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64B16-29.001 Definition.

An “animal control shelter” is a county or municipal animal control agency or Humane Society registered with the Secretary of State which holds a modified Class II Institutional Pharmacy permit issued by the Department of Health pursuant to certification of compliance with Rule 64B16-29.002, F.A.C., by the Board of Pharmacy. An animal control shelter is issued a pharmacy permit for the sole purpose of obtaining the drugs, sodium pentobarbital and sodium pentobarbital with lidocaine, Tiletamine Hydrochloride, alone or combined with Zolazepam (including Telazol), Xylazine (including Rompun), Ketamine, Acepromazine Maleate (also Acetylpromazine, and including Atravet or Acezine), alone or combined with Etorphine (including Immobilon), and Yohimbine Hydrochloride, alone or combined with Atipamezole (including Antisedan), for euthanization or chemical immobilization of animals within their lawful possession.

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History–New 10-17-79, Formerly 21S-14.01, Amended 4-24-88, Formerly 21S-14.001, 21S-29.001, 61F10-29.001, 59X-29.001, Amended 3-3-13.
64B16-29.002 General Requirements.

(1) Application for an Animal Control Shelter Pharmacy permit shall be made on Board of Pharmacy approved form DOH-MQA/PH/107 “Animal Control Pharmacy Permit Application and Information,” effective October 2009, which is incorporated by reference. To obtain an application, contact the Board of Pharmacy at 4052 Bald Cypress Way, Bin #C04, Tallahassee, FL 32399-3254, or (850)488-0595, or download the application from the board’s website at http://www.doh.state.fl.us/mqa/pharmacy.

(a) The application fee for animal shelters applying for the Modified Class II Institutional permit shall be fifty dollars ($50.00).

(b) The biennial permit renewal fee for animal shelters holding the Modified Class II Institutional permit shall be fifty dollars ($50.00).

(2) The applicant shall apply to the Drug Enforcement Administration, United States Department of Justice, by the appropriate DEA form, for Registration as a practitioner, to be designated as “Animal Shelter” on the appropriate DEA form.

(3) The applicant shall be certified by the Board of Pharmacy to the Department as having met the requirements of this rule chapter prior to issuance of a permit. The certification process shall require prior inspection of the facility by authorized persons.

(4) The consultant pharmacist requirement of Section 465.019(5), F.S., is waived as being inapplicable to this special restricted permit.

(5) Authorized employees of the Department shall inspect animal control shelters not less than twice per year to determine compliance with this rule.

(6) Each animal control shelter permittee shall designate an on-site manager of the shelter. The on-site manager and permittee shall notify the Department within ten (10) days of any change in the on-site manager of the shelter.

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History–New 10-17-79, Formerly 21S-14.02, Amended 4-24-88, Formerly 21S-14.002, Amended 10-1-92, Formerly 21S-29.002, Amended 7-18-94, Formerly 61F10-29.002, 59X-29.002, Amended 5-11-10.
64B16-29.003 Drug Requirement.

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History–New 10-17-79, Formerly 21S-14.03, Amended 4-24-88, Formerly 21S-14.003, 21S-29.003, 61F10-29.003, 59X-29.003, Repealed 3-28-12.
64B16-29.004 Records.

Animal control shelter permittees shall maintain records of purchases and administration of drugs for euthanization or chemical immobilization for a period of not less than four (4) years. Records of administration shall contain:

(1) The date of use;

(2) Identification of the animal;

(3) The amount of the drug used;

(4) The signature of the person administering the drug;

(5) The signature of the on-site manager certifying the accuracy of the administration of sodium pentobarbital and sodium pentobarbital with lidocaine not less than once per month; and,
(6) The signature of the on-site manager certifying to the accuracy of the records. These records are subject to audit by the Drug Enforcement Administration or authorized employees of the Department to determine adequacy, accuracy and validity of the record keeping.

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History–New 10-17-79, Formerly 21S-14.04, Amended 4-24-88, Formerly 21S-14.004, 21S-29.004, 61F10-29.004, 59X-29.004, Amended 2-7-13.
64B16-29.0041 Record Maintenance Systems for Animal Shelter Permits.

(1) General requirements for records maintained in an electronic system.

(a) If a permitted animal shelter’s data processing system is not in compliance with the Board’s data processing requirements, the facility must maintain a manual recordkeeping system meeting the requirements of Rule 64B16-29.004, F.A.C.

(b) Requirements for back-up systems. The facility shall maintain a back-up copy of information stored in the data processing system using disk, tape, or other electronic back-up and up-date this back-up copy on a regular basis, at least monthly, to assure that data is not lost due to system failure.

(c) Change or discontinuance of a data processing system.

1. Records of dispensed and returned medicinal drugs. A permitted animal shelter that changes or discontinues use of a data processing system must:

a. Transfer the records to the new data processing system, or

b. Purge the records to a printout which contains the same information as required on the audit trail printout as specified in Rule 64B16-29.004, F.A.C.

2. Other records. A pharmacy that changes or discontinues use of a data processing system must:

a. Transfer the records to the new data processing system, or

b. Purge the records to a printout which contains all of the information required on the original document.

3. Maintenance of purged records. Information purged from a data processing system must be maintained by the pharmacy for four (4) years from the date of initial entry into the data processing system.

(d) Loss of data. The shelter manager for permitted animal shelters shall report to the Board in writing any significant loss of information from the data processing system within 10 days of discovery of the loss.

(2) The permitted animal shelter shall maintain a system(s) which can produce the information required in Rule 64B16-29.004, F.A.C., for the preceding four (4) years. The information required in this paragraph shall be supplied by the permitted animal shelter within seven working days if requested.
(3) Failure to maintain records. Failure to provide records set out in this subsection, either on site or within 7 working days for whatever reason, constitutes failure to keep and maintain records.

(4) Data processing system downtime. In the event that a permitted animal shelter which uses a data processing system experiences system downtime, the permitted animal shelter must have an auxiliary procedure which will ensure that all data is retained.

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 465.019, 828.055 FS. History‒New 3-31-05, Amended 7-13-14.
64B16-29.005 Storage.
All controlled substances, medicinal drugs or legend drugs shall be stored in a safe place. At a minimum, this shall require that the drugs be kept in a securely locked cabinet within a locked storage room. Schedule II order forms are to be stored under the same conditions. Records of purchases of all controlled substances, medicinal drugs or legend drugs shall be maintained in a separate file from the records of administration. The records of purchases and administration shall be maintained at the location.
Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History–New 10-17-79, Formerly 21S-14.05, Amended 4-24-88, Formerly 21S-14.005, 21S-29.005, 61F10-29.005, 59X-29.005, Amended 6-17-13.
