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H 2343.1

SUBSTI TUTE HOUSE BI LL 2266

St ate of WAshi ngt on 590th Legislature 2005 Regul ar Sessi on

By House Committee on Health Care (originally sponsored by
Representatives Canpbell, Mrrell, Geen, Meller, Lantz, Cody,
McCune, Hal er, Lovick, MDonal d and Ahern)

READ FI RST TI ME 03/ 04/ 05.

AN ACT Relating to the sale of ephedrine, pseudoephedrine, and
phenyl propanol am ne; anmendi ng RCW 69. 50. 212, 18. 64. 044, 18.64.046, and
18.64.047; adding a new section to chapter 69.43 RCW creating a new
section; and prescribing penalties.

BE | T ENACTED BY THE LEG SLATURE OF THE STATE OF WASHI NGTON:

NEW SECTION. Sec. 1. Restricting access to certain precursor
drugs used to manufacture nethanphetam ne to ensure that they are only
sold at retail to individuals who will use themfor |egitinmate purposes
upon production of proper identification is an essential step to
controlling the manufacture of methanphetam ne.

NEW SECTION. Sec. 2. A new section is added to chapter 69.43 RCW
to read as foll ows:

(1) For purposes of this section, "traditional Chinese herbal
practitioner"” nmeans a person who is certified as a diplomate in Chinese
herbol ogy from the national certification comm ssion for acupuncture
and oriental nedicine or who has received a certificate in Chinese
herbol ogy from a school accredited by the accreditation council on
acupuncture and oriental nedicine.
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(2) A pharmacy licensed by, or shopkeeper or itinerant vendor
registered with, the departnent of health under chapter 18.64 RCW or
an enpl oyee thereof, a practitioner as defined in RCW18.64.011, or a
traditional Chinese herbal practitioner may not know ngly sell,
transfer, or otherwi se furnish to any person a product at retail that
he or she knows to contain ephedrine, pseudoephedri ne, or
phenyl propanol am ne, or their salts, isoners, or salts of isoners, in
conbi nation with another active ingredient, wthout first obtaining
photo identification of the person that shows the date of birth of the
person, and having the person sign a witten log or recei pt show ng the
date of the transaction, the name of the person, and the anount of the
product being sold, transferred, or otherw se furnished.

(3) A person buying or receiving a product at retail containing
ephedri ne, pseudoephedrine, or phenylpropanolanmne, or their salts,
isoners, or salts of isoners, in conbination with another active
ingredient, from a pharmacy |icensed by, or shopkeeper or itinerant
vendor registered wth, the departnent of health under chapter 18.64
RCW or an enployee thereof, a practitioner as defined in RCW
18.64.011, or a traditional Chinese herbal practitioner nust first
produce photo identification of the person that shows the date of birth
of the person, and sign a witten log or receipt showi ng the date of
the transaction, the name of the person, and the anount of the product
bei ng sold, transferred, or otherw se furnished.

(4) Any pr oduct cont ai ni ng any anount of ephedri ne,
pseudoephedri ne, or phenyl propanolamne, or their salts, isoners, or
salts of isoners, in conbination with another active ingredient, shal
be kept in a location that is not accessible by custoners wthout
assi stance of an enpl oyee of the nerchant.

(5 No pharmacy licensed by, or shopkeeper or itinerant vendor
registered with, the departnent of health under chapter 18.64 RCW or
an enpl oyee thereof, a practitioner as defined in RCW18.64.011, or a
tradi tional Chinese herbal practitioner may sell any product containing
any anount of ephedrine, pseudoephedrine, or phenyl propanol am ne, or
their salts, isonmers, or salts of isoners, in conbination wth another
active ingredient to a person that is not at |east eighteen years ol d.
This provision does not apply to products sold by prescription under
RCW 69. 50. 212.

SHB 2266 p. 2



©O© 00 N O Ol WDN P

W W W W W W W WPNDNDNDNDNMNDNMNDNDDNNMNDNMNMNMNMNNMNPPRPPRPPRPPRPERPEPRPRPPREPE
N o oA WNEFE OO 0o N0 WDNPE OO oo N Ok W DN e o

(6) The followi ng products are exenpt fromthe requirenents of this
section:

(a) Any product containing ephedrine, pseudoephedri ne, or
phenyl propanol am ne, or their salts, isoners, or salts of isonmers that
is not the only active ingredient and that is in liquid, liquid
capsul e, or gel capsule form

(b) Any product containing ephedrine, pseudoephedri ne, or
phenyl propanol am ne, or their salts, isonmers, or salts of isoners, that
consists of a glycerin matrix that inhibits conversion into a
control |l ed substance; or

(c) Any conpounds, m xtures, or preparations containing ephedrine,
pseudoephedri ne, or phenyl propanolamne, or their salts, isoners, or
salts of isoners, that the state board of pharnmacy, by rule, has
determned to have been fornmulated in such a way as to effectively
prevent conversion of the active ingredient into nethanphetanm ne.

(7) A pharmacy licensed by, or shopkeeper or itinerant vendor
registered wwth, the departnment of health under chapter 18.64 RCW or
an enpl oyee thereof, a practitioner as defined in RCW18.64.011, or a
traditional Chinese herbal practitioner shall provide access to the
witten log to the board of pharmacy or departnent of health if
necessary for regulatory activities.

(8) The board of pharmacy, by rule, may exenpt other products from
this section that are found not to be used in the illegal manufacture
of nethanphetam ne or other controlled dangerous substances. A
manuf acturer of a drug product may apply for renoval of the product
fromthis section if the product is determned by the board to have
been fornmulated in such a way as to effectively prevent the conversion
of the active ingredient into nethanphetam ne. The burden of proof for
exenption is upon the person requesting the exenption. The petitioner
shall provide the board with evidence that the product has been
formul ated in such a way as to serve as an effective general deterrent
to the conversion of pseudoephedrine into nethanphetan ne. The
evidence nust include the furnishing of a valid scientific study,
conducted by an independent, professional |aboratory and evincing
prof essional quality chem cal analysis. Factors to be considered in
whet her a product shoul d be excluded fromthis section include but are
not limted to:

p. 3 SHB 2266



©O© 00 N O Ol WDN P

W W W W W W W W WNDNDNDNDDDNDNDNDNDNMDNMNDNNNMNMNdNMNPEPEPPRPPRPPRPRPERPRPRPRERPERPR
0O N O W NPEFP O OOWwuNO O P WNPEPOOMOWwWNO O~ owDNDEe. o

(a) Ease wth which the product can be converted to
met hanphet am ne;

(b) Ease with which pseudoephedrine is extracted fromthe substance
and whether it fornms an enmul sion, salt, or other form

(c) Whether the product contains a "nolecular |ock” that renders it
i ncapabl e of being converted into nethanphetam ne;

(d) Presence of other ingredients that render the product |ess
likely to be used in the manufacture of nethanphetam ne; and

(e) Any pertinent data that can be used to determne the risk of
t he substance being used in the illegal manufacture of nethanphetam ne
or any other controlled substance.

(9) Nothing in this section applies:

(a) To the sale of any conpound, mxture, or preparation that
cont ai ns ephedri ne, pseudoephedrine, or phenyl propanol am ne, or their
salts, isoners, or salts of isonmers, as its only active ingredient,
that is a Schedule V controll ed substance under RCW 69. 50. 212;

(b) To the sale of a product that my only be sold upon the
presentation of a prescription;

(c) To the sale of a product by a traditional Chinese herbal
practitioner to a patient; or

(d) When the details of the transaction are recorded in a pharnmacy
profile individually identified with the recipient and nmai ntained by a
i censed pharnmacy or registered shopkeeper or itinerant vendor.

(10)(a) No pharmacy licensed by, or shopkeeper or itinerant vendor
registered with, the departnent of health under chapter 18.64 RCW a
practitioner as defined in RCW 18.64.011, or a traditional Chinese
herbal practitioner may retaliate agai nst any enpl oyee that has nade a
good faith attenpt to conply with the requirenents of this section by
requesting that a customer present photo identification and docunenting
the transaction in the witten | og.

(b) No pharmacy licensed by, or shopkeeper or itinerant vendor
registered with, the departnent of health under chapter 18.64 RCW a
practitioner as defined in RCW 18.64.011, or a traditional Chinese
herbal practitioner is subject to prosecution under subsection (11) of
this section if they made a good faith attenpt to conply with the
requi renents of this section by requesting that a custoner present
photo identification, make a reasonable effort to determne the
custoner's age, and docunenting the transaction in the witten |og.
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(11) A violation of this section is a gross m sdeneanor.

Sec. 3. RCW69.50.212 and 1993 ¢ 187 s 12 are each anended to read
as follows:

Unl ess specifically excepted by state or federal |aw or regul ation
or nore specifically included in another schedule, the follow ng
controll ed substances are listed in Schedul e V:

(a) Any material, conmpound, m xture, or preparation containing any
of the following narcotic drug and its salts: Buprenorphine.

(b) Any conpound, mxture, or preparation containing any of the
followng narcotic drugs, or their salts calculated as the free
anhydrous base or alkaloid, inlimted quantities as set forth in this
subsection, which also contains one or nore nonnarcotic active
medi cinal ingredients in sufficient proportion to confer wupon the
conpound, m xture, or preparation, valuable nedicinal qualities other
than those possessed by the narcotic drug al one:

(1) Not nore than 200 mlligranms of codeine per 100 mlliliters or
per 100 grans;

(2) Not nore than 100 mlligrans of dihydrocodeine per 100

mlliliters or per 100 grans;
(3) Not nore than 100 mlligranms of ethylnorphine per 100
mlliliters or per 100 grans;

(4) Not nore than 2.5 mlligrans of diphenoxylate and not |ess than
25 mcrograns of atropine sulfate per dosage unit;

(5) Not nore than 100 mlligrans of opium per 100 mlliliters or
per 100 grans;

(6) Not nore than 0.5 mlligrans of difenoxin and not |ess than 25
m crogranms of atropine sulfate per dosage unit.

(c) Any material, conmpound, m xture, or preparation containing any
quantity of the foll ow ng substances having a stinulant effect on the
central nervous system including their salts, isonmers, and salts of
i soners: Pyroval erone.

(d) Any conpound, mxture, or preparation that contains ephedrine,

pseudoephedrine, or phenyl propanolamne, or their salts, isoners, or
salts of isoners, as its only active ingredient. The requirenents
related to photo identification, witten logs, and age limtations of
section 2 of this act do not apply to these conpounds, mxtures, or
preparati ons.
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The control |l ed substances listed in this section may be reschedul ed
or deleted as provided for in RCW®69.50.201.

Sec. 4. RCW 18.64.044 and 2004 c 52 s 2 are each anmended to read
as follows:

(1) A shopkeeper registered as provided in this section may sel
nonprescription drugs, if such drugs are sold in the original package
of the manufacturer.

(2) Every shopkeeper not a |icensed pharmacist, desiring to secure
the benefits and privileges of this section, is hereby required to
regi ster as a shopkeeper through the master |license system and he or
she shall pay the fee determined by the secretary for registration, and
on a date to be determned by the secretary thereafter the fee
determ ned by the secretary for renewal of the registration; and shal
at all times keep said registration or the current renewal thereof
conspi cuously exposed in the location to which it applies. In event
such shopkeeper's registration is not renewed by the master |icense
expiration date, no renewal or new registration shall be issued except
upon paynment of the registration renewal fee and the master |icense
del i nquency fee under chapter 19.02 RCW This registration fee shal
not authorize the sale of |egend drugs or controll ed substances.

(3) The registration fees determned by the secretary under
subsection (2) of this section shall not exceed the cost of registering
t he shopkeeper.

(4) Any shopkeeper who shall vend or sell, or offer to sell to the
public any such nonprescription drug or preparation wthout having
registered to do so as provided in this section, shall be guilty of a
m sdenmeanor and each sale or offer to sell shall constitute a separate
of f ense.

(5 A shopkeeper who is not a licensed pharnacy may purchase
products contai ni ng ephedri ne, pseudoephedrine, or phenyl propanol am ne,
or their salts, isonmers, or salts of isoners, in conbination wth
anot her active ingredient, or as otherwi se permtted under section 2 of
this act, only froma whol esaler licensed by the departnment under RCW
18.64.046 or froma manufacturer |icensed by the department under RCW
18. 64. 045. The board shall issue a warning to a shopkeeper who
violates this subsection, and nmay suspend or revoke the registration of
t he shopkeeper for a subsequent violation.
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(6) A shopkeeper who has purchased products containing any quantity
of ephedrine, pseudoephedrine, or phenyl propanol am ne, or their salts,
i soners, or salts of isoners, in a suspicious transaction as defined in
RCW 69. 43. 035, is subject to the follow ng requirenents:

(a) The shopkeeper my not sell any quantity of ephedrine,
pseudoephedri ne, or phenyl propanolamne, or their salts, isoners, or
salts of isoners, if the total nonthly sales of these products exceed
ten percent of the shopkeeper's total prior nonthly sales of
nonprescription drugs in March through Cctober. I n Novenber through
February, the shopkeeper may not sell any quantity of ephedrine,
pseudoephedri ne, or phenyl propanolamne, or their salts, isoners, or
salts of isoners, if the total nonthly sales of these products exceed
twenty percent of the shopkeeper's total prior nonthly sales of
nonprescription drugs. For purposes of this section, "nonthly sal es”
means total dollars paid by buyers. The board may suspend or revoke
the registration of a shopkeeper who violates this subsection.

(b) The shopkeeper shall nmaintain inventory records of the receipt
and di sposition of nonprescription drugs, utilizing existing inventory
controls if an auditor or investigator can determ ne conpliance with
(a) of this subsection, and otherwise in the formand manner required
by the board. The records nust be available for inspection by the
board or any |aw enforcenent agency and nust be nmintained for two
years. The board may suspend or revoke the registration of a
shopkeeper who violates this subsection. For purposes of this
subsection, "disposition” nmeans the return of product to the whol esal er
or distributor.

Sec. 5. RCW18.64.046 and 2004 c 52 s 3 are each anended to read
as follows:

(1) The owner of each place of business which sells |egend drugs
and nonprescription drugs, or nonprescription drugs at whol esal e shal
pay a license fee to be determ ned by the secretary, and thereafter, on
or before a date to be determ ned by the secretary as provided in RCW
43.70. 250 and 43.70.280, a like fee to be determ ned by the secretary,
for which the owner shall receive a |license of location from the
departnent, which shall entitle such owner to either sell |egend drugs
and nonprescription drugs or nonprescription drugs at whol esale at the
| ocation specified for the period ending on a date to be determ ned by
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the secretary, and each such owner shall at the tinme of paynent of such
fee file with the departnment, on a blank therefor provided, a
decl arati on of ownership and | ocation, which declaration of ownership
and location so filed as aforesaid shall be deened presunptive evidence
of the ownership of such place of business nentioned therein. 1t shal
be the duty of the owner to notify immedi ately the departnment of any
change of | ocation and ownership and to keep the |license of |ocation or
the renewal thereof properly exhibited in such place of business.

(2) Failure to conformw th this section is a m sdeneanor, and each
day that the failure continues is a separate offense.

(3) In event the license fee remains unpaid on the date due, no
renewal or new license shall be issued except upon conpliance wth
adm nistrative procedures, admnistrative requirenents, and fees
determ ned as provided in RCW43.70.250 and 43. 70. 280.

(4) No whol esaler may sell any quantity of drug products containing
ephedri ne, pseudoephedrine, phenyl propanolanmne, or their salts,
isomers, or salts of isonmers, if the total nonthly sales of these
products to persons within the state of Washi ngton exceed five percent
of the wholesaler's total prior nonthly sales of nonprescription drugs
to persons within the state in Mrch through October. I n Novenber
t hrough February, no whol esaler nay sell any quantity of drug products
cont ai ni ng ephedri ne, pseudoephedrine, or phenyl propanol am ne, or their
salts, isoners, or salts of isoners if the total nonthly sales of these
products to persons within the state of Washi ngton exceed ten percent
of the wholesaler's total prior nonthly sales of nonprescription drugs
to persons within the state. For purposes of this section, nonthly
sales neans total dollars paid by buyers. The board may suspend or
revoke the license of any whol esaler that violates this section.

(5 The board may exenpt a wholesaler from the limtations of
subsection (4) of this section if it finds that the wholesaler
di stributes nonprescription drugs only through transactions between
di vi sions, subsidiaries, or related conpani es when the whol esal er and
the retailer are related by common ownership, and that neither the
whol esal er nor the retailer has a history of suspicious transactions in
precursor drugs as defined in RCW69. 43. 035.

(6) The requirenments for a license apply to all persons, in
Washi ngton and outside of Washington, who sell both |egend drugs and
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nonprescription drugs and to those who sell only nonprescription drugs,
at wholesale to pharmacies, practitioners, and shopkeepers in
Washi ngt on.

(7)(@) _No wholesaler may sell any product containing ephedrine
pseudoephedrine, or phenyl propanolamne, or their salts, isoners, or
salts of isoners, as its only active ingredient, to any person in
Washi ngton other than a pharmacy licensed under this chapter or a
practitioner as defined in RCW 18.64.011.

(b) No whol esaler may sell any ((guanrt+ty)) product containing any
anmount of ephedrine, pseudoephedrine, phenylpropanolamne, or their
salts, isoners, or salts of isomers in conbination with another active
ingredient, or as otherwi se permtted under section 2 of this act, to
any person in Washington other than a pharnmacy |icensed under this
chapter, a shopkeeper or itinerant vendor registered under this
chapter, ((er)) a practitioner as defined in RCW 18.64.011, or a
traditional Chinese herbal practitioner as defined in section 2 of this
act .

(c) A violation of this subsection is punishable as a class C
felony according to chapter 9A. 20 RCW and each sale in violation of
this subsection constitutes a separate offense.

Sec. 6. RCW18.64.047 and 2004 c 52 s 4 are each anmended to read
as follows:

(1) Any itinerant vendor or any peddl er of any nonprescription drug
or preparation for the treatnent of disease or injury, shall pay a
registration fee determ ned by the secretary on a date to be determ ned
by the secretary as provided in RCW 43.70.250 and 43.70. 280. The
departnment nmay issue a registration to such vendor on an approved
application nmade to the departnent.

(2) Any itinerant vendor or peddler who shall vend or sell, or
offer to sell to the public any such nonprescription drug or
preparation w thout having registered to do so as provided in this
section, is guilty of a msdeneanor and each sale or offer to sel
shal |l constitute a separate offense.

(3) In event the registration fee remains unpaid on the date due,
no renewal or new registration shall be issued except upon conpliance
with adm nistrative procedures, admnistrative requirenents, and fees
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determned as provided in RCW 43.70.250 and 43.70.280. Thi s
registration shall not authorize the sale of |egend drugs or controlled
subst ances.

(4) An itinerant vendor may purchase products containi ng ephedri ne,
pseudoephedri ne, or phenyl propanolamne, or their salts, isoners, or
salts of isoners in conbination with another active ingredient, or as
ot herwi se permtted under section 2 of this act only froma whol esal er
licensed by the departnment under RCW 18. 64. 046 or from a manufacturer
licensed by the departnent under RCW 18. 64.045. The board shall issue
a warning to an itinerant vendor who violates this subsection, and may

suspend or revoke the registration of the vendor for a subsequent
vi ol ati on.

(5) An itinerant vendor who has purchased products containing any
guantity of ephedrine, pseudoephedrine, or phenylpropanolam ne, or
their salts, isonmers, or salts of isonmers, in a suspicious transaction
as defined in RCW69.43.035, is subject to the follow ng requirenents:

(a) The itinerant vendor may not sell any quantity of ephedrine,
pseudoephedri ne, or phenyl propanolamne, or their salts, isoners, or
salts of isoners, if the total nonthly sales of these products exceed
ten percent of the wvendor's total prior monthly sales of
nonprescription drugs in March through Cctober. I n Novenber through
February, the vendor may not sell any quantity of ephedrine,
pseudoephedri ne, or phenyl propanolamne, or their salts, isoners, or
salts of isoners, if the total nonthly sales of these products exceed
twenty percent of the wvendor's total prior nonthly sales of
nonprescription drugs. For purposes of this section, "nonthly sal es"
means total dollars paid by buyers. The board may suspend or revoke
the registration of an itinerant vendor who violates this subsection.

(b) The itinerant vendor shall maintain inventory records of the
recei pt and disposition of nonprescription drugs, utilizing existing
inventory controls if an auditor or investigator can determ ne
conpliance with (a) of this subsection, and otherwise in the form and

manner required by the board. The records mnust be available for
i nspection by the board or any |aw enforcenent agency and nust be
mai ntained for two years. The board nmay suspend or revoke the

registration of an itinerant vendor who violates this subsection. For
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means the return of product
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