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A EFew Words ofi Caution

— What follows Is merely a summary of the law
and my own epinion; on the meaning of same
prepared for the Board of Pharmacy.

- These nelther constitute an ofificial epinien of
nor have they been officially’ sanctioned by, the
Attorney General or the Board of Pharmacy.

1 This Is net a comprehensive checklist, as | may.
summarize the law and leave seme things out.
This 1s not a binding statement of pertinent law.




CA 1= [=-Prescribing “Friendly”

c-prescribing
e5i: c-friendly
flaS gl eopells
C-PFESCrIPLIoNS
th t Ilows for dlfferent and
amerelineptecnneoleeiess

(Todd, /= —Prescr/b/ng na C‘hang/ng Legal Environment
(Spring 2006) 12 Rich. J.L. & Tech. 12, 20.)




California Has Embraced Electronic
Prescribing For At Least 14 Years

~ Since at least 1994, California has allowed
C-Prescribing fior dangerous (prescription)
drugs (and controlled sulstances), though
pertinent te the latter Is: engoing refusal of

G DIEANR) sl C-preserbingl by DEA
registrants ofi controlled substances.

-1 So far, California has allowed VOLUNTARY
pElfIcpEITen.  This may soon change.




Prescriptions May: Be Electronic

- For at least 14 years, California law: (Bus. & Prof.

Code, 8 4040; Health & Szf. Code, 8 11027) has
defined a “prEseipiea™ tornclude an “electronic
EnsmIsEen™ order, In turh defined: as:

m Elecironie transmission preseription sl [¥fe(cisN o))
Image and data prescriptions. “Electronic image
iEMSNISEIe [pIEEETRIRI Means any. prescrption
order for which a facsimile ofi the order Is received by
a pharmacy from a licensed prescriber. “Electronic
BE16 rensmISEIen PIESETRITRR means any
prescription order, other than an electronic image

transmission prescription, that Is electronically
transmitted from a licensed prescriber to a pharmacy.




General Reguirements

c-prescribing requweme ts are stated by California Code of
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e e-prescriptionlettransmitiecionlyftostne phaimacaoftne patients
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“meneliness” of the California legal environment.




Other Enabling Statutes — 1 of 3

- [E-RIESERITEIAS 1i6lF heli-controlled sulbstances do
not have to be reduced to writing Ifi prescription
and dispensing Information can e retrieved per

iCEUES. (Bus. & Profi. Code, 8 4070, <. (b))

=-prescription; and dispensing recerd must not
e subject to alteration or destruction durng
retention period, and any correction or addition
may only be made and approved by pharmacist.

(Bus. & Prof. Code, 8 4070, sulhc. (€).)




Other Enabling Statutes — 2 of 3

CAGENITE MEl irEhsnli: c-prescriptions for
prescribers, except for Schedule Il drugs.
(Bus. & Prof. Code, 8 4071.)

L Authorized prescrier, [oIceeIlacrs agent,
OIf pharmacist may’ enter prescription inte
pharmacy or hospital computer (i.e., via
remote access); dispensing reguires RPh
approval. (Bus. & Prof. Code, 8 4071.1.)




Other Enabling Statutes — 3 of 3

Leencce (1RA, RN, LVN, etc.) with authority to
do so, employed by or serving as consultant for
licensed skilled nursing, Intermediate care, or
ofneshealthrcare facilityimalstisene= dg=eloile]g)
transmission te furnisher en all' except Schedule
[ eres. (Bus. & Prof. Code, 8 4072.)

Prescriber may indicate “o6) el SUREITivic™ e C-
prescription without manual signature or initial.
(Bus. & Prof. Code, 8 4073.)




Controlled Substances —
Awaiting DEA Approval

CGencrel 2lleiEnGEE (Gl E-prescribing. of
all drugs (except Schedule Il drugs in
Certain circumstances) overridden by
more specific limitations on electronic
prescribing (and dispensing electronic
prescriptions) controlled substances.

S Summens Awaiting DEA approval.




Controlled Substances — 1 of 3

6/ [alUIFS1UE I 110) C-Prescriptions;
dlspensmg pharmac:lst must still reduce to
wiritimer (Rerprint)aneisiemes olfke doilelgh
(All" parties responsible, specified data Is to
be maintained, prescriber’s agent allowed
10 1ensne 2l sy Seheeulc 10 (Health &

Se1. Code, 8 11164, siulae. (b))
— However . . . (and this Is crucial) . . .




Controlled Substances — 2 of 3

— Only with the approval ofi the Board of
Pharmacy and the Department of Justice,
and enly Iff autherzed by federal law and
DEA regulatiens may: hospital or pharmacy.
CEEIVE C-presceriptions (or “direct entry of
electronic prescriptions) for any: controelled
siuhsiznee (Selhiceiule [T=V). (Health & Szii.
Code, 8 11164.5, sulse. (a).)




Controlled Substances — 3 of 3

C SwmmeR:  [E-prescriptions for controlled
substance cannot be received/dispensed
until permitted by federal law/DEA.

Ol eenielEe SUlsEizGeE C-Presehption IS
received farSehe [c [IT=VEIE must be
frieatedias anaral pfccm[mm No oral

prescription for Schedule Il permitted.
— Califernia Is “poised”™ for DEA approval.




N

DEA Approval Pending

2006, DEA and HHS held joint public

Infermational meeciine(s). Propesed DEA

Kl

e ptiblishiedsltines272 2008 o perfmite-

prescriping ofi contrelled substances — sets

up

specific, fairly detailed, reguirements.

= Comment period on rulemaking closed

Se

otember 25, 2008. Board of Pharmacy

among 400+ entities and persons to

Su

omit comments on proposed rules.

m Not sure iIf or when rule will be finalized.




Medicare Part D

— Medicare Modernization Act of 2003
(MMA), Included a reguirement that
MedicarePartPiditiefplansistipparties
prescripbing. Participation by prescribers
and/or dispensers enly voluntary.

— Between 2005 and' 2008, as required: by
MMA, CMS promulgated regulations with
SiEIeEMeS el c-prescribing (and affiliated
renceciTens). Now in final rule status.




Medicare Improvement Act

~ Medicare Imprevements for Patients and
Providers Act of 2008 (MIPPA) provides
financial incentives (then: penalties) for

prescribers participating in Medicare Part

DI i) [(CE6I GETHEIN C-Prescribing thresholds

petween 2009 and 201.3.

S neenimnves: 20008-2010 — 2%; 201112012
— 19%0; 2013 — 0.5%. [Pehnzlitcs: 2013 —
1.5%; 2014 and beyond — 2%.




California is Falling Behind

mPespiterifiendiAlecEARenvilonmentrspeccRafes
prescribing adoption in: Califernia Is not great.
Sreseipic-RxHuUb SafeRx ienldines:  California
LN 20055 2NN 20065220 in 20079k sl
IS based on tetal percentages of prescriptions
now. transmitted electronically: 0.17% in 2005,
(04206 1 200006, e 4L A7%40% 11 2007, Despite a
G [ C-prescriking, these statistics reflect
el el 2Y6 Gif PIESETREE USER! C-prescrbing In
2007, Clearly, prescriber usage Is the greater

obstacle, as the same statistics show tha’g 6_1%
01f CA pIEIMMECIES 06/GaI £CEERI C-Prescriptions.




Attempts to Encourage

— Celnemz enil-kKickback laws (Bus. & Prof.

Code, 8 650 et seq., Wl & Inst. Code, &
14107.2) have twice heen amended (AB
225 In 2006 and AB 55 In 2008) to provide
“cEiiC [1z[se for provisien off hardware
and software tor prescribers to facilitate
electronic prescribing.

_ This conferms with similar efforts as part
of Medicare Part D regulations to permit
provision ofi hardware and software.




Possibility of State Mandate

— In 2008, Governor propesed legislation (ABX1)
that, ameng other things, would have required
Py January 1, 2012 all prescribers, prescribers:
agents, and pharmacies, have ability: to transmit
ENe MECENGE C-preserptions, and given licensing
poards the autherity te enforce this requirement.
ABX1 alse weuld have set eut standards for such
electronic transmissions, Including a requirement
that the sysicm(s) permari iczl-time benefit and
formulary confirmations, and provide a receipt
110 TAE pEITERi er ihe [Tensmliice c-prescription.




=-Prescribing and Medicare

— [Piesiecni-Elect Obama repeatedly stated
during the campaign that cest savings in
Medicare (and Medicaid) could' be realized
withrelectronie nealtntrecorcdsi(ERIRS Falale
ZiiilEICeHEEINGIGEICS. [E-prescribing has
ENCEI-TEReEMIZER ChEi=Saving component.

— Reasonable to expect federal mandate (at
least as to Medicare and Medicaid) seon.




Conclusions

| Califernia law' generally permits electronic
csEdlene, California has noet specified a
particular technolegy: or methodology.

| [E-prescribing of controlledl substances Is
dependent on (Upceming?) DEA approval.

S EEREIEI ENG Sielc MeehineGs. Thus far, all
PTG pAIen VellunicR.  EXpected that the
move to mandatory Is forthcoming soon,
at state level, and possibly federal.




Questions and Discussion
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