PROPOSED REGULATION OF THE
STATE BOARD OF PHARMACY
L CB File No. R122-07

September 19, 2007

EXPLANATION — Matter in italicsis new; matter in brackets [emitted-material] is material to be omitted.

AUTHORITY': 881-16, NRS 639.070 and 639.570 (81 of A.B. 128, Chapter 409, Statutes of
Nevada 2007, at page 1791).

A REGULATION relating to pharmacy; establishing the time of submission and the form of
certain information that is required by statute to be submitted to the State Board of
Pharmacy by wholesalers and manufacturers who employ a person to sell or market a
drug, medicine, chemical device or appliance in this State; adopting certain
publications by reference; and providing other matters properly relating thereto.

Section 1. Chapter 639 of NAC is hereby amended by adding thereto the provisions set
forth as sections 2 to 13, inclusive, of this regulation.

Sec. 2. Asusedin NAC 639.610 and 639.615 and sections 11, 12 and 13 of this
regulation, unless the context otherwise requires, the term “ manufacturer” hasthe meaning
ascribed to it in NRS 639.009.

Sec. 3. TheBoard hereby adopts by reference:

1. The Code on Interactions with Healthcare Professionals developed by the

Pharmaceutical Research and Manufacturers of America. A copy of this publication may be
obtained, free of charge, from the Pharmaceutical Research and Manufacturers of America at
the Internet address

http://www.phrma.org/code on interactions with healthcare professionals.
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2. The Code of Ethics on Interactions with Health Care Professionals adopted by the

Advanced Medical Technology Association. A copy of this publication may be obtained, free of
charge, from the Advanced Medical Technology Association at the Internet address

http: //www.advamed.or /M ember Portal/About/code.

Sec. 4. TheBoard will periodically review:

1. TheCodeon Interactions with Healthcare Professionals, as adopted by referencein

subsection 1 of section 3 of thisregulation; and

2. The Code of Ethics on Interactions with Health Care Professionals, as adopted by

reference in subsection 2 of section 3 of thisregulation,

@ and determine within 30 days after the review whether any change made to a publication
listed in subsection 1 or 2, is appropriate for application in this State. |f the Board does not
disapprove a change to an adopted publication within 30 days after the review, the changeis
deemed to be approved by the Board.

Sec. 5. 1. Except asotherwise provided in subsection 2, on or before June 1 of each
year, a wholesaler who employs a person to sell or market a drug, medicine, chemical, device
or appliancein this State shall submit to the Board, the information required pursuant to
subsection 2 of NRS 639.570 (section 1 of A.B. 128, Chapter 409, Statutes of Nevada 2007, at
page 1791).

2. If awholesaler described in subsection 1 uses, without modification, the Code on

| nteractions with Healthcare Professionals, as adopted by referencein section 3 of this

regulation, as its marketing code of conduct, the wholesaler may indicate this on its submittal
in lieu of submitting a copy of its marketing code of conduct.

3. |f awholesaler described in subsection 1;
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(a) Developsits own marketing code of conduct; or

(b) Usesa modified version of the Code on | nteractions with Healthcare Professionals, as

adopted by reference in section 3 of thisregulation, asits marketing code of conduct,
@ the staff of the Board shall review the marketing code of conduct to ensure that it addresses
the subjectslisted in subsection 4.

4. A marketing code of conduct submitted pursuant to this section and subsection 2 of
NRS 639.570 (section 1 of A.B. 128, Chapter 409, Statutes of Nevada 2007, at page 1791),
must address the following subjects:

(&) The basis of interactions;

(b) Informational presentations by or on behalf of a wholesaler;

(c) Third-party educational or professional meetings,

(d) The use of consultants;

(e) Speaker training meetings;

(f) Scholarships and educational funds;

(g) Educational and practice-related items;

(h) Independence of decision making; and

(i) Adherence to the marketing code of conduct.

5. If the staff of the Board determines that a marketing code of conduct submitted by a
wholesaler described in subsection 1 does not address each of the subjects set forth in
subsection 4, the marketing code of conduct shall be deemed incomplete and noncompliant
with the provisions of this section and subsection 2 of NRS 639.570 (section 1 of A.B. 128,

Chapter 409, Statutes of Nevada 2007, at page 1791).
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Sec. 6. 1. If awholesaler has submitted to the Board the information required pursuant
to section 5 of thisregulation at least once, the wholesaler may subsequently submit to the
Board, on a form provided by the Board, the information that has remained the same and the
information that has changed from the date of the previous submission, in lieu of submitting
the information required annually pursuant to section 5 of this regulation.

2. Thesubmission of information to the Board pursuant to this section and section 5 of
this regulation may be made by:

(a) Mail or delivery of a printed copy of the information required;

(b) Electronic mail to the Board at the electronic mail address,
pharmacy@pharmacy.nv.gov; or

(c) Such other technological means as the Board may develop, including, without
limitation, through the use of the I nternet website of the Board.

Sec. 7. 1. TheBoard will refuse a submittal of information from a wholesaler pursuant
to sections 5 and 6 of thisregulation if the submittal isincomplete. The Board will treat such
an incomplete submittal as noncompliant for the purposes of NRS 639.570 (section 1 of A.B.
128, Chapter 409, Statutes of Nevada 2007, at page 1791).

2. If the staff of the Board determines that a submittal of information pursuant to sections
5 and 6 of thisregulation isincomplete, improperly completed or noncompliant, the staff shall,
as soon as practicable, notify the wholesaler who submitted the information that the submittal
isincomplete, improperly completed or noncompliant and provide the wholesaler with
instructions for correcting the deficiencies in the submittal. The Board may retain an
incomplete, improperly completed or noncompliant submittal or return the submittal to the

wholesaler.
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3. If the staff of the Board provides notice of an incomplete, improperly completed or
noncompliant submittal to a wholesaler pursuant to this section, the wholesaler must comply
with the instructions for correcting the deficiencies in the submittal within 120 days after the
receipt of the instructions. Within the 120-day period, the wholesaler may request a meeting
with the staff of the Board to discuss the deficienciesin its submittal. If the wholesaler corrects
the deficienciesin its submittal within the 120-day period, the Board will accept and file the
submittal.

Sec. 8. 1. Except asotherwise provided in subsection 2, on or before June 1 of each
year, a medical products wholesaler who employs a person to sell or market a drug, medicine,
chemical, device or appliancein this State shall submit to the Board, the information required
pursuant to subsection 2 of NRS 639.570 (section 1 of A.B. 128, Chapter 409, Statutes of
Nevada 2007, at page 1791).

2. If amedical products wholesaler who employs a person to sell or market a drug,
medicine, chemical, device or appliance in this State uses, without modification, the Code of

Ethics on Interactions with Health Care Professionals, as adopted by reference in section 3 of

thisregulation, asits marketing code of conduct, the medical products wholesaler may
indicate this on its submittal in lieu of submitting a copy of its marketing code of conduct.
3. If amedical productswholesaler:
(a) Developsits own marketing code of conduct; or

(b) Usesa modified version of the Code of Ethicson Interactions with Health Care

Professionals, as adopted by reference in section 3 of thisregulation, asits marketing code of

conduct,
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@ the staff of the Board shall review the marketing code of conduct to ensure that it addresses
the subjectslisted in subsection 4.

4. A marketing code of conduct submitted by a medical products wholesaler pursuant to
this section and subsection 2 of NRS 639.570 (section 1 of A.B. 128, Chapter 409, Statutes of
Nevada 2007, at page 1791) must address the following subjects:

(&) Providing or sponsoring product training and education;

(b) Supporting third-party educational conferences;

(c) Salesand promotional meetings;

(d) Arrangementswith consultants;

(e) Gifts;

(f) Providing reimbursement and other economic information; and

(g) Grantsand other charitable donations.

5. If the staff of the Board determines that a marketing code of conduct submitted by a
medical products wholesaler does not address each of the subjects set forth in subsection 4, the
marketing code of conduct shall be deemed incomplete and noncompliant with the provisions
of this section and subsection 2 of NRS 639.570 (section 1 of A.B. 128, Chapter 409, Statutes
of Nevada 2007, at page 1791).

Sec. 9. 1. If amedical productswholesaler has submitted to the Board the information
required pursuant to section 8 of thisregulation at least once, the medical products wholesaler
may subsequently submit to the Board, on a form provided by the Board, the information that
has remained the same and the information that has changed from the date of the previous
submission, in lieu of submitting the information required annually pursuant to section 8 of

thisregulation.
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2. Thesubmission of information to the Board pursuant to this section and section 8 of
this regulation may be made by:

(&) Mail or delivery of a printed copy of the information required;

(b) Electronic mail to the Board at the electronic mail address,
pharmacy@pharmacy.nv.gov; or

(c) Such other technological means as the Board may develop, including, without
limitation, through the use of the I nternet website of the Board.

Sec. 10. 1. TheBoard will refuse a submittal of information from a medical products
wholesaler pursuant to sections 8 and 9 of thisregulation if the submittal isincomplete. The
Board will treat such an incomplete submittal as noncompliant for the purposes of NRS
639.570 (section 1 of A.B. 128, Chapter 409, Statutes of Nevada 2007, at page 1791).

2. If the staff of the Board determines that a submittal of information pursuant to sections
8 and 9 of thisregulation isincomplete, improperly completed or noncompliant, the staff shall,
as soon as practicable, notify the medical products wholesaler who submitted the information
that the submittal isincomplete, improperly completed or noncompliant and provide the
medical products wholesaler with instructionsfor correcting the deficienciesin the submittal.
The Board may retain an incomplete, improperly completed or noncompliant submittal or
return the submittal to the medical products wholesaler.

3. If the staff of the Board provides notice of an incomplete, improperly completed or
noncompliant submittal to a medical products wholesaler pursuant to this section, the medical
products wholesaler must comply with the instructions for correcting the deficienciesin the
submittal within 120 days after the receipt of the instructions. Within the 120-day period, the

medical products wholesaler may request a meeting with the staff of the Board to discussthe
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deficienciesin its submittal. | f the medical products wholesaler correctsthe deficienciesin its
submittal within the 120-day period, the Board will accept and file the submittal.

Sec. 11. 1. Except asotherwise provided in subsection 2, on or before June 1 of each
year, a manufacturer who employs a person to sell or market a drug, medicine, chemical,
device or appliance in this State shall submit to the Board, the information required pursuant
to subsection 2 of NRS 639.570 (section 1 of A.B. 128, Chapter 409, Statutes of Nevada 2007,
at page 1791).

2. If amanufacturer described in subsection 1 uses, without modification, the Code on

| nteractions with Healthcare Professionals, as adopted by referencein section 3 of this

regulation, asits marketing code of conduct, the manufacturer may indicate thison its
submittal in lieu of submitting a copy of its marketing code of conduct.

3. If amanufacturer described in subsection 1:

(a) Developsits own marketing code of conduct; or

(b) Usesa modified version of the Code on I nteractions with Healthcare Professionals, as

adopted by reference in section 3 of thisregulation, asits marketing code of conduct,
@ the staff of the Board shall review the marketing code of conduct to ensure that it addresses
the subjectslisted in subsection 4.

4. A marketing code of conduct submitted pursuant to this section and subsection 2 of
NRS 639.570 (section 1 of A.B. 128, Chapter 409, Statutes of Nevada 2007, at page 1791) must
address the following subjects:

(&) The basis of interactions;

(b) Informational presentations by or on behalf of a manufacturer;

(c) Third-party educational or professional meetings,
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(d) The use of consultants;

(e) Speaker training meetings;

(f) Scholarships and educational funds;

(g) Educational and practice-related items;

(h) Independence of decision making; and

(i) Adherenceto the marketing code of conduct.

5. If the staff of the Board determines that a marketing code of conduct submitted by a
manufacturer does not address each of the subjects set forth in subsection 4, the marketing
code of conduct shall be deemed incomplete and noncompliant with the provisions of this
section and subsection 2 of NRS 639.570 (section 1 of A.B. 128, Chapter 409, Statutes of
Nevada 2007, at page 1791).

Sec. 12. 1. If amanufacturer has submitted to the Board the information required
pursuant to section 11 of thisregulation at least once, the manufacturer may subsequently
submit to the Board, on a form provided by the Board, the information that has remained the
same and the information that has changed from the date of the previous submission, in lieu
of submitting the information required annually pursuant to section 11 of thisregulation.

2. Thesubmission of information to the Board pursuant to this section and section 11 of
thisregulation may be made by:

(&) Mail or delivery of a printed copy of the information required;

(b) Electronic mail to the Board at the electronic mail address,
pharmacy@pharmacy.nv.gov; or

(c) Such other technological means as the Board may develop, including, without

limitation, through the use of the I nternet website of the Board.
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Sec. 13. 1. TheBoard will refuse a submittal of information from a manufacturer
pursuant to sections 11 and 12 of thisregulation if the submittal isincomplete. The Board will
treat such an incomplete submittal as noncompliant for the purposes of NRS 639.570 (section
1 of A.B. 128, Chapter 409, Statutes of Nevada 2007, at page 1791).

2. If the staff of the Board determines that a submittal of information pursuant to sections
11 and 12 of thisregulation isincomplete, improperly completed or noncompliant, the staff
shall, as soon as practicable, notify the manufacturer who submitted the information that the
submittal isincomplete, improperly completed or noncompliant and provide the manufacturer
with instructions for correcting the deficienciesin the submittal. The Board may retain an
incomplete, improperly completed or noncompliant submittal or return the submittal to the
manufacturer.

3. If the staff of the Board provides notice of an incomplete, improperly completed or
noncompliant submittal to a manufacturer pursuant to this section, the manufacturer must
comply with the instructions for correcting the deficienciesin the submittal within 120 days
after thereceipt of the instructions. Within the 120-day period, the manufacturer may request
a meeting with the staff of the Board to discuss the deficienciesin its submittal. I f the
manufacturer correctsthe deficienciesin its submittal within the 120-day period, the Board
will accept and file the submittal.

Sec. 14. NAC 639.585 is hereby amended to read as follows:

639.585 Asused in NAC 639.585 to 639.607, inclusive, and sections 5, 6 and 7 of this
regulation, unless the context otherwise requires, the words and terms defined in NAC 639.587
t0 639.592, inclusive, have the meanings ascribed to them in those sections.

Sec. 15. NAC 639.693 is hereby amended to read as follows:
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639.693 Asused in NAC 639.693 to 639.6958, inclusive, and sections 8, 9 and 10 of this
regulation, unless the context otherwise requires, the words and terms defined in NAC 639.6931
to 639.6938, inclusive, have the meanings ascribed to them in those sections.

Sec. 16. Thisregulation becomes effective on January 1, 2008.
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