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STATE   OF   CONNECTICUT
DEPARTMENT OF PUBLIC HEALTH


 APPLICATION FOR A CLINICAL LABORATORY LICENSE / REGISTRATION
In accordance with Connecticut General Statue, Title 19a, Chapter 368a, Section 19a-30, and Regulations of Connecticut State Agencies, Sections 19a-36-D20 through 19a-36-D38, the owner of an independent clinical laboratory is requires to apply for state licensure of the laboratory on forms provided by the department.  Attached is the application for state licensure, which must be notarized.  The owner shall simultaneously apply for registration and approval, as specified in Sections 19a-36-A25 through 19a-36-A33 and Section 19-4-1, when the laboratory performs tests of public health significance, as specified on page 5 of the application form.  No clinical laboratory tests or examinations shall be performed therein, until the licensee or registrant has been notified by the department that licensure or registration is in effect.  A nonrefundable licensure fee of two hundred dollars ($200.00) payable to “Treasurer, State of Connecticut” shall accompany each initial and renewal application, except in the case of a laboratory owned and operated by a municipality, the state, or the United States.  Each license / registration shall be issued for a period of not less than twenty-four nor more than twenty-seven months from the deadline for applications. 
Renewal applications shall be made as follows: (1) biennially within thirty (30) calendar days prior to expiration of the license then current; (2) thirty (30) days before any change in ownership that will result in an actual change of the licensee of the laboratory or a planned change of director is made; or (3) thirty (30) days prior to any major expansion or alteration in quarters, which includes relocating the laboratory testing area to another floor, building or location. 

CLIA Application Form CMS-116 available at: http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS116.pdf is required every two years for Certificate of Compliance renewals.

Inspection & Investigation:  The owner shall cause the quarters, facilities and records of the laboratory to be made immediately available for inspection upon request of a representative of the department and shall cooperate with such representative by furnishing information in any pertinent investigation.  Licensure / registration may be suspended or revoked whenever in the judgment of the commissioner: an investigation has shown that the licensure / registration agreement has been violated or that the laboratory is being operated in a manner which may be prejudicial to the health of the public.

Proficiency Testing:  The laboratory must enroll in proficiency testing program for all regulated analytes as defined by Federal CLIA (Clinical Laboratory Improvement Amendments) regulations 42 CFR, Part 493.

Please contact the Facility Licensing & Investigations Section at (860) 509-7400 if you have any questions.

Mail completed applications and check to:

State of Connecticut Department of Public Health

Facility Licensing & Investigations Section

410 Capitol Avenue, MS#12HSR

P.O. Box 340308

Hartford, CT 06134-0308
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Phone: (860) 509-7400

Telephone Device for the Deaf  (860) 509-7191

410 Capitol Avenue - MS # 12HSR

P.O. Box  340308  Hartford, CT  06134

An  Equal  Opportunity  Employer
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