a requirement for existing providers to meet national benchmarks for all 12 measures within the readmissions and mortality measure sets and additionally to exceed the benchmark for at least one of these measures. It is important to note that this additional factor is extremely limiting and prohibitive. Only six acute care hospitals meet this requirement according to the most recently available Hospital Compare Data. We

oppose this additional requirement for any quality metric. Meeting the national benchmark should be adequate.”  

“…Critical access hospitals are not included in the readmissions and mortality reporting requirement and therefore there is no data available for these facilities.  Is it the Cabinet’s intent to exclude these hospitals from the opportunity to expand services like Home Health which could benefit their community and long-term outcomes for patients?”

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital;  Adonna Wickcliffe, KentuckyOne Health; Kevin B. Halter, Our Lady of Bellefonte; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

((b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding HHA services.  The Cabinet’s CON Modernization Core Principle of Incentivizing Quality stated: “Healthcare is rapidly moving toward adoption of objective quality metrics.  Thus, the CON program will seek to support those providers that demonstrate attainment of robust quality indicators “    The selected HHA quality metrics will allow targeted expansion, rewarding a provider who has met the selected quality indicators.  

After consideration of the comments received, the Cabinet is revising Criterion 4 to address a hospital or CAH proposing to establish a HHA if the proposed service area encompasses no more than the county in which the hospital is located and contiguous counties.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the most recently published Hospital Compare preceding the date the application is filed shall be used.

Criterion 5, which addresses expansion of existing licensed home health agencies, is being revised to restrict the proposed expansion to the contiguous counties of the agency’s October 1, 2015 licensed service area.  Applications received prior to July 1, 2016 shall meet the quality metrics originally proposed in Criterion 5.  For applications received on or after July 1, 2016, the agency’s published rate by CMS Home Health Compare under “Quality of Patient Care Star Ratings” shall be 4 stars or higher for three (3) out of the last four (4) reported quarters preceding the date the application is filed.

Criterion 6 will be revised to address physician-led ACOs proposing the provision of HHA services.

(a)  Comment:  William B. Yarmuth,  Almost Family, Inc. provided the following comments:  Almost Family suggests that the Cabinet delay implementation of these measures pending further refinement for the following reasons:

“a.
A significant concern on the use of quality measures, as proposed, is the prospect of the award of a permanent license for what may be a temporary achievement of the metric by a provider.  The notion of rewarding consistent quality could be defeated by the hospital or HH agency who meets the metric for a single instant but who otherwise may have missed it in prior or subsequent quarters before or after an application is approved.  In the worse case this can reward marginal or even historically poor car providers that just meet the metric in a snapshot.   Conversely an otherwise qualified provider could experience a blip in their metrics which might cause that applicant to be turned down for expansion.  

b.
We are concerned with both the accuracy and the timeliness of the use of CMS Compare data.  The Home Health Compare data, for example, on the current CMS website lists an entirely incorrect agency of AFAM under the Kentucky listings citing data for an AFAM Cleveland, OH agency instead of a Kentucky-based one…


c.
Lastly, the concept of quality metrics is evolving as evidenced by new quality 
metrics enacted recently by Congress in its IMPACT legislation (Improving 
Medicare Post-Acute Care Transformation Act of 2014).  This legislation ties 
future 
bundled payments in the post-acute sector to a number of quality measures 
in 
addition to just hospital readmission and urgent care admissions.  These include 
patient satisfaction, skin integrity, changes in functional status including mobility 
and cognitive function and the accurate communication of health information to 
patients and family caregivers.  As you consider quality metrics, we urge you to 
consider the expansion of quality measures more in line with the federal standard 
and not just the snapshot of 2 metrics tied to hospital admissions.  Here is a link to 
this federal legislation:  https://www.govtrack.us/congress/bills/113/hr4994.”

Nan Frazer Hanley, Kentucky Home Care Association, provided similar comments adding:  It is our understanding that these criteria would provide the opportunity for six hospitals and nine Kentucky based ACOs to establish home health agencies and twelve home health agencies to expand.  …There is no provision for the circumstance when a hospital, ACO or home health agency fails to meet the qualifying criteria.

Faris Sarder, Community Home Health Care,  provided comments similar to or supporting KHCA’s position on this issue.

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding HHA services.  The Cabinet’s CON Modernization Core Principle of Incentivizing Quality stated: “Healthcare is rapidly moving toward adoption of objective quality metrics.  Thus, the CON program will seek to support those providers that demonstrate attainment of robust quality indicators “    The selected HHA quality metrics will allow targeted expansion, rewarding a provider who has met the selected quality indicators.  

After consideration of the comments received, the Cabinet is revising Criterion 4 to address a hospital or CAH proposing to establish a HHA if the proposed service area encompasses no more than the county in which the hospital is located and contiguous counties.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the most recently published Hospital Compare preceding the date the application is filed shall be used.

Criterion 5, which addresses expansion of existing licensed home health agencies, is being revised to restrict the proposed expansion to the contiguous counties of the agency’s October 1, 2015 licensed service area.  Applications received prior to July 1, 2016 shall meet the quality metrics originally proposed in Criterion 5.  For applications received on or after July 1, 2016, the agency’s published rate by CMS Home Health Compare under “Quality of Patient Care Star Ratings” shall be 4 stars or higher for three (3) out of the last four (4) reported quarters preceding the date the application is filed.

Criterion 6 will be revised to address physician-led ACOs proposing the provision of HHA services.

(a)  Comment:  Randall S. Strause, Strause Law Group, PLLC, provided the following comments:  “The current methodology for calculating projected need for additional home health services is flawed for several reasons…Therefore, Maxim believes it is necessary to include criterion enabling an existing home health agency to expand services in the absence of a numeric need for additional services in a contiguous county.”  Regarding proposed criterion 5…”exclusive reliance on CMS Home Health Compare measures is prejudicial to an agency, such as Maxim, that has a strong focus on serving non-Medicare populations.  Home Health agencies that serve pediatric patients and those that accept only Medicaid, private insurance or direct payment by their patients are not required to report quality measures to CMS.  Accordingly, quality measures for agencies that focus on the often underserved Medicaid and pediatric populations, like Maxim, will likely have insufficient data for a meaning full analysis of the agency’s quality measures under CMS Home Heath Compare.”  Maxim proposed an addition review criterion:

“Notwithstanding criteria 1 and 2, an existing licensed Kentucky home health agency’s application to expand a home health service will be found consistent with this Plan if one (1) of the following conditions are met:

a.  The agency is accredited by the Accreditation Commission for Health Care; or

b.  The agency is accredited by The Joint Commission.”

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding HHA services.  The Cabinet’s CON Modernization Core Principle of Incentivizing Quality stated: “Healthcare is rapidly moving toward adoption of objective quality metrics.  Thus, the CON program will seek to support those providers that demonstrate attainment of robust quality indicators “    The selected HHA quality metrics will allow targeted expansion, rewarding a provider who has met the selected quality indicators.  

After consideration of the comments received, the Cabinet is revising Criterion 4 to address a hospital or CAH proposing to establish a HHA if the proposed service area encompasses no more than the county in which the hospital is located and contiguous counties.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the most recently published Hospital Compare preceding the date the application is filed shall be used.

Criterion 5, which addresses expansion of existing licensed home health agencies, is being revised to restrict the proposed expansion to the contiguous counties of the agency’s October 1, 2015 licensed service area.  Applications received prior to July 1, 2016 shall meet the quality metrics originally proposed in Criterion 5.  For applications received on or after July 1, 2016, the agency’s published rate by CMS Home Health Compare under “Quality of Patient Care Star Ratings” shall be 4 stars or higher for three (3) out of the last four (4) reported quarters preceding the date the application is filed.

Criterion 6 will be revised to address physician-led ACOs proposing the provision of HHA services.

(a)  Comment:  Walter E. May, Pikeville Medical Center provided the following comments:  “Pikeville Medical Center opposes amending the State Health Plan to include an exception to Criteria 1 and 2 for the hospitals and existing home health agencies that meet certain benchmarks…  The national benchmarks referenced in the proposed amendment do not relate to their ability to operate a home health agency.”
((b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding HHA services.  The Cabinet’s CON Modernization Core Principle of Incentivizing Quality stated: “Healthcare is rapidly moving toward adoption of objective quality metrics.  Thus, the CON program will seek to support those providers that demonstrate attainment of robust quality indicators “    The selected HHA quality metrics will allow targeted expansion, rewarding a provider who has met the selected quality indicators.  

After consideration of the comments received, the Cabinet is revising Criterion 4 to address a hospital or CAH proposing to establish a HHA if the proposed service area encompasses no more than the county in which the hospital is located and contiguous counties.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the most recently published Hospital Compare preceding the date the application is filed shall be used.

Criterion 5, which addresses expansion of existing licensed home health agencies, is being revised to restrict the proposed expansion to the contiguous counties of the agency’s October 1, 2015 licensed service area.  Applications received prior to July 1, 2016 shall meet the quality metrics originally proposed in Criterion 5.  For applications received on or after July 1, 2016, the agency’s published rate by CMS Home Health Compare under “Quality of Patient Care Star Ratings” shall be 4 stars or higher for three (3) out of the last four (4) reported quarters preceding the date the application is filed.

Criterion 6 will be revised to address physician-led ACOs proposing the provision of HHA services.

 (a)  Comment:  Adonna Wickliffe, KentuckyOne Health, provided the following comments:  “ We support proposed Criterion 5 and agree that the metrics are directly related to quality.”
(b) Cabinet’s Response: The Cabinet appreciates the feedback regarding HHA services.
(a)  Comment:  Mark D. Birdwhistell, UK HealthCare, provided the following comments:  “UK HealthCare is supportive of the Cabinet’s efforts to increase acute post-discharge  treatment options for our patients.”  

Andy Sears, Baptist Health provided the following comments:  Baptist Health supports the proposed changes. 

(b) Cabinet’s Response:  The Cabinet appreciates the feedback regarding HHA services.
(a)  Comment:  Richard MacMillan, LHC Group, Inc. provided the following comments:  LHC currently operates 24 home health agency locations and 5 home and community based locations in Kentucky, including the Lifeline family of agencies.   LHC supports continuation of Home Health Review Criterion #3, the emergency circumstances exemption.

(b)  Cabinet’s Response:  The Cabinet appreciates the feedback regarding Criterion #3.
(a)  Comment:  Richard MacMillan, LHC Group, Inc. provided the following comments:  LHC opposes proposed Criterion 4 in that it exempts acute care hospital from meeting the need requirements in Criterion1 for establishing, and in Criterion 2 for expanding, home health services.    LHC recommends “that the Cabinet modify the phrase ‘Notwithstanding criteria 1 and 2,’ at the beginning of Criterion 4 to ‘Notwithstanding criteria 2,’ which would permit existing hospital-based home health agencies to expand their services to accommodate their patients’ needs without having to establish need, but which would not  exempt new hospital-based home health agencies from establishing need for new home health services.”
LHC generally supports Criterion 5.  They agree that the two quality measures designated for this criterion are important, but urge the Cabinet to consider including additional quality measures to provide a more comprehensive survey of a home health agency’s  quality in determining eligibility  of an agency to expand their service area.  

LHC expressed concern that some home health agencies might use the addition of contiguous counties  thereby “marching across the Commonwealth” to its desired destination.  LHC suggested the Cabinet consider including a temporal restriction in its review criterion.

LHC noted that removing the requirement that certain applicants need not prove the 125/250 threshold need for expansion of existing services or establishment of new services, the Cabinet is increasing the likelihood that entities will apply for CONs more frequently than under the existing criteria. There will be more CON hearings and this will increase costs to the Commonwealth for administering the CON program. 
(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding HHA services.  The Cabinet’s CON Modernization Core Principle of Incentivizing Quality stated: “Healthcare is rapidly moving toward adoption of objective quality metrics.  Thus, the CON program will seek to support those providers that demonstrate attainment of robust quality indicators “    The selected HHA quality metrics will allow targeted expansion, rewarding a provider who has met the selected quality indicators.  

After consideration of the comments received, the Cabinet is revising Criterion 4 to address a hospital or CAH proposing to establish a HHA if the proposed service area encompasses no more than the county in which the hospital is located and contiguous counties.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the most recently published Hospital Compare preceding the date the application is filed shall be used.

Criterion 5, which addresses expansion of existing licensed home health agencies, is being revised to restrict the proposed expansion to the contiguous counties of the agency’s October 1, 2015 licensed service area.  Applications received prior to July 1, 2016 shall meet the quality metrics originally proposed in Criterion 5.  For applications received on or after July 1, 2016, the agency’s published rate by CMS Home Health Compare under “Quality of Patient Care Star Ratings” shall be 4 stars or higher for three (3) out of the last four (4) reported quarters preceding the date the application is filed.

Criterion 6 will be revised to address physician-led ACOs proposing the provision of HHA services.

(a) Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments:  “KHA does oppose proposed criterion #6 which would create a need criteria exemption for Accountable Care Organizations. While we understand the intent of the Cabinet is to support the health care model transformation and to enable ACOs to provide the full continuum of care in an effort to best manage the patient and outcomes, not all providers operating as an ACO have the knowledge, resources or expertise to provide Home Health Services.”

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Kevin B. Halter, Our Lady of Bellefonte; Walter E. May, Pikeville Medical Center; and Sheila Currans, Harrison Memorial Hospital,  provided comments similar to or supporting KHA’s position on this issue.

Richard MacMillan, LHC Group, Inc. provided the following comments:  LHC opposes proposed criterion 6 exempting ACOs from meeting the need requirements.  Status as an ACO doesn’t indicate any ability of the ACO to effectively provide home health services.  LHC recommended that the Cabinet delete the phrase “Notwithstanding criteria 1 and 2,” at the beginning of Criterion 6.

Nan Frazer Hanley, Kentucky Home Care Association, provided the following comments:  The reference to a Kentucky ‘affiliated’ home health agency of such an ACO does not define the term ‘affiliated.’  

Adonna Wickliffe, KentuckyOne Health, provided the following comments:  “We support the proposed Criterion 6, which would authorize ACO’s and their affiliates to establish or expand home health agencies.  This will allow providers to improve quality, cost and access to care and have better control over the full continuum of care.”

(b)  Cabinet’s Response:   The Cabinet appreciates the comments regarding Criterion 6.   After consideration of the comments received, the Cabinet will revise Criterion 6 to state:
“Notwithstanding criteria 1 and 2, an application to provide home health services shall be consistent with this plan if the application is submitted by: 


a.
An entity or entities that comprise a Kentucky-based federally qualified 




Accountable Care Organization (“ACO”) under the Medicare Shared Savings 


Program or the Next Generation ACO Model, which shall maintain a majority 



ownership interest in the existing or proposed home health agency proposing to 


serve counties in which its attributed patients reside; or


b.
A Kentucky-based home health agency which shares common 






management and control with an entity that provides substantial health 




management services to a physician-led Kentucky based federally qualified 



Accountable Care Organization (“ACO”) under the Medicare Shared 





Savings Program or the Next General ACO Model, to provide home health 



services within counties in which attributed patients of such physician-led 



ACO reside;”.

Also, a definition of “substantial health management services” will be added to the definition section.
(a)  Comment:  William B. Yarmuth,  Almost Family, Inc. provided the following comments:  Almost Family has over 26 offices in Kentucky and 1,300 employees including the home office in Louisville.   Almost Family is pleased that the State Health Plan retains need criteria given the suggestion in the October Stakeholder Request that certain services were being considered for exemption from CON.   

“In 2013 AFAM acquired a controlling interest in Imperium Health Management, LLC (“Imperium”) an entity that provides health management services to 11 physician-led ACOs, of which four operate in Kentucky.  Through our experience with and exposure to independent physician-led ACOs, we are increasingly convinced that HH plays a growing key role in both the coordination of care and containing costs.  …According to the Centers for Medicare and Medicaid Services (“CMS”), 21 of the 29 ACOs that successfully produced shared savings in the first year of the Medicare Shared Savings Program (“MSSP”) were independent and physician-led… .” 

Almost Family offered the following revision “which avoids potential imprecision in the use of the term ‘affiliated’ while continuing to advance the good policy of encouraging homecare expansion through ACO innovation  which has proven, built in cost effective safeguards:  

Notwithstanding criteria 1 and 2, an application by a Kentucky-based home health agency which shares common management and control with an entity that provides substantial health management services to a physician-led Kentucky based federally qualified Accountable Care Organization (“ACO”) under the Medicare Shared Savings Program or the Next General ACO Model, to establish home health services in a county in which it is not currently authorized to operate but in which such physician-led ACO does operate shall be found consistent with this plan;  “Substantial health management services” as used herein means all or the majority of the patient information and data management services necessary for participating in the Medicare Shared Savings Program.”
Nan Frazer Hanley, Kentucky Home Care Association, provided the following comments:  The reference to a Kentucky ‘affiliated’ home health agency of an ACO does not define the term ‘affiliated.’  

(b)  Cabinet’s Response:   The Cabinet appreciates the comments regarding Criterion 6.   After consideration of the comments received, the Cabinet will revise Criterion 6 to state:

“Notwithstanding criteria 1 and 2, an application to provide home health services shall be consistent with this plan if the application is submitted by: 


a.
An entity or entities that comprise a Kentucky-based federally qualified 




Accountable Care Organization (“ACO”) under the Medicare Shared Savings 


Program or the Next Generation ACO Model, which shall maintain a majority 



ownership interest in the existing or proposed home health agency proposing to 


serve counties in which its attributed patients reside; or


b.
A Kentucky-based home health agency which shares common 






management and control with an entity that provides substantial health 




management services to a physician-led Kentucky based federally qualified 



Accountable Care Organization (“ACO”) under the Medicare Shared 





Savings Program or the Next General ACO Model, to provide home health 



services within counties in which attributed patients of such physician-led 



ACO reside;”.

Also, a definition of “substantial health management services” will be added to the definition section.
(9)  Subject:  Hospice
(a)  Comment: Adonna Wickliffe, KentuckyOne Health, provided the following comments:  “The current CON regulatory process is a serious hindrance to the development of hospice services as part of a robust continuum of care.  Of Kentucky’s 120 counties, 87 have only one licensed hospice provider.  The current State Health Plan methodology precludes approval of a second provider in 85 of the 87 counties. …As Criterion 6, in the proposed revised State Health Plan allows ACO’s and their affiliates to establish or expand home health agencies, KentuckyOne is asking that the same request be incorporated into the Hospice Service Criterion as Criterion 3.”
(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding expansion of hospice services by ACOs.  However, the Cabinet will finalize the hospice review criteria as proposed.
(a)  Comment:  Nan Frazer Hanley, Kentucky Home Care Association, provided the following comments:  “KHCA disagrees that …hospices  should be required to participate in the National Background Check Program.  It is cost prohibitive, is overly burdensome and significantly delays the hiring of new employees.  The current background check system ensures patient safety and the timely delivery of quality services. “ 

Cabinet’s Response:  The Cabinet appreciates the feedback regarding hospice services.  However, the proposed State Health Plan did not address the requirement for participation in Kentucky’s National Background Check Program for hospices.
(a)  Comment:  Brandy Cantor, Kentucky Association of Hospice and Palliative Care, provided the following comments:  The Association supports the Cabinet’s decision to retain the criteria for hospice services.  “The CON process is important for the hospice industry because of the nature of the business.  While it is debatable among groups whether or not health care is a free market industry, it is clear that hospice is not - hospice is a defined benefit with a fixed reimbursement.  When price is fixed and supply is fixed the laws of supply and demand no longer apply. Market entry for providing hospice services is relatively easy as it requires minimal capital expenditures.  Relaxing or eliminating the certificate of need program for hospice services would jeopardize the ability of the existing community based, not-for-profit programs in Kentucky to provide the highest quality of care to all patients regardless of ability to pay.”

Phillip L. Marshall, Hosparus, provided similar comments and added that maintaining the current State Health Plan review criteria for hospice services is important to ensure the continued delivery of high quality care to patients and families across the Commonwealth.  According to the State Health Plan, there are a few rural counties with unmet need, however, there has been little to no interest from others to serve these counties.  The lack of interest is not related to the current CON structure but by the complexities and cost of providing home hospice care to patients in very rural parts of KY. 

(b)  Cabinet’s Response:  The Cabinet appreciates the feedback regarding hospice criteria.  The Cabinet will finalize the hospice criteria as proposed.
(10)  Subject:  Cardiac Catheterization

(a) Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: KHA opposes the removal of the cardiac catheterization without surgical back‐up pilot project from the criteria within the SHP. It is estimated that approximately 25% to 35% of the catheterization laboratories in the United States operate without open heart surgery back‐up. According to the American College of Cardiology (ACC) 2012 Consensus document, “the remarkably low risk now associated with diagnostic cardiac catheterization suggests that only a few cardiovascular patients cannot safely undergo procedures in these laboratories” and that the number of laboratories

performing coronary interventions without surgical back‐up has safely increased in recent years. Furthermore, there are only a few exceptions which include patients with complex congenital heart disease and pediatric patients, which should be treated only in full‐service facilities. As the ACC indicates, programs providing interventional cardiology without open heart back‐up have been growing nationwide safely in recent years. … 

Included in the existing pilot process, through 900 KAR 6:120, are numerous quality assurance mechanisms to ensure a pilot hospital is performing at high quality standards and that outcomes are safe and effective.  The regulation also provides the Cabinet’s Office of Health Policy numerous opportunities to intervene if there are any concerns related to quality: 

· Reporting of death and adverse events by hospitals within established    timeframes

· Joint Performance Improvement Committee with collaborating tertiary hospital that includes a requirement for the development and implementation of a plan of correction if problems are identified.

· Joint Performance Improvement Committee with collaborating tertiary hospital that includes a requirement for the development and implementation of a plan of correction if problems are identified.

· Review of the pilot hospital performance by an outside evaluator including a university affiliate.
· The ability of the Cabinet to terminate a trial if outcomes warrant        termination. …
There are a number of hospitals in the state which have been working to build their diagnostic programs into interventional programs. These facilities have invested significantly in technology, education, staffing and other resources in the effort to best meet the health care needs of their community. At a time when most every state has moved or is in the process of moving to allow this, it does not make sense that Kentucky proposes changes to the SHP which would move us backwards, away from the most effective and innovative model of care for patients with life‐threatening conditions.”
Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Kevin B. Halter, Our Lady of Bellefonte; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

(b) Cabinet’s Response: The Cabinet appreciates the comments regarding cardiac catheterization pilot programs.  After consideration of the comments received during the public comment period, the Cabinet is including criteria in the State Health Plan regarding establishment of trial cardiac catheterization programs. 
(a)  Comment:  Mark D. Birdwhistell, representing UK HealthCare, provided the following comments:  “Once licensed, there is no state regulatory mechanism to ensure that the applicant’s projected procedure/patient volumes are met, which may lead to potential quality issues. ….The SHP attempts to address this issue with respect to existing facilities with diagnostic cardiac catheterization services who propose to also provide primary and elective Percutaneous Coronary Intervention (PCI) services. …Although expansion of the pilot program process to other specialty and tertiary service lines would add to the administrative duties of the Cabinet, UK HealthCare believes it would be helpful in influencing and improving health outcomes for Kentuckians. “ 

(b)  Cabinet’s Response:  The Cabinet appreciates the feedback regarding pilot programs. After consideration of the comments received during the public comment period, the Cabinet is including criteria in the State Health Plan regarding establishment of trial cardiac catheterization programs
(a)  Comment:  Walter E. May, Pikeville Medical Center, provided the following comments:  Pikeville Medical Center supports restricting comprehensive and therapeutic cardiac catheterization programs to facilities which also have open-heart surgery programs.”

(b) Cabinet’s Response: The Cabinet appreciates the feedback regarding pilot programs. After consideration of the comments received during the public comment period, the Cabinet is including criteria in the State Health Plan regarding establishment of trial cardiac catheterization programs.  .  
(a)  Comment:  Cherie L. Sibley, Clark Regional Medical Center, provided the following comments:  Requested that the Cabinet make a change in the review criteria to allow for approval of programs in counties contiguous to Fayette and Jefferson.  For several years, the review criteria have not allowed approvals of diagnostic catheterization labs because of high-in-migration to Lexington and Louisville hospitals.  The pilot programs for therapeutic catheterization services have only applied to hospitals with existing diagnostic labs.  “We request that the Cabinet adopt a new Review Criterion 3 for applicants for comprehensive (diagnostic and therapeutic) cardiac catheterization services…  This criterion would allow approval of applications for comprehensive catheterization services if the following were met:  (a) The applicant is a hospital affiliated with the cardiology program of the primary teaching facility of a qualified academic medical center as defined in 900 KAR 6:130 Section 1(9);  (b) The medical director and the cardiologists staffing the applicant’s proposed cardiac catheterization service will be affiliated with the cardiology program of the primary teaching facility of the qualified academic medical center;  (c) The applicant’s hospital is located within fifty (50) road miles of the qualified academic medical center; and (d)  The applicant’s hospital is located in a county that does not have an existing cardiac catheterization service.”

(b)  Cabinet’s Response: The Cabinet appreciates the comments regarding cardiac catheterization programs.  After consideration of the comments received during the public comment period, the Cabinet is including criteria in the State Health Plan regarding establishment of trial cardiac catheterization programs   
(a)  Comment:  Sheila M. Currans, Harrison Memorial Hospital provided the following comments:
· For the past 10 years, HMH has been diligently to develop cardiology services, 
with added impetus when the State Health Plan was amended to allow PIC 
pilot programs.  
· In late 2011, HMH was approved for diagnostic catheterization.  HMH has 
invested more than $2 million of capital and established a state-of-the-art 
catheterization lab with a well-trained support staff, all with the goal of ultimately 
seeking approval to provide PCI and save lives and heart muscle.

· In Jan. 2015, Dr. Matthew Shotwell, a triple board-certified high-volume 
 HMH 
on a full-time basis and helping HMH pursue PIC approval.  

· The proposed changes conflict with current standards of care.  The 2011 
ACF/AHA/SCAI Guidelines for Percutaneous Coronary Intervention conclude 
that primary PCI is reasonable in hospitals without on-site cardiac surgery, 
provided that appropriate planning for  program development has been 
accomplished.  

· Rather than foreclose all options for rural hospitals to improve access to this 
vital, life-saving service, HMH urges the OHP to consider standards that would 
allow quality diagnostic programs that are consistent with the above-quoted 
language to make their case to a hearing officer.   
· HMH reviewed standard for the 28 or so states that have planning criteria for 
cardiac catheterization and found that the most rigorous of them are consistent 
in approach with 2011 Guidelines.  Most of the criteria in the current SHP 
relating to the pilot project are consistent with the 2011 Guidelines, specifically, 
the requirements for 24/7 availability, ACLS certification of staff, proper 
equipment, rigorous case selection, outcomes analysis and case review, board-
certified operators, including a program director with 500 or more interventions 
in his/her career, and a collaboration agreement with a tertiary care hospital  
with open heart surgery.  
· The post-pilot evaluation standard in the current Plan, which blesses programs 
whose success rates are within two standard deviations of national averages, is 
not rigorous enough.  If there is to be a pilot project, the requirement should be 
for the facility to equal or exceed national benchmarks.

· If OPH prefers to avoid the administrative cost of overseeing the results of the 
pilot project, one possibility would be to have the facility performing PCI without 
open heart backup include in its collaboration agreement with a tertiary care 
 
facility requirements relating to the tertiary care center’s involvement in peer 
review, 
quality assessment and review of the facility’s performance in 
comparison to national benchmarks.  If the collaborating tertiary care facility 
recognizes quality issues in the PCI program, it can terminate its collaboration 
agreement or require the PCI program to implement a plan of correction.  
Stephen A. Besson, M.D., Licking Valley Internal Medicine & Pediatrics, PSC; Michael S. Gainey, M.D. and James Pettey, M.D., HMH Physician Group; and Stephen A. Moses, M.D., A.C. Wright, M.D., PSC provided comments in support of Harrison Memorial Hospital’s comments.

Harold C. Warman, Highlands Regional Medical Center , provided similar comments adding that:  

· HRMC urges the Cabinet to reconsider the proposed changes that would 
eliminate the opportunity to establish a PCI pilot project and required 
applicants to have on-site open heart surgery back-up.

· HRMC has operated a diagnostic cath program since 1986.  HRMC has 
contracted with CardioSolution, which has a proven track record of 
developing PCI programs which meet and even exceed the criteria set for 
by the Society of Coronary Intervention and Angiography, American 
College of Cardiology and American Health  Association and with risk 
adjusted outcomes comparable to any program across the county.  Al of 

the physicians are board certified and have extensive experience as 
independent operators and a history of successfully performing PCI without 
on-site backup.  

· HRMC recommends that standards for applications for cardiac cath pilot 
programs be based on the 2011 Guidelines.
(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding cardiac catheterization programs.  After consideration of the comments received during the public comment period, the Cabinet is including criteria in the State Health Plan regarding establishment of trial cardiac catheterization programs  
(11)  Subject:  Magnetic Resonance Imaging Equipment

(a)   Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: “KHA opposes the proposal to eliminate need criteria for establishing Magnetic Resonance Imaging Equipment or MRI. KHA understands that MRI is a widely available and utilized service in many health care settings. Since 2009 there has been approximately 17 approved out of 20 MRI applications. This is an indication that the MRI criteria within the SHP is being appropriately applied and that all applications

which are reasonable are accepted.

However, there are ongoing concerns about quality of services, particularly the quality of the magnet in equipment. The primary concern of the members is in regards to the lack of quality equipment in some outpatient settings. The potential for this to become a growing problem in Kentucky if MRI is removed from the formal review process has been observed in facilities in border state communities. Many members have observed that MRI centers established outside of CON programs in bordering states have

low quality scanners. When Kentucky‐based physicians try to read the results from these MRI procedures for patients who have gone to low cost/low quality centers, the quality of the scan does not allow the physician to act or treat on quality and reliable information. This often results in the need for a repeat scan by a higher quality machine. Therefore, the result is duplication of health care services to ensure the appropriate level of quality and ultimately an increase to health care costs. The SHP criteria at the very least establishes a requirement for applicants to ensure there is a need for the equipment and that equipment will meet a minimum level of quality. We urge the Cabinet to maintain MRI under the formal review process. The formal review process also assures the quality in the interpretation of the scans because applicants must specify the credentials of the physicians. We offer the opportunity to discuss with the Cabinet the opportunity to promote a standard level of quality for equipment through licensure. 
Even accrediting organizations, like the American College of Radiology (ACR) recognize specific levels of quality for both magnets and for physicians interpreting the results. The Cabinet should look to these organizations and ensure any changes would be in keeping with the appropriate level of quality established by such organizations.

An alternative approach to allowing MRI to expand would be to have an exception to criteria which requires accreditation from the American College of Radiology (ACR) by applicants. One accreditation requirement is that a minimum magnet quality be in place.”
Vicki A. Darnell, President and CEO, five (5) Board Members and  six (6) Officers of Ephraim McDowell Health provided comments expressing concern that the proposed changes to the State Health Plan, especially the initiatives to weaken the CON process to expand imaging services, could mean a loss of revenue for rural hospitals, while also diminishing quality of care.

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Sue Downs, Saint Joseph Hospital; Walter E. May, Pikeville Medical Center; and Kevin B. Halter, Our Lady of Bellefonte;  Russ Ranallo, Owensboro Health; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

Adonna Wickliffe, KentuckyOne Health; David Anderson, Jackson Purchase Medical Center; Tim Bess, Lake Cumberland Regional Hospital; James Bills, Logan Memorial Hospital; Tommy Haggard, Bluegrass Community Hospital; William Haugh, Georgetown Community Hospital; Joseph Koch, Bourbon Community Hospital; Robert Parker, Meadowview Regional Medical Center; Cherie Sibley, Clark Regional Hospital; and Tim Trottier, Spring View Hospital,  provided the following comments:  The CON requirements for MRI services have been useful in preventing poor quality providers from establishing MRI services and should remain in the plan. 
Andy Sears, Baptist Health provided the following comment:  Baptist Health supports the proposed change.

Donald Rauh, M.D., Graves-Gilbert Clinic provided the following comments: “We applaud the proposed change by the Cabinet for Health and Family Services pertaining to Magnetic Resonance Imaging Equipment (section V item A).  These are very strong positive changes that will improve patient access to services, reduce costs and help pwyers such as employers and the Commonwealth of KY.  Here is an example.  A large employer in our region conducted a price search for their self funded employees benefit plan.  They discovered prices paid at our physician owne, office based MRI service was the lowest cost in over 50 miles.”
(b)  Cabinet’s Response:  The Cabinet appreciates the feedback regarding the deletion of the MRI review criteria from the State Health Plan.  After consideration of the comments, the Cabinet will include criteria to address MRI services.  The revised criteria will reinstate Criteria1-5 and amend criterion 6 to state:
“Notwithstanding criterion 1, 2, 3, & 5, an application proposing to establish MRI services shall be considered consistent with this Plan if the applicant documents that the proposed MRI service shall be:


a.
Consistent with the American College of Radiology (ACR) accreditation 



requirements; and


b.
Accredited by the American College of Radiology (ACR) within 12 months of 


licensure;”.
(a)  Comment:  The Office of Health Policy proposes the addition of the following criterion to address the establishment of an MRI service by a hospital which ceases to provide inpatient services:

.  
“Notwithstanding the above criteria, an application submitted by the license holder of an acute care hospital or critical access hospital which proposes to cease providing inpatient services and transfer existing MRI services to establish a new MRI service to be located on the hospital campus or a site within the same county shall be consistent with this Plan.”
    

(b)  Cabinet’s Response:  The Cabinet will amend the State Health Plan to include the proposed language. 
(12)  Subject:  Megavoltage Radiation Equipment

(a)   Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: “We appreciate the Cabinet addressing the ongoing problem both the Cabinet and providers face with CON approved but not licensed health services. The proposed changes to address this consists of a change to the Megavoltage Radiation Therapy Program definition to include only licensed centers and CON approved but not licensed within the previous three years. While we support this effort to ensure that applicants are not penalized by programs which have been approved but not implemented, we believe there is a more appropriate way to address this ongoing problem. We encourage and support the Cabinet in actively monitoring Progress Reports and we believe that the Cabinet should revoke applications for programs which do not demonstrate progress toward full implementation within an appropriate timeframe. KHA believes that the proposed definition language could set an unwanted and unnecessary precedent for other services and could adversely impact other applicants for large‐scale projects which are making steady progress. We encourage the Cabinet to remove this definition and to address the ongoing issues by vigorously reviewing CON Progress Reports and revoking Megavolt Radiation Equipment CONs for applicants which have not made progress in three years or more. 

KHA does not support the exception to the need criteria within proposed criterion #3. We firmly believe there should be need‐based criteria for Megavoltage Radiation Equipment.  Additionally, the proposal would seemingly allow an out‐of‐state hospital to establish this equipment anywhere in the Commonwealth.  Because radiation treatment is a costly and highly technical service, Kentucky should aim to ensure applicants are Kentucky‐based providers and that applicants should be held to population based need criteria within the defined planning area because it will decrease volume at existing

providers which will increase overall cost of care.”
Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Sue Downs, Saint Joseph Hospital; Mark D. Birdwhistell, UK HealthCare; Kevin B. Halter, Our Lady of Bellefonte; Russ Ranallo, Owensboro Health; Mary Jo. Bean, Norton Healthcare, Inc.; Wade R. Stone, The Medical Center; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

Adonna Wickliffe, KentuckyOne Health, provided the following comments:  “We propose that the Cabinet change proposed Review Criterion 3 so that it applies only to applicants owned by at least 50% by hospitals that are accredited by the American College of Surgeons Commission on Cancer as an Academic Comprehensive Cancer Program.  Not only will this help ensure quality and remove the real possibility of the proliferation of unneeded programs, it will also allow patients to access comprehensive, multidisciplinary cancer care and clinical trials closer to their homes.” 
Andy Sears, Baptist Health, provided the following comments:  Baptist Health recommends that the proposed language for Megavoltage Radiation be changed such that only a Kentucky licensed hospital could be approved and only in its county of residence or contiguous county.  This suggested change follows the definition for the planning area (county of the proposed program and contiguous).  

Randy Broun, M.D., Oncology Hematology Care, Inc. provided the following comments:
“OHC is one of the largest oncology private practices in the country.  We have 3 radiation oncologists and 7 medical oncologists practicing in the northern Kentucky Area and a physician-office exempt radiation therapy center that serves the Northern Kentucky community.”  Regarding proposed changes to Criteria 1.a. and 3, …”we feel that the threshold for approval of a new radiation oncology program has been dramatically lowered to the detriment of patient care.  Although the change may have been intended to promote quality care, we feel that there is a real danger of adverse impact on patient care due to…

1.   Unnecessary proliferation of Radiation Oncology Services that s not volume 


driven…


2.
Fractured Care…


3.
Lower volumes of patients through radiation oncology programs… .”

(b)  Cabinet’s Response: The Cabinet appreciates the comments regarding megavoltage radiation therapy services.  After consideration of the comments received during the public comment period, the Cabinet is revising proposed criterion 3 to require majority ownership by a Kentucky hospital accredited by the American College of Surgeons Commission on Cancer as an Academic Comprehensive Cancer Program.  
(a)  Comment:  Garren Colvin, St. Elizabeth Healthcare, provided the following comments:  “…St. Elizabeth does not support the proposed changes to …Radiation Therapy criteria that allow a provider to establish a service regardless of the need for the service in the geographic area, simply by meeting certain quality criteria.  A need methodology that takes into account projected volumes and existing capacity, and is important to ensure quality, access, and efficiency in a market.  Additionally, the ‘need’ criteria are part of the enabling statute for the SHP.  As such, the removal of these criteria from some of the SHP seems counter to legislative intent. …The unfortunate result of removing ‘need’ methodologies from the SHP would be to actually disrupt this continuum by introducing potentially dozens of specialized providers who focus on narrow, profitable segments of the continuum of care. …Often when a new program enters the market, they do not accept Medicaid or uninsured patients.  The responsibility for caring for these patients falls to safety-net hospitals, which further increases the burden on such hospitals to cover the costs of this care. …Additionally, freestanding …Radiation Therapy Centers will not be subject to the Kentucky Provider Tax.  For example, St. Elizabeth provides over $13 million in provider taxes each year.  

…Ideally, the quality exception language should be eliminated, but at the very least it should be limited to Kentucky hospitals.”

(b)  Cabinet’s Response:   The Cabinet appreciates the comments regarding megavoltage radiation therapy services.  After consideration of the comments received during the public comment period, the Cabinet is revising proposed criterion 3 to require majority ownership by a Kentucky hospital accredited by the American College of Surgeons Commission on Cancer as an Academic Comprehensive Cancer Program.  

(a)  Comment:  Victor J. DiPilla, The Christ Hospital Health Network, provided the following comments:  “TNHHN applauds the Cabinet’s efforts to support the evolution of health care, improve access to care, improve value of care and incentivize quality care by proposing amendments to the State Health Plan, which will create opportunity for quality hospitals to establish a comprehensive cancer center including megavoltage  radiation therapy.”
(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding megavoltage radiation therapy services.  After consideration of the comments received during the public comment period, the Cabinet is revising proposed criterion 3 to require majority ownership by a Kentucky hospital accredited by the American College of Surgeons Commission on Cancer as an Academic Comprehensive Cancer Program.  

(a)  Comment:  William C. Haugh, Georgetown Community Hospital provided the following comments:   The hospital supports the proposed change in Review Criterion 1.a., and offered the following alternative language to clarify the calculation method:

“The number of procedures performed in the proposed planning area is greater than the sum of four thousand (4,000) procedures per megavoltage radiation therapy program with only one (1) megavoltage radiation therapy unit and eight thousand (8,000) per megavoltage radiation therapy program with two (2) or more megavoltage radiation therapy units, as reported in the latest edition of the Kentucky Annual Megavoltage Radiation Services Report.”

(b) Cabinet’s Response:   The Cabinet appreciates the comments regarding megavoltage radiation therapy services.  After consideration of the comments received during the public comment period, the Cabinet is revising criterion 1.a. to include the alternative language proposed.  
(a)  Comment:  Timothy L. Herber, Taylor Regional Radiation Oncology provided the following comments:  Support was expressed for the proposed changes to the megavoltage radiation therapy review criteria, specifically the revised definition of “megavoltage radiation therapy program”.  This change is necessary due to a situation in Taylor County and other counties,  where an entity received CON approval in 2006 and has done nothing  to implement its CON.  

Mary Jo Bean, Norton Healthcare, Inc., provided the following comments:  Norton is supportive of the change to consider only those CON’s issued within the last three years.

(b)  Cabinet’s Response:  The Cabinet appreciates the feedback regarding megavoltage radiation therapy services.
(a)  Comment:  The Office of Health Policy proposes the addition of the following criterion to address the establishment of a megavoltage radiation therapy service by a hospital which ceases to provide inpatient services:


.  
“Notwithstanding the above criteria, an application submitted by the license holder of an acute care hospital or critical access hospital which proposes to cease providing inpatient services and transfer the existing megavoltage radiation therapy service to establish a new megavoltage radiation therapy service to be located on the hospital campus or a site within the same county shall be consistent with this Plan.”
    

(b)  Cabinet’s Response:  The Cabinet will amend the State Health Plan to include the proposed language. 
(13)  Subject:  Ambulatory Surgery Center

(a) Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: “KHA applauds the Cabinet for proposing new quality criteria within the State Health Plan as a condition of application. This strongly reflects the statutory intent for the Certificate of Need program. Additionally, we concur with the Cabinet that quality data utilized should be consistent with measures that have been vetted by national organizations like the National Quality Forum and the Centers for Medicare and Medicaid Services (CMS). KHA believes that measures must be evaluated for both

accuracy and appropriately linked or complimentary to the specific services in question within the SHP for it to be included within the criteria.  KHA, however, opposes the use of the CMS readmission measure and data for determining eligibility of

hospitals to apply for services. There have been numerous national reports and studies which have found that the CMS Hospital Readmissions Reduction Program unfairly penalizes hospitals that provide care for communities with poor socioeconomic indicators. Specifically, the readmission measure does not appropriately adjust for the socioeconomic factor which greatly influences post acute outcomes and the ability and likelihood that patients follow their discharge plan, in spite of the hospitals efforts to best manage the patient after they have been discharged.”

“In addition,…critical access hospitals are not included in the readmissions and mortality reporting requirement… .”

“KHA strongly opposes exceptions to population based need criteria to establish an Ambulatory Surgery Center (ASC). We would like to reference the 2014 KHA study “CON: Stabilizing Force for Healthcare Transformation” which was submitted to the Cabinet for consideration in December 2014 during the open comment period on CON Modernization. “[The] Kentucky General Assembly has twice weighed in on the issue of ASCs. Legislation was passed in 2012 clarifying legislative intent by specifically mandating that ASCs be required to obtain a CON. Then, in the 2014 legislative session, the Kentucky General Assembly took action to assure that CON review for ASCs would be conducted under the formal review process by requiring that the State Health Plan contain specific review criteria that is based on population need. In taking these actions, the General Assembly recognized the importance of CON in assuring quality and access as it relates to outpatient surgery.   Recommendations for altering or loosening the ASC criteria are based on unreliable information. Data published by the Cabinet annually in the Utilization and Services Report indicate there is ample capacity within existing ASC and hospital outpatient departments to provide services throughout the state. The data published in the Deloitte Healthcare Facility Capacity Report regarding ASCs is neither reliable nor replicable and therefore should not be used to guide any policy changes.  KHA conducted a survey in October 2014 of hospital outpatient surgery departments and ambulatory surgery centers. We learned there are a number of available surgical suites not in use primarily because there is a lack of demand for procedures and secondarily due to surgeon availability. Data indicate there

is even greater capacity available to meet need in the immediate future. Additionally, 85% of responders indicated they have the ability to flex their hours of operation to meet patient demands if and when those change. Forty‐four percent (44%) of responders report they flex hours to meet needs on a regular or weekly basis. Finally, 89% of responders indicated their scheduling lead time was two weeks or less, a clear indication there are not long waits for outpatient surgical procedures. Only 2% indicated a wait time of greater than one month. And responders indicated the primary driver of wait time or “lead time” is physician preference or availability. When we evaluate outcomes in other states where CON was revoked or ASC criteria was eliminated, we  have learned that there is gross proliferation of ASCs, there are documented incidences of cherrypicking by profit‐seeking providers and investors and there are adverse impacts to community and safety‐net hospitals which are left to provide care for only the sickest patients and those with poor insurance reimbursement. A recent study published by State Auditor Adam Edelen illustrated the ongoing financial challenges many rural Kentucky hospitals continue to encounter. Allowing ASCs to be established by any hospital (including out‐of‐state) virtually anywhere in the Commonwealth will have detrimental impacts to the existing hospital providers fighting to provide a full range of services to all  patients regardless of their ability to pay. If the goal of the Certificate of Need program is to ensure there is access to quality health care services, to contain health care costs and to prevent the unnecessary duplication of services, then the recommendations to provide criteria exemptions to the ASC criteria within the SHP are in direct conflict with the intent of the CON program. The existence of ample capacity within ASCs and outpatient  departments of hospital surgical programs as published by the Cabinet indicates there is no significant need for additional outpatient surgical capacity. Criterion #5 offers an exemption for applicants with a  majority hospital (even a non‐Kentucky hospital as written) ownership to establish and ASC anywhere within the state if quality metrics are met. There are a number of problems with this recommendation:

· This would allow non Kentucky hospitals to establish an ASC in Kentucky

· This would promote cherry‐picking

· There is no reference or requirement to establish the ASC within the established planning area –the county and contiguous counties. As discussed previously, the SHP should maintain the use of planning areas

in keeping with the intent of the CON program to provide community level




 planning and access to care.

· The quality metrics included in the requirement, readmissions rate and mortality rate, are related to mostly non‐surgical inpatient care and are not a good measure of quality related to outpatient services.

Existing language in the state budget requires a population based need criteria to be used in the review of CON applications for ASCs. The proposed changes are in direct conflict with that language as they provide a mechanism for review for ASC approval notwithstanding the need criteria. Finally, we oppose the changes based on use of inappropriate quality metrics and potential for establishment of ASCs by out‐of‐state providers virtually anywhere within the Commonwealth of Kentucky, even in counties where an ASC is already operating.”

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Sue Downs, Saint Joseph Hospital; Kevin B. Halter, Our Lady of Bellefonte; Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc.; David Anderson, Jackson Purchase Medical Center; Tim Bess, Lake Cumberland Regional Hospital; James Bills, Logan Memorial Hospital; Tommy Haggard, Bluegrass Community Hospital; William Haugh, Georgetown Community Hospital; Joseph Koch, Bourbon Community Hospital; Robert Parker, Meadowview Regional Medical Center; Cherie Sibley, Clark Regional Hospital; Tim Trottier, Spring View Hospital; Andy Sears, Baptist Health; Russ Ranallo, Owensboro Health; Vicki A. Darnell, President and CEO, five (5) Board Members and  six (6) officers of Ephraim McDowell Health; Wade R. Stone, The Medical Center; Mark D. Birdwhistell; UK HealthCare and Walter E. May, Pikeville Medical Center, provided comments similar to or supporting KHA’s position on this issue.

Adonna Wickliffe, KentuckyOne Health, provided the following comments:  KentuckyOne Health opposes proposed Criteria 5 and 6, stating that these broad exceptions “could easily lead to a proliferation of unneeded ASCs and could lower the quality and raise the cost of outpatient surgery services….If the Cabinet were to decide to keep a version of Criterion 5 in the Plan, it should be limited to Kentucky hospitals and should have geographic limitations.  …Proposed Criteria 5 and 6 do not specifically address geographic need and quality related to ambulatory surgery and should be revised to consider geographic need and applicable quality criterion to ensure that ASC’s are only established where they are needed and that only quality providers are given the opportunity to establish ASC’s.”  
(b)  Cabinet’s Response: The Cabinet appreciates the comments regarding ASCs.  
The proposed State Health Plan continues to contain a utilization-based need methodology for ASCs which accounts for all sites of service in the review of applications.  The existing State Health Plan ASC criteria includes one (1) exception to the overall surgical utilization in the planning area (Criterion 4) and the proposed criteria include additional exceptions.  

By selecting the CMS Hospital Compare readmission and mortality rates, the Cabinet is seeking to support those providers that demonstrate attainment of robust quality indicators.   After consideration of the comments received, the Cabinet will revise proposed criterion 5 (criterion 4 in Amended After Comment Plan) to stipulate that the ASC shall be majority-owned (>50%) by a Kentucky licensed acute care hospital or critical access hospital and shall be located in the county where the hospital is located or in a contiguous county.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the Hospital Compare published preceding the date the application is filed shall be relied upon.
(a)   Comment:  Mary Jo Bean, Norton Healthcare, Inc., provided the following comments:  “Criteria #3 retains the requirement of new ASC’s to be located within 20 minutes of at least one acute care hospital but eliminates the requirement to have a transfer agreement in place.  Additionally, the licensure regulation (902 KAR 20:106) includes two provisions related to acute care, which require the licensee to include a policy that provides ‘arrangement for transportation of patients who require hospital care’ and to require the Center to ‘have a physician on the medical staff with admitting privileges in a nearby hospital who is responsible for admitting patients in need of inpatient care.’  Norton requests the Cabinet to consider modifying the new proposed criteria #5 which allows ‘a hospital’ that meets certain quality criteria to establish an ASC, to add language that allows this exception for Kentucky hospitals AND to add a provision that would ensure the ASC is to be located in a county or contiguous county to the applicant hospital.  This would help ensure that patients have access to appropriate urgent care, if needed.” 

Michael T. Rust, Kentucky Hospital Association, provided the following comment:  KHA strongly supports maintaining the ASC criteria as is written in the current plan, including maintaining language to require ASCs to have transfer agreements in place with receiving hospitals within 20 minutes of the ASC.

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Sue Downs, Saint Joseph Hospital; Kevin B. Halter, Our Lady of Bellefonte; Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc.; David Anderson, Jackson Purchase Medical Center; Tim Bess, Lake Cumberland Regional Hospital; James Bills, Logan Memorial Hospital; Tommy Haggard, Bluegrass Community Hospital; William Haugh, Georgetown Community Hospital; Joseph Koch, Bourbon Community Hospital; Robert Parker, Meadowview Regional Medical Center; Cherie Sibley, Clark Regional Hospital; Tim Trottier, Spring View Hospital; Andy Sears, Baptist Health; Russ Ranallo, Owensboro Health; Vicki A. Darnell, President and CEO, five (5) Board Members and  six (6) officers of Ephraim McDowell Health; Wade R. Stone, The Medical Center; Mark D. Birdwhistell; UK HealthCare and Walter E. May, Pikeville Medical Center, provided comments similar to or supporting KHA’s position on this issue.

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding the proposed ASC criteria.  After consideration of the comments received, the Cabinet will revise proposed criterion 5 (criterion 4 in Amended After Comment Plan)  to stipulate that the ASC shall be majority-owned (>50%) by a Kentucky licensed acute care hospital and shall be located in the county where the hospital is located or in a contiguous county.  Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included. Also, the Hospital Compare published preceding the date the application is filed shall be relied upon.  The Cabinet will finalize criterion 3 (criterion 1 in the Amended After Comment Plan) as proposed.
(a)  Comment:  Garren Colvin, St. Elizabeth Healthcare, provided the following comments:  “…St. Elizabeth does not support the proposed changes to ASC…criteria that allow a provider to establish a service regardless of the need for the service in the geographic area, simply by meeting certain quality criteria.  A need methodology that takes into account projected volumes and existing capacity, and is important to ensure quality, access, and efficiency in a market.  Additionally, the ‘need’ criteria are part of the enabling statute for the SHP.  As such, the removal of these criteria from some of the SHP seems counter to legislative intent. …The unfortunate result of removing ‘need’ methodologies from the SHP would be to actually disrupt this continuum by introducing potentially dozens of specialized providers who focus on narrow, profitable segments of the continuum of care. …Often when a new program enters the market, they do not accept Medicaid or uninsured patients.  The responsibility for caring for these patients falls to safety-net hospitals, which further increases the burden on such hospitals to cover the costs of this care. …Additionally, freestanding ASC’s …will not be subject to the Kentucky Provider Tax.  For example, St. Elizabeth provides over $13 million in provider taxes each year.  The gap in revenue between Kentucky non-profit hospitals and independent ASCs run by out of state hospitals or physicians will be further widened by the difference in tax treatment, which in turn will further harm the ability of non-profit hospitals to provide care regardless of a patient’s ability to pay. 

…out-of-state hospitals that establish ASC facilities in KY will be able to charge hospital rates so long as the new ASC is within 35 miles of its affiliated hospital.  Therefore the changes to the ASC criteria will not serve to foster the establishment of low-cost alternatives to hospital surgery services.

…Ideally, the quality exception language should be eliminated, but at the very least it should be limited to Kentucky hospitals.  Finally, it is important to note that with regard to ASC’s, existing language in the state budget requires a population-based need criteria to be used in the review of CON applications.”  

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding the proposed ASC criteria.  After consideration of the comments received, the Cabinet will revise proposed criterion 5 (criterion 4 in Amended After Comment Plan)  to stipulate that the ASC shall be majority-owned (>50%) by a Kentucky licensed acute care  hospital or critical care hospital and shall be located in the county where the hospital is located or in a contiguous county. Clarification will be made that a quality metric for which there was not a large enough number of patients or cases to report shall not be included.  Also, the Hospital Compare published preceding the date the application is filed shall be relied upon.  
 (a)  Comment:  Michael T. Rust, Kentucky Hospital Association provided the following comments:  The proposal under criterion #6 would allow the private office of a physician or physician group which is 100% owned by those physicians to apply to establish an ASC if they have been operating for ten years and they are proposing to do surgical procedures which they have performed for the previous five years in their office. There are numerous problems with this proposal as well. If the physician(s) has an established office where it has already been performing the procedures it is proposing to perform in an ASC in its office for five years then the proposed change does nothing to address an identified need, improve quality or contain costs. In fact, it would increase costs to health care because it would merely increase the reimbursement to the physician by adding a facility fee to the payment for procedures already being performed on existing patients. The proposal does not adequately address quality risks associated with performing surgical procedures in a physician office. What would prevent a physician with an established ASC from expanding the procedures performed in the ASC outside those performed in their office in the last 5 years? Additionally, there are numerous reports nationally, including some high‐profile reporting, of procedures with bad outcomes in ASCs. The leading factor to these adverse outcomes and sometimes death is often use of anesthesia without proper training, experience and/or

monitoring. 

Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Sue Downs, Saint Joseph Hospital; Kevin B. Halter, Our Lady of Bellefonte; Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc.; David Anderson, Jackson Purchase Medical Center; Tim Bess, Lake Cumberland Regional Hospital; James Bills, Logan Memorial Hospital; Tommy Haggard, Bluegrass Community Hospital; William Haugh, Georgetown Community Hospital; Joseph Koch, Bourbon Community Hospital; Robert Parker, Meadowview Regional Medical Center; Cherie Sibley, Clark Regional Hospital; Tim Trottier, Spring View Hospital; Andy Sears, Baptist Health; Russ Ranallo, Owensboro Health; Vicki A. Darnell, President and CEO, five (5) Board Members and  six (6) officers of Ephraim McDowell Health; Wade R. Stone, The Medical Center; Mark D. Birdwhistell; UK HealthCare and Walter E. May, Pikeville Medical Center, provided comments similar to or supporting KHA’s position on this issue.

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding physician owned ASCs.  The proposed criterion 6 (criterion 5 in Amended After Comment Plan) allows targeted expansion by requiring the proposed surgical procedures to have been performed in the private office for a period of five (5) years and the facility to be accredited.  After consideration of the comments received, the Cabinet will revise proposed criterion 6 (criterion 5 in Amended After Comment Plan) to specify that the accreditation may be by any CMS approved accredited agency.  
(a)  Comment:  Donald Rauh, M.D., Graves-Gilbert Clinic provided the following comments:   Suggested elimination of the ASC review criteria in its entirely to significantly decrease healthcare costs of Kentucky residents.  “Failing that, deletion of parts 6b and 6d of section V item B would make the rules manageable.  Physician owned Ambulatory Surgical Services are reimbursed less than hospital facilities.  In short they are cheaper yet quality and patient satisfaction are equal to or exceed hospital facilities.  Physician owned  ASCs are more efficient.” 

(b)  Cabinet’s Response:   The Cabinet appreciates the feedback regarding ASCs.  The proposed criterion 6 (criterion 5 in Amended After Comment Plan) allows targeted expansion by requiring the proposed surgical procedures to have been performed in the private office for a period of five (5) years and the facility to be accredited.  After consideration of the comments received, the Cabinet will revise proposed criterion 6 to specify that the accreditation may be by any CMS approved accredited agency.  

(a)  Comment:  Victor J. DiPilla, The Christ Hospital Health Network, provided the following comments:  “Infusing quality of care as a factor in the evaluation of CON applications will increase the quality of care available for Kentucky citizens.  The Cabinet’s inclusion of data collected by the Centers for Medicare and Medicaid reported on its Hospital Compare Website as criteria for CON review will force all hospitals to pay close attention to their rankings and strive for better outcomes and quality.  …The current State Health Plan review criteria has handicapped healthcare providers in Kentucky by making it impossible to obtain a certificate of need (“CON”) to establish an ASC when an applicant is required to meet planning area surgical utilization requirements.  Further, proposed ASC review Criterion 5, which relaxes the review criteria for qualified hospitals, will allow more freestanding ASCs to be established and will have the effect of increasing competition and providing viable alternatives to hospital outpatient surgery department.  …Recently the Medicare program has considered quality of care in its hospital reimbursement formulas and concentrated on unplanned hospital readmissions within 30 days of a discharge from an acute care hospital as its key measure.  Although the Medicare program recognizes that readmissions may be affected by factors that a hospital cannot control, the use of a 30 day rate rather than a longer period minimizes the other factors and provides an effective base for comparisons. Importantly in fiscal year 2015 (three years after the program started), two thirds of Kentucky hospitals received Medicare readmission rate penalties compared to a national average of 45 percent of hospitals.  Even more importantly, Kentucky hospitals had the highest average penalty among all states.  Proposed ASC Review Criterion 5 incentivizes quality by creating an opportunity for hospitals with distinguished quality ratings to establish an ASC.  …TCHHN has established its interest in the Northern Kentucky region that is adjacent to its Ohio facilities by opening outpatient centers in the region.  Like many hospitals across the U.S., TCHHN has steadily improved its 30 day readmission rate.  As a result, in 2015, TCHHN was not penalized by the Medicare program, but rather awarded a bonus.  If Kentucky CON requirements allowed TCHHN to more effectively compete in the Northern Kentucky region, it would bring a higher level of quality care to the area and the resulting competition would encourage Kentucky providers to improve overall quality.”
TCHHN proposes that an amendment be made to Criterion 4 to “allow an applicant that has identified a specific type of surgical procedure as not readily available to patients in a planning area, and can explain why the unmet need for the specific surgical procedure type is not being met by existing providers, to establish a full-service ASC that provides the otherwise unavailable procedure in addition to other outpatient surgical procedures.  Such a revision will allow a provider to meet the unmet need in a manner that is financially feasible.”   The proposed revision deleted the words “limited to a specific type of procedures” after “establish an ASC” in the second line of Criterion 4. 
TCHHN recommends the following minor technical revisions (noted by quotation marks) to the punctuation in the ASC Criteria 5 and 6 which they believe to be necessary for the language to be implemented as intended by the Office of Health Policy:


5.  Notwithstanding criteria “1 and 2, and 6”, an application…




b. ….Hospital Compare; “or”



6.
Notwithstanding criteria “1,2,and 5”, and… . 
(b)  Cabinet’s Response: The Cabinet appreciates the comments regarding the proposed ASC criteria.  After consideration of the comments received, the Cabinet will revise proposed criterion 5 (criterion 4 in Amended After Comment Plan) to stipulate that the ASC shall be majority-owned (>50%) by a Kentucky licensed acute care hospital or critical access hospital and shall be located in the county where the hospital is located or in a contiguous county. The Cabinet will revise Criterion 4 (criterion 3 in Amended After Comment Plan) to allow establishment of an ASC in a county with a population of ≥75,000  if an applicant documents that specific types of surgical procedures are not provided in the planning area.  The Cabinet  will make necessary revisions to each criterion addressing  which criterion/criteria are not to be considered. 
(a)  Comment:  Charles Papp, M.D.,Colorectal Surgical & Gastroenterology Associates, PLC (CSGA), provided the following comments:  CSGA is supportive of the proposed ASC changes concerning a private physician office or a physician group, citing the Deloitte study findings that the national use rate for outpatient surgery is 56% higher than the Kentucky rate, and ambulatory surgical facilities in Kentucky are already seeing high utilization.  CSGA states:  “This amendment addresses the need for more surgical capacity by allowing the few already qualified, functioning physician-owned ambulatory surgery centers to obtain a CON.  This opportunity would provide tremendous benefit to the Commonwealth.

·   These centers will already have the certification of the most stringent accrediting agencies, the same agencies that current state licensed surgery center strive to obtain.

·   While providing more ambulatory care resources, this amendment will not create a deluge of new ambulatory surgery centers.  The wording in the amendment carefully delineates specific qualifications such that there are not more than a few physician run centers that qualify.  This would allow the CON process to keep its goal to prevent the proliferation of health care facilities.

·   By providing a CON there is now the ability to apply for a sate license.  This will ensure that the centers meet state standards.

·   These newly licensed centers will now be able to contract with Medicare, Medicaid, and the programs formed by the Affordable Care Act including ACO’s and the State Health Exchanges.  Currently unlicensed centers  are unable to contract with these entities confounding the shortage in ambulatory care.  This will only become worse as more people qualify or opt for state run programs.

·   Our physician-owned center provides high quality care at a much lower price than commercial centers.  This provides cost savings for the Commonwealth including the patient, health insurer and the State.  As the cost of health care continues to climb this would be one area that would buck the trend.”

David J. Svetich, M.D., Nathan Massey, M.D., and John Dvorak, Colorectal Surgical & Gastroenterology Associates, PLC (CSGA), provided similar comments.

Jennifer D. Rea, M.D.,Colorectal Surgical & Gastroenterology Associates, PLC (CSGA), provided similar comments but added:  “As I stated at the hearing, I am a new physician recruited to Kentucky from outside of the State.  I trained at top programs and was top of my class.  This amendment would provide physician groups centered around serving their local communities the much needed resources to not only recruit, but keep in practice, top-notch doctors who are dedicated to providing these much needed services to the citizens of Kentucky.  Otherwise, most of these physicians will go to work for large corporate entities and the sustainability of the physician–run ASC will be lost. There was mention at the hearing about opposition from current ASCs in regards to possible cherry-picking of better paying cases away from the current ASCs. There is already cherry-picking of better paying patients at the ASCs that currently have a CON. …This amendment would not affect case-mix for inpatient care at all.  Our group, while not having a CON, has contracts with the county health departments and the VA.  This further exemplifies the benefit to the community that expanding the CON as proposed will make available to more Kentuckians.  In addition to offering high quality, low cost endoscopy services, our ASC, which currently does not have a CON, offers procedures that other ASCs with CONs and even hospitals do not.  One life-saving procedure is a stool transplant. …our ASC is one of only 2 centers in the state and the only one in Central Kentucky that has been recognized by the ASGE (American Society for Gastrointestinal Endoscopy) for being an Endoscopy Center of Excellence in Quality and Safety.  High quality competition will be a good thing for the healthcare marketplace in this state.”    
  
(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding ASCs.  After consideration of the comments received, the Cabinet will revise proposed criterion 6 (criterion 5 in Amended After Comment Plan) to specify that the accreditation may be by any CMS approved accredited agency.  

(a)  Comment:  Michael E. Fletcher, M.D., provided the following comments:  “I propose the following language be added to the Ambulatory Surgery Center Review Criteria provisions of the State Health Plan:

7.   Notwithstanding criteria 1 and 2, an application to establish an ASC shall be 


consistent with this Plan if the applicant is a behavioral health services 



organization licensed pursuant to 902 KAR 20:430.

…Because pain and addiction are interrelated, the treatment of a substance use disorder experienced by a patient who suffers from chronic pain also requires appropriate treatment of the underlying pain.  …Therefore, for patients with chronic pain and co-occurring substance use disorder who are at a higher risk of misusing opioids  prescribed to treat their pain, interventional pain procedures offer a valuable, and often life-saving, treatment alternative.”  Dr. Fletcher provided further documentation that the exemption of ASCs operated in conjunction with BHSOs will improve the quality of and access to behavioral health and substance use disorder treatment, as well as documentation that interventional pain procedures provided in an ASC address the underlying causes of substance used disorders at a low cost.

(b) Cabinet’s Response:   The Cabinet appreciates the comments regarding ASCs.  The Cabinet’s proposed revisions to the State Health Plan will allow targeted expansion of ASCs to select quality providers.  At this time the Cabinet will not expand the exception language in the criteria to address ASCs established by BHSOs.
(a)
Comment:  Kipley J. McNally, Kipley J. McNally, PLC, submitted the following comments on behalf of Commonwealth Eye Clinic, Inc.:  “Paragraph 6(b) under the review criteria for an ambulatory surgery center requires that ‘…outpatient surgery procedures have been performed in a private office for a period of five years prior to the date the application was submitted…’.  Below find several questions, comments, and suggestions:


i.
How many surgical procedures must be performed during the five year period?


ii.
Could it be as little as two procedures in a five year period?


iii.
The review criteria should require that a minimum number of outpatient surgery procedures be performed in a physician’s office on a regular and continuous basis.


iv.
Criteria 6 (a) requires that the private office be organized and in continuous operation in Kentucky for a period of ten years prior to the date the application is submitted. However, review Criteria 6 (b) does not have any requirements for the regular and continuous performance of surgical procedures in the physician’s office during the five year period.


v.
A mobile laser (i.e., a “roll on, roll off” unit) or mobile operating facility can be rented for a day at a time.  Can a mobile operating facility and surgical equipment qualify for Criteria 6 (b) that surgery procedures be performed in a private office of a physician? 


vi.
Can a mobile truck with surgical facilities be set-up in the parking lot of the physician’s office to meet the review criteria?


vii.
Will a CON, if granted, be limited to the actual surgical procedures performed in the physician’s private office during the five (5) year period that are submitted in the application to satisfy the review criteria?


viii.
Will the CON be limited to at least the surgical procedures the physician is duly licensed/Board Certified to perform?


ix.
Will there be any restrictions on the transferability of the facility granted a CON and subsequent license to operate under the physician office criteria?  Will transfers be restricted to a new physician office that satisfies the review criteria?  Will such restrictions be placed on the certificate issued to the applicant?


x.
The review criteria does not require any demonstration of financial feasibility.  An unprofitable facility is more likely to take actions to minimize costs, which may adversely affect patient safety.  How is patient safety going to be ensured if there is a proliferation of new surgical facilities competing for the same patients?


xi.
The CON applications currently on file, and deferred in the most recent newsletter have Project Costs ranging from a low of $500,000.00 to a high of $9,286,900.00 with an average of $6,354,962.00 for seven (7) applications.  Unless, the applicant demonstrates that the applicant has a sufficient volume of cases to pay for the initial investment, and ongoing operating costs, the applicant should not be granted a CON.


xii.
What level of review will such applications receive – non-substantive review?


xiii.
Will the physician office be allowed to partner/contract with a non-physician owned surgical company on the pretext that it is a management company?”


“i.
The review criteria in Section 6(e) violates KRS §13A.224 because another state regulation “…sets forth a comprehensive scheme of regulations of the subject matter;…”


ii.
The review criteria in Section 6(e) violates KRS §13A.2245 because section 6(e) incorporates the accrediting standards of the listed organization regarding subject matter which is subject to an existing comprehensive scheme of state regulations.


iii.
The review criteria in Section 6(e) violates KRS §13A.120 because the administrative body is not authorized by statute to delegate the subject matter to another organization when the Division For Licensing and Regulation in the Office of the Inspector General has been delegated licensure responsibility for facility specifications for construction, alteration and maintenance of ambulatory surgical centers.


iv.
The review standards of the four listed organizations are established by said organization at their discretion.  From time-to-time, any one of these organizations will change their review standards.  Each organization’s review standards may be less stringent than the applicable state standards set forth in regulations by the Division for Licensing and Regulation in the Office of the Inspector General.


v.
The potential for changing/altering the review standards by the listed organizations violates the due process and equal protection rights of the citizens of the Commonwealth of Kentucky guaranteed by both the Federal and Kentucky Constitutions because citizens are not provided reasonable notice of what actions are expected, or what action must be refrained from.


vi.
Granting, via administrative regulation, the sole accrediting authority to these four private organizations is contrary to federal anti-trust laws and violates Kentucky’s model procurement code.”  

(b) Cabinet’s Response:  The Cabinet appreciates the comments regarding ASCs. 
Criterion 6.b. (criterion 5.b. in Amended After Comment Plan)  requires that the proposed surgical procedures have been performed in the private office for a period of five (5) years prior to the date the application was submitted.  The Cabinet has elected to not specify the number of procedures that have to be performed during the five year period.    900 KAR 6:130 addresses the certificate of need criteria for physician exemption and defines  “office” or “clinic”.  

It is the intent of this criterion to limit the CON to the proposed surgical services which have been performed in the private office.  The proposed criterion does not address management services or restrict future changes of ownership.  Any change in ownership shall comply with requirements of KRS 216B.   
KRS 216B.040 (2)(a) and 900 KAR 6:070 Sect. 2 (1) authorizes the Cabinet to establish the review criteria contained in the State Health Plan.  The State Health Plan has historically contained review criteria requiring the applicant to document compliance with quality criteria.  The accreditation organizations selected by the Cabinet for inclusion in Criterion 6 (criterion 5 in Amended After Comment Plan) are the four (4) accreditation agencies which are currently approved by CMS, allowing ASCs accredited by these agencies to have deemed status for Medicare certification.  After consideration of the comments received, the Cabinet will revise criterion 6 (criterion 5 in Amended After Comment Plan) to specify that the accreditation may be by any CMS approved accreditation organization.  

ASCs require formal CON review, unless the proposed service meets a criterion established in KRS 216B.095(3)(a) through (e) or 900 KAR 6:075.  
(a)  Comment:  Barbara Bowers, M.D. and Dave Hoffman, Innovative Ophthalmology, provided the following comments:  Innovative Ophthalmology is an ophthalmic practice that specializes in cataract and refractive surgery, located in Paducah.  Concern was expressed that the proposed physician office exemption requiring continuous operation may exclude physicians that the cabinet has no intent to exclude, such as a physician who takes an extended maternity leave or disability leave.  The words “private office of” could narrowly be interpreted as the same office and not include a physician who has been continuously practicing medicine in KY and may have changed employers or groups.  The following language was proposed to solve these issues:

“1.  The applicant is a physician or physician group, 100% owned by physicians, that has been organized and practicing medicine in Kentucky for a period of ten (10) years prior to the date the application was submitted;”

Regarding proposed Criterion 6b, an ophthalmologist who has purchased or is considering purchasing ophthalmic laser technology is excluded from this exemption because they are unable to use the technology in their office, it is simply not the standard of care.  Ophthalmology is unique in that it is the only medical specialty that is allowed to perform a non-covered procedure as part of a covered procedure.  There a number of options available to upgrade an ophthalmology procedure, including choosing laser technology to assist in the removal of your cataract and correct astigmatism, or upgrade lens implant to one that corrects astigmatism or allows patient to see both distance and near.  The cost of these additional options is 100% the responsibility of the patient.  
History has shown that non-ophthalmologist owned surgery centers in KY are hesitant to invest in ophthalmic laser technology because Medicare prohibits surgery centers from seeking reimbursement for ophthalmic laser technology.  There are less than a handful of eye surgeons who have invested the large sums of money necessary for the technology in KY.  Mr. Hoffman stated during the public hearing that only one hospital purchased this technology and it “essentially sits unused” due to reimbursement and physician fee issues.  He also stated that it is not the standard of care to do cataract surgery in an office.  If unable to get reimbursed for disposables and other costs to do the cataract surgery, it doesn’t make sense to do those surgeries in the physician’s office. 
“Anti kickback statutes prohibit surgery centers from inducing surgeons to operate at a specific surgery center.  Since a select few surgeons now own the technology, problems arise in how these surgeons can legally house their technology in a surgery center owned by someone else.  There is currently a surgeon in Kentucky who purchased advanced laser technology when both the hospital owned ASC and a privately owned ASC decided not to purchase the technology.  This surgeon is required to rent space in a surgery center to house the technology for which they paid hundreds of thousands of dollars.  This is not equitable and is a barrier for the expansion of advanced ophthalmic laser technology.  The proposed changes to the State Health Plan would not include ophthalmologists who want to invest in this technology or have already invested and had to house  their equipment by renting space in a surgery center.”  
The following language or similar language is proposed to address this issue:  “OR the applicant documents they are an ophthalmologist or ophthalmology practice who within five (5) years prior to the date the application s was submitted, has invested no less than three hundred thousand dollars ($300,000.00) in advanced ophthalmic laser technology.  The applicant shall be granted a single specialty CO limited to ophthalmic surgical procedures. “

“We feel the proposed language accomplishes many of the goals articulated by the Secretary at the Joint Health and Welfare Committee meeting in June.  The proposed language:
· Encourages the adoption of ophthalmic laser technology that has been proven t
to promote faster healing times and improved visual outcomes.

· Allows for revenue to offset the cost of ophthalmic laser technology, thus 
insuring the financial stability of physician owned ASC’s.

· Strikes an equitable balance between competition and quality.  The single 
specialty restriction would prohibit ophthalmic surgeons from competing with 

other surgery centers while increasing access to ophthalmic laser technology 
that improves the quality of care.

· Creates a discreet exemption.  There are currently only a few surgeons in 
Kentucky that have invested in this advanced ophthalmic laser technology that 
would qualify for this exemption.

Currently in Kentucky not one ophthalmologist is employed by a hospital.  Yet the hospitals and other CON stakeholders hold tremendous power over ophthalmologists who are early adopters of technology and want to ensure Kentucky stays on the cutting edge of ophthalmic care.”

Julie Raque Adams, State Senate, provided the following comments:  Senator Adams forwarded Innovative Ophthalmology’s comments to the Office of Health Policy, stating:  “Please see written comments submitted by a prominent eye surgeon from Paducah, KY.  I have been made aware of their interest and involvement on this issue through  my service as Chairman of the Senate Health and Welfare Committee.  Please take note of their submission… .”
E. Britt Brockman, M.D., representing John-Kenyon Eye Center, provided similar comments asserting that the proposed changes to the State Health Plan would not permit ophthalmologists who have already invested in or want to invest in advanced laser eye technology to establish an ASC.  John-Kenyon Eye Center has 18 locations in Kentucky and is an ophthalmic practice that specializes in cataract and refractive surgery as well as retina, cornea and glaucoma.  

(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding proposed ASCs owned by an ophthalmologist or ophthalmology group.  After consideration of the comments the Cabinet will add the following criterion:



“6. Notwithstanding criteria 2, 3, and 5, an application to establish an ASC limited to ophthalmic surgery procedures shall be consistent with this Plan if the following conditions are met:


a.
The applicant is an ophthalmologist or an ophthalmology  group, 100% owned 

by ophthalmologists, which  has  been  organized and  practicing  medicine  in 

Kentucky for  a  period  of ten (10) years prior to the date the  application  was 

submitted; 
b.
The applicant documents that the proposed ophthalmic outpatient surgery procedures have been performed for a period of five (5) years prior to the date the application was submitted;

 c.
The applicant documents that prior to March 30, 2016 it has invested no less than $300,000.00 in advanced ophthalmic laser technology; 

d.
The proposed ASC is located in the county where the private office is currently located; 

e.
Only one (1) ASC shall be established by the applicant; and

f.
The applicant documents that the proposed ASC shall be accredited within twelve (12) months of licensure by the American Association for Accreditation of Ambulatory Surgery Facilities, Inc. (AAAASF), Accreditation Association for Ambulatory Health Care (AAAHC), American Osteopathic Association/Healthcare Facilities Accreditation Program (AOA/HFAP), The Joint Commission (TJC) or another accreditation organization approved by the United States Centers for Medicare and Medicaid Services;”
 (a)  Comment:  Mark Gillespie, M.D., The Eye Surgery Center of Paducah, provided the following comments:   Paducah Ophthalmology ASC is a licensed ASC in Paducah.  Dr. Gillespie asserts that the specific technology that David Hoffman stated during the hearing was not currently available in the Paducah area (a Femtosecond laser for cataract surgery) is owned and operated by Paducah Ophthalmology ASC.  Paducah Ophthalmology has operated an ASC in the Paducah area for 25 years, has been accredited by AAAHC since opening in 1990, and has been responsive to the needs of the patients in the Paducah area.  There is no need to establish another ASC in the Paducah area in order to duplicate this expensive equipment.   Paducah Ophthalmology is dedicated to eye surgery and has multiple operating surgeons.  They have a Quality assurance Committee that monitors quality of care and are concerned that no such committee would be available in a single-surgeon office based facility.  
(b)  Cabinet’s Response:  The Cabinet appreciates the comments received regarding ambulatory surgical services.  As noted above, after consideration of the comments received during the public comment period, the Cabinet will add a new criterion addressing proposed ASCs owned by an ophthalmologist or ophthalmology group. 
(a)  Comment:  The Office of Health Policy proposes the addition of two (2) criteria addressing establishment of an ASC by a hospital which ceases to provide inpatient services and establishment of an ASC which does not charge patients.  The new criteria state:

.  
“7.  Notwithstanding any of the above criteria, an application submitted by the license holder of an acute care hospital or critical access hospital which proposes to cease providing inpatient services and transfer existing surgical services to establish an ASC to be located on the hospital campus or a site within the same county shall be consistent with this Plan; and
    
      8.  Notwithstanding any of the above criteria, an application to establish an ASC which does not charge its patients and does not seek or accept commercial insurance, Medicare, Medicaid, or other financial support from the federal government shall be consistent with this Plan if the proposed ASC utilizes the surgical facilities of an existing licensed ASC during times the host ASC is not in operation.”
(b)  Cabinet’s Response:  The Cabinet will amend the State Health Plan to include the proposed criteria. 
 (14)  Subject:  Chemical Dependency

(a)   Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: “KHA opposes the Cabinet’s proposal to remove Chemical Dependency beds from the SHP and the formal review process. The KHA Psychiatric and Chemical Dependency Hospital Forum (Psych and CD Forum) represent providers of both free standing hospitals and acute care hospital‐based psychiatric and chemical dependency units. Members of the Forum have been meeting regularly to discuss the changing policy around expansion of care for patients suffering from chemical dependency. The KHA and our members are glad to continue to work with the Cabinet to revise the existing criteria for chemical dependency need criteria to be in keeping with current practice trends and best practices but we feel strongly that chemical dependency beds must remain under the formal review process.  

Historically, there is consensus among KHA members that we may benefit from improving the SHP criteria to better reflect current utilization and practice models. It should be noted that current models for treating patients with chemical dependency diagnoses include an extensive continuum of care.  Specifically, there are a full range of services, within multiple provider settings, that must be included when we consider and plan for our current and future chemical dependency treatment needs. Within

these services are medical detoxification, inpatient treatment, partial hospitalization programs, intensive outpatient programs, residential treatment facilities and other levels of care that are included in the best practice models.

We understand that the impetus for the Cabinet’s proposal to remove the Chemical Dependency Bed need criteria from formal review was legislation recently passed by the General Assembly – SB 192. The legislation created a CON exemption for the establishment of free‐standing residential substance use disorder treatment programs limited to 16 beds. These residential facilities, for which there is no

licensure regulation at this time, should not be confused with inpatient chemical dependency treatment.  

The Inpatient hospital chemical dependency beds are considered to be an acute inpatient level of care – not residential care – which are used to provide medical detoxification for drug and alcohol dependency and have a short length of stay. While the type of facility that is outlined in SB 192 is not yet defined in Kentucky regulation, residential facilities in general are very different from inpatient chemical dependency beds, which follow a medical model. Residential facilities typically provide 28 day counseling programs, often not providing medical oversight and supervised detoxification. It is imperative to keep the chemical dependency treatment beds in CON because these are acute hospital beds and complete deregulation would have a detrimental impact on existing providers by potentially reducing volume and allowing for cherry‐picking of the most well‐insured patients.”
Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Kevin B. Halter, Our Lady of Bellefonte; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

Joseph Pritchard, Pinnacle Treatment Centers, provided similar comments, but added:  
“Under non-substantive review,  a CON application is presumed to be needed, a presumption that must be rebutted by an affected party by clear and convincing evidence.  The clear and convincing evidence standard is a much higher standard than that which is required in the formal review process.  Further, under non-substantive review, an applicant is not required to demonstrate that it has sufficient interrelationships and linkages with existing resources to provide quality care and that it is a financially viable provider.”
(b)  Cabinet’s Response:  The Cabinet appreciates the comments received during the public comment period.  After reviewing the comments, the Cabinet is reinstating the chemical dependency review criteria of the existing State Health Plan and will work in conjunction with the Kentucky Hospital Association to review chemical dependency bed need.  The definition of chemical dependency treatment beds will specify that the beds are licensed pursuant to 902 KAR 20:160.
(15)  Subject:  Outpatient Health Center

(a)   Comment:  Michael T. Rust, Kentucky Hospital Association, submitted the following comments: ”KHA is opposed to the Cabinet’s proposal to remove Outpatient Health Care Center from the SHP and the formal review process. We understand that the category and supporting criteria are currently specific to only one community which already has established the facility. However, we are concerned that removing this component from the SHP would allow these centers to potentially be established

anywhere in the state by anyone with only minor changes to the existing licensure regulation. The existing licensure regulation allows an outpatient health center to provide 24 hour emergency services, primary care, radiology, MRI, and ambulatory surgery – essentially a hospital without beds. Although  the current licensure regulation restricts the center to a county with a population of 60,000, removal of that provision would allow these centers to be built anywhere. These centers could function as an

outpatient hospital without meeting hospital requirements such as EMTALA and therefore could threaten the existence of Kentucky’s rural hospitals. Furthermore, ASC and MRI are separately covered in the SHP under distinct review criteria. Under the Boone Spring decision, no service can be covered under non‐substantive review for which there is a component under the SHP. Because ASCs and MRIs are under formal review, the Outpatient Health Care Center cannot be reviewed under non‐substantive

review.

As previously discussed with the Cabinet, KHA and our members do support the ability of existing hospital providers with declining inpatient volume threatening their long‐term financial integrity to have a mechanism to seamlessly convert, without having to close completely, into an Outpatient Health Center. This would allow for the continued access to primary care, emergency services and ambulatory surgical services within the community. There are a number of federal demonstration projects for similar models being conducted by the Centers for Medicare and Medicaid Services. Additionally, there

have been at least two bills introduced in Congress to offer alternative care delivery models for small and rural hospitals. We believe as we continue the transformation of the healthcare delivery model in future months and years, there may be Kentucky hospitals that could benefit from a model of this nature. Therefore, KHA supports retaining the Outpatient Healthcare Center component in this SHP and revising it to apply to the conversion of existing acute care and critical access hospitals to a center

located in the same county as the hospital.”
Charles Lovell, Jr., Caldwell Medical Center; Phyllis Blackwell, Marshall County Hospital; Patrick Donahue, Methodist Hospital Union County; Joe Murrell and Larry Bates, Wayne County Hospital; Sheila Currans, Harrison Memorial Hospital; Kevin B. Halter, Our Lady of Bellefonte; Garren Colvin, St. Elizabeth Healthcare; and Mark A. Edwards, Livingston Hospital & Healthcare Services, Inc., provided comments similar to or supporting KHA’s position on this issue.

Adonna Wickliffe, KentuckyOne Health, provided the following comments:  “If the review criteria was removed from the Plan, it could lead to confusion and the unintended consequence of applicants seeking nonsubstantive review to create new facilities even though they could not comply with the licensure requirements.  As an alternative, we request that the Cabinet leave these criteria in the Plan, but also establish a new licensure category specifically designed for the conversion of hospitals to outpatient facilities under nonsubstantive review…that will allow acute care hospitals…the ability to “bank” the facility’s existing beds to allow conversion back to an inpatient facility in the future if necessary.”
Mary Jo Bean, Norton Healthcare, Inc., provided the following comments:  Norton raised several questions regarding the licensure regulation for outpatient health care centers, including:

· Is it the Cabinet’s intention to modify the licensure regulation for outpatient health care centers to allow a rural facility to convert to a different license?
· If the requirement remains to be affiliated and be subordinate to their Main Provider, will that require the facility to satisfy this through an affiliation with a tertiary provider in the state?   

· Will the MUA designation be excepted if it’s a conversion of an existing hospital?

· If a hospital converts to an outpatient health care center, will they be able to retain their acute care beds?

Ms. Bean added that the formal review process required the applicant to document funding sources which would not be required under nonsubstantive review.  Lastly, Norton requested consideration of some quality measure for this category of service as it would be a comprehensive ambulatory provider in the community.  

(b)  Cabinet’s Response:  The deletion of the Outpatient Health Care Center component of the State Health Plan is the first step in a 2-step process for small rural hospitals to seamlessly convert to financially feasible outpatient centers.  The Office of the Inspector General will amend the existing outpatient health care center licensure regulation to also address outpatient health care centers established when a hospital elects to discontinue inpatient services and provide only outpatient services.  By having the revised licensure category, hospitals that convert to outpatient services will be able to apply for one (1) certificate of need for an outpatient health care center and one (1) license instead of having to singly apply for each proposed outpatient service.
(16)  Private Duty Nursing Service

(a)  Comment:  Nan Frazer Hanley, Kentucky Home Care Association, provided the following comments:  “KHCA disagrees that …private duty nursing services…should be required to participate in the National Background Check Program.  It is cost prohibitive, is overly burdensome and significantly delays the hiring of new employees.  The current background check system ensures patient safety and the timely delivery of quality services. “ 

(b)  Cabinet’s Response:  Since its implementation in May 2014, Kentucky’s National Background Check Program provides a comprehensive pre-employment screening mechanism that prevents individuals from hiding their criminal or abusive actions when seeking employment in long-term care settings, including nursing facilities, home health agencies, and private duty nursing agencies.  This helps protect the elderly and vulnerable adults from possible abuse, neglect, and exploitation, including financial exploitation.

State law currently requires applicants for employment in health facilities such as nursing facilities and home health agencies to submit to a check of the nurse aide and home health aide abuse registry, Caregiver Misconduct Registry, and a name-based, state only criminal records check.  This means that an applicant may have serious convictions in other states that will not be revealed to the employer.  This loophole can be particularly problematic in Kentucky communities near state borders when the applicant resides in another state.  Through Kentucky’s National Background Check Program, new employees submit to a comprehensive check of all available abuse registries and a fingerprint-supported, State and FBI (national) criminal background check.  Moreover, this background check program has proven itself to be less costly and more timely than current, paper-based processes, as set forth below.

· Cost:  During the first 18,000 background checks, the cost of the fingerprint-supported State and FBI criminal background checks will be $20, which is the same fee charged by the Kentucky State Police or Administrative Office of the Courts for a state-only criminal history check.  After 18,000 background checks have been completed, the Cabinet anticipates that the cost to query what is known as the “KARES” database will remain $20 to determine whether an applicant has already submitted to a fingerprint check and is currently “cleared for hire.” If the applicant reports to the employer that he or she has not previously been fingerprinted under Kentucky’s national background check program, the Cabinet anticipates the employer will pay approximately $50 to $55 (total) for a fingerprint check.  This fee is less than or otherwise competitive with fees charged by commercial vendors for a national background check.  Additionally, most commercial vendors do not offer fingerprint-supported background checks.  

· Speed of Results: It is documented that since implementation in May 2014, the average duration for this system to complete the background check once fingerprints have been taken  is less than 48 hours.  Comparable paper-based background check systems require two weeks or more. The electronic nature of this system ensures that employers may make timely employment decisions.  Further, Cabinet staff review the background check results and determine whether an individual is eligible for employment based on the criminal history information. This relieves facility staff of the administrative burden they currently perform.

As a quality measure intended to enhance the safety and quality of care for Kentucky’s long-term care population and other vulnerable adults, the Cabinet is retaining the requirement in the State Health Plan for participation in the National Background Check Program by any nursing facility that requests CON approval for a transfer of nursing facility beds from a facility in another county, an entity seeking to operate a new home health agency or new private duty nursing agency, or an existing home health agency or private duty nursing agency seeking to establish services in a county in which it is not currently authorized to operate.

(a)  Comment:  Brian W. Lebanion, 
Health Directions, Inc,, provided the following comments:   Concern is expressed that there is no detail provided in the regulatory impact analysis indicating the necessity of the amendment as related to private duty nursing services nor is there any information to support the proposed changes.  The added language is unnecessary and creates criteria that is only based on population data, not driven by actual need for the services.  The current SHP language protects against duplicative, unnecessary and proliferate services.  

(b)  Cabinet’s Response:  The Cabinet appreciates the feedback regarding the proposed changes to the private duty nursing services review criteria.  To assure the availability of private duty nursing services, the Cabinet revised the existing criteria which allowed only one (1) agency per county, regardless of the population of the county.  After consideration of the comments received, the Cabinet will amend Criterion 1 to substitute the following language for the phrase “offering private duty nursing services” in Criterion 1 (a) and (b): “that provided traditional home health private duty nursing services to more than one (1) patient in the county according to the most recently published Kentucky Annual Home Health Services Report”  Criteria 4 and 5 will be revised to require the use of the most recent Kentucky Annual Home Health Services Report and Kentucky Annual Private Duty Nursing Services Report when determining whether the subject services were provided in a county.

(a)  Comment:  Randall S. Strause, Strause Law Group, PLLC, provided the following comments:  “Maxim supports the proposed revisions to Private Duty Nursing Review Criteria 1, which recognizes the need to increase access to private duty nursing services across the Commonwealth. However, Maxim recommends several revisions to clarify potential concerns that may be raised in practice. …Maxim recommends that the phrase ‘offering private duty nursing services’ in each subsection should be removed and replaced with ‘that provided traditional home health private duty nursing services to more than one (1) patient in the county according to the most recent Kentucky Annual Home Health Services Report’.    The term ‘offering’ is ambiguous and should be removed because a home health agency could ‘offer’ private duty nursing services, but have no intention providing the services.  Moreover, how would an existing agency establish or applicant rebut that private duty nursing services were ‘offered’?  Marketing materials?  Take our word or it?”
Regarding proposed criteria 4 and 5, the term “currently” is ambiguous and is subject to multiple interpretations.  …”Maxim recommends that the most recent Kentucky Annual Home Health Services Report and Kentucky Annual Private Duty Nursing Services Report be used to determine whether the subject services were provided in a county.” 
(b)  Cabinet’s Response:  After consideration of the comments received, the Cabinet will amend Criterion 1 to substitute the following language for the phrase “offering private duty nursing services” in Criterion 1 (a) and (b): “that provided traditional home health private duty nursing services to more than one (1) patient in the county according to the most recently published Kentucky Annual Home Health Services Report”  Criteria 4 and 5 will be revised to require the use of the most recent Kentucky Annual Home Health Services Report and Kentucky Annual Private Duty Nursing Services Report when determining whether the subject services were provided in a county.

(16)  Subject:  Adult Day Health Care Program

(a)  Comment:  Richard MacMillan, LHC Group, Inc., provided the following comments:  LHC opposes the deletion of the review criteria for adult day care programs.  LHC does not currently provide day health services in KY, but believes the CON process is a vital tool to ensure program integrity, as well as ensuring ongoing quality and availability for this very important service for our elderly population.

Joyce Lewis and Brian W. Lebanion, Friends & Companions Day Health Care Center provided similar comments adding that the nonsubstantive review process shifts the burden of proof from the applicant requiring adult day health care to the affected party opposing the application.  Removing adult day health care centers from the State Health Plan would allow day health care centers to proceed to the CON process without showing that they have the knowledge and resources to provide adequate care while awaiting the licensing process.  The current provision of the State Health Plan are not unduly burdensome and ensures that aspiring adult day health providers are aware of the licensure regulations for operation of an adult day health program.  
(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding adult day health programs.  The Deloitte study recommended that develop home and community based services to transition care to the community.  The deletion of the adult day health criteria will allow adult day health applications to have an expedited review and be batched monthly.  The Cabinet agrees that the existing criteria were not high thresholds to meet and it is ultimately the responsibility of the applicant to know the licensure requirements to establish a day health program.  The Cabinet will finalize the State Health Plan as proposed regarding adult day health care programs. 
(17)  Subject:  Birthing Center

(a) Comment:  Wendy Fletcher, APRN and Leila Faucette, Kentucky Coalition of Nurse Practitioners & Nurse Midwives, submitted the following comments:  

·   Concern was expressed that the State Health Plan did not reference freestanding birthing centers although the coalition had submitted extensive documentation and background information in response to the Cabinet’s call for modernization in the CON process.  The information previously submitted by KCNPNM had been reinforced by referenced statements from the American College of Nurse-Midwives and the American Association of Birth Centers.

·   The current CON process makes it essentially impossible for a freestanding birthing center to be approved in KY.  Despite a recent ruling from the Franklin Circuit Court overturning the denial of such a center, the CON process has now moved on to legal appeal at a higher level.

·   Freestanding birthing centers could save significant dollars to the Commonwealth in payments for mothers covered by Medicaid, comprising nearly 50% of the births in KY. 

Additionally, Ms. Fletcher and Ms. Flaucette proposed the following review criteria for the State Health Plan:  


An application to establish a Freestanding Birthing Center shall be consistent with 
the Plan if the application:


1.
Proposes to establish a freestanding birthing center in an Area Development 

District (ADD):



a.
Referenced in Technical Note 1 and defined in KRS 147A.050.



b.
Where no other freestanding birthing center is established.


2.
Meets the certification standards established by the American Association of 


Birth Centers.


3.
Is staffed by Certified Nurse-Midwives who are duly licensed in the 




Commonwealth of Kentucky and have their certification from the American 


Midwifery Certification Board.

(b)  Cabinet’s Response:  The Cabinet appreciates the comments received regarding birthing centers.   Under nonsubstantive review, there is a presumption of need for birthing center CON applications.  There is an expedited review and applications are batched monthly instead of being held for semi-annual formal review batching cycles. The State Health Plan will be finalized without addressing birthing centers.  
(18)  Subject:  Exceptions for Academic Medical Centers

(a)  Comment:  Adonna Wickliffe, KentuckyOne Health provided the following comments:  “…we would like the Cabinet to consider exceptions for our state’s Academic Medical Centers.  These institutions are tremendous assets to the state of Kentucky, and the Cabinet would be doing the state and its citizens a disservice if these institutions are not given special consideration, given the value they bring to the state.  They provide access to the latest technology and cutting edge research to improve care; and they are the training grounds for future health care professionals who will likely stay within the state after completion of their training.  These health care professionals will be charged with ensuring the health of the citizens of the Commonwealth now and into the future.  In addition, Academic Medical Centers care for all patients regardless of their condition, the complexity of their medical needs and their ability to pay.  Academic Medical Centers are unique state assets that must have the flexibility to thoughtfully disperse their models of care throughout the region to meet patients where they are, and to provide access to cutting edge research and higher levels of care.”
(b)  Cabinet’s Response:  The Cabinet appreciates the comments regarding academic medical centers.  The Cabinet concurs that these institutions are tremendous assets in the Commonwealth.  One example that academic medical centers were considered during the revision of the State Health Plan is the revised megavoltage radiation therapy criteria which allow expansion by COC accredited Academic Comprehensive Cancer Programs.   
(19)  Subject:  Independent Study to Modernize Certificate of Need 

(a)  Comment:  Mark D. Birdwhistell, UK HealthCare, provided the following comments:  “..it may be beneficial for the Cabinet to commission an independent study tasked with providing recommendations to modernize the CON program in an attempt to satisfy the triple aim.  To our knowledge, the most cent research memorandum regarding CON was published in August 1989 by Karen Main at the request of the Interim Joint Committee on Health and Welfare.  Although the Cabinet does frequently cite the recommendations and conclusions published in the Deloitte Workforce Analysis, it is our understanding and belief that their recommendations related to CON modernization are merely anecdotal and do not fully contemplate and/or comprehend the effect of drastically increasing the volume of providers upon our current health care delivery system. A more complete and thoughtful analysis of current healthcare financing and access trends would be desirable prior to any attempts to significantly alter the health care provider landscape.”
(b) Cabinet’s Response:  The Cabinet appreciates the feedback regarding a recommendation for an independent study of CON.  The Deloitte studies combined with extensive input from providers resulted in the most exhaustive review of CON in over 10 years as the Cabinet  prepared the proposed revisions to the State Health Plan.  On October 8, 2014, the Cabinet requested feedback from all interested stakeholders regarding possible strategies for and changes to the CON program that would further the implementation of the CON core principles.  The Cabinet held listening sessions with providers and other interested stakeholders on March 16 and 17, 2015.  There were 52 attendees (including 14 who presented comments) at the March 16 and 17 Listening Sessions.  Comments were received from 57 entities, including the following associations:  KY Hospital Association, KY Primary Care Association; KY Association of Health Care Facilities: Leading Age Kentucky; KY Association of Hospice & Palliative Care; and KY OT, PT, and Speech Language Hearing Associations.  

(20)  Subject:  Request for CON Exemption for Therapy Providers
(a)  Comment:  The Kentucky Physical Therapy Association; and Eric M. DeYoung, Kentucky Occupational Therapy Association provided the following comments:  Comments were received requesting a revision to 900 KAR 6:130 to allow CON exemption for clinics owned by a therapist which employs other therapists/assistants who provide services outside the scope of practice of the owner.
(b)  Cabinet’s Response:    The Office of Health Policy appreciates the feedback regarding therapy services and will consider this comment when 900 KAR 6:130 is considered for possible revisions.   This is not an issue addressed in the regulation currently proposed for revision. 
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AND
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The Office of Health Policy is amending the administrative regulation in response to public comments received as follows:

Page 1

Section 2(1)

Line 18

      After “Health Plan’,”, insert “August”.

      Delete “May”.

The Office of Health Policy is amending the material incorporated by reference in this administrative regulation in response to public comments received as follows:
Title Page

Changed edition date to August 2015

Table of Contents

Added headings for Magnetic Resonance Imaging Equipment, Ambulance Service, 
and Chemical Dependency Treatment Beds.


Revised page numbers.

Comprehensive Physical Rehabilitation Beds

Criterion 6.b.i. 
Revised to state that the most recent IRF reporting period preceding the date the application is filed shall be used.  


Criterion 6.b.ii. 

Revised quality metrics for acute care hospitals proposing to add rehab beds to include CAUTI and Pressure Ulcer rates, similar to the quality metrics for free-standing rehab hospitals. Also, revised to state that the most recently published U.S. National Benchmark
preceding the date the application is filed shall be used.  

Nursing Facility Beds

Criterion 5.d.


Revised the criterion to require the facility receiving the beds to have an overall rating of 4 or 5 stars as reported by CMS Nursing Home Compare for three (3) or the last four (4) reported months preceding the date the application is filed.

Home Health Agency

Added definition of “substantial health management services”.


Criterion 4.

Revised to state that an acute care hospital  or critical access hospital proposing to establish a HHA serving area no larger than the county in which the hospital is located and contiguous counties shall be consistent with the Plan if specified quality metrics are met.  Clarified that metrics for which there was a large enough number of patients or cases to report shall be applicable and that the most recent published.  Hospital Compare data published preceding the date the application is filed shall be used.  

Criterion 5.

Revised to restrict the expansion of a HHA to contiguous counties of its October 1, 2015 service area.  For applications filed prior to July 1, 2015, clarified that the benchmarks reported preceding the date the application is filed shall be used 

For an application filed on or after July 1, 2016, the HHA shall have a 4 or higher star rating by CMS Home Health Compare under “Quality of Patient Care Star Ratings”  for 3 out of the last 4 quarters preceding the date the application is filed.
Criterion 6.

Revised to address an entity or entities which comprise an ACO or that share common management and control with an entity that provides substantial health management services to a physician-led  ACO.   Clarified that the proposed  home health services may be provided in counties in which the ACO’s attributed patients reside. 

Cardiac Catheterization Service

Criterion 2.


Revised to include criteria for two (2) year trial PCI  programs.  
Magnetic Resonance Imaging

Inserted criteria for MRI services.

Megavoltage Radiation Equipment

Criterion1.a. 

Revised to clarify that the number of procedures performed in the proposed 
planning area is greater than the sum of 4,000 per megavoltage radiation therapy  program with only 1 megavoltage unit and 8,000 per megavoltage program with 2 or more units.


Criterion 3.

Revised to address an application to establish a megavoltage radiation service which will be majority-owned by a Kentucky hospital accredited by the American College of Surgeons Commission on Cancer as an Academic Comprehensive Cancer Program.


Criterion 4.

Added criterion to address an application by a hospital ceasing to provide inpatient services which proposes to transfer existing megavoltage radiation services to establish a new megavoltage radiation service.

Ambulance Service

Inserted review criteria for ambulance services.
Ambulatory Surgical Center

Criterion 3. was moved to be Criterion 1. in the Amended After Comment Plan.

Criteria 1. and 2. were combined to be Criterion 2. in the Amended After Comment 
Plan, resulting in renumbering of remaining criteria.


Criterion 4. (Criterion 3. in the Amended After Comment Plan) 


Revised to address an application to establish an ASC in a county with a population 
≥75,000 if the applicant documents that patients are not receiving specific type of 
surgical procedures.

Criterion 5. (Criterion 4. in the Amended After Comment Plan) 


Revised to address an application to establish an ASC which is majority-owned by a Kentucky hospital and located in the county of the hospital or a contiguous county.  Clarified that metrics for which there was a large enough number of patients or cases to report shall be applicable and that the most recent published  Hospital Compare data preceding the date the application is filed shall be used.  


Criterion 6. (Criterion 5. in the Amended After Comment Plan) 

 
Revised to allow accreditation by any accreditation organization approved by CMS.


New Criterion 6. in the Amended After Comment Plan
Criterion added to address establishment of an ASC limited to ophthalmic procedures.


New Criterion 7. in the Amended After Comment Plan

Criterion added to address an application by a hospital ceasing to provide inpatient 
services which proposes to transfer existing surgical services to establish a new 
ambulatory surgical center.


New Criterion 8. in the Amended After Comment Plan

Criterion added to address an application to establish an ASC which does not 
charge patients.

Chemical Dependency Treatment Beds

Inserted review criteria for chemical dependency treatment beds.

Private Duty Nursing Service

Criterion 1.

Revised 1.a. and 1.b. to delete the phrase “offering private duty nursing services” and substitute “ that provided traditional home health private duty nursing services to more than one (1) patient in the county according to the most recently  published Kentucky Annual Home Health Services Report”. 


Criteria  4. & 5.


Revised to state that the most recently published HHA and PDNA Utilization 
Reports shall be used to demonstrate if services are provided.  
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