65B-38.012 Drugs and Pharmaceutical Services.

(1) An ICF/DD shall have at least a Class I Institutional Pharmacy Permit as defined in Section 465.019, F.S. All prescriptions shall be compounded and dispensed by a pharmacy registered in the State of Florida.

(2) Administration of medications shall be implemented in one of the following manners, depending upon the size and type of the ICF/DD facility.

(a) For ICF/DD living units of larger than six beds, Florida licensed nurses shall be responsible for the accurate handling and precise administration of all medication, legend and over-the-counter (e.g. aspirin) to clients.

(b) For the Developmental Services Institutions (DSIs), Florida licensed nurses (or unlicensed staff in developmental services institutions who are supervised by a Florida licensed registered nurse and who have satisfactorily completed a course for administration of medication as approved by the department) shall be responsible for the accurate handling and precise administration of all medication, legend and over-the-counter (e.g. aspirin) to clients. Medications requiring subcutenous or intramuscular administration will be administered only by the licensed nurse.

(c) For Developmental ICF/DD with living units of 6 beds or less, Florida licensed nurses or unlicensed staff who have satisfactorily completed a course for administration of unit dose medication as approved by the department may administer prescribed prepackaged, premeasured, oral medications, prescribed topical, otic, nasal and ophthalmic medications and rectal and vaginal suppository medications under the oversight of a Florida licensed registered nurse. Medications requiring subcutenous or intramuscular administration will be administered only by a Florida licensed nurse. Refills for medications may be ordered only by a Florida licensed nurse.

(3) The Medication Administration Course used to train unlicensed staff in six bed or less ICF/DD facilities must meet the following criteria:

(a) The content must be taught by a Florida licensed registered nurse. Unlicensed staff must satisfactorily complete the course prior to the administration of medication. Training must be competency based and should consist of at least 30 hours of lecture and seven hours of clinical practicum. At the completion of the course, the trainee should attain an overall score of at least 70% on knowledge tests that cover the course and facility-specific questions.

(b) During the practicum, the trainee must be observed completing five out of five complete error free medication administrations during their regularly scheduled medication time. One medication administration consists of administering all medications to all persons living in the home who have medication prescribed to be given at the time of the medication administration practical test. The observation must include error free charting completed by the trainee after the medication(s) has been administered. The practicum observations must be made by a Florida licensed registered nurse.

(c) The course must consist of at least the following topics:

1. Basic knowledge and skills necessary for medication administration and charting.

2. Roles of the physician, nurse, pharmacist and direct care staff in medication administration.

3. Procedures for recording/charting medications.

4. Interpretation of common abbreviations used in administration and charting of medication.

5. Knowledge of facility medication system.

6. Safety precautions used in medication administration and charting.

7. Methods and techniques of medication administration.

8. Problems and intervention in the administration of medication.

9. Observation and reporting of anticipated side effects, adverse effects and desired positive outcome.

(d) Upon successful completion of the course and practicum, unlicensed staff may administer only prescribed prepackaged, premeasured oral, topical, otic, nasal and ophthalmic medication and rectal and vaginal suppository medications under the oversight of a Florida licensed registered nurse. Monitoring of medication administration shall be performed weekly by the supervising registered nurse for each facility. In addition, a Florida registered nurse must be available via telephone or paging device 24 hours per day.

(e) All unlicensed staff who will be responsible for the administration of medication shall receive and successfully complete training in medication administration. Continuing education is required on an annual basis and must consist of at least one hour and should cover new policies and procedures pertaining to medication administration.

(f) All staff identified to receive training in medication administration must be high school graduates or have passed an equivalent exam (GED or EACT).

(g) The on-going evaluation of staff performance for purposes of medication administration and treatment only is delegated to the Florida licensed registered nurse.

(4) A consultant pharmacist shall be responsible for implementation of the Pharmacy Program as defined by each facility even when the consultant pharmacist is not the vendoring pharmacist.

(a) Labeling of prescriptions shall be in accordance with Chapters 465, 499, F.S., and Chapters 64F-12 and 21S, F.A.C.

(b) Stock bottles of nonprescription drugs which are properly labeled according to the regulations related to the Drug and Cosmetic Act, Chapter 499, F.S., are permitted.

(c) All drugs including nonprescription stock drugs shall be stored in a locked room or cabinet or in a locked drug cart. External medications shall be stored separately from internal and ophthalmic preparations. Poisons will be separated from all other drugs.

(d) Biologicals and other drugs must be stored in accordance with the U.S. Pharmacopeia, 1990.

(5) Controlled medicinal substances – All drugs listed in Schedule II through V shall be handled, used, administered and dispensed in accordance with the Comprehensive Drug Abuse Prevention and Control Act of 1970, 21 U.S.C., and related regulations, and Chapter 893, F.S., the Drug Abuse Prevention and Control Act.

(a) A count of controlled drugs listed in Schedule II – IV of the Drug Abuse Prevention and Control Act (Chapter 893, F.S.) shall be made jointly between shifts by the licensed nurse coming on duty and the licensed nurse going off duty. For six bed or less ICF/DD facilities this count shall be done by the licensed practical nurse or the registered nurse on a weekly basis.

(b) For facilities of six beds or less, a medication count of controlled substances must be made at every change of shift by a staff member trained in medication administration. The count must be witnessed by another staff member.

(c) A registry is required for all drugs listed in Chapter 893, F.S., as Schedule II, III, IV, and V for continuous reconciliation.

(6) Disposal

(a) Controlled Substances – Medicinal substances classified as Controlled Substances by the Drug Enforcement Administration, as provided in the Drug Abuse Prevention and Control Act of 1970 and related regulations, and the Drug Abuse Prevention and Control Act (Chapter 893, F.S.) and related regulations shall be disposed of in accordance with Chapter 21S, F.A.C.

(b) Disposition of other drugs not covered above shall be made in accordance with an organized system of drug administration.

1. All drugs prescribed for the client while in the facility may be given to the next of kin or advocate upon discharge with the physician’s permission.

2. An inventory of drugs released must be prepared and signed by the nurse releasing the drugs and the person receiving the drugs. This inventory must be filed in the client’s medical record.

3. All medications of deceased persons shall be accounted for.

(c) All controlled drugs not administered to a client due to wastage, unexplained loss, or returned to the pharmacy shall be accounted for in accordance with the DEA Compliance Policy Guidelines on disposal of controlled substances, C.F.R. 21, Title 21, Section 1307.21, F.S., Disposal of Controlled Substances.

(7) All verbal orders shall be written on the physician’s order sheet by the licensed personnel receiving the order and countersigned by the physician within 96 hours. Verbal orders for Schedule II drugs are permitted only in emergency situations. The pharmacist shall receive the original or direct copy of the physician’s orders. In an emergency situation, the physician shall directly contact the pharmacist and the pharmacist shall receive a copy of the original or direct copy of the physician’s order within 96 hours.

(8) Telephone physician orders for medication may only be accepted by a licensed practical nurse, a registered nurse, a physician’s assistant or a licensed pharmacist. Telephone orders will be immediately recorded in the client’s medical record. Faxed physician orders are acceptable with a physician’s signature. Follow-up with the original physician’s order must occur within 72 hours of receipt of the faxed order.

(9) Emergency Medication Kit – When choosing to use an emergency medication kit, the facility must adhere to the following:

(a) The physician consultant, pharmacist consultant, and registered nurse shall select drugs and ancillary equipment to be included in the emergency medication kit.

(b) The kit shall be maintained and safeguarded in accordance with federal and state laws and regulations pertaining to the specific drug items included.

(c) The consultant pharmacist shall be responsible to assure that all drug items are in date, properly labeled, controlled, and stored in a sealed container.

(d) When the seal is broken for any reason, the pharmacist shall be notified immediately not later than the beginning of the next business day and shall provide the facility with the necessary medications to replenish the kit.

(e) The pharmacist or the registered nurse may then check the contents, replace necessary items and reseal the kit.

(f) Controlled drugs may be placed in the Emergency Medical Kit. Up to five controlled drugs may be placed in the Emergency Medical Kit with up to three doses of each controlled drug for up to 60 licensed beds and an additional three doses for each 60 beds or major portion thereof.
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