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SUMMARY
Issue for Decision


Should the Board of Regents adopt as an emergency measure the proposed addition of section 63.9 to the Regulations of the Commissioner of Education, relating to the certification of licensed pharmacists to administer immunizations to prevent influenza and pneumococcal disease to patients 18 or older and medications for the emergency treatment of anaphylaxis? 
Reason(s) for Consideration


 Required by State statute.

Proposed Handling

The proposed amendment was adopted as an emergency measure at the November 2008 Regents Meeting.  Revisions to the proposed amendment have been made and are being submitted for adoption as a second emergency action at the February Regents meeting.  It is anticipated that the proposed amendment will be presented for confirmation as a permanent rule at the April Regents meeting.  Supporting materials for the proposed amendment are available from the Secretary to the Board of Regents. 
Procedural History

The proposed amendment was discussed by the Committee at its November meeting and adopted as an emergency measure, effective December 3, 2008.
Background Information

On September 4, 2008, the Governor signed Chapter 563 of the Laws of 2008, which amends the Education Law and the Public Health Law to authorize licensed pharmacists with a certificate of administration issued by the Department to administer immunizations for the prevention of influenza and pneumococcal disease to patients 18 years or older and medications for the emergency treatment of anaphylaxis. The legislation permits certified pharmacists to administer such immunizations or medications pursuant to a patient-specific order or non-patient order from a licensed physician or certified nurse practitioner in the county in which the immunization is administered.  If the county where the immunization is administered has a population of less than 75,000 residents, a licensed physician or certified nurse practitioner in an adjoining county may issue the order.  
Chapter 563 of the Laws of 2008 directs the Commissioner to promulgate regulations to permit licensed physicians and certified nurse practitioners to prescribe and order non-patient specific regimens to licensed pharmacists, for the administration of immunizations.  The statute also requires the Commissioner to promulgate rules and regulations relating to reporting requirements and procedures for the certification of licensed pharmacists.  
In order to timely implement the requirements of Chapter 563 of the Laws of 2008, the proposed amendment establishes procedures for the certification of licensed pharmacists to administer immunizations. Specifically, the proposed amendment requires a licensed pharmacist to submit an application, with the required fee, to the Department and present satisfactory evidence of one of the following: (1) completion of a training course in the administration of immunizations acceptable to the Commissioner and the Commissioner of Health, within the three years immediately preceding application for a certificate of administration; (2) a Doctor in Pharmacy Degree and completion of training in the administration of immunization agents satisfactory to the Department received as part of his/her pharmacy degree; or (3) possession of a current certificate of administration issued by another jurisdiction and continuous practice in the administration of immunizing agents since the pharmacist received such training or completion of a retraining program in the administration of immunization agents.
The proposed amendment also establishes uniform requirements for certified pharmacists to meet when executing orders to administer immunizations and medications for the emergency treatment of anaphylaxis.  Specifically, the proposed amendment defines what information should be included in the non-patient specific order and the requirements that must be set forth in the protocol, for a certified pharmacist to follow when administering immunizations through a non-patient specific order.  This is necessary to provide uniformity and consistency in the information that must be contained in the order and the protocols to be followed when administering such tests and the requirements for the maintenance of such records.  
In developing the draft regulations, Department staff and the State Board of Pharmacy have consulted with the New York State Department of Health, the New York City Department of Health and Mental Hygiene, the State Board for Nursing, professional associations, and educators in the profession of pharmacy.   
The proposed amendment was published in the New York State Register on November 19, 2008.  The Department received one comment, resulting in a revision to the proposed amendment to clarify that a certified pharmacist shall report the administration of any immunizations to the New York State Department of Health and/or to the New York City Department of Health and Mental Hygiene, in a manner required by either the Commissioner of Health of the State of New York or of the City of New York, as applicable.  A Revised Rule Making will be published in the State Register on February 4, 2009.  
Recommendation


Staff recommend that the Regents take the following action:

VOTED:   That the emergency action taken at the November 2008 meeting of the Board of Regents, which added a new section 63.9 to the Regulations of the Commissioner, be repealed, effective March 2, 2009, and it is further

VOTED:  That section 63.9 of the Regulations of the Commissioner of Education be added as submitted, effective March 2, 2009, as an emergency action to adopt revisions to the proposed amendment to provide clarification on the reporting requirements for certified pharmacists, and to otherwise ensure that the emergency rule adopted at the November 2008 Regents meeting remains continuously in effect until the effective date of its adoption as a permanent rule.  

Timetable for Implementation

The proposed amendment was adopted as an emergency measure at the November Regents meeting, effective December 3, 2008.  The December emergency rule will become effective on March 2, 2009.  It is anticipated that the proposed amendment will be presented for adoption as a permanent rule at the April Regents meeting, with an effective date of May 14, 2009.

Attachments
AMENDMENT TO THE REGULATIONS OF THE COMMISSIONER OF EDUCATION


Pursuant to sections 207, 6504, 6507, 6527, 6801, 6802, 6828 and 6909 of the Education Law and Chapter 563 of the Laws of 2008.  

Section 63.9 of the Regulations of the Commissioner of Education is added, effective March 2, 2009, to read as follows:
§63.9 Immunizations and emergency treatment of anaphylaxis pursuant to patient specific and non-patient specific orders and protocols. 

(a)  Applicability.  This section shall apply only to the extent that the applicable provisions in Education Law sections 6527, 6801, 6802, 6828 and 6909, authorizing certified pharmacists to administer certain immunization agents and medications for the emergency treatment of anaphylaxis, have not expired or been repealed.  
(b)  Immunizations.

(1)  Pursuant to section 6801 of the Education Law, a pharmacist with a certificate of administration issued by the Department pursuant to paragraph (3) of this subdivision shall be authorized to administer immunization agents prescribed in paragraph (2) of this subdivision to patients therein specified, pursuant to either a patient specific order or a non-patient specific order and protocol provided that:

(i) the pharmacist meets the requirements for a certificate of administration prescribed in paragraph (3) of this subdivision and the order and protocol meet the requirements set forth in paragraph (5) of this subdivision; and   
(ii)(a) the immunization is prescribed or ordered by a licensed physician or certified nurse practitioner with a practice site in the county in which the immunization is administered; or

(b) if the immunization is administered in a county with a population of 75,000 or less, the immunization shall be prescribed or ordered by a licensed physician or certified nurse practitioner with a practice site in the county in which the immunization is administered or in an adjoining county.

(2)  Authorized immunization agents.  A certified pharmacist who meets the requirements of this section shall be authorized to administer immunizing agents to prevent influenza or pneumococcal disease to patients 18 years of age or older.  

(3)   Requirements for a certificate to administer immunizations.  No licensed pharmacist shall administer immunizing agents without a certificate of administration issued by the Department.  For purposes of this section, a certified pharmacist shall mean a licensed pharmacist who is issued a certificate of administration pursuant to this paragraph.  To meet the requirements for a certificate of administration, the licensed pharmacist shall submit an application with the fee specified in section 6828 of the Education Law and present satisfactory evidence of completion of the requirements set forth in one of the following subparagraphs: 

(i)  Training course.  Completion of a training course in the administration of immunizations acceptable to the Commissioner and the Commissioner of Health, within the three years immediately preceding application for a certificate of administration.  Such course shall include, but not be limited to, instruction in:

(a) techniques for screening patients and for obtaining informed consents;

(b) techniques in the administration of immunizing agents, including the injection of a harmless, non-medicinal saline solution into voluntary recipients;

(c) indications, precautions and contraindications in the use of immunizing agents;

(d) handling of emergencies, including the use of medications required for emergency treatment of anaphylaxis;

(e) cardio-pulmonary resuscitation techniques; and

(f) recordkeeping and reporting of immunizations and information; or

(ii)  Training course associated with Doctor of Pharmacy Degree.  

(a) Graduation with a Doctor of Pharmacy degree from a professional program of study in pharmacy that is registered by the Department pursuant to Part 52 of this Chapter, or is accredited by an acceptable accrediting agency as defined in section 63.1(a) of this Part, or is determined by the Department to be the equivalent of such a registered or accredited program; and

(b) completion of training in the administration of immunization agents satisfactory to the Department, including instruction in the areas identified in subparagraph (i) of this paragraph, received as part of his/her pharmacy degree program, provided that such training was completed within the three years immediately preceding application for a certificate of administration; or 

(iii) Certificate of administration issued by another jurisdiction.

(a)  Possession of a current certificate of administration issued by another jurisdiction, authorizing the pharmacist to administer immunization agents based on the pharmacists completion of training or coursework in the administration of immunizing agents as described in subparagraph (i) of this paragraph, or its equivalent as determined by the Department; and

(b)  continuous practice in the administration of immunizing agents since the pharmacist received such training or completion of a retraining program in the administration of immunization agents, acceptable to the Commissioner and the Commissioner of Health, provided that such retraining incorporates the areas identified in subparagraph (i) of this paragraph.

(4) Standards, procedures and reporting requirements for the administration of immunization agents.  Each certified pharmacist shall comply with the following requirements when administering an immunization agent pursuant to either a patient specific order or a non-patient specific order and protocol:

(i) prior to administering an immunization agent, a certified pharmacist shall ensure that each potential recipient is assessed for contraindications that would preclude immunization(s); 
(ii) a certified pharmacist shall be responsible for having emergency anaphylaxis treatment agents, related syringes and needles available at the location at which immunizations will be administered;  

(iii) a certified pharmacist shall inform each recipient of potential side effects and adverse reactions, orally and in writing, prior to immunization;

(iv) a certified pharmacist shall not administer immunizations unless the recipient is adequately informed as prescribed in this paragraph and the recipient consents to the immunization; except for recipients incapable of consenting to the administration of an immunization, in which case, before an immunization may be administered, either a person legally responsible for the recipient shall have given prior written consent to the immunization after having been informed in writing of potential side effects and adverse reactions, or a person legally responsible for the recipient is in attendance during the immunization and consents to the immunization after having been informed of potential side effects and adverse reactions;

(v) a certified pharmacist shall provide written instructions to the recipient regarding the appropriate course of action in the event of contraindications or adverse reactions, which statements are required to be developed by a competent entity knowledgeable about the adverse reactions of the immunization agent which shall be administered, such as the Centers for Disease Control of the U.S. Department of Health and Human Services, which issues vaccine information statements; 
(vi) a certified pharmacist shall provide a copy of the appropriate vaccine information statement to the recipient, or other person legally responsible when the patient is incapable of consenting to immunization administering, before administering the immunization;
(vii) a certified pharmacist shall provide to each recipient or other person legally responsible when the recipient is incapable of consenting to immunization, a signed certificate of immunization with the recipient’s name, date of immunization, address of administration, administering pharmacist, immunization agent, manufacturer and lot number.  With the consent of the recipient or a person legally responsible when the recipient is incapable of consenting, the certified pharmacist shall communicate this information to the recipient’s primary health care practitioner, if one exists, within one month of the administration of such immunization, and such communication may be transmitted in electronic format;

(viii) a certified pharmacist shall report any adverse outcomes as may be required by Federal law on the vaccine adverse event reporting system form of the Centers for Disease Control of the U.S. Department of Health and Human Services, or on the successor form;
(ix) a certified pharmacist shall ensure that a record of all persons immunized including the recipient’s name, date, address of administration, administering pharmacist, immunization agent, manufacturer and lot number is recorded and maintained in accordance with section 29.2(a)(3) of this Title;
(x) to the extent required by the Public Health Law, the Education Law and/or the New York City Health Code, a certified pharmacist shall report the administration of any immunizations to the New York State Department of Health and/or to the New York City Department of Health and Mental Hygiene, in a manner required by the Commissioner of Health of the State of New York or of the City of New York, as applicable.  Such report shall not include any individually identifiable health information unless:  (a) such information is otherwise required by law, or (b) the recipient has consented to the disclosure of such information, in which case the information may be included to the extent permitted by law; and; 

(xi) each certified pharmacist shall provide information to recipients on the importance of having a primary health care practitioner, in a form or format developed by the Commissioner of Health.

(5) Order and protocol.

(i)  The certified pharmacist shall maintain or ensure the maintenance of a copy of the patient specific order or the non-patient specific order and protocol prescribed by a licensed physician or a certified nurse practitioner which authorizes the certified pharmacist to administer immunization agents in accordance with the requirements of this section.  Each patient specific and non-patient specific order shall contain the information prescribed in subparagraph (ii) of this paragraph and for non-patient specific orders, the order shall also incorporate a protocol that meets the requirements of subparagraph (iii) of this paragraph.  Such order and any protocol accompanying such order shall be considered a record of the patient.   A certified pharmacist shall maintain a record of each patient in either:

(a) a patient medication profile that is prepared and retained in conformity with section 63.6(b)(7) of this Part, if one is required; or

(b) in instances where a patient medication profile is not required, on a separate form that is retained by the pharmacist who has administered the immunization, in a retrievable format available to the Department and the patient.  Such record shall be maintained in accordance with section 29.2(a)(3) of this Title. 

(ii)  All patient specific orders and non-patient specific orders authorizing a certified pharmacist to administer immunizations to certain patients, shall contain, but need not be limited to, the following information:

(a)  the specific immunization agents that the pharmacist is permitted to administer including the indications, dose and route of administration for the vaccine; and

(b)  the name, license number, and signature of the licensed physician or nurse practitioner who has issued the order.

(iii) Non-patient specific orders shall incorporate a protocol that meets the requirements of subparagraph (iv) of this paragraph and shall also contain:

(a)  authorization for one or more named pharmacists, or pharmacists who are not individually named but are identified as employed or under contract with an entity that it legally authorized to employ or contract with pharmacists to provide pharmaceutical services, to administer specified immunization agents to a defined group of individuals, for a prescribed period of time;

(b)  the name(s) and license number(s) of the of the certified pharmacist(s) authorized to administer the immunization agent(s) pursuant to the order or, for non-patient specific orders that do not identify the pharmacist(s) by name, the name of the entity that is legally authorized to employ or contract with licensed pharmacists to provide pharmaceutical services with whom licensed pharmacists who are not individually named are employed or under contract to administer the prescribed immunization agent(s) pursuant to the order;
(c)  in instances where the certified pharmacists are not individually named in the order, but are identified as employed or under contract with an entity that is legally authorized to employ or contract with certified pharmacists to provide pharmaceutical services, a statement limiting the certified pharmacists to administering immunizations only in the course of such employment or pursuant to such contract; and 

(d)  the period of time that the order is effective, including the beginning and ending dates.
(iv)  The protocol, incorporated into the non-patient specific order shall include, but need not be limited to, the standards, procedures and reporting requirements set forth in paragraph (4) of this subdivision.

(c)  Anaphylaxis treatment agents.

(1)  Pursuant to sections 6801 and 6802 of the Education Law, each pharmacist who is issued a certificate of administration pursuant to this section shall be authorized to administer medications for the emergency treatment of anaphylaxis to patients 18 years of age or older.
(2)  Standards, procedures and reporting requirements for the administration of anaphylaxis treatment agents.  Each certified pharmacist shall comply with the following requirements when administering medications for the emergency treatment of anaphylaxis under this section:

(i)  each certified pharmacist shall ensure that a record of all persons to whom such pharmacist has administered an anaphylaxis treatment agent, including but not limited to: the recipient’s name, date, address of administration, administering pharmacist, anaphylaxis treatment agent, manufacturer, and lot number, is recorded and maintained in either a patient medication profile, if one is required, that is prepared and retained in conformity with section 63.6(b)(7) of this Part; or, in the event that a patient medication profile is not required, on a separate form retained by the pharmacist who administered the anaphylaxis treatment agent and shall be maintained in accordance with section 29.2(a)(3) of this Title;

(ii)  each certified pharmacist shall contact the local emergency medical services system following the administration of the anaphylaxis treatment agent, or shall ensure that equivalent follow-up care is provided through other arrangements; and
(iii) certified pharmacists shall report to the local emergency medical system or other provider of equivalent follow-up care information concerning the administration of the anaphylaxis treatment agent, including but not limited to: the name of the agent, when it was administered, the dosage, strength, and route of administration.  Certified pharmacists shall also report such information to the patient’s primary health care practitioner if one exists, unless the patient is unable to communicate the identity of his or her primary health care practitioner.  

(3) Non-patient specific order and protocol.

(i)  The certified pharmacist shall either maintain or ensure the maintenance of a copy of the non-patient specific order and protocol prescribed by a licensed physician or a certified nurse practitioner that authorizes such pharmacist to administer medications for the emergency treatment of anaphylaxis to adults, in accordance with the requirements of paragraph (1) of this subdivision.  The order prescribed in subparagraph (ii) of this paragraph shall incorporate a protocol that meets the requirements of subparagraph (iii) of this paragraph.  Such order and protocol shall be considered a record of the patient who receives the anaphylaxis treatment agent and maintained as a record for the patient who receives the anaphylaxis treatment agent.  A record of each patient shall be maintained in either:

(a) a patient medication profile that is prepared and retained in conformity with section 63.6(b)(7) of this Part, if one exists; or

(b) in instances where a patient medication profile does not exist, on a separate form that is retained by the pharmacist who has administered the immunization, in a retrievable format available to the Department and the patient.  Such record shall be maintained in accordance with section 29.2(a)(3) of this Title. 

(ii) The non-patient specific order shall authorize one or more named certified pharmacists, or certified pharmacists who are not individually named but are identified as employed or under contract with an entity that is legally authorized to employ or contract with pharmacists to provide pharmaceutical services, to administer specified anaphylaxis treatment agents in specified circumstances for a prescribed period of time.  In instances in which the certified pharmacists are not individually named in the order, but are identified as employed or under contract with an entity that is legally authorized to employ or contract with certified pharmacists to provide pharmaceutical services, such pharmacists shall not be authorized by such order to administer anaphylaxis treatment agents outside of such employment or contract.  The order shall contain but shall not be limited to the following information:

(a)  the specific anaphylaxis treatment agents that the certified pharmacists are permitted to administer;

(b)  the period of time that the order is effective, including the beginning and end dates;

(c)  the name and license number of the certified pharmacist(s) authorized to administer the anaphylaxis treatment agent(s) pursuant to the order; or the name of the entity that is legally authorized to employ or contract with certified pharmacists to provide pharmaceutical services with whom certified pharmacists who are not individually named are employed or under contract to administer the prescribed anaphylaxis treatment agent(s) pursuant to the order;

(d)  in instances in which the certified pharmacists are not individually named in the order, but are identified as employed or under contract with an entity that is legally authorized to employ or contract with certified pharmacists to provide pharmaceutical services, the order shall contain a statement limiting the certified pharmacists to administering anaphylaxis treatment agents only in the course of such employment or pursuant to such contract; and

(e)  the name, license number, and signature of the licensed physician or certified nurse practitioner who has issued the order.

(iii)  The protocol, incorporated into the order prescribed in subparagraph (ii) of this paragraph, shall include, but need not be limited to, the requirements set forth in paragraph (2) of this subdivision.  
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