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Children’s Medical Services (CMS) Regional and Satellite Cardiac Clinic approval process is not a licensure process; but it is rather a quality assurance process to ensure that participating CMS Network Cardiac Clinics meet established minimum standards deemed necessary for the provision of quality cardiac service to children with special health care needs.  CMS encourages the creation of policies to foster growth of centers of excellence.

These CMS Cardiac Clinic Standards are formulated to apply only to CMS-approved Regional and Satellite clinics.  Such clinics must have the following criteria: 

1. Service Delivery Times: 

a. Outpatient services must be available between 8:00 a.m. and 5:00 p.m. Monday through Friday.  

b. Emergency services and telephone consultation services must be available seven (7) days a week, 24 hours per day. 

c. Inpatient hospital services must be available seven (7) days a week, 24 hours per day. 

2. Changes in Location and Times:  

a. Changes in location for patient services must be approved by CMS Headquarters within ninety (90) calendar days prior to the date the change will occur.  

b. In the event of an emergency, temporary changes in the location shall be made to assure the continuity of the program and the safety and welfare of patients.  In such events, the provider will notify CMS Headquarters within seven (7) business days. 

c. Changes necessitated by acts of nature must be in accordance with existing state laws, regulations and executive orders.  

The following standards are required for approval as a Children’s Medical Services (CMS) Regional or Satellite Cardiac Clinic Facility.  CMS classifies pediatric cardiac clinic services in the following manner for the purpose of surveys and approval:

1) CMS Regional Cardiac Clinic and Non-Invasive Lab – an out-patient facility which is not a pediatric cardiology clinic at a CMS approved pediatric cardiovascular center which includes cardiac catheterization and pediatric cardiovascular surgery facilities.  Such a clinic should be operationally affiliated with the cardiac clinic of a CMS approved pediatric cardiovascular center. 
The following section contains the guidelines that are required for designation by CMS as a Regional out-patient pediatric cardiac clinic.

A. POPULATION SERVED

1. CMS enrolled children with congenital or acquired cardiovascular disease.

2.  Private patients may be seen in addition to CMS patients – provided they do not comprise a majority of the patients seen.

B. SERVICE

1. Non-invasive cardiac diagnostic evaluations including:  

a. Electrocardiogram – on site

b. Echocardiogram- on-site

c. Holter monitoring

d. Exercise testing

Non-invasive cardiac diagnostic evaluations described under c. and d. above should be available on-site or within the community in which the regional clinic is held.

Such studies should be available within three (3) working days.  If an urgent condition requires a more immediate study –it should be done the same day as the clinic visit or within 24 hours.

2. Each of these studies must have a specific interpretation that becomes part of the patient’s medical record beyond that included in the patient note or letter.

3. Other non-invasive imaging procedures, including but not limited to nuclear imaging, MRI (Magnetic Resonance Imaging) studies, CT (Computerized Tomography), PET (Positive Emission Tomography), preferentially should be done in CMS approved pediatric cardiovascular centers.

4. Interpretation of all non-radiological ancillary studies shall be done by a CMS approved physician, ideally a pediatric cardiologist, who has access to, and knowledge of, all aspects of the patient’s clinical evaluation.

5. Clinical laboratory facilities should be present in close proximity to the pediatric cardiology clinic.

6. X-ray facilities should be available under the supervision of a CMS approved radiologist, particularly with regard to radiation safety standards and quality control.  

7. Furnish adequate follow-up, including return clinic visits, referrals for cardiac catheterization, and referrals for cardiac surgery.

8. Other services that may be required on the advice of the Cardiac Subcommittee of the CMS Network Advisory Council (hereinafter referred to as the CMS Cardiac Subcommittee) and approved by the local area CMS Medical Directors and the CMS Deputy Secretary or designee.

C. RESOURCES
1. 
Personnel

a.  
All physicians providing care at a CMS cardiac facility must be CMS approved providers, as specified in rule 64C-4.001 Florida Administrative Code (F.A.C.).  Non-board certified physician applicants who meet requirements for board certification examination may be approved for active CMS status pending completion of board certification.  The physician must achieve board certification within five (5) years of becoming eligible. 

b.
All licensed healthcare professionals that require credentialing through the CMS credentialing process and are providing care at a CMS cardiac facility must be CMS approved providers, as specified in rule 64C-4.001, F.A.C.  

c.
Overall responsibility for the CMS pediatric cardiology clinic will be that of a CMS physician who is a board-certified pediatric cardiologist or a 
CMS physician who is a board-certified pediatrician with special pediatric cardiac training or experience. 

d.  Responsibilities of the CMS pediatric cardiac clinic physicians include:

1)
completion of written history and physical examination or equivalent.

2)
incorporation of appropriate diagnostic testing with formulation of a clinical diagnosis,

3) 
provision of recommendations for a treatment plan, and

4)
consultation with other CMS physicians as indicated.

e.
A nurse who has experience with cardiac problems in children must participate in each cardiac clinic.

f.
A clinical social worker or another individual who has experience dealing with children with special health care needs and their families shall be available for consultation as needed.

2.
Physical Environment – The primary requisites for the physical environment of such a clinic are the following:

a. 
The area must be quiet enough to perform a high quality cardiovascular examination and must be adequately lighted.

b. 
Such clinics should be held in, or near, a hospital or multi-clinic environment where ancillary facilities are easily accessible.

c. 
There must be a conference room for discussing cases.

d. 
There must be adequate lavatory facilities, including those accessible to handicapped individuals.

3.
Equipment

a. Proper machines and technical help must be present for obtaining quality electrocardiograms and echocardiograms.

b. Required equipment at each CMS Regional cardiac clinic must include:

1)
adequate examining tables

2) 
stethoscopes

3) 
X-ray view boxes or digital review
4)
blood pressure equipment, including cuffs of appropriate sizes

5)
Pulse Oximetry

D. VOLUME STANDARDS 

CMS Regional Cardiac Clinics should meet a minimum of 40 (forty) times in a year – averaging ten (10) patients per clinic – i.e., having a minimum of 400 patient visits per year.

E. QUALITY

Patient outcomes must not significantly differ from those obtained in other CMS State of Florida clinics with comparable experience.

F. QUALITY IMPROVEMENT/UTILIZATION REVIEW

The facility must have Quality Assurance and Quality Improvement processes that continuously enhance the clinic operation and patient satisfaction with clinic services.

G. RECORDS

1. Permanent record of real time study must include, at a minimum, video, disk, chart, or electronic medical records.

2. Permanent record of real time study of Holter Monitoring studies must include one or more of the following:  cassette tape, disk, printed paper, digital or electronic recordings.

3. Permanent record of real time study of exercise treadmill testing must include EKG & blood pressure recordings.

4. Interpretation and final approval of study reports must be performed by a physician who is board certified or board eligible in pediatric cardiology - or a board-certified pediatrician with a minimum of two (2) years of advanced training in pediatric cardiology.

5. Medical records must be retained for a period of no less than seven (7) years in a secure locked area.

H. INITIAL EVALUATION

1. On-site or Chart Review:  When an application requesting approval as a CMS Regional Pediatric Cardiology Clinic is submitted with attestation of compliance with all these guidelines, either an on-site review or a chart review will be scheduled as the final component of the application process.

2. Facility Criteria:  include all guidelines in the CMS Regional Pediatric Cardiology Clinic Facilities section.

3. Medical Record Review:  A minimum of 25 consecutive pediatric cardiac clinic cases within a specified time period must be available to warrant initial evaluation of any facility.

4. Facility Volume Standards:  An applicant facility must present documentation of the following minimum number of pediatric procedures:  echocardiograms – 150 per year; electrocardiograms – 250 per year.

5. Practitioner Volume Standards:

a) Each member of the pediatric medical staff designated to interpret echocardiograms should interpret a minimum of 100 such pediatric studies annually.

b) Each member of the pediatric technical staff should perform a minimum of 50 such pediatric studies annually.

6. The CMS Deputy Secretary or designee approves new Regional clinic facilities upon the recommendation of the CMS Cardiac Subcommittee based on all the criteria established above.

I. RE-EVALUATION OF APPROVED FACILITIES 

1.
On-site or Chart Review:  Each Regional Clinic and non-invasive laboratory must be re-evaluated at a minimum of once every three (3) years on-site or by chart review by a member, or designee, of the CMS Cardiac Subcommittee.

2.
Facility Criteria:  Include all guidelines in the CMS Regional Pediatric Cardiology Clinic Facilities section.

3.
Medical Record Review:  A minimum of 25 consecutive pediatric cardiac clinic cases within a specific time period must be available for review at the time of the re-evaluation.

4. 
Intersocietal Accreditation Commission (IAC) Accreditation:  By the initial three-year re-approval review, the involved echocardiography lab must be certified by the IAC.
5.
If all the facility criteria and volume standards are not met, the facility must submit a corrective action plan for approval by the Deputy Secretary for CMS or designee upon the recommendation of the CMS Cardiac Subcommittee.  If the plan is approved, the facility shall be granted a one-year probationary status.  Probationary status may be extended one additional year if the facility documents improvements toward achieving both the facility and volume criteria.  If the facility is not in compliance with the facility and volume criteria at the end of a second year of probationary status, the facility shall be disapproved.

6.
Data Submission:  All CMS approved Regional Pediatric Cardiac Clinic facilities must collect and submit quality assurance data annually to the CMS Central Office as stipulated by CMS Central Office and the CMS Cardiac Subcommittee.

7.
The CMS Deputy Secretary or designee re-approves existing facilities upon the recommendation of the CMS Cardiac Subcommittee based on all the criteria established above.

2) CMS Satellite Cardiac Clinic and Non-Invasive Lab – an out-patient facility which is operationally affiliated with either a CMS approved Regional Cardiac Clinic or the cardiac clinic in a CMS approved pediatric cardiovascular center.
The following section contains the guidelines that are required for designation by CMS as a Satellite out-patient pediatric cardiac clinic.

A. POPULATION SERVED

1. CMS eligible children with congenital or acquired cardiovascular disease.

2.  Private patients may be seen in addition to CMS patients – provided they do not comprise a majority of the patients seen.

B. SERVICE

1. Non-invasive cardiac diagnostic evaluations including:  

a. Electrocardiogram – on site

b. Echocardiogram

c. Holter monitoring

d. Exercise testing

Non-invasive cardiac diagnostic evaluations described under b, c, and d should be available within the community in which the satellite clinic is held, or through a formal arrangement with a CMS approved Regional Cardiac Clinic or a CMS- approved pediatric cardiovascular center.  Such studies should be available within three (3) working days.  If an urgent condition requires a more immediate study –it should be done the same day as the clinic visit or within 24 hours.

2. Each of these studies must have a specific interpretation that becomes part of the patient’s medical record beyond that included in the patient note or letter.

3. Other non-invasive imaging procedures, including but not limited to nuclear imaging, MRI (Magnetic Resonance Imaging) studies, CT (Computerized Tomography), PET (Positive Emission Tomography), preferentially should be done in CMS approved pediatric cardiovascular centers.

4. Interpretation of all non-radiological ancillary studies shall be done by a CMS approved physician, ideally a pediatric cardiologist, who has access to, and knowledge of, all aspects of the patient’s clinical evaluation.

5. Clinical laboratory facilities should be present within the community, preferably in close proximity to the pediatric cardiology clinic.

6. X-ray facilities should be available in the community under the supervision of a CMS approved radiologist, particularly with regard to radiation safety standards and quality control.  

7. Furnish adequate follow-up, including return clinic visits, referrals for cardiac catheterization, and referrals for cardiac surgery.

8. Other services that may be required on the advice of the Cardiac Subcommittee of the CMS Network Advisory Council (hereinafter referred to as the CMS Cardiac Subcommittee) and approved by the local area CMS Medical Directors and the CMS Deputy Secretary or designee.

C. RESOURCES

1. 
Personnel

a.  
All physicians providing care at a CMS cardiac facility must be CMS approved providers, as specified in rule 64C-4.001 Florida Administrative Code (F.A.C.).  Non-board certified physician applicants who meet requirements for board certification examination may be approved for active CMS status pending completion of board certification.  The physician must achieve board certification within five (5) years of becoming eligible.

b.
All licensed healthcare professionals that require credentialing through the CMS credentialing process and are providing care at a CMS cardiac facility must be CMS approved providers, as specified in rule 64C-4.001, F.A.C.

c.
Overall responsibility of the CMS pediatric cardiology clinic will be that of an approved CMS physician who is a board-certified pediatric cardiologist or a CMS physician who is a board-certified pediatrician with special pediatric cardiac training or experience. 

d.  Responsibilities of the CMS pediatric cardiac clinic physicians include:

1)
completion of written history and physical examination or equivalent.

2)
incorporation of appropriate diagnostic tests with formulation of a clinical diagnosis,

3) 
provision of recommendations for a treatment plan, and

4)
consultation with other CMS physicians as indicated.

e.
A nurse who has experience with cardiac problems in children must participate in each cardiac clinic.

f.
A clinical social worker or another individual who has experience dealing with children with special health care needs and their families shall be available for consultation as needed.

2.
Physical Environment – The primary requisites for the physical environment of such a clinic are the following:

a. 
The area must be quiet enough to perform a high quality cardiovascular examination and must be adequately lighted.

b. 
Such clinics should be held in, or near, a hospital or multi-clinic environment where ancillary facilities are easily accessible.

c. 
There must be a conference room for discussing cases.

d. 
There must be adequate lavatory facilities, including those accessible to handicapped individuals.

3.
Equipment

a.   Proper machines and technical help must be present for obtaining quality electrocardiograms.

b.   Required equipment at each CMS Satellite cardiac clinic must include:

1)
adequate examining tables

2) 
stethoscopes

3) 
X-ray view boxes or digital review

4)
blood pressure equipment, including cuffs of appropriate sizes

D. VOLUME STANDARDS 

CMS Satellite cardiac clinics should meet a minimum of 10 (ten) times in a year – averaging ten (10) patients per clinic – i.e., having a minimum of 100 patient visits per year.

E. QUALITY

Patient outcomes must not significantly differ from those obtained in other CMS State of Florida clinics with comparable experience.

F. QUALITY IMPROVEMENT/UTILIZATION REVIEW

The facility must have Quality Assurance and Quality Improvement processes that continuously enhance the clinic operation and patient satisfaction with clinic services.

G. RECORDS

1. Permanent record of real time study must include, at a minimum, video, disk, chart, or electronic medical record.

2. Permanent record of real time study of Holter Monitoring studies must include one or more of the following:  cassette tape, disk, printed paper, digital / electronic records.

3. Permanent record of real time study of exercise treadmill testing must include EKG & blood pressure recordings.

4. Interpretation and final approval of study reports must be performed by a physician who is board certified or board eligible in pediatric cardiology - or a board-certified pediatrician with a minimum of two (2) years of advanced training in pediatric cardiology.  With the approval of the Deputy Secretary of CMS or designee, a board-certified pediatrician with special training and expertise in pediatric cardiology may interpret and approve such study reports. 

5. Medical records must be retained for a period of no less than seven (7) years in a secure locked area.

H. INITIAL EVALUATION

1. On-site or Chart Review:  When an application requesting approval as a CMS Satellite Pediatric Cardiology Clinic is submitted with attestation of compliance with all these guidelines, either an on-site review or a chart review, will be scheduled as the final component of the application process.

2. Facility Criteria:  include all guidelines in the CMS Satellite Pediatric Cardiology Clinic Facilities section.

3. Medical Record Review:  A minimum of 25 consecutive pediatric cardiac clinic cases within a specified time period must be available to warrant initial evaluation of any facility.

4. Facility Volume Standards:  An applicant facility must present documentation of the following minimum number of pediatric procedures:  electrocardiograms – 75 per year.

5. Practitioner Volume Standards:

a) Each member of the pediatric medical staff designated to interpret echocardiograms should interpret a minimum of 100 such pediatric studies from all sources annually.

b) Each member of the pediatric technical staff should perform a minimum of 50 such pediatric studies from all sources annually.

6. The CMS Deputy Secretary or designee approves new Satellite clinic facilities upon the recommendation of the CMS Cardiac Subcommittee based on the criteria established above.

I. RE-EVALUATION OF APPROVED FACILITIES 

1.
On-site or Chart Review:  Each Satellite Clinic must be re-evaluated at a minimum of once every three (3) years either by an on-site review, or by chart review by a member, or designee, of the CMS Cardiac Subcommittee. 

2.
Facility Criteria:  Include all guidelines in the CMS Satellite Pediatric Cardiology Clinic Facilities section.

3.
Medical Record Review:  A minimum of 25 consecutive pediatric cardiac clinic cases within a specific time period must be available for review at the time of the re-evaluation.

4. 
IAC Accreditation:  By the three-year re-approval review, the involved echocardiography lab will be evaluated by the standards established by the IAC.
5.
If all the facility criteria and volume standards are not met, the facility must submit a corrective action plan for approval by the Deputy Secretary for CMS or designee upon the recommendation of the CMS Cardiac Subcommittee.  If the plan is approved, the facility shall be granted a one-year probationary status.  Probationary status may be extended one additional year if the facility documents improvements toward achieving all the facility and volume criteria.  If the facility is not in compliance with the facility and volume criteria at the end of a second year of probationary status, the facility shall be disapproved.

6.
Data Submission:  All CMS approved Satellite Pediatric Cardiac Clinic facilities must collect and submit quality assurance data annually to the CMS Central Office as stipulated by CMS Central Office and the CMS Cardiac Subcommittee.

7.
The CMS Deputy Secretary or designee re-approves existing facilities upon the recommendation of the CMS Cardiac Subcommittee based on the criteria established above.
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