59A-11.004 Investigations and License, Life Safety and Validation Inspections.

(1) The agency shall make or cause to be made such inspections and investigations as are necessary to:

(a) Assure compliance with the licensure and life safety requirements;

(b) Respond to complaints; and

(c) Protect the public health and safety.

(2) The agency shall conduct scheduled periodic inspections of birth centers in order to ensure compliance with all licensure and life safety requirements to the agency.

(3) Non-accredited birth centers. Those birth centers which are not accredited by AAAHC, CFAFSBC or JCAHO shall be subject to a scheduled annual licensure and life safety inspection survey by the agency. The fee for conducting an annual licensure and life safety inspection shall be $250.00.

(a) Within 10 days of the completion of the agency’s survey, the agency will mail a copy of the survey findings to the center. For those centers determined not in compliance with state licensure and life safety requirements, the notification shall include a statement of deficiencies.

(b) Within ten days of receipt of a statement of deficiencies, the center must prepare and mail a plan of correction for review and approval to the agency. The plan of correction must address the action planned by the center to correct each deficiency, the individuals or entities responsible for implementing the corrective action, and the date by which each corrective action will be completed.

(c) The agency will conduct a follow-up visit to centers with an approved plan of correction within 30 days of receipt by the agency of the approved plan of correction, or within 30 days of the completion date for deficiencies contained in the approved plan, or will review pertinent material submitted by the center to determine compliance with the approved plan of correction.

(d) The agency will work with birth centers to ensure compliance with standards of care through the implementation of acceptable plans of correction. Those centers which fail to implement approved plans of correction shall be subject to sanctions imposed under Section 383.33, F.S.

(4) Accredited Birth Centers. The agency shall accept the survey report of an accrediting organization, provided that the standards included in the survey report of the accrediting organization are determined by the agency to document that the birth center is in substantial compliance with state licensure and life safety requirements as required by Chapter 383, F.S., and Rules 59A-11.002-.031, F.A.C.

(a) Upon receipt of the accrediting organization’s survey report, the agency will review the findings to determine if the center is in substantial compliance with state licensure and safety requirements.

(b) The agency shall notify the birth center within 60 days of the receipt of the accrediting organization's survey report regarding the agency’s determination of the birth center’s compliance or non-compliance with state licensure and life safety requirements. For birth centers that are determined not to be in compliance with licensure and life safety requirements, the notification will include a statement of deficiencies.

(c) Birth centers determined by the agency not to be in substantial compliance with state licensure and life safety requirements shall submit a plan of correction to the agency within 10 days of receipt of the statement of deficiencies.

(d) The agency shall review the plan of correction in accordance with the procedures specified under paragraphs (3)(a) through (d).

(e) Birth centers shall be subject to an annual licensure and life safety inspection under the following circumstances:

1. The birth center has been denied accreditation or has received a provisional or conditional accreditation from an accrediting organization on its most recent accreditation survey, and has not submitted an acceptable plan of correction to the accrediting organization and the agency.

2. The birth center has received full accreditation, but has not authorized the release of the report or has not ensured that the agency received the accrediting organization’s survey report prior to the agency's scheduled survey.

(5) Validation Inspection. Every three (3) years, the agency shall conduct validation inspections of those birth centers who have undergone an accreditation inspection from an accrediting organization, to determine ongoing compliance with state licensure and life safety requirements.

(a) Within ten (10) days following the completion of a validation survey, the agency will mail a copy of its findings to the birth center. For those centers determined not to be in compliance with state licensure and life safety requirements, the notification will include a statement of deficiencies.

(b) Birth centers found not in compliance based on a validation inspection shall submit a plan of correction as specified under paragraphs (3)(a) through (d).

(c) If the agency determines, based on the results of validation survey findings, that an accredited center is not in substantial compliance with state licensure and life safety requirements, the agency shall report its findings to the accrediting organization and shall conduct a full licensure and life safety inspection of that center during the following year.

(d) The fee for conducting a licensure validation inspection shall be $250.00.

(6) Complaint investigations. The agency shall conduct investigations of complaints regarding violations of licensure and life safety standards in accordance with Section 383.324, F.S. Complaint investigations will be unannounced. An entrance conference shall be conducted upon arrival by agency personnel investigating the complaint to inform the center’s administrator about the nature of the complaint investigation and to answer questions from the center’s staff. An exit conference shall be provided at the conclusion of the on-site investigation and to receive any additional information that the center wishes to furnish.

(a) Upon receipt of a complaint, the agency shall review the complaint for compliance with licensure issues, and, in addition, shall take the following actions:

1. Complaints involving any birth center shall be reviewed and sent to the local area health facility regulation office for investigation if it is determined that the allegations could constitute a violation of state licensure requirement;

2. Allegations received that are not under the jurisdiction of this agency will be forwarded to the proper authority for response.

(b) Upon determination that an investigation of a complaint is warranted, the agency shall complete the complaint investigation within 90 days, unless there is an immediate threat to patient safety and well being, in which case an immediate investigation shall be undertaken.

(c) Upon conclusion of a complaint investigation by the agency, notification shall be given to the affected parties in writing within ten (10) days of its determination as to the validity of the complaint and any actions to be taken to resolve violations or sanctions imposed against the birth center. Notice of available administrative actions shall be issued in accordance with Section 120.59(4), F.S.

(7) Conformance with accreditation standards. In all birth centers where the agency does not conduct an annual licensure inspection, by reason of the birth center’s accreditation status, the birth center shall continue to conform to the standards of accreditation throughout the term of accreditation, or shall notify the agency of the areas of non-conformance.
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