17.00.00 COLLABORATIVE PHARMACY PRACTICE.

17.00.10

Definitions.

a.

"Collaborative _pharmacy practice agreement" means a written _and signed

agreement entered into voluntarily between one or more Colorado-licensed
pharmacists and one or more Colorado-licensed prescribers, which statement
grants authority to the pharmacist or pharmacists to provide evidence-based
healthcare services to one or more patients pursuant to a specific treatment
protocol delegated to a pharmacist or pharmacists by the prescriber or
prescribers. Either party may withdraw from an agreement at any time.

“Collaborative pharmacy practice agreement” may also mean a statewide drug

therapy protocol developed by the Board, the Colorado Medical Board, and the
Colorado State Board of Nursing in collaboration with the Colorado Department of
Public Health and Environment for public healthcare services.

“Evidence-based healthcare service” means a healthcare service provided by a

Colorado-licensed pharmacist pursuant to a statewide protocol or an agreement
and protocol with a Colorado-licensed prescriber or prescribers which is quided by
or _based on current, objective, supportive scientific evidence as published in
scientific literature as opposed to anecdotal observations. For the purpose of this
Board Rule 17.00.00, evidence-based healthcare service does not mean “Drug
therapy management” as defined and governed under Board Rule 6.00.00.

“Prescriber”, for the purpose of this Board Rule 17.00.00, means a physician who

is_actively licensed by the Colorado Medical Board or an advanced practice
registered nurse who is actively licensed by the Colorado State Board of Nursing.

“Protocol” means a specific_written plan for a course of medical treatment

containing a written set of specific directions created by a prescriber or groups of
prescribers in conjunction with the participating pharmacist(s).

17.00.30 Pharmacist Qualifications.

a.

A pharmacist may enter into a collaborative pharmacy practice agreement with one

or more prescriber if:

1. The pharmacist holds a current license to practice in Colorado;
2. The pharmacist is engaged in the practice of pharmacy;
3. The pharmacist has earned a Doctor of Pharmacy deqree or completed at

least five (5) years of experience as a licensed pharmacist;

4. The pharmacist agrees to devote a portion of his or her practice to

collaborative pharmacy practice;

5. There is a process in place for the physician, advanced practice registered

nurse, and pharmacist to _communicate and document changes to the
patient’s medical record; and




6. The pharmacist carries adequate professional liability insurance in

coverage of at least $1,000,000 per incident and at least $3,000,000 in

aggregate.

b. This Board Rule 17.00.00 shall not prevent a pharmacist or pharmacy intern from
administering vaccines and immunizations pursuant to the authorization of a
physician as permitted pursuant to Board Rule 19.00.00.

17.00.50 Evidence-Based Healthcare Service Pursuant to Statewide Protocol.

a. A process shall be in place for the pharmacist to communicate with the patient’s
primary care provider and document changes to the patient’s medical record. If
the patient does not have a primary care provider, or is unable to provide contact
information for his or her primary care provider, the pharmacist shall provide the
patient with a written record of the drugs or devices furnished and advise the
patient to consult an appropriate health care professional of the patient’s choice.

b. A statewide protocol shall, at minimum, contain the following information:

1. The nature and scope of evidence-based healthcare services appropriate
for certain conditions or diagnoses, and include specific directions for the
patient information to be obtained, the drug therapies to be dispensed, the
specified dosage regimen, and dosage forms and route of administration
which are authorized. Protocols must include criteria and specific
directions pharmacists are to follow when providing evidence-based
healthcare services. If the protocol includes conducting physical
assessments or ordering and evaluating laboratory or other tests, the
protocol shall provide precise instruction as to what assessments are
needed to be conducted and what tests are to be ordered, the criteria for
ordering the assessments and tests, how the assessments and tests are to
be interpreted, and what action the pharmacist is to take dependent upon
the assessments and test results;

2. The pharmacist training necessary to perform the functions set forth in the
statewide protocol;

3. Specific_instructions for responding to acute allergic_or other adverse
reactions, if applicable;

4. A plan of treatment guided by or based on current, objective, supportive
scientific_evidence as published in scientific literature that provides the
generally accepted standard of care in all applicable professions; and

5. Specific criteria upon which a patient must not be provided care under the
protocol and instead referred to the patient’s primary care provider for
services.

C. In_conjunction with this Board Rule 17.00.50, the current Colorado statewide

approved protocols are provided in Appendix A and B.
17.00.70 Evidence-Based Healthcare Service Pursuant to Agreement and Protocol with a

Prescriber or Prescribers.

a. Unless a statewide protocol is in _place, a pharmacist shall not enter into _a

collaborative pharmacy practice agreement with a prescriber if the prescriber does




not have an established relationship with the patient or patients who will be served

by the pharmacist under the collaborative pharmacy practice agreement.

A pharmacist or prescription drug outlet shall not employ a prescriber for the sole

purpose of forming a collaborative practice agreement.

Written agreements shall contain the following information:

1. Participating pharmacist name(s);

2. Participating prescriber name(s);

3. The nature and scope of evidence-based healthcare services appropriate
for certain conditions or diagnoses;

4. Protocols to be employed;

5. Functions and activities the pharmacist or pharmacists will perform;

6. Method, content and frequency of communication to the prescriber;

7. A provision that allows the prescriber to override any action taken by the
pharmacist when the prescriber deems it to be necessary;

8. An effective date of the agreement, and signatures of both the participating
prescriber or prescribers and pharmacist or pharmacists; and

9. A provision addressing how evidence-based healthcare services will be

handled and communicated when the patient has more than one prescriber
involved in_evaluating or treating the medical condition which is the
subject of the agreement.

A protocol pursuant to an agreement between a pharmacist or pharmacists and a

prescriber or prescribers shall, at minimum, contain the following information:

1.

The nature and scope of evidence-based healthcare services appropriate

for certain conditions or diagnoses, and include specific directions for the
patient information to be obtained, the drug therapies to be dispensed, the
specified dosage regimen, and dosage forms and route of administration
which are authorized. Protocols must include criteria and specific
directions pharmacists are to follow when providing evidence-based
healthcare services. If the protocol includes conducting physical
assessments or _ordering and evaluating laboratory or other tests, the
protocol shall provide precise instruction as to what assessments are
needed to be conducted and what tests are to be ordered, the criteria for
ordering the assessments and tests, how the assessments and tests are to
be interpreted, and what action the pharmacist is to take dependent upon
the assessments and test results;

The pharmacist training necessary to perform the functions set forth in the

protocol;

Specific_instructions for responding to acute allergic _or other adverse

reactions, if applicable;




4. A plan of treatment quided by or based on current, objective, supportive
scientific_evidence as published in scientific literature that provides the
generally accepted standard of care in all applicable professions;

5. Specific criteria upon which a patient must not be provided care under the
protocol and instead referred to the patient’s primary care provider for
services; and

6. An_effective date of the protocol, and signatures of the authorized
prescriber or prescribers.

17.01.00 Record-Keeping Reguirements.

a. Pharmacists engaging in _evidence-based healthcare services shall maintain, and
have readily available for inspection by the Board or its inspectors at the location
where evidence-based healthcare services are provided, the following:

1. A current copy of the statewide protocol;
2. The agreement and protocol entered into with a prescriber or prescribers;
3. Documentation reflecting all necessary pharmacist training as specified in

either the statewide protocol or protocol entered into with a prescriber or
prescribers; and

4. The scientific literature upon which the protocols pursuant to an agreement
with a prescriber or prescribers are derived.

C. Records pertaining to all prescriptions dispensed pursuant to this Board Rule
17.00.00 shall comply with all provisions of Board Rules 2.00.00, 3.00.00, and
11.00.00 and, if applicable, Board Rules 20.00.00, 21.00.00, and 26.00.00.

17.02.00 Retention of Records.

a. All records of evidence-based healthcare services shall be retained for a minimum
of three (3) vears from the last date of healthcare service. Such records shall be
available for inspection by the patient, the prescriber or prescribers, the Board or
its inspectors, or any other authorized local, state, or federal law enforcement or
regulatory agency.

b. Records may be maintained in an alternative data retention system, such as a data
processing system or direct imaging system provided that:

1. The records maintained in the alternative system contain _all of the
information required on the manual record;

2. The data processing system is capable of producing a hard copy of the
record upon the request of the Board, its representative, or of other
authorized local, state, or federal law enforcement or requlatory agencies;

3. A back-up is conducted of the data processing system every 24 hours; and

4. The records are immediately available for the previous two years.




17.03.00 Confidentiality.

a.

The pharmacist shall provide adequate security to prevent indiscriminate or

unauthorized access to _confidential records. If confidential health information is
transmitted through a data communication device, the confidential health
information _may not be accessed or maintained by the operator of the data
communication device unless specifically authorized to do so by the patient.

Patient information is confidential and may be released only as authorized by state

and federal law. All protected health information obtained and maintained,
including that obtained from the physician or other providers, must be strictly
controlled in accordance with the requirements of Health Insurance Portability and
Accountability Act of 1996 and any rules promulgated pursuant to the act and
other federal and state laws and rules. Specifically, pharmacists can only release
patient information to:

1. The patient or the patient’s agent;

2. A practitioner or another pharmacist if, in the pharmacist’'s professional
judgment, the release is necessary to protect the patient’s health and well-
being;

3. The Board or to a person or another state or federal agency authorized by

law to receive the confidential record;

4. A person _employed by a state agency that licenses a practitioner, if the
person is performing the person’s official duties; and/or

5. An insurance carrier or other third party payer authorized by the patient to
receive the information.



















