Notice of Proposed Rule

AGENCY FOR HEALTH CARE ADMINISTRATION
Health Facility and Agency Licensing
RULE NOS.:
RULE TITLES:

59A-8.0097
Medication Training and Validation
59A-8.0216
RN Delegation of Tasks

59A-8.0219
Medication Administration

PURPOSE AND EFFECT: Pursuant to changes from 2020-009 and 2022-048, L.O.F., the Agency proposes to create new rules within Chapter 59A-8 governing training and delegation of tasks by RNs to home health agency staff.

SUMMARY: Rule 59A-8.0097 establishes training and validation requirements for home health aides and certified nursing assistants (CNAs). Rule 59A-8.0216 establishes criteria for the delegation of tasks by a registered nurse (RN) and supervisory requirements for home health aides and CNAs. Rule 59A-8.0219 establishes procedures for the administration of medication by home health aides and CNAs to home health agency personnel.

SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE RATIFICATION:

The Agency has determined that this will not have an adverse impact on small business or likely increase directly or indirectly regulatory costs in excess of $200,000 in the aggregate within one year after the implementation of the rule. A SERC has not been prepared by the Agency.

The Agency has determined that the proposed rule is not expected to require legislative ratification based on the statement of estimated regulatory costs or if no SERC is required, the information expressly relied upon and described herein: A SERC has not been prepared by the agency. For rules listed where no SERC was prepared, the Agency prepared a checklist for each rule to determine the necessity for a SERC. Based on this information at the time of the analysis and pursuant to section 120.541, Florida Statutes, the rule will not require legislative ratification.

Any person who wishes to provide information regarding a statement of estimated regulatory costs, or provide a proposal for a lower cost regulatory alternative must do so in writing within 21 days of this notice.

RULEMAKING AUTHORITY: 400.489, 464.0156, 464.2035, F.S.

LAW IMPLEMENTED: 400.489, 400.490, 464.0156, 464.2035, F.S.
A HEARING WILL BE HELD AT THE DATE, TIME AND PLACE SHOWN BELOW:
DATE AND TIME: January 26, 2023, 2:00 p.m. to 3:00 p.m.
PLACE: Agency for Health Care Administration, 2727 Mahan Drive, Tallahassee, Florida 32308, Building 3, Conference Room A

Pursuant to the provisions of the Americans with Disabilities Act, any person requiring special accommodations to participate in this workshop/meeting is asked to advise the agency at least 3 days before the workshop/meeting by contacting: Ruby Grantham, Bureau of Health Facility Regulation, 2727 Mahan Drive, Tallahassee, Florida, (850)412-4386. If you are hearing or speech impaired, please contact the agency using the Florida Relay Service, 1(800)955-8771 (TDD) or 1(800)955-8770 (Voice).

THE PERSON TO BE CONTACTED REGARDING THE PROPOSED RULE IS: Ruby Grantham at (850)412-4386 or email at: Ruby.Grantham@ahca.myflorida.com.

THE FULL TEXT OF THE PROPOSED RULE IS:

59A-8.0097 Medication Training and Validation 
(1) Home health aides and Certified Nursing Assistants (CNA) must receive training prior to providing services and each calendar year thereafter as required.  Home health aides and CNAs performing tasks delegated by a registered nurse (RN), including medication administration, may require additional training and validation to be qualified to perform the tasks in the home setting. Training may be provided as in-service training unless otherwise specified in statute. Medicare and Medicaid agencies should check federal regulations for additional in-service training requirements.  
(2) Definitions 
(a) A medication administration route is the path through which medication is delivered to a patient. For the proposes this rule, routes of administration are defined as follows:
1. “Buccal” means medication is placed in the mouth between the cheek and gum. 
2. “Enteral” means medication is delivered by oral route, sublingual or buccal route, or rectal route.
3. “Inhaled” means medication is administered as nose drops or nose spray, or medication is inhaled by mouth, such as with an inhaler or nebulizer.
4. “Ophthalmic” means solution or ointment medication is instilled into the eye or applied on or around the eyelid.
5. “Oral” means medication including, but not limited to, tablet, capsule, liquid, or powder form is introduced into the gastrointestinal tract by mouth.
6.  “Otic” means solutions or ointment medication is placed in the outer ear canal or applied around the outer ear.
7.  “Parenteral” means medication is injected into the body through some route other than the digestive tract, such as subcutaneous, intra-dermal, intra-muscular, or intravenous administration.
8.  “Rectal” means any medication including, but not limited to, capsule, enema, gel, or suppository administered via the rectum.
9. “Sublingual” means medication is placed in the mouth under the tongue.
10. “Topical” means medication including, but not limited to, salve, lotion, ointment, cream, spray, shampoo, or solution applied locally to a body part.
11. “Transdermal” means a patch containing a pre-measured or measured amount of topical medication that is absorbed into the body via the epidermis (outer layer of skin).
12. “Vaginal” means any medication including, but not limited to, capsule, cream, or ointment that is administered via the internal vagina. This route does not include medications applied to the epidermis external to the vagina.
(3) Medication Training Course Curriculum. 
(a) Home health aides and CNAs administering medication pursuant to Sections 400.489, 400.490 and 464.2035, F.S. must complete an initial 6-hour basic medication administration training course prior to assuming this responsibility and a 2-hour training course annually thereafter.
(b) Basic medication administration training must be provided by an RN licensed under chapter 464, F.S. or a physician licensed under chapter 458 or chapter 459, F.S. who has been in practice for at least 2 years.
(c) The training curriculum must require the home health aide or CNA to demonstrate the following in person, which must include, at minimum the ability to:
1. Read and understand a prescription label;
2. Administer oral, transdermal, ophthalmic, otic, inhaled, and/or topical medication routes;
3.  Measure liquid medications, break scored tablets, and crush tablets in accordance with prescription directions;
4.  Recognize the need to obtain clarification of an “as needed” prescription order;
5.  Recognize a medication order which requires the judgment or discretion of an RN, and to advise the patient and the supervising RN of the inability to assist in the administration of such orders;
6.  Complete a medication administration record (MAR) and fulfill related record keeping requirements;
7. Recognize the general signs of adverse reactions to medications and report such reactions;
8. Promote safety, sanitation and hand hygiene while administering medication; and
9. Medication error prevention and error reporting.
(4) Validation for Routes of Medication Administration. 
(a) A home health aide or CNA must be assessed and validated as competent to administer medication by an RN after succsessfully completing required medication training.       
(b) Successful validation requires the home health aide or CNA to demonstrate their capability to administer medication in a safe, sanitary and responsible manner in an on-site, patient-setting using the patient’s prescribed medications.
(c) The home health aide or CNA must achieve a score of 100% proficiency in the validation prior to administering medication. 
(d) Validation must take place within 90 days of completing required medication training.
(e) Validation for medication administration includes a demonstration of the following:
1. The ability to comprehend and follow medication instructions on a prescription label, physician’s order, and properly complete a medication administration record form; 
2. The ability to administer medication by oral, transdermal, ophthalmic, otic, inhaled, or topical administration routes, including prefilled insulin syringes if applicable;
3.  The ability to obtain pertinent medication information, including the purpose of the medication, its common side effects, and symptoms of adverse reactions to the medication, either from the package insert that comes from the pharmacy, or other professionally recognized medication resource, and to maintain this information for easy access and future reference; 
4.  The ability to fulfill medication record keeping requirements; and
5.  The ability to effectively communicate in a manner that permits health care providers and emergency responders to adequately and quickly respond to emergencies.
(5) Validations expire 1 year from the effective date of the validation.  A home health aide or CNA must be revalidated within 60 days of expiration of their validation to continue to administer medications as delegated by an RN. 
(6) Documentation demonstrating completion of required training and validations by home health aides and CNAs must be kept on file by the home health agency. 
Rulemaking Authority 400.489, 464.0156, 464.2035 FS. Law Implemented  400.489, 400.490, 464.0156, 464.2035 FS. History–New
59A-8.0216 RN Delegation of Tasks
(1) A registered nurse (RN) may delegate tasks to a home health aide or certified nursing assistant (CNA) in accordance with sections 400.489, 400.490, 464.0156 and 464.2035, F.S., provided the following criteria are met:
(a) The home health agency is licensed to provide skilled care;
(b) The home health aide or CNA has met the training and validation pursuant to section 400.489 and 464.2035, F.S., and Rule 59A-8.0097, F.A.C.;
(c) The registered nurse delegating the task determines that the home health aide or CNA is competent to perform the task, and
(d) The task meets criteria in section (3) of this rule.
(2) A home health aide or CNA should only accept a delegation that the aide is appropriately trained and educated to perform.
(3) A registered nurse shall follow the delegation process outlined in Rule 64B9-14.002, F.A.C. when delegating a task to a home health aide or CNA.
(4) A registered nurse delegating a task to a home health aide or CNA shall document the following:
(a) Name of the patient and task being performed;
(b) The expected or desired outcome;
(c) The time frame for the delegation;
(d) The nature of the supervision required; 
(e) Verification of the home health aide’s or CNA’s understanding of the task; and
(f) Periodic inspection and assessment of the home health aide or CNA’s performance of the task in accordance with Rule 64B9-14, F.A.C.
(5) The registered nurse maintains accountability for the patient.
(6) The home health agency must obtain written, dated consent of the patient, or the patient’s guardian, legal representative, or designated health care surrogate, to accept performance of delegated tasks, including medication administration, by a home health aide or CNA, prior to services being provided.  The consent must be maintained in the patient’s medical record and must contain the following:
(a) Name of the patient;
(b) The task(s) being performed;
(c) The time frame for the delegation of the task(s);
(d) The nature of the supervision required; and
(e) Signature of the patient, or the patient’s guardian, legal representative, or designated health care surrogate.
(7) The registered nurse delegating the task of medication administration must maintain documentation that the home health aide or CNA has completed a medication administration course and is currently validated in accordance with Rule 59A-8.0097, F.A.C. 
(8) Pursuant to section 464.0156, F.S., a registered nurse may not delegate tasks that:
(a) Are not within the delegating or supervising nurse’s scope of practice.
(b) Require the use of the nursing process including assessment, diagnosis, planning, implementation and evaluation. 
(c) Require the knowledge, judgment or skills of a licensed health care professional.
Rulemaking Authority 400.489, 464.0156, 464.2035 FS. Law Implemented 400.489, 400.490, 464.0156, 464.2035, FS. History–New                        .
59A-8.0219 Medication Administration
(1) Medication Administration. The supervising or delegating nurse maintains responsibility for any medication administration task delegated to a home health aide or CNA pursuant to sections 464.0156, 464.2035, 400.489, and 400.490, F.S.      
(a) Medication administration includes conducting any examination, including vital signs (temperature, blood pressure, heart rate, and/or respirations) for the proper administration of medication that the patient cannot perform personally and that can be performed by a licensed health care practitioner, or a home health aide or CNA as delegated by an RN. 
(b) A home health aide or CNA may not administer medication to patients unless they have successfully completed a medication administration training course and obtained a current validation for the route by which the medication is administered in accordance with Rule 59A-8.0097, F.A.C.
(c) In cases wherein a home health aide or a CNA is delegated to administer medications, an assessment of the medications for which administration is to be provided shall be conducted by the registered nurse (RN) who delegated the task prior to the home health aide or CNA performing the task and upon any change in the patient’s medication regiment. The assessment shall be documented in the patient’s medical record for patients receiving medication administration from a home health aide or CNA.
1. The delegating nurse must ensure the home health aide or CNA administers the medication in accordance with their training and competency, and with the medication prescription.
2. Home health aides and CNAs who are validated to administer whole (not crushed) oral medication may give the medication in any dietary or nutritional food substance that facilitates swallowing, is tolerated by the patient and is not contrary to any prescribed diet, label warnings or known contraindications for the medication being given.
3. The home health aide or CNA must notify the supervising or delegating nurse of changes in the dosage, frequency or route of a medication.  The nurse must verify the change and update the MAR. 
4. The supervising or delegating nurse is required to review the MAR every 60 days, or more frequently if needed, for each patient receiving medication administration from a home health aide or CNA. 
5. The home health aide and/or CNA must communicate changes in a patient's condition to the supervising or delegating nurse.  The nurse must assess for unusual reactions to the medication or a significant change in the patient’s health or behavior that may be caused by the medication, and must document such in the patient’s record to be reported immediately to the patient’s health care provider. Contact with the health care provider must also be documented in the patient’s medical record.  
(2) Medication Administration Procedures. Home health aides and CNAs must:   
(a) Only administer medication as prescribed or ordered by the patient’s health care practitioner and which are properly labeled and dispensed in accordance with chapters 465 and 499, F.S.;   
(b) Comply with new or changed orders for a specific medication, which override the previous orders for that medication. No order to discontinue the previous order is necessary;
(c) Comply with the time limit as provided for in time-limited orders (i.e. those that are ordered for a specific number of doses or days). Such orders do not require an order to discontinue at the completion of the time allotted in the time-limit;
(d) Before administering medication, review the patient’s medical history and medication background with the delegating RN. 
(e) Perform appropriate hand hygiene measures consistent with current guidence from the Centers for Disease Control and Prevention (CDC) before administering medication to the patient. 
(f) Immediately report torn, damaged, illegible, or mislabeled prescription labels to the dispensing pharmacist and, if a patient is residing in a residential facility, notify the facility supervisor;  
(g) Check the directions and expiration date of each medication to ensure that expired medications (those which are no longer current) or those no longer prescribed are not administered; 
(h) Administer medication as prescribed and via the route instructed by the patient’s prescribing health care professional.  Each time medication is administered:   
1. Verify the correct medication is administered to the correct patient, at the correct time, dosage, route, and for the correct reason, as prescribed by the health care practitioner.    
2. Observe complete ingestion of oral medication before leaving the patient and before recording or documenting the administration of the medication on the MAR. 
(i) PRN medications. The supervising or delegating nurse maintains responsibility for the appropriate administration of PRN medications based on the patient’s health condition and prescribing health care practitioner orders.  
1. Prior to the administration of an “as needed” or  “PRN” medication to a patient, the home health aide or CNA must consult with the supervising or delegating nurse to determine the appropriateness of administration of the PRN medication.  
2. Administration of medications which require nursing judgement or assessment to evaluate the effectiveness of the medication shall not be delegated, including medications for pain and psychotropic medications.  PRN medications must include specific written instructions with specific parameters for administration as prescribed by the patient’s health care practitioner.  
3. Administration of PRN medication must be documented on the MAR with the reason for the administration of the PRN medication, monitoring of the patient, and outcome of the medication.
(j) Ensure that the prescription for a medication is promptly refilled so that a patient does not miss a prescribed dosage of medication. If the home health aide or CNA is not responsible for routine refills of a medication, they must notify the individual responsible for refilling the patient’s prescriptions and document this notification;
(3) In the administration of medications, a home health aide or CNA must not:
(a) Administer medications, including PRN and OTC medications or medication samples without a written order and instructions for preparation and use from the patient’s physician, PA, or APRN.
(b) Administer medications for which the health care provider’s prescription or order does not specify the medication schedule, medication amount, dosage, route of administration, purpose for the medication, or with medication that would require professional medical judgment by the home health aide or CNA.
(c) Crush, dilute, or mix crushed medications without written instructions from the delegating RN as prescribed by the patient's health care provider.
(d) Administer medications via a medication route for which the home health aide or CNA has not been validated.
(e) Prepare syringes for a patient’s use during the self-administration of medication via a parenteral, subcutaneous, intra-dermal, intra-muscular or intravenous route. 
(f) Administer medications by injection via a parenteral, subcutaneous, intra-dermal, intra-muscular or intravenous route, with the exception of an epi-pen administered in an emergency situation.  This prohibition does not include the administration of prefilled insulin syringes. 
(g) Administer medication that is inserted vaginally, or administered via a tracheostomy.
(h) Administer medications for which the health care provider’s prescription or order does not specify the medication schedule, medication amount, dosage, route of administration, purpose for the medication, or with medication that would require professional medical judgment by the home health aide or CNA.
(4) Home health aides and CNAs must not: 
(a) Continue to provide services as a home health aide or CNA if they fail to maintain required validation. 
(b) Provide services as a home health aide or CNA while not currently authorized to do so by the State of Florida.
(c) Provide services as a home health aide or CNA after the home health agency has determined the home health aide or CNA must not continue to provide assistance with medication administration or administer medication as delegated by an RN.
(5) If a home health aide or CNA violates any provision of sections 400.489, 400.490, 464.0156 or 464.2035, F.S., or this rule, the home health agency must: 
(a) Prohibit the home health aide or CNA from providing medication administration services to patients of the agency;
(b) Require the home health aide or CNA to: 
1. Successfully complete the Basic Medication Administration Course and corresponding validation;
2. Participate in and successfully complete a corrective action plan; and
3. Comply with remediation requests.
(6) Medication Errors. 
(a) The RN must document medication errors and all interventions in the patient's medical record. 
(b) The home health agency must incorporate documented medication errors into their Quality Assurance program for systemic analysis in order to prevent a future occurrence and improve provision of services to patients. 
(7) Medication Storage and Disposal. 
(a) Home health aides and CNAs must: 
1. Maintain medications in their original containers labeled by the dispensing health care practitioner or pharmacy with the patient’s name, the practitioner’s name, and the directions for administering the medication;
2. Maintain OTC medications in their original containers; 
3. Ensure medications in a patient’s residence are organized and returned to the patient’s preferred location for storage and retrieval following administration. 
(b) A home health aide or CNA may not transport medications away from the patient’s residence or dispose of the patient’s medications.
(c) Disposal of medications must be conducted by licensed health care professional and consistent with applicable federal, state, and local regulations.  
Rulemaking Authority 400.489, 464.0156, 464.2035 FS. Law Implemented  400.489, 400.490, 464.0156, 464.2035 FS. History–New                        .
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