[bookmark: _GoBack][image: ]APPLICATION CHECKLIST
Health Care Licensing Application 
CLINICAL LABORATORIES – NON-WAIVED
Including Provider-Performed Microscopy (PPM)








Applicants must include the following attachments as stated in Chapter 483, Part I, Florida Statutes (F.S.) regarding Clinical Laboratories, Chapter 408, Part II, F.S., and Chapters 59A-35 and 59A-7, Florida Administrative Code (F.A.C.).   Applications must be received at least 60 days prior to the expiration of the current license or effective date of a change of ownership to avoid a late fee.  If the renewal application is received by the Agency less than 60 days prior to the expiration date, it is subject to a late fee as set forth in statute.  The applicant will receive notice of the amount of the late fee as part of the application process or by separate notice.  The application will be withdrawn from review if all the required documents and fees are not included with this application or received within 21 days of an omission notice.  
All forms listed below may be obtained from the Agency’s website:  http://ahca.myflorida.com/HQAlicensureforms.  Send completed applications to:  Agency for Health Care Administration, Lab Unit, 2727 Mahan Drive, Mail Stop 32, Tallahassee, FL 32308.

A. Initial, Renewal and Change of Ownership  applications for Non-Waived Laboratories (including Provider-performed microscopy procedures) must include:
[bookmark: Check23]Note to all applicants:  The Agency will verify that all applications, licenses, and controlling interests subject to Chapters 607, 608 or 617, F.S. related to business organizations have complied with applicable Department of State registration and filing requirements.  The principal and mailing addresses submitted with any application must be the same as the addresses that appear as registered with the Department of State, Division of Corporations.

|_|  The biennial licensure fee in accordance with the fee schedule in s. 483.172, Florida Statutes is provided in Section 2 of this application. Please make check or money order payable to the Agency for Health Care Administration.  All fees are nonrefundable.  Applications received without payment cannot be accepted and will be returned.  NOTE:  Starter checks and temporary checks are not accepted.
|_|	Health Care Licensing Application, Clinical Laboratory (Non-Waived), AHCA Form 3170-2004
|_|	Health Care Licensing Application Addendum, AHCA Form 3110-1024 – refer to Sections 3 & 4 of the application for further details. Complete all applicable information. Write “N/A” on any field or section that is not applicable with explanation as to why it is not applicable. Return this completed, signed and dated  with application AHCA Form 3170-2004.
|_|	Provider Performed Microscopy Evaluation Survey – only applicable to labs that limit procedures to provider performed microscopy (waived tests are also allowed) – see list at:  http://www.cms.hhs.gov/CLIA/downloads/ppmp.list.pdf.  
|_|	Copy of Florida Department of State and Certificate of Status and fictitious name registration (if applicable) for  licensee. NOTE: Out of state laboratories reference: http://ahca.myflorida.com/MCHQ/Health_Facility_Regulation/Laboratory_Licensure/out_state.shtml.

|_|	Evidence that the director is qualified (see s. 483.824, F.S.).  Documentation must show laboratory experience/training.  NOTE: If this is a renewal application and there has been no change in director, this documentation is not needed.

|_|  Proof of Background Screening in accordance with Section 59A-35.060, Florida Administrative Code.  

A Level 2 background screening for the Administrator and Financial Officer is required every 5 years.  
All screening results must be sent to the Agency for Health Care Administration for review and employment determinations.  If you choose to use a LiveScan source other than the Agency’s contracted vendor you must identify the Agency for Health Care Administration as the recipient of the screening results to ensure the results are reviewed by the Agency.  If the Agency does not receive the results, additional screening and fees may be required. For additional information, including finding a LiveScan vendor and screening a person who is out of state, please visit the Agency’s background screening website at http://ahca.myflorida.com/backgroundscreening
[bookmark: Check353]

|_|	The |_| Administrator and/or   |_| Financial Officer submitted a Level 2 screening through a Livescan vendor.  

  |_|  The  |_|  Administrator and/or   |_|  Financial Officer submitted a Level 2 screening within the previous 5 years and results are on file with the Agency for Health Care Administration, Department of Children and Families, Department of Health, Department of Elder Affairs, Agency for Persons with Disabilities or Department of Financial Services (if the applicant has a certificate of authority or a provisional certificate of authority to operate a continuing care retirement community).  An Affidavit of Compliance with Background Screening Requirements, AHCA Form 3100-0008, is also enclosed.

B.  Additional Information needed for INITIAL Applications:	
|_|	Copy of Medical/professional license for the laboratory director.
|_|	Self Evaluation Survey found in Section 16 NOTE: Only needed for applicants who have been licensed previously and have had a survey within the past two years. 
|_|	If you are applying to become an accredited laboratory, proof of enrollment with the accrediting agency.
NOTE to Initial Applicants:  
Federal regulation also requires laboratories to obtain a CLIA certificate prior to operation.  CMS FORM 116 is available on the Agency’s website for download at: http://www.cms.gov/cmsforms/downloads/cms116.pdf.  This form may be submitted with the licensing application.  CLIA fees are assessed in addition to state licensure fees. CLIA fees are submitted directly to the federal CLIA program.  The CLIA program directly bills labs for the federal CLIA fee.  The remittance address is provided on the bill. Checks should never be mailed to the Agency for CLIA fee payment.  

C.  Additional Information needed for RENEWAL Applications:  
|_|	$300.00 Health Care Facility Assessment ($150.00 annual assessment x 2) 
NOTE:  NOT required of community non-profit blood banks, clinical laboratories operated by practitioners for exclusive use regulated under s. 483.035, F.S., or facilities operated by the Florida Department of Children and Families, Florida Department of Health or the Florida Department of Corrections.
	Pursuant to Section 408.033, Florida Statutes and Rule 59C-1.022(4), Florida Administrative Code, the annual assessment from all facilities shall be collected prospectively for a two year (biennial) period.  For renewal applications, the biennial assessment shall be calculated at the time of the licensure renewal and shall be due at the time of filing of the renewal application.  

D.  Additional Information needed for CHANGE OF OWNERSHIP Applications:  
|_|	Copy of closing document (bill of sale) showing the date of the change.   The license will not be issued until a document showing the effective date of the change is received.

NOTE for those filing Change of Ownership applications [see 59A-35.070, Florida Administrative Code]:
A change of ownership application must include the effective date of the change of ownership. [see Section 2 of this application form]
The change of ownership effective date cannot be prior to the date the application is received by the Agency. Failure to submit an application for licensure prior to the effective date of a change of ownership to a different legal entity constitutes unlicensed activity.
The effective date of the change of ownership shall not be extended more than 60 days from the effective date reported on the application; written notification of a change in the effective date must be received by the Agency prior to the originally reported effective date. The Agency will deem the application withdrawn if the change of ownership does not occur within 60 days of the reported effective date.
All required application documents and information must be received with the application or within 21 days of the request by the Agency with the exception of the transferee’s proof of right to occupy if required, which must be received by the Agency within 10 days after the effective date.
When a change of ownership application is submitted during the review of a renewal licensure application, the pending renewal will be administratively withdrawn from review if the change of ownership application is approved with an effective date prior to the expiration of the license.  A change of ownership application and “renewal” application cannot be submitted on the same form. [see Section 2 of this application form]
Expiration of a license prior to the approval of the change of ownership application, when no renewal application has been submitted, will result in the denial of a change of ownership application.
If the applicant has not been issued the license on the effective date of the change of ownership, documentation must be submitted that provides for continuation of operation of the licensee for those days between the date of the change of ownership and the date the applicant is licensed by the Agency.

E.  Reporting Changes:
All changes must be reported timely or be subject to a late fine.  Review Chapter 59A-35, Florida Administrative Code for reporting times requirements.
It is recommended that this form not be used for reporting any of the changes listed.  When writing the AHCA to report a change, please include the license or file number and the CLIA ID number as well as the laboratory name (both old and new if the name is changing) and address (both old and new if the address is changing):
· Change from a compliance laboratory to an accredited laboratory (must complete a CLIA CMS-116:  http://www.cms.hhs.gov/cmsforms/downloads/cms116.pdf)  [NOTE: If changing from accreditation to compliance, this form must be used and the CMS-116 form must also be submitted.]
· Change in laboratory director(s) - must complete a CLIA CMS-116: http://www.cms.hhs.gov/cmsforms/downloads/cms116.pdf. 
· Closures – Letter on owner letterhead signed by the owner.  Original license and CLIA Certificate must be returned to the AHCA:  Laboratory Unit, 2727 Mahan Dr. MS 32, Tallahassee, FL 3208.
· Change in test volumes or other testing changes that would require staffing changes – Letter on owner letterhead signed by the laboratory director detailing changes.
· Change in provider name – Letter on owner letterhead signed by the owner or laboratory director with proof of fictitious name registration if applicable and a check made payable to the AHCA for $25.
· Change of address – Letter on owner letterhead signed by the owner or laboratory director with proof of right to occupy and a check made payable to the AHCA for $25.
· Removal of specialty/subspecialty - Letter on owner letterhead signed by the laboratory director describing changes with a check made payable to the AHCA for $25. The $25 is needed only if the removal results in a change to the information listed on the face of the license. 
· Change in location of collection stations or addition of collection stations – Letter on owner letterhead signed by the owner or laboratory director providing street locations.
· Change in laboratory supervisor(s) or consultant - Letter on owner letterhead signed by the laboratory director detailing changes.



Definitions of terms used in this application and the addendum, AHCA Form 3110-1024:  

“Administrator” means individual who is responsible for the day-to-day operation of the provider. For clinical laboratories, this individual is the Laboratory Director. [see s. 408.809 (1), F.S]

“Clinical Consultant” as described in section 493.1411 -1419 of the Code of Federal Regulation and required for clinical laboratory operations under Florida Rule 59A-7.035, Florida Administrative Code. 

“Exclusive Use Laboratory” means a clinical laboratory operated by one or more of the following exclusively in connection with the diagnosis and treatment of their own patients: physician licensed under Chapter 458 or 459, F.S.; chiropractor licensed under Chapter 460, F.S.; podiatrist licensed under Chapter 461, F.S.; naturopathist licensed under Chapter 462, F.S.; or  dentist licensed under Chapter 466, F.S. [see 59A-7.020(11), F.A.C.]

“Financial Officer” means individual who is responsible for the financial operation of the licensee or provider. [see s. 408.809 (1), F.S]

“Licensee” means an individual, corporation, partnership, firm, association, governmental entity, or other entity that is issued a permit, registration, certificate, or license by the agency. The licensee is legally responsible for all aspects of the provider operation. [see s. 408.803 (9), F.S]

“Provider” means any activity, service, agency, or facility regulated by the agency such as a clinical laboratory. Providers are often the fictitious name used by the licensee. [see s. 408.803 (11), F.S]

“Exclusive Use Laboratory” means a clinical laboratory operated by one or more of the following exclusively in connection with the diagnosis and treatment of their own patients:
(a) Physician licensed under Chapter 458 or 459, F.S.;
(b) Chiropractor licensed under Chapter 460, F.S.;
(c) Podiatrist licensed under Chapter 461, F.S.;
(d) Naturopathist licensed under Chapter 462, F.S.; or
(e) Dentist licensed under Chapter 466, F.S.

NOTICE:  If you are a Medicaid provider, you may have a separate obligation to notify the Medicaid program of a name/address change, change of ownership or other change of information.  Please refer to your Medicaid handbooks for additional information about Medicaid program policy regarding changes to provider enrollment information.







The Agency for Health Care Administration scans all documents for electronic storage.  In an effort to facilitate this process, we ask that you please place checks, money orders and fingerprint cards on top of the application and paperclip everything together.  Please do not staple or bind documents submitted to the Agency. 


AHCA Form 3170-2004, July 2014	Rule 59A-7.021, Florida Administrative Code 
APPLICATION CHECKLIST                                                     	Form available at:  http://ahca.myflorida.com/HQAlicensureforms
[image: ]AHCA USE ONLY:

File #:  				
Application #:  			
Check #:  			
Check Amt:  			
Batch #:  			








       


Health Care Licensing Application
CLINICAL LABORATORIES (NON-WAIVED) 

Under the authority of Chapter 408 Part II and Chapter 483, Part I, Florida Statutes (F.S.), Chapter 59A-35 and Chapter 59A-7, Florida Administrative Code (F.A.C.), an application is hereby made to operate a non-waived clinical laboratory as indicated below. 
[bookmark: Check243]	
1.	Provider / Licensee Information


	A. Provider Information – please complete the following for the clinical laboratory name and location.  Provider name, address and telephone number will be listed on http://www.floridahealthfinder.gov/

	AHCA Laboratory License #:               
                                                                     
	 CLIA   #_______________
     

	National Provider Identifier (NPI) (if applicable)
     
	[bookmark: Text43]Medicare # (CMS CCN)
     
	Medicaid #
     

	Name of Laboratory (This is not the owner of the laboratory – see definition of “provider” on the instruction checklist.):
     

	Street Address
     

	City
[bookmark: Text976]     
	County
     
	State
     
	Zip
     

	Telephone Number
     
	Fax Number
     
	E-mail Address
     
	Provider Website
     

	Mailing Address or |_|  Same as above (All certified correspondence will be sent to the mailing address.)
     

	City
     
	State
     
	Zip
     

	Contact Person for this application:
     
	Contact Telephone Number:
     

	[bookmark: Text958]Contact e-mail address or  |_|  Do not have e-mail
     
	NOTE:  By providing your e-mail address you agree to accept e-mail correspondence from the Agency

	B. Licensee Information - please complete the following for the entity seeking to operate the laboratory. 

	[bookmark: Text61]Licensee Name (This is the owner of the laboratory - see definition of “licensee” on the instruction checklist)      
	Federal Employer Identification Number (EIN)
     

	[bookmark: Text63]Mailing Address 
     

	City
     
	State
     
	Zip
     

	Telephone Number
     
	Fax Number
     
	E-mail Address
     

	Description of Licensee (check one):
For Profit:	Not for Profit	Public
|_| Corporation	|_| Corporation	|_| State
|_| Limited Liability Company	|_| Religious Affiliation	|_| City/County
[bookmark: Check247]|_| Partnership	|_| Other:  	|_| Special Tax District
|_| Individual
|_| Sole Proprietorship
|_| Other: 	




2.	Application Type and Fees 

Indicate the type of application with an “X”.  Applications will be returned and not processed if not accompanied by appropriate fee.  All fees are nonrefundable.  Renewal and Change of Ownership applications must be received 60 days prior to the expiration of the license or the proposed effective date of the change to avoid a late fine.  If the renewal application is received by the Agency less than 60 days prior to the expiration date, it is subject to a late fee as set forth in statute.  The applicant will receive notice of the amount of the late fee as part of the application process or by separate notice.
*DO NOT “X” MORE THAN ONE BOX BELOW.
|_|	Initial license (CMS-116 form must accompany the application)
	Was this a previously licensed clinical laboratory in Florida?  |_| Yes	|_| No
	If yes, what was the license number:  8000_____________ and CLIA number _____________	
|_|	Renewal license
|_|	Change of Ownership (include CMS-116 form) 	Proposed Effective Date: ________________________

|_|	Change in Status -required for change from accredited to compliance laboratory; may be used when changing from compliance to accredited laboratory. (CMS 116 form must accompany the application) Full fee must be included if changing from accredited to compliance.   NOTE: If you are changing status and renewing, only “X” the “renewal license” box; DO NOT “X” this box.
*If more than one action is needed, then a separate application and fee must be submitted.  Providers may not “X” both “change of ownership” and “renewal” boxes, for example.  Two separate applications and two fees are required and the information contained with these applications will, by definition [see 408.803(5), F.S.], be different.  Applications with an “X” in more than one box will not be accepted and will be returned.

	FEE SCHEDULE

	Annual Non-Waived Testing Volume
	Number of Specialties
	Licensure Fee
	Annual Non-Waived Testing Volume
	Number of Specialties
	Licensure Fee

	2,000 or less
	N/A
	$400.00
	50,001 – 75,000
	N/A
	$2,625.00

	2,001 - 10,000
	0-3
	$965.00
	75,001 – 100,000
	N/A
	$2,886.00

	2,001 – 10,000
	4 +
	$1,294.00
	100,001 – 500,000
	N/A
	$3,397.00

	10,001 – 25,000
	0-3
	$1,592.00
	500,001 – 1,000,000
	N/A
	$3,658.00

	10,001 – 25,000
	4 +
	$2,103.00
	1,000,000 +
	N/A
	$3,919.00

	25,001 – 50,000
	N/A
	$2,364.00
	
	
	

	-OR-

	Accredited Laboratory
	$100.00


FEE(S) INCLUDED:
	Action
	Fee
	TOTAL FEES

	LICENSE FEE (Initial, Renewal, and Change of Ownership)

	See Fee Schedule
	$       

	Biennial Assessment, if applicable (Renewal applications only)
 * See checklist Section C for more information

	$300.00
	$       

	Change During Licensure Period/Replacement License

	
	$       

	TOTAL FEES INCLUDED WITH APPLICATION

	$       

	Please make check or money order payable to the Agency for Health Care Administration (AHCA)
NOTE:  Starter checks and temporary checks are not accepted.





3.	Controlling Interests of Licensee

AUTHORITY:
Pursuant to s.s 408.806(1)(a) and (b), F.S., an application for licensure must include:  the name, address and social security number of the applicant and each controlling interest, if the applicant or controlling interest is an individual; and the name, address, and federal employer identification number (EIN) of the applicant and each controlling interest, if the applicant or controlling interest is not an individual.  Disclosure of Social Security number(s) is mandatory.  The Agency for Health Care Administration shall use such information for purposes of securing the proper identification of persons listed on this application for licensure.  However, in an effort to protect all personal information, do not include Social Security numbers on this form.  All Social Security numbers must be entered on the Health Care Licensing Application Addendum, AHCA Form 3110-1024.  This form must accompany all initial and change of ownership applications and renewal applications that have changes in the controlling interests since the last application for this license.

DEFINITIONS:
Controlling interests, as defined in s. 408.803(7), F.S., are the applicant or licensee; a person or entity that serves as an officer of, is on the board of directors of, or has a 5-percent or greater ownership interest in the applicant or licensee; or a person or entity that serves as an officer of, is on the board of directors of, or has a 5-percent or greater ownership interest in the management company or other entity, related or unrelated, with which the applicant or licensee contracts to manage the provider.  The term does not include a voluntary board member.

Management Company, as defined in s. 59A-35.030 (4), F.A.C., means an entity retained by a licensee to administer or direct the operation of a provider. This does not include an entity that serves solely as a lender or lien holder.


In Sections A and B below, provide the information for each individual or entity (corporation, partnership, association) with 5% or greater ownership interest in the licensee.    Attach additional sheets if necessary.   

A. Individual and/or Entity Ownership of Licensee (5% or more ownership interest)

	
FULL NAME of INDIVIDUAL or ENTITY
	PERSONAL OR BUSINESS ADDRESS
	TELEPHONE NUMBER
	EIN
(No SSNs)
	% OWNERSHIP INTEREST

	     
	     
	     
	     
	    

	     
	     
	     
	     
	    

	     
	     
	     
	     
	    

	     
	     
	     
	     
	    

	     
	     
	     
	     
	    


Note:  If total does not equal 100%, please attach documentation explaining remaining ownership interest. Information provided above should not be the same information contained in 1B of this application.

B.	Board Members and Officers of Licensee

	TITLE
	FULL NAME
	
PERSONAL ADDRESS

	
TELEPHONE NUMBER

	Director/CEO
	     
	     
	     

	President
	     
	     
	     

	Vice President
	     
	     
	     

	Secretary
	     
	     
	     

	Treasurer
	     
	     
	     

	Other
	     
	     
	     



4.	Management Company Controlling Interests


Does a company other than the licensee manage the licensed provider?
If  |_| NO, skip to section 5 – Required Disclosure.  
If  |_| YES, provide the following information:

	Name of Management Company
     
	EIN (No SSNs)
     
	Telephone Number / Fax 
     

	Street Address  
     
	E-mail Address   
     

	City   
     
	County   
     
	State  
   
	Zip   
     

	Mailing Address or |_|Same as above  
     

	City  
     
	State   
   
	Zip   
     

	Contact Person
     
	Contact E-mail
     
	Contact Telephone Number
     



In Sections A and B below, provide the information for each individual or entity (corporation, partnership, association) with 5% or greater ownership interest in the management company.    Attach additional sheets if necessary.   

A. Individual and/or Entity Ownership of Management Company (5% or more ownership interest)

	
FULL NAME of INDIVIDUAL or ENTITY
	PERSONAL OR BUSINESS ADDRESS
	TELEPHONE NUMBER
	EIN
(No SSNs)
	% OWNERSHIP INTEREST

	     
	     
	     
	     
	    

	     
	     
	     
	     
	    

	     
	     
	     
	     
	    

	     
	     
	     
	     
	    

	     
	     
	     
	     
	    


Note:  If total does not equal 100%, please attach documentation explaining remaining ownership interest.

B.	Board Members and Officers of Management Company

	TITLE
	FULL NAME
	
PERSONAL OR BUSINESS ADDRESS

	
TELEPHONE NUMBER

	Director/CEO
	     
	     
	     

	President
	     
	     
	     

	Vice President
	     
	     
	     

	Secretary
	     
	     
	     

	Treasurer
	     
	     
	     

	Other
	     
	     
	     






5.	Required Disclosure									

The following disclosures are required:

A. Pursuant to s. 408.809(1)(d), F.S., the applicant shall submit to the Agency a description and explanation of any convictions of offenses prohibited by ss. 435.04 and 408.809, F.S., for each controlling interest.
[bookmark: Check111][bookmark: Check112]Has any individual listed in sections 3 and 4 of this application been convicted of any level 2 offense pursuant to s. 408.809(1)(d), F.S.? (These offenses are listed on the Affidavit of Compliance with Background Screening Requirements, AHCA Form #3100-0008.)		YES  |_|		NO  |_|
If yes, enclose the following information:
|_|	The full legal name of the individual and the position held
|_|	A description/explanation of the conviction(s) - If the individual has received an exemption from disqualification for the offense, include a copy.

B. Pursuant to s. 408.810(2), F.S., the applicant must provide a description and explanation of any exclusions, suspensions, or terminations of the applicant from the Medicare, Medicaid, or federal Clinical Laboratory Improvement Amendment (CLIA) programs.  
[bookmark: Check119][bookmark: Check120]Has any individual listed in Sections 3 and 4 of this application been excluded, suspended, terminated or involuntarily withdrawn from participation in Medicare or Medicaid in any state?	YES  |_|		NO  |_|
If yes, enclose the following information:
|_|	The full legal name of the individual and the position held
|_|	A description/explanation of the exclusion, suspension, termination or involuntary withdrawal.

C. Pursuant to s. 408.815(4), F.S., does the applicant or any controlling interest in an applicant have any of the following:

[bookmark: Check47][bookmark: Check48]YES |_|	NO |_|	Convicted of, or enters a plea of guilty or nolo contendere to, regardless of adjudication, a 
felony under chapter 409, chapter 817, chapter 893, 21 U.S.C. ss. 801-970, or 42 U.S.C. ss. 1395-1396, within the previous 15 prior to the date of the application; 

YES |_|	NO |_|  	Terminated for cause from the Medicare program or a state Medicaid program.
		If yes, has applicant been in good standing with the Medicare program or a state Medicaid program for the most recent 5 years and the termination occurred at least 20 years before the date of the application. YES |_|  NO |_|

6.	Provider Fines and Financial Information


Pursuant to s. 408.831(1)(a), F.S., the Agency may take action against the applicant, licensee, or a licensee which shares a common controlling interest with the applicant if they have failed to pay all outstanding fines, liens, or overpayments assessed by Final Order of the agency or Final Order of the Centers for Medicare and Medicaid Services (CMS), not subject to further appeal, unless a repayment plan is approved by the Agency.
[bookmark: Check59][bookmark: Check60]Are there any incidences of outstanding fines, liens or overpayments as described above?     YES  |_|	NO  |_|
	If yes, please complete the following for each incidence (attach additional sheets if necessary):
[bookmark: Text662][bookmark: Text969][bookmark: Check287]	Amount:  $       assessed by:  	|_|  Agency for Health Care Administration Case #      		|_|  CMS
[bookmark: Text664]	Date of related inspection, application or overpayment period if applicable:       
[bookmark: Text666]	Due date of payment:       
[bookmark: Check63][bookmark: Check64]	Is there an appeal pending from a Final Order?	YES 	|_|	NO  	|_|
		Please attach a copy of the approved repayment plan if applicable.




7.	Federal Certification


[bookmark: Check45][bookmark: Check46]Does the provider participate in or intend to participate in the Florida Medicaid program?	YES	 |_|	NO |_|		
		 
Medicaid:	
	Visit the Agency’s website at: http://ahca.myflorida.com/Medicaid/index.shtml in order to obtain information and an application for enrollment in Medicaid.


8.	Type of Laboratory

Check the type that best describes the facility:

|_|	Ambulance	|_|  Health Maintenance Organization	|_|  Practitioner Other (specify)
[bookmark: Text977][bookmark: Check126]|_|	Ambulatory Surgical Center	|_| 	Hospital		     
[bookmark: Check358]|_|	Nursing Facility	|_|  Independent	|_|  Prison
|_|	Ancillary Testing Site in a 	|_|  Industrial	|_|  Public Health Laboratory
	Health Care Facility	|_|  Intermediate Care Facility for the	|_|  Rural Health Clinic
|_|	Blood Bank		Developmentally Disabled	|_|  School/Student Health Service
|_|	Community Clinic	|_|  Mobile Laboratory	|_|  Tissue Bank/Repositories
|_|	Comp. Outpatient Rehab Facility	|_|  Pharmacy	|_|  Other (specify)
[bookmark: Text978]|_|	End Stage Renal Dialysis Facility 	|_|  Physician Office		     
|_|	Federally Qualified Health Center		Is this a shared lab?
|_|	Health Fair		   |_| YES   |_|  NO
	
 Is this an Exclusive Use Laboratory? (see definition in checklist)  |_| YES   |_|  NO  

9.	Hours of Operation


List the regular operating hours (NOTE:  Site inspections by surveyors will occur during the business hours submitted.  Failure to be open during the listed hours may result in a fine.  For physician offices, AHCA surveyors need to be able to review testing, so please provide testing hours):

	Day of the Week
	Opening Time
	Closing Time

	|_|     Sunday
	     
	     

	|_|     Monday
	     
	     

	|_|     Tuesday
	     
	     

	|_|     Wednesday
	     
	     

	|_|     Thursday
	     
	     

	|_|     Friday
	     
	     

	|_|     Saturday
	     
	     



|_|  24/7









10.	Collection Stations / Alternate Testing Sites

COLLECTION STATIONS: Reference s. 483.245, F.S. & Rule 59A-7.024 F.A.C. (attach additional sheets as needed):

Does the Laboratory operate any Collection Stations?  |_|  Yes    |_|  No
If yes, please complete the following:


	Collection Station Name
	Location 

	
	Street Address (entire address must be given including building name if part of address)
	Suite #
	City
	Zip  

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	



ALTERNATE SITE TESTING (Hospitals Only): Reference 59A-7.034, F.A.C.  (attach additional sheets as needed). 

Does the Laboratory operate any Alternate Testing Sites (Hospitals Only)?  |_|  Yes    |_|  No
If yes, please complete the following:


	Location
	

	     

	     

	     




11.	Accreditation


[bookmark: Check208]Is this Laboratory a member of an approved accreditation organization?	|_|  YES	|_|  NO  

If yes, please select the appropriate accreditation organization:  (NOTE:  Participation in a Proficiency Testing Program is not equivalent to accreditation.)         

[bookmark: Check209]
[bookmark: Check210][bookmark: Check211][bookmark: Text39]|_|  CAP     |_|  COLA     |_|  TJC     |_|  AABB     |_|  ASHI 	|_|  AOA     Date of last Accreditation Survey:       













12.	Personnel

Provide the following information:
	DIRECTOR (full name)
	Professional Degree
	
Board Certified By
	Florida Professional License #
	Hours Spent in Lab (Per Week)
	Lab Experience (Years)

	     
	     
	     
	     
	     
	   

	CO-DIRECTOR (full name)
	Professional Degree
	
Board Certified By
	Florida Professional License #
	Hours Spent in Lab (Per Week)
	Lab Experience (Years)

	     
	     
	     
	     
	     
	   

	
      FINANCIAL OFFICER (Full Name)
	
Financial Officer Florida Professional License # (optional)

	     
	     



|_| Check this box if the Laboratory Director also serves as the Financial Officer.
Please list other laboratories directed by Director or Co-Director listed above.  Note -  no individual may be the director of more than five laboratories. 
	
LABORATORY NAME
	AHCA Laboratory License #
	Location

	     
	[bookmark: Text14]8000      
	     

	     
	[bookmark: Text15]8000      
	     

	     
	8000      
	     

	     
	8000      
	     

	     
	8000      
	     



All non-waived laboratories are required to have a qualified clinical consultant for moderately complex (other than PPM) and high complexity testing.  Director may serve as clinical consultant.   [see CLIA regulations section 493.1450 & 493.1453]
	
CLINICAL CONSULTANT (Full Name) 
	
Degree
	
Board Certified By
	
Florida Professional License #


	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     




	
LABORATORY SUPERVISOR(S) (Full Name) 
	
Degree
	
Board Certified By
	
Florida Professional License #


	     
	     
	     
	     

	
	
	
	






13.	Non-Waived Tests

· Quality Assurance – Attach copy of protocol if you do not use a PT company. This applies to PPM labs and Histopathology.

· Specialty/Subspecialty – Check the box preceding each specialty/subspecialty for which the laboratory seeks licensure.  If you do not know which specialty to mark a listing of all tests and their related specialties can be found on the FDA website at http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCLIA/Search.cfm, or on the Federal CLIA website at http://www.cms.hhs.gov/CLIA/10_Categorization_of_Tests.asp#TopOfPage.  NOTE:  for renewal applicants: If the tests listed below do not match your CLIA certificate and state license, please explain the change and date of change in an attachment.

· Annual Test Volume – Enter the test volume for the previous calendar year for each specialty/subspecialty unless you expect a change.  If initial applicant, please estimate. For histopathology: each block shall be counted as one test, regardless of the number of slides prepared. Each special stain is counted as one test.

· Accreditation Program Name – If your program is accredited by an approved accreditation organization, enter the name (initials) of the organization for each specialty/subspecialty in which the laboratory is accredited.

· Proficiency Program Name – Enter the name (initials) of the proficiency testing program in which the laboratory participates for each specialty/subspecialty.


	
Specialty/Subspecialty
	
Annual
Test
Volume
	
Accreditation
Program
Name
	Quality Assurance or
Proficiency
Program
Name
	
Specialty/Subspecialty
	
Annual
Test
Volume
	
Accreditation
Program
Name
	Quality Assurance or
Proficiency
Program
Name

	
MICROBIOLOGY
	
|_|  HEMATOLOGY
	
	
	

	
|_|  Bacteriology
	     
	     
	     
	IMMUNOHEMATOLOGY

	
|_|  Mycobacteriology
	     
	     
	     
	|_|  ABO Group & Rh
           Group
	     
	     
	     

	
|_|  Mycology
	     
	     
	     
	       Antibody Detection
|_| (Transfusion)
	     
	     
	     

	
|_|  Parasitology
	     
	     
	     
	       Antibody Detection
|_| (Non-Transfusion)
	     
	     
	     

	
|_|  Virology
	     
	     
	     
	       Antibody
|_| Identification
	     
	     
	     

	DIAGNOSTIC IMMUNOLOGY
	       Compatibility
|_|  Testing
	     
	     
	     

	       
|_|  Syphilis Serology
	     
	     
	     
	
PATHOLOGY

	        General
|_|  Immunology
	     
	     
	     
	
|_|  Histopathology
	     
	     
	     

	
CHEMISTRY
	
|_|  Oral Pathology
	     
	     
	     

	
|_|  Routine Chemistry
	     
	     
	     
	
|_|  Cytology
	     
	     
	     

	
|_|  Urinalysis
	     
	     
	     
	      CLINICAL 
|_|  CYTOGENETICS
	
	
	

	
|_|  Endocrinology
	     
	     
	     
	      HISTO-
|_|  COMPATIBILITY
	
	
	

	
|_|  Toxicology
	     
	     
	     
	
|_|  RADIOBIOASSAY
	
	
	

	
|_|  PPM
	     
	     
	     
	
	
	
	









14.	List of Tests Performed

Individually list all tests you intend to perform or if renewing the license, performed by name.  

1. Please be aware that injections do not qualify as laboratory tests
1. DO NOT list panels such as CBC, BMP, CMP, ABG, Lipids, etc.   You must separately list each component test of these panels. 

	Example Incorrect Listing
	Example Correct Listing

	CBC
	WBC, RBC, Hgb, MCV, Differential (3 part, 5 part, manual or auto), Platelet 
* Please note, do not list tests with calculated results.

	BMP
	Glucose, Calcium, Sodium, Potassium, CO2, Chloride, BUN, Creatinine
* Please note, do not list tests with calculated results.

	CMP
	Glucose, Calcium, Albumin, Total Protein, Sodium, Potassium, CO2, Chloride, BUN, Creatinine, ALP, ALT, AST, Bilirubin
* Please note, do not list tests with calculated results.

	ABG
	pH, H+, PO2, PCO2, HCO3-, SBCe, HPO42- , total CO2, total O2
* Please note, do not list tests with calculated results.

	Lipids
	LDL, HDL, trigycerides



1. DO NOT list specialties/subspecialties such as Mycology, Parasitology, Histopathology, PPMP, etc.  You must separately list each test with the specialty/subspecialty. 

	Example Incorrect Listing
	Example Correct Listing

	Mycology
	Skin fungi culture, Chlamydia culture, Yeast identification, Mold identification, Wet Mount, KOH preparations

	Parasitology
	Ova & Parasites, Pinworm, Trichomonas, Wet Mounts, KOH preparations

	Histopathology
	H&E stains, Mohs, frozen sections, bone marrow biopsies, Immunohistochemistry, Immunofluroescence

	Clinical Cytogenetics
	Urovysion FISH

	PPM
	Wet Mount, KOH preparations, Fern Tests, Post Coital exams



1. Quality Assurance methodology for Provider Performed Microscopy Procedures should be listed in the column for Proficiency Testing Company and Program Set.  
1. Total non-waived information provided in #13 on page 9 should match the non-waived information provided here.  Fees for non-accredited laboratories are calculated based on test volumes of all non-waived tests.  If you are doing both waived and non-waived testing, the total tests performed will be greater than the total provided in #13 on page 9.  Please make sure that you have submitted the proper fee by reviewing http://ahca.myflorida.com/MCHQ/Health_Facility_Regulation/Laboratory_Licensure/count.shtml.




	Tests Performed
On-Site
(Waived and Non-waived
Tests Required)
	Exact Instrument, Test Kit, Dipstick, Etc.
(reference FDA & CLIA Databases)
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCLIA/Search.cfm
	Annual Test Volume
per test
	Proficiency 
Testing Company and Program Set
(not required for waived tests)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     





15.	Microscopy Evaluation Survey

Only to be completed by applicants seeking to establish a provider performed microscopy (PPM) laboratory or those currently operating a PPM laboratory.  If you are not seeking to establish a PPM laboratory or renewing a PPM license, please put “N/A” in this section.


REGULATORY REQUIREMENTS
	
Yes
	
No
	
Note: Completion of this self-evaluation survey does not exempt your laboratory from survey should the Agency determine a survey is needed.

	
	
	1. Has the office been issued a biomedical waste permit issued by the Department of Health, as required by s. 381.0098, F.S., or documentation of exemption from such permitting? [see 59A-7.023(1) F.A.C.] 

	
	
	2. Do you have written policies and procedures designed to maintain the environment so that the safety and well being of patients and personnel are assured (such as the prohibition of food, drink, or patient care and treatment items in areas where laboratory testing is being performed?) [see 59A-7.023(5) F.A.C.]

	
	
	3. Do you and other personnel performing testing have available and follow written laboratory policies and procedures for patient preparation, specimen collection, labeling and processing?  This includes all specimens collected for transport to outside laboratories for testing [see 59A-7.028(2) F.A.C.]

	
	
	4. Are laboratory tests performed only at the written or electronic request of an authorized person? [see 59A-7.028(3) F.A.C.]

	
	
	5. Is a reliable record system that ensure identification of patient specimens maintained in the office? [see 59A-7.028(2) F.A.C.]

	
	
	6. Are laboratory patient results documented and maintained for a period of at least two years? [see 59A-7.028(4) F.A.C.]

	
	
	7. Is there a written laboratory procedure manual describing each step of the testing process, the performance of quality control, the reporting of patient results, and the maintenance of equipment that is reviewed and signed biennially by the director maintained by the office? [see 59A-7.029(3) F.A.C.]

	
	
	8. Is the microscope used for testing in good working order and has routine maintenance been documented and retained? [see 59A-7.029 F.A.C.]

	
	
	

	
	
	9. Are reagents, solutions, control materials, and other supplies used for laboratory testing labeled to indicate identity, expiration date and other pertinent information required for proper use? [see 59A-7.029(2) F.A.C.]

	
	
	10. Is written criteria available and followed for the proper storage of reagents and specimens? [see 59A-7.029(3) F.A.C.]

	
	
	11. Do you and other testing personnel have a quality assurance program to address problems experienced during laboratory testing, including specimen handling, test results and reporting of test results? [see 59A-7.031 F.A.C.] ATTACH A COPY OF THE LABORATORY’S QUALITY ASSURANCE POLICY & PROCEDURE.

	
	
	12. Do you and other testing personnel determine and document action taken when inconsistencies occur between patient information and patient test results? [see 59A-7.031 F.A.C.]

	
	
	13. Does any owner, director, administrator, physician, surgeon, consultant, employee, organization, agency, representative or person either directly or indirectly, pay or receive any commission, bonus, kickback, rebate or gratuity or engage in any split fee arrangement in any from whatsoever for the referral of a patient [see 483.245, FS and 59A-7.028(2) F.A.C.]






	COMPLETE THE FOLLOWING REGARDING EACH PROVIDER PERFORMED MICROSCOPY PROCEDURE TEST PERFORMED IN YOUR OFFICE [see 483.111, F.S.]

	Laboratory Test Performed
	Annual Volume
	Name of Person(s) Performing Tests
	Florida Medical License Number (include prefix)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	





	OTHER PERTINENT INFORMATION

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	





16.	Self Evaluation Survey (non-Provider Performed Microscopy laboratories)

Only to be completed by non- PPM applicants who once held a non-waived State of Florida clinical laboratory license, but are not currently licensed and who have had a clinical laboratory on-site survey for that non-waived license within the past two years.  If you have never held a Florida non-waived clinical laboratory license, you have not had a survey on a once held license within two years, you are seeking to renew an existing clinical laboratory license or filing a change of ownership application, please put “N/A” in this section.

REGULATORY REQUIREMENTS
	
Yes
	
No
	
Note: Completion of this self-evaluation survey does not exempt your laboratory from survey should the Agency determine a survey is needed.

	
	
	1. Has the office been issued a biomedical waste permit issued by the Department of Health, as required by s. 381.0098, F.S., or documentation of exemption from such permitting? [see 59A-7.023(1) F.A.C.] 

	
	
	2. Do you have written policies and procedures designed to maintain the environment so that the safety and well being of patients and personnel are assured (such as the prohibition of food, drink, or patient care and treatment items in areas where laboratory testing is being performed?) [see 59A-7.023(5) F.A.C.]

	
	
	3. Do you and other personnel performing testing have available and follow written laboratory policies and procedures for patient preparation, specimen collection, labeling and processing?  This includes all specimens collected for transport to outside laboratories for testing [see 59A-7.028(2) F.A.C.]

	
	
	4. Are laboratory tests performed only at the written or electronic request of an authorized person? [see 59A-7.028(3) F.A.C.]

	
	
	5. Is a reliable record system that ensure identification of patient specimens maintained in the office? [see 59A-7.028(2) F.A.C.]

	
	
	6. Are laboratory patient results documented and maintained for a period of at least two years? [see 59A-7.028(4) F.A.C.]

	
	
	7. Is there a written laboratory procedure manual describing each step of the testing process, the performance of quality control, the reporting of patient results, and the maintenance of equipment that is reviewed and signed biennially by the director maintained by the office? [see 59A-7.029(3) F.A.C.]

	
	
	8. Does the laboratory include positive and negative control materials each day of testing for qualitative tests and at least two samples of different concentrations of control materials for quantitative tests?  [see 59A-7.029(7) F.A.C.]

	
	
	9. Are control samples tested in the same manner as patient specimens and processed through each step of patient testing? [see 59A-7.029(7) F.A.C.]

	
	
	10. Does the laboratory document remedial action taken when results of control and calibration materials fail to meet the laboratory’s established criteria for acceptability? [see 59A-7.029(8) F.A.C.]

	
	
	11. Are the quality control records retained for a period of at least two years? [see 59A-7.029(9) F.A.C.]

	
	
	12. Are reagents, solutions, control materials, and other supplies used for laboratory testing labeled to indicate identity, expiration date and other pertinent information required for proper use? [see 59A-7.029(2) F.A.C.]

	
	
	13. Is written criteria available and followed for the proper storage of reagents and specimens? [see 59A-7.029(3) F.A.C.]

	
	
	14. Is there a quality assurance program to address problems experienced during laboratory testing, including specimen handling, test results and reporting of test results? [see 59A-7.031 F.A.C.]

	
	
	15. Do testing personnel determine and document action taken when inconsistencies occur between patient information and patient test results? [see 59A-7.031 F.A.C.]

	
	
	16. Is the laboratory enrolled in an approved proficiency testing program or programs for each of the CLIA regulated analytes or tests, for which it seeks licensure: [see 59A-7.025) F.A.C.] YOU MUST ATTACH PROOF OF ENROLLMENT.

	
	
	17. Does the laboratory examine or test, as applicable, the proficiency testing samples it receives from the proficiency testing program in the same manner as it tests patient specimens? [see 59A-7.025 F.A.C.]

	
	
	18. Are proficiency testing samples tested in your own laboratory and not sent to another laboratory for analysis? [see 59A-7.025 F.A.C.]

	
	
	19. Is there a qualified laboratory director? [see 59A-7.035 F.A.C.] YOU MUST ATTACH A COPY OF PROOF OF THE DIRECTOR’S QUALIFICATIONS. 

	
	
	20. Does the director ensure that the laboratory employs laboratory personnel with education, experience or training, to provide consultation , supervise and accurately perform tests and report test results? [see 59A-7.035 F.A.C.]

	
	
	21. Does any owner, director, administrator, physician, surgeon, consultant, employee, organization, agency, representative or person either directly or indirectly, pay or receive any commission, bonus, kickback, rebate or gratuity or engage in any split fee arrangement in any from whatsoever for the referral of a patient [see 483.245, FS and 59A-7.028(2) F.A.C.]

	








17.	Attestation


I, ______________________________, under penalty of perjury, attest as follows:
  
(1) Pursuant to section 837.06, Florida Statutes, I have not knowingly made a false statement with the intent to mislead the Agency in the performance of its official duty.  

(2) Pursuant to section 408.815, Florida Statutes, I acknowledge that false representation of a material fact in the license application or omission of any material fact from the license application by a controlling interest may be used by the Agency for denying and revoking a license or change of ownership application.  

(3) Pursuant to section 408.806, Florida Statutes, the applicant is in compliance with the provisions of section 408.806 and Chapter 435, Florida Statutes. 

(4) Pursuant to sections 408.809 and 435.05, Florida Statutes, every employee of the applicant required to be screened has attested, subject to penalty of perjury, to meeting the requirements for qualifying for employment pursuant to Chapter 408, Part II, and Chapter 435, Florida Statutes, and has agreed to inform the employer immediately if arrested for any of the disqualifying offenses while employed by the employer.

(5) Pursuant to section 435.05, Florida Statutes, the applicant has conducted a level 2 background screening through the Agency on every employee required to be screened under Chapter 408, Part II, or Chapter 435, Florida Statutes, as a condition of employment and continued employment and that every such employee has satisfied the level 2 background screening standards or obtained an exemption from disqualification from employment.



															
Signature of Licensee or Authorized Representative		Title					Date




																		Notice:  If you are a Medicaid provider, you may have a separate obligation to notify the Medicaid program of a name/address change, change of ownership or other change of information.  Please refer to your Medicaid handbooks for additional information about Medicaid program policy regarding changes to provider enrollment information.


RETURN THIS COMPLETED FORM WITH FEES AND ALL REQUIRED DOCUMENTS TO:

AGENCY FOR HEALTH CARE ADMINISTRATION
LABORATORY LICENSURE UNIT
2727 MAHAN DR., MS 32
TALLAHASSEE FL  32308-5407

Questions?
Review the information available at  http://ahca.myflorida.com/labs  
or contact the Agency at (850) 412-4500
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