MEMORANDUM

TO: Joint Committee on Legislative Rules Date: May 11, 2022
FROM: Tina M. Kelley, Program Specialist [V

Office of Professional Licensure and Certification

RE: Conditional Approval Request
Notice Number 2021-92; Ph 700

Please find enclosed a conditional approval request for Final Proposal 2021-92, submitted
on behalf of the N.H. Pharmacy Board.

[ believe this request largely alleviates the Committee’s Attorney’s concerns. Please

contact me directly with any questions or concerns.
A/l(// | &M»./

Tina M. Kelley, Brogram Specialist
Office of Professional Licensure & Certification




Substantive comments pg. 4, Conditional Approval Request —5/11/2022 — 1
9, 10, and 20.

Readopt with amendment Ph 701.02, effective 8-5-15 (Document #10903), to read as follows:

Ph 701.02 Definitions. Except where the context makes another meaning manifest, the
following words mean:

(a) "Adulterated drug" means any drug:

(1) That is contaminated, decomposed, deteriorated, sub-potent, super-potent, or
otherwise unsafe for administration to humans or other animals;

(2) Which has been manufactured, composed, prepared, stored, or dispensed in such a
manner which may cause it to be contaminated, decomposed, deteriorated, sub-potent,

super-potent, or otherwise unsafe for administration to humans or other animals; and

(3) Which can be defined as an adulterated drug under the provisions of RSA 146:4 or
federal law.

(b) "Device" means an instrument, apparatus, implement, machine, contrivance, implant, or
other similar or related article, including any component part or accessory, which is required under
federal law to bear the label, "Caution: Federal or State law requires dispensing by or on the order
of a physician" or “Rx only”.

(c) “Distributor” means a person or persons who supplies or facilitates the supply of
prescription drugs or devices to someone other than the patient, including, but not limited to,
manufacturers, repackagers, brokers and wholesale drug distributors.

(d) “Fit place to practice” means that an employee can safely complete professional and
clinical duties and tasks in compliance with the board’s rules and statutes because the facility’s
permit holder has established processes, policies, and procedures necessary to ensure safety.

(e) "Institution" means a health care facility which provides inpatient care and includes:

(1) Hospitals;

(2) Nursing homes;

(3) Extended care facilities;
(4) Residential care facilities;
(5) Infirmaries;

(6) Hospice house;

[€6)](7) Correctional facilities; and
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[(7)](8) Clinics.

(f) "Institutional pharmacy" means an area in an institution where drugs are stored,
manufactured, compounded, dispensed, or issued to other areas or departments of the institution.

(g) "Misbranded drug" means a drug:
(1) Whose label misrepresents the contents or is misleading;

(2) Dispensed by prescription with a label that does not comply with the provisions of
RSA 318 or RSA 318-B; and

(3) Which can be defined as a misbranded drug under the provisions of RSA 146 or
federal law.

(h) “Permit holder” means a person or entity to whom a license or permit has been issued
under the provisions of RSA 318 and RSA 318-B for the purpose of operating a pharmacy.

(i) "Prescriber" means a practitioner, duly authorized by statute, who issues a drug order or
prescription.

(j) “Prescription” means a verbal, telephonic, written, or electronically transmitted order for
drugs, medicines, and devices by a practitioner licensed in the United States, to be compounded
and dispensed by licensed pharmacists in a duly registered pharmacy.

(k) "Principal" means an officer, director, or primary stockholder of a business entity or
corporation.

(I) "Professional corporation" as used in these rules means a corporation organized under
RSA 294-A for the purpose of providing professional services in the field of medicine, dentistry,
veterinary, podiatry, pharmacy, or any other profession in which individual practitioners can
lawfully possess, dispense, or distribute prescription drugs.

(m) “Professional judgement” means the application of a combination of professional
knowledge and experience to derive a resolution within standards of care, ethics, and objectives.

(n) “Scanned prescription” means the digital image of a prescription or medication order
scanned into the data processing system.

(o) “Signature” means:

(1) The handwritten name of an individual affixed by the hand of that individual to a
document;
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(2) An electronic sound, symbol, or process attached to or logically associated with a
record and executed or adopted by a person with the intent to sign a document or record;
or

(3) An electronic signature.

(p) "Traditional physician-pharmacist-patient relationship" means a situation whereby the
pharmacist knows either the physician, the patient, or both, and can readily and easily check on
factors concerning the prescription.

(q) "Unit-dose" means a single-unit container that is designed to hold a quantity of drug
product intended for administration as a single dose and labeled with the identity, quantity, and

strength, name of the manufacturer, lot number, and expiration date of the drug product.

(r) "Unprofessional conduct" means conduct and practices which are hostile to the protection
of public health, safety and welfare and includes:

(1) Knowingly engaging in any activity which violates state and federal statutes,
regulations and rules governing the practice of pharmacy;

(2) Knowingly dispensing an outdated product;
(3) Knowingly charging for more dosage units than are actually dispensed;

(4) Knowingly altering prescriptions or other records which the law requires the
pharmacy or pharmacist to maintain;

(5) Knowingly dispensing medication without proper authorization or prescription;
(6) Defrauding any persons or government agency receiving pharmacy services;

(7) Placing a signature on any affidavit pertaining to any phase of the practice of
pharmacy which the pharmacist knows to contain false informationy

(8) Not adhering to the written policy and procedures of the institution; or

(9) Failure to exercise or implement professional judgement or corresponding
responsibility with regard to the practice of pharmacy[+-ef].
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[€9](s) "Wholesale drug distribution" means distribution of prescription drugs other than to
the patient, including, but not limited to distribution by manufacturers, repackers, own label
distributors, jobbers, and wholesale drug distributors,

Readopt with amendment Ph 701.03, effective 8-5-15 (Document #10903), to read as follows:

Ph 701.03 References.

(a) Persons subject to these rules shall comply with the following regulations and statutes as

cited:

(1) RSA 146, Purity and Branding of Foods and Drugs;

(2) RSA 318, Pharmacists and Pharmacies;

(3) RSA 318-B, the New Hampshire Controlled Drug Act;

(4) 21 USC Sections 300 through 369, the Federal Food, Drug, and Cosmetic Act; and

(5) 21 CFR 1300 to end.

(b) Those institutional pharmacies subject to Ph 2300 shall not be subject to the Ph 700 rules

except where specifically indicated.

Repeal Ph 702, effective 8-5-15 (Document #10903), as follows:

Note to the JLCAR. “Repeal” in
rulemaking terms means that the
agency is not intending to adopt
such subject matter again, but it is
not clear here if that is the case or if
statutory revisions are the reason
for this repeal. Once repealed, the
rules cannot be enforced. The
JLCAR may have questions about
the reasons and intent for this
repeal.
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Readopt with amendment and renumber Ph 703, effective 8-5-15 (Document #10903), as Ph
702 to read as follows:

PART Ph 702 RECORDS AND REPORTS

Ph 702.01 Recordkeeping Requirements.

(a) The requirements of Ph 702 shall be in addition to all record keeping and reporting
requirements contained in all federal and state rules and regulations.

(b) Hard copies of prescription records and reports shall not be required to be maintained if
they can be reproduced on demand with the exception of Schedule II — V controlled substance
prescriptions not presented in electronic format.

(c¢) Hardcopy prescriptions for Schedule II — V controlled substances shall be kept on file
for 4 years.

(d) Documentation of the fact that the refill information entered into the computer each time
a pharmacist refills an original prescription order, including refill orders from a schedule III, IV,
or V controlled substances is correct shall be provided by:

(1) A hard copy printout of each day’s-controlled substance prescription order refill
data which shall be verified, dated, and signed by each pharmacist who refilled such
prescription order; or

(2) Inlieu of such a printout, the pharmacy shall maintain a bound logbook, or separate
file, in which each individual pharmacist involved in such dispensing shall sign a
statement each day, attesting to the fact that the refill information entered into the
computer that day has been reviewed by him and is correct as shown.
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Ph 702.02 Prepackaging of Drugs.

(a) Drugs shall be prepackaged in quantities suitable for internal distribution only by a
pharmacist, licensed advanced pharmacy technician, or by supportive personnel under the direct
supervision of a pharmacist.

(b) The label of a prepackaged unit shall indicate the:

(1) Name and strength of the drug and name of the manufacturer, manufacturers lot
number, or distributor;

(2) Assigned in-house, quality control lot number;
(3) Expiration date; and
(4) Quantity of the drug, if the quantity is greater than one.

(c) The pharmacist or licensed advanced pharmacy technician who prepackages or
supervises prepackaging shall maintain a written or electronic record that contains at least the
following information:

(1) Name of the drug, strength, and dosage form;
(2) Assigned in-house, quality control lot number;
(3) Manufacturer or distributor;

(4) Manufacturer's lot number;

(5) Expiration date;

(6) Quantity per prepackaged unit;

(7) Number of prepackaged units;

(8) Date packaged;

(9) Identifier of the prepacker; and

(10) Signature of the responsible pharmacist or licensed advanced pharmacy
technician.

(d) Stock packages, repackaged units, and control records shall be quarantined together until
checked/released by the pharmacist.

Ph 702.03 Controlled Drug Losses.
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not include this form.

(a) The pharmacist on duty shall report to the board by completing, and submitting, a New
Harypshire “Controlled Drug Loss Form”, revised [Janwary—2020] 5/2022, found online at
https://www.oplc.nh.gov/state-pharmacy and submitting to the board through the mail to the
address in Ph 103.03(a) or by email to pharmacy.compliance(@oplc.nh.gov any theft or significant
loss described in Ph 702.03(e) of controlled substances within one business day.

(b) All instances of diversion shall be reported within one business day.

(c) In addition to the initial report of loss required per section (a) above, the pharmacist who
discovered the loss shall submit a final report on the loss by completing, and submitting, a New
Hampshire “Controlled Drug Loss Form”, revised [Janwary—2020] 5/2022 found online at
https://www.oplc.nh.gov/state-pharmacy and submitting to the board through the mail to the
address in Ph 103.03(a) or by email to pharmacy.compliance@oplc.nh.gov as soon as the
investigation into the loss is complete but no later than 30 days after the discovery of the loss.

(d) A pharmacy shall keep a perpetual inventory for all Schedule II drugs and actual counts
shall be verified monthly. The inventory reports shall be maintained for a minimum of 2 years and
be readily available upon board inspection or request.

(e) A pharmacy shall consider a controlled drug loss to be significant when:

(1) The percentage of dosage units of a specific drug exceeds 2% of monthly
dispensing volume; or

(2) Fifteen or more dosage units are not accounted for.
(f) The written report referenced in (a) shall contain at least the following:
(1) Date of discovery;
(2) The identity of the person making the discovery;
(3) The name and location of the pharmacy from which the drug is missing;
(4) Name, strength, dosage form, NDC and quantity of the missing drug(s); and
(5) The cause of the controlled drug loss as determined by the investigation.
(g) After 3 significant losses described in Ph 702.03(e) within a 12-month period and after
investigation, the pharmacist in charge and the permit holder shall present to the board an action
plan to remedy the issue. The board shall require, if necessary, additional security measures to

address the issue. Failure to do so shall be subject to disciplinary action as provided in RSA
318:29.

Note to the JLCAR. The
agency has deleted Ph
703.04 entitled "Automated
Data Processing Systems".
The deleted section is now
part of rulemaking NN
2022-15.
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Ph 702.04 Federal DEA #222 Order Forms. All used DEA #222 order forms or any
successor forms shall be maintained on the premises to which the forms and the corresponding
DEA permit number were issued. In the case of on-line ordering of CII drugs, all records of such
shall be maintained on said premises and be readily retrievable. Such records shall meet the
requirements of federal laws and regulations and shall be maintained for a period of not less than
2 years.

Ph 70[3-06]2.05 Inspection Report. The current compliance inspection report of the
licensed location, conducted by the board, shall be kept on file in the prescription department.

Readopt with amendment and renumber Ph 704.01, effective 9-3-16 (Document #11189), as
Ph 703.01, cited and to read as follows:

See the unclear/Legis.
PART Ph 703 DISPENSING OF DRUGS AND DEVICES Intent comment on page
20 regarding breaks
Ph 703.01 Presence of Pharmacists. and supervision of
interns.

(a) No pharmacist shall work more than 8 hours without a rest break of 30 minutes. Breaks
shall be scheduled as close as possible to the same time each day go that patients may become
familiar with the approximate break times.

(b) The permit holder shall develop a written break policy and procedure that shall be
available upon inspection or board request. Failure to follow the policy shall be subject to
disciplinary action as provided in RSA 318:29.

Ph 703.02 Schedule V Controlled Substances. All cough syrups containing codeine shall
require a valid prescription.

Adopt Ph 703.03 to read as follows:
Ph 703.[62]03 Prescriptions.

(a) All schedule III through V controlled substance prescription drug orders, as described in
RSA 318-B:1-b, and transmitted by facsimile or as an electronic prescription, shall include:

(1) The name and address of the patient;
(2) The name, strength, and quantity of the drug prescribed;
(3) Any directions specified by the prescribing practitioner;

(4) The full name of the prescribing practitioner which shall be printed, rubber
stamped, or typewritten above or below his or her handwritten signature;

(5) The address of the prescribing practitioner;
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(6) The federal drug enforcement administration (DEA) number assigned to the
prescribing practitioner; and

(7) The date the prescription was ordered.

(b) A facsimile prescription for a schedule II controlled substance shall not be accepted as
an original written prescription except in circumstances when:

(1) A prescription prepared in accordance with RSA 318-B:9, III and IV, and issued
for a schedule II substance, as described in RSA 318-B:1-b, to be compounded for the
direct administration, to a patient in a private residence, long-term care facility, or
hospice setting, by parenteral, intravenous, intramuscular, subcutaneous, oral
administration, or intraspinal infusion. The printed copy of the transmission shall serve
as the original written prescription and shall be maintained in accordance with the
provisions of RSA 318-B:9, I; and

(2) A prescription prepared in accordance with RSA 318-B:9, III and IV, and issued
for a schedule II substance, as described in RSA 318-B:1-b, for a resident of a long-
term care facility or patient enrolling in hospice care program. Such prescriptions may
be transmitted by the practitioner or the practitioner’s designated agent, to the
dispensing pharmacy. The printed copy of the transmission shall serve as the original
written prescription and shall be maintained in accordance with the provisions of RSA
318-B:9, I; and

(¢) The pharmacist shall exercise professional judgment regarding the accuracy and
authenticity of the transmitted prescription drug order which shall be consistent with existing
federal or state laws and rules.

(d) For controlled substances in schedules II, III, IV, or V, as described in RSA 318-B:1-b,
a pharmacy may receive an electronically transmitted drug order from the prescriber for filling
provided that it is transmitted in accordance with federal law with an electronic signature meeting
security requirements required by the Drug Enforcement Agency (DEA) for electronic
prescriptions.

(e) All prescriptions dispensed by a health care provider or pharmacy containing an opiate
shall:

(1) Affix an orange sticker to the cap or dispensing device with the word “opioid” in
easily legible font;

(2) Have a warning label that states “Risk of Addiction or Overdose”; and
(3) Provide the person with handout provided by the [G]governor’s [€]commission on

[A]alcohol and [B]drug [A]abuse, [P]prevention, [F]treatment, and [R]recovery on
guidance for associated risks of opioid use and how to mitigate them.
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(f) Pharmacists or a pharmacy that dispenses a drug containing an opioid that is to be
administered to a patient treated in a health care facility required to be licensed under RSA 151
shall not be subject to the provisions of (e) above.

(g) Failure to comply with Ph 703.02 shall result in disciplinary action by the board.

Repeal Ph 704.02, effective 8-5-15 (Document #10903), as follows:

Repeal Ph 704.03, effective 8-5-15 (Document #10903), as amended effective 4-7-20
(Document #13015, Emergency) and expired 10-4-20, as follows:
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Readopt with amendment and renumber Ph 704.04, effective 8-5-15 (Document #10903), as
Ph 703.03 to read as follows:

Ph 703.[63]04 Transfer of Prescriptions. Original prescription drug order information for
drugs may be transferred between pharmacies for the purpose of refill dispensing subject to the
following:

(a) The transfer of controlled drug prescriptions shall be communicated between 2 licensed
pharmacists, or a pharmacist and intern;

(b) The transfer of non-controlled prescriptions shall be communicated between 2 licensed
pharmacists, licensed advanced pharmacy technicians, certified pharmacy technicians, or

pharmacy interns; [and]

(c) The transferring pharmacist, licensed advanced pharmacy technician, certified pharmacy
technician, or pharmacy intern shall notate in the computer record the following:

(1) That a copy has been issued, the date of transfer, and the name of the individual
transferring the prescription; and

(2) The name, address, phone number and DEA number of the pharmacy to which the
prescription was transferred and the full name of the agent receiving the prescription

information.

(d) When a prescription is transferred, no further refills shall be issued by the transferring
pharmacy|-];

(e) The receiving agent of the transferred prescription information shall:

(1) Include the word “transfer” on the face of the transferred prescription; and
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(2) Provide all information required to be on the prescription including the:
a. Patient's name and address;
b. Doctor's name and address;
c. Date of issuance of the original prescription and date of transfer;
d. Number of valid refills remaining and date of last refill;

e. Pharmacy name, address, and original prescription number from which the
prescription information was transferred;

f. Full name of the transferor pharmacist, certified pharmacy technician, licensed
advanced pharmacy technician, or pharmacy intern; and

g. DEA registration number of the transferor pharmacy for controlled substances.

(f) The pharmacist shall maintain both the original and transferred prescription as if they
were original prescriptions[-];

(g) A transferred prescription may be refilled, without limitation, up to the number of
remaining refills, as originally authorized, or up to one year from the date of original issue,
whichever shall occur first[-];

(h) The transfer of original prescription drug order information for controlled substances
listed in Schedule III, IV, or V shall conform to the requirements of 21 CFR 1306.26 and shall be
permissible between pharmacies on a one-time basis and shall not be further transferred[-];

(i) Two or more pharmacies may establish and use a common electronic file to maintain
required dispensing information. Pharmacies using such a common electronic file shall not be
required to physically transfer prescriptions or information for dispensing purposes between or
among pharmacies participating in the same common prescription file, except that any such
common file shall contain complete and adequate records of such prescription and the date and
location of each refill dispensed, and provisions shall be made to assure that the number of
authorized refills shall not be exceeded[-]; and

(j) New or on-hold prescription orders for prescription drugs may be transferred to another
pharmacy provided that a copy of the original prescription or electronic transmission is provided
to the pharmacy accepting the transfer. Transfer of controlled substance prescriptions shall be
done in accordance with current federal Drug Enforcement Administration (DEA) guidelines
located in 21 CFR 1306.25.

Repeal Ph 704.05, effective 8-5-15 (Document #10903), as follows:
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Readopt with amendment Ph 704.06 through Ph 704.09, effective 8-5-15 (Document #10903)
renumbering as Ph 703.04 through Ph 703.07, to read as follows:

Ph 703.04 Drug Product Selection.

(a) Unless instructed otherwise by the person receiving the drug pursuant to the prescription,
a pharmacist filling a prescription for a drug product prescribed by its trade or brand name may
select a therapeutically equivalent drug product with the same established name, active ingredient,
strength, quantity, and dosage form as the drug product identified in the prescription.

(b) Therapeutically equivalent drugs shall include only those drug products listed in
"Approved Prescription Drug Products with Therapeutic Equivalence Evaluations" Published by
the United States Department of Health and Human Services, according to RSA 146-B:2, I, or any
written notification or confirmation from the federal Food and Drug Administration (FDA) that a
drug product is a therapeutically equivalent drug product.

(c) The pharmacist shall not select an equivalent drug product:
(1) If the prescriber handwrites “medically necessary” on the written prescription;

(2) If when ordering a prescription orally, the prescriber specifies that the prescribed
drug is medically necessary; or

(3) Ifthe prescription is electronically transmitted, the prescriber includes a statement
on the face of the prescription indicating medically necessary.

(d) The pharmacist shall not select an equivalent drug product unless its price to the
purchaser or payor is less than the price of the prescribed drug product.

(e) Unless the prescriber instructs otherwise, the label for every drug product dispensed shall
include the product's trade or brand name, if any, or its established generic name and the name of
the manufacturer, packer or distributor, using abbreviations such as the National Drug Code (NDC)
number if necessary. In the interest of public health and safety, the pharmacist may, when
dispensing a generic drug, include the brand name on the prescription label following the generic
name. The brand name, however, shall be preceded or followed with the word "sub", indicating
substituted for, or "I.C.", indicating interchanged for or “generic for”.

(f) A pharmacist shall adapt drugs:
(1) By changing the quantity of medication prescribed if:

a. The prescribed quantity or package size is not commercially available;
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b. The change in quantity is related to a change in dosage form, strength, or
therapeutic interchange;

c. The change is intended to dispense up to the total amount authorized by the
prescriber including refills; or

d. The change extends a maintenance drug for the limited quantity necessary to
coordinate a patient’s refills in a medication synchronization program;

(2) By changing dosage form of the prescription if it is in the best interest of patient
care, so long as the prescriber’s directions are also modified to equate to an equivalent
amount of drug dispensed as prescribed;

(3) By completing missing information on a prescription if there is evidence to support
the change; and

(4) The adaptation is documented in the patient’s record.
(g) A pharmacist may perform therapeutic substitutions if:

(1) The pharmacist filling a prescription for a specific drug substitutes a drug in the
same therapeutic class, the patient agrees to the substitution, and the substitution is
made to replace a drug that is on back order ensures formulary compliance with the
patient’s health insurance plan or in the case of an uninsured patient to the lower cost
drug while maintaining safety; or

(2) The pharmacist is used by a long-term-care facility and the therapeutic interchange
or a therapeutically equivalent selection for a patient, during the patient’s stay at the
facility, has been approved for the patient in accordance with written guidelines and
procedures developed by the facility that in conjunction with the pharmacist and is
current and readily available to the pharmacist at the pharmacy.

Ph 703.05 Return of Drugs and Devices.

(a) Except as provided in (b) below, no drug, prescription, device, sickroom supply, or item
of personal hygiene which has left control of the pharmacist or pharmacy and is returned to the
pharmacy shall be resold or re-dispensed after such item has been taken from the premises by the

patient or the patient’s representative[;subjeet-to-the-pharmaetst's-professional judgement].

(b) Exceptions to (a) above shall include:
(1) Orthopedic appliances;
(2) Crutches;

(3) Canes;
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(4) Wheelchairs;

(5) Hospital beds;

(6) Bed rails;

(7) Trapezes;

(8) Other durable equipment that can be properly sanitized; and

(9) Medications dispensed in unit-dose packaging to institutionalized patients.

Ph 703.06 Prescription Pick-up and Delivery.

(a) No person licensed under the provisions of RSA 318, shall enter into or participate in
any arrangement or agreement whereby prescriptions may be left at, picked up from, accepted by,
or delivered to any store, shop or location not licensed as a pharmacy, except as outlined in Ph
703.06(Db).

(b) Identification requirements for schedule medication drop off and pick up, excluding
delivered prescriptions, shall include receipt of a photo identification (ID), at the time the
prescription is picked up, for all schedule II medications, and the receipt of the photo ID [is] shall
be documented in the patients record.

(c) Mail order pharmacies dispensing new schedule I medications to the patient shall comply
with the requirements set forth in Ph 704.03 patient counseling.

(d) This section shall not prohibit a licensee from picking up prescriptions or delivering
prescribed medications at any location requested by the patient, by means of mail, an employee, a
currier, or by use of a common carrier. A pharmacy that delivers prescription orders by one or
more alternate methods shall have policies and procedures to ensure patient confidentiality,
prescription order accountability, and proper storage of prescription orders during transportation.

(e) In situations where it is in the best interest of the patient due to behavioral health issues
or homelessness a licensee may deliver the prescriptions to an authorized party for distribution to
the patient.

(f) Drugs with special handling or storage requirements that will be administered by the
practitioner, such as but not limited to radio pharmaceuticals or frozen immunizations, may be
delivered directly to the practitioner’s office

(g) A signature, or electronic signature, log must be maintained by the pharmacy. A signature
or electronic signature is not required to be obtained for delivered prescriptions.
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Ph 703.07 Dispensing Adulterated or Misbranded Drugs. A pharmacist shall not dispense
or sell to the public any drug which is adulterated, misbranded, or has been previously sold and
returned to stock. After notice and opportunity for a hearing, a pharmacist who is found by the
board to have knowingly dispensed or otherwise sold for consumption an adulterated, misbranded
drug, or previously sold drug, shall be subject to disciplinary action according to RSA 318:29.

Repeal Ph 704.10 through Ph 704.13, effective 8-5-15 (Document #10903), as follows:
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Unclear/Legis. Intent. Ph
703.01 above requires the
regulated pharmacy to
develop policies and
procedures for breaks;
however, RSA 318:5-a, XIV
requires the Board to adopt
rules relative to the policy
and procedures for when the
pharmacist is temporarily
away from the facility. Also,
RSA 318:5-a, XI-a requires
rules for the supervision of
pharmacy interns by the
pharmacist. It is unclear
whether there are rules for
intern supervision
elsewhere.
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2-years:]

Readopt with amendment and renumber Ph 704.14, effective 8-5-15 (Document #10903), as
Ph 703.08 to read as follows:

Ph 703.08 Prescription Refill Limitations.

(a) Prescriptions bearing "PRN", "Ad lib", or other similar prescription refill designation
permitting the pharmacist to refill the prescription as needed by the patient, shall be refilled only
in keeping with the number of doses ordered and according to the directions for use, and in no
instance shall such prescription be refilled beyond one year from the date of issue. If additional
medication is needed thereafter, the original prescription shall be voided and a new prescription
obtained.

(b) No prescription containing either specific or "PRN" refill authorization shall be refilled
when the pharmacist has knowledge that the prescribing practitioner ceases to practice due to:

(1) License suspension or revocation;
(2) No longer maintaining a valid license;

(3) Prescribing limitations placed on a practitioner's license by any state or federal
licensing agency which impact on certain previously refillable prescriptions; or

(4) Death.

(c¢) Notwithstanding (a) and (b) above, the pharmacist may dispense an additional refill
supply according to the provisions of Ph 703.09.

Readopt with amendment and renumber Ph 704.15, effective 8-5-15 (Document #10903), as
amended effective 3-20-20 (Document #13007, Emergency) and expired 9-16-20, and as
amended effective 5-20-20 (Document #13016, Emergency) and expired 11-16-20, as Ph
703.09 to read as follows:

Ph 703.09 Prescription Refill - Interim Supply. A pharmacist may refill a prescription drug
order, including controlled substances listed in Schedules III, IV, and V, without the authorization
of the prescribing practitioner, provided that:

(a) A failure to refill the prescription might result in an interruption of a therapeutic regimen
or create patient suffering;
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(b) The pharmacist is unable to contact the practitioner due to:

(1) A natural or man-made disaster has occurred which prohibits the pharmacist from
being able to contact the practitioner; or

(2) The practitioner’s office being closed without a practitioner on call;

(c) Itisnecessary to synchronize the patient’s medications as referenced in RSA 415:27 and
RSA 420-J:19;

(d) The quantity of prescription drug dispensed does not exceed a 90 days supply for
maintenance medications, unless federal law states otherwise, excluding filling prescriptions for
controlled substances listed in Schedule III, which [must] shall comply with NH RSA 318-B:9,
1V;

(e) The pharmacist informs the patient or the patient's agent at the time of dispensing that
the interim supply shall be final and that authorization by the practitioner shall be required for
future refills;

(f) The pharmacist shall inform the prescribing practitioner of the limited emergency
supply, provided to the patient, at the earliest reasonable time; and

(g) The pharmacist exercises professional judgement in refilling the prescription drug order.

Readopt and renumber Ph 704.16, effective 8-5-15 (Document #10903), as Ph 703.10 to read
as follows:

Ph 703.10 Acts Prohibited. Splitting fees, making rebates, or sharing money received for
pharmaceutical services, or the donation of or the use of equipment with other health practitioners
or with health institutions providing patient care shall be deemed by the board to be contrary to
the best interests of the patient, and shall therefore be prohibited.

Repeal Ph 705, effective 8-5-15 (Document #10903), as follows:

[PARFPRFO5-—STFORAGEOFDBRUGS
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Readopt with amendment and renumber Ph 706, effective 8-5-15 (Document #10903), as Ph
704 to read as follows:

PART Ph 704 PHARMACEUTICAL CARE STANDARDS

Ph 704.01 Patient Records.

(a) A patient record system shall be maintained by all pharmacies for patients for whom
prescriptions are dispensed. The patient record system shall provide for the immediate retrieval
of information necessary for the dispensing pharmacist to identify previously dispensed drugs at
the time a prescription is presented for dispensing.
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(b) A reasonable effort shall be made to obtain, record, and maintain the following
information:

(1) The full name of the patient for whom the drug is intended;
(2) The address and telephone number of the patient;

(3) The patient's date of birth;

(4) The patient's gender;

(5) A list of all prescription drug orders;

(6) Documentation relevant to the individual's drug therapy, including any other
information peculiar to the specific patient or drug.

(¢) The pharmacist or support personnel shall make a reasonable effort to obtain from the
patient or the patient's agent, and record, any known:

(1) Allergies;
(2) Drug reactions; and

(3) Usage of other drugs, including over-the-counter drugs, currently being used by
the patient.

Ph 704.02 Prospective Drug Review.

(a) A pharmacist shall review the patient record and each prescription presented for
dispensing for purposes of identifying:

(1) Over-utilization or under-utilization;

(2) Therapeutic duplication;

(3) Drug-disease contraindication;

(4) Drug-drug interactions;

(5) Incorrect drug dosage or duration of drug treatment;
(6) Drug-allergy interactions; and

(7) Clinical abuse or misuse.
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(b) Upon recognizing any of the above, the pharmacist shall take appropriate steps to avoid
or resolve the problem which might include consultation with the prescriber.

Ph 704.03 Patient Counseling.

(a) Patient counseling shall be appropriate based on the pharmacist’s professional and
clinical judgement according to current standards of practice.

(b) A pharmacist shall not be required to counsel a patient or agent when the patient or agent
refuses such consultation. However, failure to document the patient's refusal of counseling shall
imply that counseling was provided.

Readopt and renumber Ph 707.01 and Ph 707.02, effective 8-5-15 (Document #10903), as Ph
705.01 and Ph 705.02 to read as follows:
PART Ph 705 DISPOSAL AND DESTRUCTION OF CONTROLLED DRUGS

Ph 705.01 Controlled Drug Destruction. Any person authorized to possess controlled drugs

and desiring to dispose of such drugs may request destruction of the drugs by the board or request
an authorization from the board to destroy such drugs.

Ph 705.02 Request for Destruction.

(a) A request to destroy controlled drugs shall be in writing and signed by a duly authorized
person as defined in (b) below. The itemized written request shall be conveyed to the board office
and the destruction process shall not proceed until the authorization is received by the person who
made the request.

(b) Personnel authorized to sign a request for controlled drug destruction shall include:

(1) Pharmacist-in-charge, as defined in RSA 318:1, X, practitioners or their designated
agents;

(2) Administrators of health care institutions or their designated agent or agents;
(3) Agents of the superior court;

(4) County attorneys;

(5) Director, New Hampshire state police;

(6) Chiefs of local police departments; and

(7) Director, New Hampshire division of public health services or his or her designated
agent(s).
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(c) The written request shall not be required when a consultant pharmacist, acting as an agent
of the pharmacy board, destroys controlled drugs in a licensed long-term care or specialized care
facility.

Readopt and renumber Ph 707.03 and Ph 707.04, effective 8-5-15 (Document #10903, as
amended effective 4-7-20 (Document #13016, Emergency) and expired 10-4-20, as Ph 705.03
and Ph 705.04 to read as follows:

Ph 705.03 Board Authorized Controlled Drug Destruction.

(a) A consultant pharmacist to a nursing home, group home, or assisted living facility shall
be designated an agent of the pharmacy board for the sole purpose of destroying controlled drugs
at the licensed home or homes for which he or she serves as consultant by filing a written request
at the board office, identified in Ph 103.03. The written request shall be on the facility’s letterhead,
shall identify the pharmacist as the home's consultant pharmacist, and shall be signed by both the
administrator of the facility and the consultant pharmacist.

(b) Once authorization is obtained: Edit. Use upper case.

(1) A record of the olled drugs destroyed shall be made on [ferm#Ph-558(revised
7R2015)] the “consultant’s Record of Drugs Destroved” revised 5/2022 and

obtained at the board office, identified in Ph 103.03; and

(2) Copies of form [#Ph-558(revised-72015)] the “Consultant’s Record of Drugs
Destroyed” shall be distributed as follows:

a. The original shall be sent to the board office;

b. A copy shall be maintained on the premises where the destruction occurred for
a period of 4 years; and

c. A copy shall be retained by the consultant pharmacist or agent making the
destruction.

Ph 705.04 Controlled Drug Destruction by the Board of Pharmacy.

(a) The destruction of controlled drugs by the board shall occur on the premises of the
practitioner, institution, or agency requesting the destruction. Destruction shall be carried out by
any person so designated as the authorized agent of the board provided that such agent as well as
the person requesting destruction or his or her designee are present during the entire destruction
process.

(b) Witnesses may include:
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(1) The practitioner or practitioner’s agent, including a pharmacist;

(2) The administrator or assistant administrator; and

(3) The director of nursing, nursing supervisor, or charge nurse.
Readopt and renumber Ph 707.05, effective 8-5-15 (Document #10903), as Ph 705.05 to read
as follows:

Ph 705.05 Record of Controlled Drug Destruction.

(a) A record of the drugs destroyed shall be made on federal form DEA-41, "Registrant's
Inventory of Drugs Surrendered" in accordance with 21 CFR 1307.21, 22. This form may be
obtained from the board office, identified in Ph 103.03, or from an office of the Drug Enforcement
Administration.

(b) The data recorded on form DEA-41 shall include at least the:
(1) Name, strength, and quantity of the drugs destroyed;
(2) Date, time, and place of destruction;
(3) Manner of destruction; and

(4) Signature and title of persons destroying and witnessing destruction of the
controlled drugs.

(c) Copies of the form required under federal law 21CFR, 317, shall be distributed as
follows:

(1) The original shall be maintained at the board office, identified in Ph 103.03; and

(2) A copy shall be retained on the premises of the practitioner, agency, court, or person
requesting the destruction.

(d) A copy of the record of those drugs destroyed shall be maintained on the premises where
the destruction occurred for a period of 2 years.

Readopt with amendment and renumber Ph 707.06, effective 8-5-15 (Document #10903, as
Ph 705.06 to read as follows:

Ph 705.06 Exemption. Nothing contained in part Ph 705 shall require the board to destroy
any drug if the board determines that to do so would impair law enforcement efforts or the health
or safety of any person.
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Repeal Ph 708 through Ph 710, effective 8-5-15 (Document #10903), and renumber Ph 710
as Ph 708 as follows:
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PART Ph 710 ADMINISTRATIVE FINES

Ph 710.01 Liability for Administrative Fines. Persons subject to the disciplinary authority
of the board and other persons subject to administrative fines or penalties under RSA 318:29, IV
shall, at the discretion of the board, after notice and an opportunity to be heard, be assessed fines
and/or penalties as authorized under RSA 318:29, IV.

Ph 710.02 Severity of Fine.

(a) The decision to impose a fine and the amount of such fine shall depend on:
(1) The severity of harm to the public posed by the violation(s);
(2) The number of concurrent and/or repeated violations; and

(3) The frequency of violations committed by the particular licensee, permit holder, or
other person.

(b) When no violation of the same type has occurred within the 5 years preceding the board's
notice to the respondent, the fine assessed shall not exceed $1,000 per violation upon the licensee
and/or $2,000 per violation upon the permit holder.

(c) When a single disciplinary infraction of the same type has occurred within the 5 years
preceding the board's notice to the licensee, the fine assessed shall not exceed $2,000 per violation
upon the licensee and/or $3,000 per violation upon the permit holder.

(d) When more than one disciplinary infraction of the same type has occurred within the 5
years preceding the board's notice to the licensee, the fine assessed shall not exceed $3,000 per
violation upon the licensee and/or $5,000 per violation upon the permit holder.
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(e) In the case of continuing violations, a separate fine shall be assessed for each day the
violation continues, but the total amount of the fine and the licensee's promptness and
cooperativeness in ceasing the prohibited conduct in question shall be considered in assessing the
daily fines.

(f) In all cases, the board shall consider:

(1) The nature of the offense;

(2) The purpose of the rule or statute violated,

(3) The licensee's state of mind at the time the offense occurred;

(4) The potential harm to the public health;

(5) The deterrent effect upon other practitioners;

(6) The licensee's willingness to cooperate with the board;

(7) The cost to the board of any formal disciplinary hearings which were necessary;

(8) The licensee's acknowledgment of his or her wrongdoing; and

(9) The nature of any other disciplinary sanctions imposed as a result of the offense in
question.
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APPENDIX

Rule

Specific State Statute the Rule Implements

Ph 701.02 and Ph 701.03

RSA 318:5-a,IV-a

Ph 702.01 — 702.04 (Repealed)

RSA 318:5-a, II, IV-a

Ph 702.01 (b)(3) (Repealed)

RSA 318:5-a, 11

Ph 702.05 (Repealed)

RSA 318:5-a, XIV

Ph 702.06 — 702.07 (Repealed)

RSA 318:5-a,IV-a

Ph 702.01 — 702.03 (Formerly Ph 703.01 — 703.03)

RSA 318:5-a, I, IV-a, IX

Ph 703.04 (Deleted)

RSA 318:5-a, I, IV-a, IX

Ph 702.04 (Formerly Ph 703.05)

RSA 318:5-a, 11, IV-a

Ph 703.06 (Deleted)

RSA 318:5-a,IV-a

Ph 703.01 (Formerly Ph 704.01)

RSA 318:5-a, XIV, IV-a

Ph 703.02

RSA 318:5-a, X1V, IV-a

Ph 704.02 and Ph 704.03 (Repealed)

RSA 318:5-a, I1, III, IV-a, XV

Ph 703.03 (Formerly Ph 704.04)

RSA 318:5-a, IL, III, IV-a, XV

Ph 704.05 (Repealed)

RSA 318:5-a, XIV, IV-a

Ph 703.04 (Formerly Ph 704.06)

RSA 318:5-a, IL, III, IV-a, XV

Ph 703.05 (Formerly Ph 704.07)

RSA 318:38,1; RSA 91-A

Ph 703.06 (Formerly Ph 704.08) RSA 318:47-¢
Ph 703.07 (Formerly Ph 704.09) RSA 318:47c
Ph 704.10 — Ph 704.13 (Repealed) RSA 318:47c
Ph 703.08 (Formerly Ph 704.14) RSA 318:52-a

Ph 703.09 (Formerly Ph 704.15)

RSA 318-B:9, L III, IV

Ph 703.10 (Formerly Ph 704.16)

RSA 318:29, V, (g)(h)

Ph 705.01 and Ph 705.02 (Repealed)

RSA 318:5-a, IV-a, RSA 318:38, 1

Ph 705.03 (a) — (d) (Repealed)

RSA 318:38,1

Ph 704 (Formerly 706)

RSA 318:5-a,1V-a

Ph 705.01 (Formerly Ph 707.01)

RSA 318:5-a,1V-a

Ph 705.02 (Formerly Ph 707.02)

RSA 318:5-a,, I, 11, IV-a

Ph 705.02(a) (Formerly Ph 707.02 (a))

RSA 318:5-a, III, IV-a

Ph 705.02(b)(1) (Formerly Ph 707.02 (b)(1))

RSA 318:5-a, II

Ph 705.02 (b)(7) (Formerly Ph 707.02 (b) (7))

RSA 318:5-a, I1I

Ph 705.03 (Formerly Ph 707.03)

RSA 318:5-a,1V-a

Ph 705.04 (Formerly Ph 707.04)

RSA 318-B:17-a, RSA 318:5-a, IV-a

Ph 705.05 and Ph 705.06 (Formerly Ph 707.05 and
Ph 707.06)

RSA 318:5-a,IV-a

Ph 708.01 (Repealed)

RSA 318:5-a, I, IV-a, IX

Ph 708.02 (Repealed)

RSA 318:47

Ph 708.03 (Repealed)

RSA 318-B:9, 11

Ph 709.01 (Repealed)

RSA 318:5-a, IV-a and XV

Ph 709.02 (Repealed)

RSA 318:5-a,1V-a

Ph 709.03 — 709.06 (Repealed)

RSA 318:5-a, IV-a, and XII

Ph 709.05 (Repealed)

RSA 318:5-a, IV-a; RSA 318:42

Ph 709.07 - 709.09 (Repealed)

RSA 318:5-a,IV-a

Ph 710.01 and Ph 710.02 (Repealed)

RSA 318:5-a, IV-a, VII; RSA 318:29, IV
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