8§ 6808-b. Registration of nonresident establishments. 1. Definition.
The term "nonresi dent establishnment” shall nmean any pharmacy | ocat ed
outside of the state that participates in shared pharmacy services for
regi stered pharnaci es and/or patients residing in this state or
phar macy, manufacturer, whol esaler, or outsourcing facility |ocated
outside of the state that ships, mails or delivers prescription drugs or
devices to other establishnments, authorized prescribers and/or patients
residing in this state. Such establishnments shall include, but not be
limted to, pharmacies that transact business through the use of the
i nternet.

2. Registration. Al nonresident establishnments that participate in
shared pharmacy services for registered pharmaci es and/or patients
residing in this state or that ship, mail, or deliver prescription drugs
and/ or devices to other registered establishnments, authorized
prescribers, and/or patients into this state shall be registered with
t he departnent; except that such registration shall not apply to
i ntra-conpany transfers between any division, affiliate, subsidiaries,
parent or other entities under conplete common ownership and control.
The provisions of this subdivision shall apply solely to nonresident
establishments and shall not affect any other provision of this article.

3. Agent of record. Each nonresident establishnment that participates
i n shared pharmacy services or ships, mails or delivers drugs and/ or
devices into this state shall designate a resident agent in this state
for service of process pursuant to rule three hundred ei ghteen of the
civil practice law and rul es.

4. Conditions of registration. As a condition of registration, a
nonr esi dent establishnment shall conply with the follow ng requirenents:

a. Be licensed and/or registered and in good standing with the state
of residence;

b. Maintain, in readily retrievable form records of drugs and/or
devi ces shipped into this state;



c. Supply, upon request, all information needed by the departnent to
carry out the departnment's responsibilities under the laws and rul es and
regul ati ons pertaining to nonresi dent establishnents;

d. Conply with all statutory and regulatory requirenents of the state
where the nonresident establishnent is |ocated, for prescription drugs
or devices shipped, mailed or delivered into this state, except that for
control |l ed substances shipped, nmailed or delivered into this state, the
nonr esi dent pharmacy shall follow federal | aw and New York | aw rel ati ng
to controll ed substances;

e. The application shall be made in the manner and form prescri bed by
t he departnent;

f. The application of establishnments to be registered as a
manuf act urer, whol esal er or outsourcing facility of drugs and/or devices
shal | be acconpanied by a fee as provided in section sixty-eight hundred
eight of this article; and

g. The application of establishments to be registered as a nonresi dent
pharmacy shall be acconpanied by a fee of three hundred forty-five
dollars and shall be renewed triennially at a fee of two hundred sixty
dol | ars.

5. Additional requirenents. Nonresident pharmacies registered pursuant
to this section shall

a. Provide a toll-free tel ephone nunber that is available during
nor mal busi ness hours and at |east forty hours per week, to enable
comuni cati on between a patient in this state and a pharnacist at the
phar macy who has access to the patient's records; and

b. Place such toll-free tel ephone nunber on a | abel affixed to each
drug or device contai ner.

6. Disciplinary action. Except in emergencies that constitute an
i mmedi ate threat to public health, the departnment shall not prosecute a



conplaint or otherw se take formal action against a nonresident
establ i shment based upon delivery of a drug into this state or a
violation of law, rule, or regulation of this state if the agency having
jurisdiction in the state where the nonresident establishnent is based
comences action on the violation conplained of within one hundred
twenty days fromthe date that the violation was reported; provided
however, that the departnent may prosecute a conplaint or take fornal
action agai nst a nonresident establishnment if it determi nes that the
agency having jurisdiction in the state where the nonresident
establishment is based has unreasonably del ayed or otherwise failed to
take pronpt and appropriate action on a reported violation.

7. Revocation or suspension. A nonresident establishnment that fails to
conply with the requirenents of this section shall be subject to
revocati on or suspension of its registration and other applicable
penalties in accordance with the provisions of article one hundred
thirty of this chapter

8. Exception. The departnment nmay grant an exception fromthe
regi stration requirenents of this section on the application of a
nonr esi dent establishnment that restricts its sale or dispensing of drugs
and/ or devices to residents of this state to isolated transacti ons.

9. Rules and regul ations. The departnent shall pronulgate rules and
regul ations to inplenent the provisions of this section.



