APPENDIX II-G

COVER SHEET FOR FINAL PROPOSAL

Notice Number 2021-122 Rule Number Ph 903.01
1. Agency Name & Address: 2. RSA Authority: RSA 318:5-a, XII & XIII
N.H. Pharmacy Board 3. Federal Authority: n/a
c/o Office of Professional 4. Type of Action:
Licensure & Certification ] Adopt
25;5;:-;%1;;83301 [[] Amendment (only if Initial

Proposal was filed before 9/27/20.)
[ ] Repeal

[] Readoption

X Readoption w/amendment

5. Short Title: Application to Operate a Non-Resident Mail-Order Pharmacy

6. Contact person for copies and questions:

Name:
Address:

Tina M. Kelley Title: Program Specialist IV
Office of Professional ) _

Licensure and Certification Phone #: (603) 271-5247

7 Eagle Square

Concord, NH 03301

7. The rulemaking notice appeared in the Rulemaking Register on November 24, 2021.

SEE THE INSTRUCTIONS--PLEASE SUBMIT ONE COPY OF THIS COVER SHEET

AND ONE COPY OF THE FOLLOWING:
(optional to number correspondingly)

8. The "Final Proposal-Fixed Text," including the cross-reference table required by RSA 541-A:3-a, Il as an

appendix.

9. Yes [ ] NA X

10. Yes X N/A []

11.Yes [ ] NVA [X

Incorporation by Reference Statement(s) because this rule incorporates a document or
Internet content by reference for which an Incorporation by Reference Statement is
required pursuant to RSA 541-A:12, III.

The "Final Proposal-Annotated Text," indicating how the proposed rule was changed
because the text of the rule changed from the Initial Proposal pursuant to RSA 541-
A:12, TI(d).

The amended fiscal impact statement because the change to the text of the Initial
Proposal affects the original fiscal impact statement (FIS) pursuant to RSA 541-A:5, VL.
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Notice Number 2021-122 Rule Number Ph 903.01

1. Agency Name & Address: 2. RSA Authority: RSA 318:5-a, XII & XIII,
N.H. Pharmacy Board 3. Federal Autl.lority: n/a
c/o Office of Professional 4. Type of Action:
Licensure & Certification Adoption
7 Eagle Square Repeal
Concord, NH 03301 .
Readoption
Readoption w/amendment X

5. Short Title: Application to Operate a Non-Resident Mail-Order Pharmacy

6. (a)

6. (b)

6. (c)

Summary of what the rule says and of any proposed amendments:

Ph 903.01 describes the application for registration of a non-resident mail-order pharmacy and
is being readopted with amendment. The existing requirement in Ph 903.01(c)(10) is for the
applicant to include with the application an un-redacted copy of the most recent United States
Food and Drug Administration inspection and 4802 observation(s). Ph 903.01(¢)(10) is being
amended to also require a copy of the Board-approved inspection report as described in Ph
906.03(c) and (d)(1) from the applicant’s home state.

Brief description of the groups affected:

The groups affected would be those individuals wishing to apply for a registration to operate a
non-resident mail-order pharmacy.

Specific section or sections of state statute or federal statute or regulation which the rule is intended to
implement:

Rule Specific State Statute the Rule Implements

Ph 903.01 RSA 318:5-a, XII & XIII, RSA 318:37; RSA 318:38

7. Contact person for copies and questions including requests to accommodate persons with disabilities:

Name: Tina M. Kelley Title: Program Specialist IV

Address:  Office of Professional

Phone #:  (603) 271-5247

Licensure and Certification Fax#: (603) 271-0597

7 Eagle Square . 3
Concord, NH 03301 E-mail: OPLC-Rules@oplc.nh.gov

TTY/TDD Access: Relay NH 1-800-735-2964 or
dial 711 (in NH)

8. Deadline for submission of materials in writing or, if practicable for the agency, in the electronic format
specified: Monday, January 31, 2022 at 4:00 pm

[ ] Fax X] E-mail [] Other format (specify):




9. Public hearing scheduled for:

Date and Time: Wed., January 19, 2022 at 9:00 a.m.

Office of Professional Licensure and Certification

Place: 7 Eagle Square, Concord NH 03301

10. Fiscal Impact Statement (Prepared by Legislative Budget Assistant)

FIS # 21:124 , dated 11-9-2021

1. Comparison of the costs of the proposed rule(s) to the existing rule(s):
There is no difference in cost when comparing the proposed rules to the existing rules.

2. Cite the Federal mandate. Identify the impact on state funds:
No federal mandate, no impact on state funds.

3. Cost and benefits of the proposed rule(s):
A. To State general or State special funds:
None.
B. To State citizens and political subdivisions:
None.
C. To independently owned businesses:
None.

11. Statement Relative to Part I, Article 28-a of the N.H. Constitution:

This rule does not violate Part I, Article 28-a of the New Hampshire Constitution. This rule does
not mandate or assign this program or responsibility to any political subdivision in any way.



Noteto JLCAR . Seethe
commenton page5

regardingfee authority Final Proposal Fixed Text —2/16/2022 — 1
andtheFIS.

Readopt with amendments Ph 903.01, effective 7-30-21 (Document #13244), to read as
follows:

Ph 903.01 Application.

(a) No person shall conduct or operate a mail-order pharmacy located outside of this state
by delivering in any manner prescription drugs or prescription devices into this state unless such
pharmacy is registered in New Hampshire and a permit has been issued by the board.

(b) Application form MO-1, “Non-Resident/Mail-Order Pharmacy Application for Permit”
revised 3/2022 may be obtained from and shall be filed at the office of the board, identified in Ph
103.03.

(c) Applicants for registration as a mail-order pharmacy shall complete and submit form
MO-1 or its electronic equivalent that contains the following information:

(1) Name, address, telephone number, email address, and [}]internet address, if
applicable, of the pharmacy;

(2) The names, addresses and titles of all principal corporate officers, if incorporated

Unclear. The requirements and if unincorporated, partners or owners of the pharmacy;

of (3) and (4), and the FEIN
number required by (6) do
not appear on the form. processing 0

email address, and phone number of the person responsible for the
plication and any subsequent renewal applications;

(4) Name, email address, and phone number of the person who is responsible for the
actions of the permit;

(5) If a corporation, a certificate of incorporation from the state in which incorporated;

(6) If a limited liability company, partnership, or sole proprietorship, a tax ID number
or FEIN number;

(7) The name, phone number, email address, and home-state pharmacist license
number of the pharmacist-in-charge of the location listed in (1) above;

(8) A copy of the pharmacy’s home state permit;

(9) A copy of the most recent inspection report conducted by the state in which the
pharmacy is located within the past 18 months;

(10) An un-redacted copy of the most recent United States Food and Drug
Administration inspection and 483 observation(s) and board approved inspections as
defined in Ph 906.03(c) and (d)(1) from the applicant’s home state;

(11) A copy of the un-redacted inspection and observation response, if applicable;
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Unclear. The attestations of
(12) & (13) are not on the
form.

Final Proposal Fixed Text —2/16/2022 — 2

(12) If the pharmacy is exempt from registering with the PDMP, complete the
following attestation:

“I attest, that the above-named pharmacy, for which I am the Pharmacist In Charge, is
exempt from registering and reporting to the New Hampshire Prescription Drug
Monitoring Program per NH RSA 318-B:33:

o The Pharmacy does not have a Drug Enforcement Administration (DEA)
Registration at all and does not do any business (dispensing, distributing, and/or
shipping related to any Federally Scheduled Controlled Substances in either the
pharmacy’s home-state or any other U.S. State; or

o The pharmacy only has a Drug Enforcement Administration (DEA) registration for
schedule V Controlled Substances and does not do any business with Schedule II-1V
Controlled Substances (dispensing, distributing, and/or shipping) in either the
pharmacy’s home-state or any other U.S. state — if selecting this box, you Must attach
a copy of the pharmacy’s current DEA registration.

By signing below I understand and affirm, that should the above-named pharmacy
obtain a DEA registration for schedule II-IV and/or aspire to begin
distributing/dispensing controlled substances in these schedules (either in its home-
state or any other state), that I, and this pharmacy, will immediately notify the New
Hampshire Board of Pharmacy and properly submit the required application as defined
in Ph 904, and register with the NH Prescription Drug Monitoring Program as required
by NH RSA 318-B:33”; and

(13) The signature of the pharmacist-in-charge and date below the following
attestation:

“I attest that I have read the NH Laws; RSA 318 and RSA 318-B and Administrative
Rules for the profession that I have applied for on this renewal. I attest to reading Ph
904.01; which states in part, 'the Board must be notified within 30 days of any changes
to any information from the original application'. I attest that I have answered all
questions truthfully, accurately and I hereby attest that if any information on this
application was submitted falsely or is misleading or a misrepresentation of the facts, |
understand that such an act shall constitute cause for potential denial, revocation, or
disciplinary actions of the registration that I am applying for. I understand that the
pharmacy permit is issued in the name of the corporation or owner of the pharmacy and
that a duly designated pharmacist in charge, as designated on this application, has
accepted responsibility for the safe, effective operation of the pharmacy. My signature;
ink or electronic; constitutes my acknowledgement of the responsibilities of both the
pharmacist in charge and the corporation/owner/permit holder regarding the safe
operation of the pharmacy.”

(d) Documents required for an initial application shall include:
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(1) A copy of the home state permit;
(2) A copy of a prescription label, containing the name, address, and phone number of
the pharmacy, that would be used on finished prescription products mailed to NH

residents;

(3) A copy of the inspection report of the facility, created in the last 18 months, from
one of the entities listed in Ph 906.03(d)(1);

(4) A list of all the corporate officers, owners, title, and organization chart;

(5) A sample copy of a printed patient medication profile that shall include the
following information:

a. Name and address of the patient;

b. Name, address and DEA registration number of the prescriber;
c. Name, strength, and quantity of drug dispensed;

d. Assigned prescription number;

e. Date of original filling; and

f. Date of refill(s);

(6) Pictures of the following locations at the facility: unclear. The form has
slightly different
requirements.

a. Outside entrance and signage;

b. The office setting;

c. The area of the facility where the refrigeration for medications is located;

Unclear. This requirement d. The storage room for all medications, including the actual container storing
doesn't appear to be on the the medication; and
form.

e. The hot-and-cold water setup for the medications;

A copy of the certificate of the alarm system is in place, or other proof the facility
1s alarmed;

(8) Scaled drawing of the facility and drug storage area;

(9) Copies of the following documents:
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a. A copy of an inspection report, created within the last 18 months, which

documents compliance with the board rules regarding sterile and non-sterile

compounding in compliance with the United States Pharmacopeia Chapter 797
nd Chapter 795 pursuant to RSA 318:14-a performed by:

\
. Your home state’s board of pharmacy;

Unclear. Theattestation
is notontheform.

2. The National Association of Boards of Pharmacy (NABP); or

3. New Hampshire board of pharmacy approved third party entity;

b. The below attestation, signed by the pharmacist-in-charge:

“[1 Sterile Compounded Drugs (Patient-Specific Only) * If shipping Sterile
Compounded Products to NH Residents, you must attach items 1-5; additionally,
by signing this application you acknowledge that the pharmacy has item #6 on
hand and available upon request:

1. Any and all GAP analysis reports related to the pharmacy done within
the last 12 months;

2. Any and all certification documents on compounding equipment done
within the last 6 months;

3. An inventory listing of any and all products shipped into the State of New
Hampshire within the last 6 months, including product, quantity, location
of shipment, and date of shipment;

4. Any Department of Health and Human Services, Food and Drug
Administration Inspection Reports (Form FDA 483) issued within the last
12 months and any responses submitted to these agencies by the pharmacy;

5. Any state inspection reports issued within the last 18 months and any
responses submitted to these agencies regarding the inspection reports by
the pharmacy; and

6. The pharmacy’s policies and procedures on sterile compounding. (Do
not attach — but must be available upon request);”

c. A hood certification inspection report completed under dynamic conditions,
not at rest, within the last 6 months;

d. A current environmental monitoring report, dated within the last 6 months,
which includes:
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1. Viable air and surface sampling; and
2. HEPA filter performance testing;

e. If the facility does not have a clean report, submit the following as well:
1. CAPA Report;
2. Identify the issue and explain in writing to the board;
3. A detailed report of what the corrective action plan is; and

4. A statement explaining if this is detailed in the facility’s SOPs or
P&P Manual; and

(10) The fee as specified in Plc 1000.
(e) Failure to comply with any of the provisions of Ph 903 shall result in denial of a permit.

(f) Initial applications shall remain open and active for 60 days upon receipt of a
completed application. An application is considered completed when all documentation required
by the rules, application, any|other supporting documentation to show proof the company is
compliant with board rules, and the fee, are received by the board. If the application and all
supporting documentation ar¢ not completed by the applicant within 60 days, the application will
turn to an inactive status and|the applicant will have to begin the process from the beginning.

(g) Any person or pharmacy whose pharmacy business model fits the definition of a mail-
order pharmacy and delivefs prescription drugs or prescription devices to New Hampshire
residents from more than ong out-of-state pharmacy shall register each such pharmacy separately.

(h) Pharmacists providing “telepharmacy services” to New Hampshire residents shall be
licensed with the board unlegs performing these actions on behalf of a pharmacy licensed or
otherwise registered by the hoard.

Authority/Legis. Intent/Potentially inadequate FIS. Pursuant RSA 310-A:1-¢, I. (a) the Executive Director of the

OPLC has authority to assess licensing, certification, renewal fees, and any necessary administrative fees associated
with licensing or certifications. RSA 310-A:1-e, | requires the OPLC to set its fees at a rate that would provide for 125%

of its operating costs.

Here the cited rule, Plc 1000, does not contain an application fee for pharmacy applicants, and while the OPLC
recently adopted Plc 1000, Document #13336, it does not contain an application fee specific to the Board of
Pharmacy; it contains a health program fee of $20 for applications which is significantly less than the $2,000 dollar
application fee noted on the form. See the attachments. It appears that the form itself establishes the fee, not Plc

1000 as the rule indicates.

The fiscal impact statement to this proposal indicates that there is no cost or benefit to the citizens of the state, and
does not indicate that the fee needs to be established, or whether there was a change to the fee.
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APPENDIX

Rule Specific State Statute the Rule Implements

Ph 903.01 RSA 318:5-a, XII & XIII, RSA 318:37; RSA 318:38
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