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A Few Words of CautionA Few Words of Caution 

�� What follows is merely a summary of the lawWhat follows is merely a summary of the law 
and my own opinion on the meaning of sameand my own opinion on the meaning of same 
prepared for the Board of Pharmacy.prepared for the Board of Pharmacy. 

�� These neither constitute an official opinion of,These neither constitute an official opinion of, 
nor have they been officially sanctioned by, thenor have they been officially sanctioned by, the 
Attorney General or the Board of Pharmacy.Attorney General or the Board of Pharmacy. 

�� This is not a comprehensive checklist, as I mayThis is not a comprehensive checklist, as I may 
summarize the law and leave some things out.summarize the law and leave some things out. 
This is not a binding statement of pertinent law.This is not a binding statement of pertinent law. 



CA is ECA is E--Prescribing “Friendly”Prescribing “Friendly” 

�� ““California regulates eCalifornia regulates e--prescribingprescribing 
and is one of the most eand is one of the most e--friendlyfriendly 
states . . . the state has an openstates . . . the state has an open--
ended definition of eended definition of e--prescriptionsprescriptions 
that allows for different andthat allows for different and 
emerging technologies.emerging technologies.”” 
(Todd,(Todd, EE--Prescribing in a Changing Legal EnvironmentPrescribing in a Changing Legal Environment 
(Spring 2006) 12 Rich. J.L. & Tech. 12, 20.)(Spring 2006) 12 Rich. J.L. & Tech. 12, 20.) 



California Has Embraced ElectronicCalifornia Has Embraced Electronic 
Prescribing For At Least 14 YearsPrescribing For At Least 14 Years 
�� Since at least 1994, California has allowedSince at least 1994, California has allowed 

ee--prescribing for dangerous (prescription)prescribing for dangerous (prescription) 
drugs (and controlled substances), thoughdrugs (and controlled substances), though 
pertinent to the latter is ongoing refusal ofpertinent to the latter is ongoing refusal of 
the DEA to permit ethe DEA to permit e--prescribing by DEAprescribing by DEA 
registrants of controlled substances.registrants of controlled substances. 

�� So far, California has allowed VOLUNTARYSo far, California has allowed VOLUNTARY 
participation. participation. This may soon change.This may soon change. 



Prescriptions May Be ElectronicPrescriptions May Be Electronic 
�� For at least 14 years, California law (Bus. & Prof.For at least 14 years, California law (Bus. & Prof. 

Code,Code, §§ 4040; Health &4040; Health & SafSaf. Code,. Code, §§ 11027) has11027) has 
defined adefined a ““prescriptionprescription”” to include anto include an ““electronicelectronic 
transmissiontransmission”” order, in turn defined as:order, in turn defined as: 
�� ““Electronic transmission prescriptionElectronic transmission prescription”” includes bothincludes both 

image and data prescriptions.image and data prescriptions. ““Electronic imageElectronic image 
transmission prescriptiontransmission prescription”” means any prescriptionmeans any prescription 
order for which a facsimile of the order is received byorder for which a facsimile of the order is received by 
a pharmacy from a licensed prescriber.a pharmacy from a licensed prescriber. ““ElectronicElectronic 
data transmission prescriptiondata transmission prescription”” means anymeans any 
prescription order, other than an electronic imageprescription order, other than an electronic image 
transmission prescription, that is electronicallytransmission prescription, that is electronically 
transmitted from a licensed prescriber to a pharmacy.transmitted from a licensed prescriber to a pharmacy. 



General RequirementsGeneral Requirements 
�� Further eFurther e--prescribing requirements are stated by California Code ofprescribing requirements are stated by California Code of 

RegulatiRegulations, tions, titltle 16, sectioe 16, section 1717.4, and inclun 1717.4, and include requirementsde requirements that:that: 
�� The eThe e--prescription inprescription include specified information about thclude specified information about the prescriber,e prescriber,

the date of transmission, and the recipient (Subdivithe date of transmission, and the recipient (Subdivision (c));sion (c)); 
�� TheThe ““interim storage deviceinterim storage device”” (file) into which an e(file) into which an e--prescription is savedprescription is saved 

also record and maintain specified information onalso record and maintain specified information on dates and reci dates and recipients,pients, 
and be secure from unauthorized and be secure from unauthorized aaccess and use of prescriptionccess and use of prescription 
information, ininformation, including dispensing including dispensing information (Sformation (Subdivisionubdivision (d)); (d)); 

�� The eThe e--prescription prescription be transmitted only to the pharmacy of the patientbe transmitted only to the pharmacy of the patient's's 
choice, except in acute care hospitals (Subdivision (f)); andchoice, except in acute care hospitals (Subdivision (f)); and 

�� That personThat persons trs transmitting, maintaining, or receiving any prescriansmitting, maintaining, or receiving any prescription orption or 
prescription refill orally, in wrprescription refill orally, in writing or electronically is respiting or electronically is responsible for theonsible for the 
security, integrisecurity, integritty, authenticity, and confidentiality of the y, authenticity, and confidentiality of the prprescriptionescription 
and any information contained therein (Subdiand any information contained therein (Subdivision (g)).vision (g)). 

�� Summary: Summary: Requirements Requirements are general, and are general, and not technologynot technology--specific.specific. 
This permits the use of different formats and technologies. This permits the use of different formats and technologies. ThiThis iss is 
part of the “friendliness” part of the “friendliness” of the California legal environment.of the California legal environment. 



Other Enabling StatutesOther Enabling Statutes –– 1 of 31 of 3 

�� EE--prescriptions for nonprescriptions for non--controlled substances docontrolled substances do 
not have to be reduced to writing if prescriptionnot have to be reduced to writing if prescription 
and dispensing information can be retrieved perand dispensing information can be retrieved per 
request. request. (Bus. & Prof. Code,(Bus. & Prof. Code, §§ 4070,4070, subdsubd. (b).). (b).) 

�� EE--prescription and dispensing record must notprescription and dispensing record must not 
be subject to alteration or destruction duringbe subject to alteration or destruction during 
retention period, and any correction or additionretention period, and any correction or addition 
may only be made and approved by pharmacist.may only be made and approved by pharmacist. 
((Bus. & Prof. Code,Bus. & Prof. Code, §§ 4070,4070, subdsubd. (c).). (c).) 



Other Enabling StatutesOther Enabling Statutes –– 2 of 32 of 3 

�� Agents may transmit eAgents may transmit e--prescriptions forprescriptions for 
prescribers, except for Schedule II drugs.prescribers, except for Schedule II drugs. 
(Bus. & Prof. Code,(Bus. & Prof. Code, §§ 4071.)4071.) 

�� Authorized prescriber,Authorized prescriber, prescriberprescriber’’ss agent,agent, 
or pharmacist may enter prescription intoor pharmacist may enter prescription into 
pharmacy or hospital computer (i.e., viapharmacy or hospital computer (i.e., via 
remote access); dispensing requiresremote access); dispensing requires RPhRPh 
approval.approval. (Bus. & Prof. Code, §(Bus. & Prof. Code, § 4071.1.)4071.1.) 



Other Enabling StatutesOther Enabling Statutes –– 3 of 33 of 3 

�� Licensee (Licensee (RPhRPh, RN, LVN, etc.) with authority to, RN, LVN, etc.) with authority to 
do so, employed by or servingdo so, employed by or serving as consultant foras consultant for 
licensed skilled nursing, intermediate care, orlicensed skilled nursing, intermediate care, or 
other health care facility, may use eother health care facility, may use e--prescriptionprescription 
transmission to furnisher on all except Scheduletransmission to furnisher on all except Schedule 
II drugs. (II drugs. (Bus. & Prof. Code,Bus. & Prof. Code, §§ 4072.)4072.) 

�� Prescriber may indicatePrescriber may indicate ““Do not substituteDo not substitute”” on eon e--
prescription without manual signature or initial.prescription without manual signature or initial. 
((Bus. & Prof. Code,Bus. & Prof. Code, §§ 4073.)4073.) 



Controlled SubstancesControlled Substances –– 
Awaiting DEA ApprovalAwaiting DEA Approval 

�� General allowance for eGeneral allowance for e--prescribing ofprescribing of 
all drugs (except Schedule II drugs inall drugs (except Schedule II drugs in 
certain circumstances) overridden bycertain circumstances) overridden by 
more specific limitations on electronicmore specific limitations on electronic 
prescribing (and dispensing electronicprescribing (and dispensing electronic 
prescriptions) controlled substances.prescriptions) controlled substances. 

�� Summary: Summary: Awaiting DEA approval.Awaiting DEA approval. 



Controlled SubstancesControlled Substances –– 1 of 31 of 3 

�� Schedule IIISchedule III--V (not Schedule II) drugs canV (not Schedule II) drugs can 
be dispensed pursuant to ebe dispensed pursuant to e--prescriptions;prescriptions; 
dispensing pharmacist must still reduce todispensing pharmacist must still reduce to 
writing (i.e., print) and sign ewriting (i.e., print) and sign e--prescription.prescription. 
(All parties responsible, specified data is to(All parties responsible, specified data is to 
be maintained,be maintained, prescriber’sprescriber’s agent allowedagent allowed 
to transmit all but Schedule II.) to transmit all but Schedule II.) (Health &(Health & 
SafSaf. Code,. Code, §§ 11164,11164, subdsubd. (b).). (b).) 

�� However . . . (and this is crucial) . . .However . . . (and this is crucial) . . . 



Controlled SubstancesControlled Substances –– 2 of 32 of 3 

�� OnlyOnly with the approval of the Board ofwith the approval of the Board of 
Pharmacy and the Department of Justice,Pharmacy and the Department of Justice, 
andand onlyonly if authorized by federal law andif authorized by federal law and 
DEA regulations may hospital or pharmacyDEA regulations may hospital or pharmacy 
receive ereceive e--prescriptions (or “direct entry” ofprescriptions (or “direct entry” of 
electronic prescriptions) for any controlledelectronic prescriptions) for any controlled 
substance (Schedule IIsubstance (Schedule II--V). (Health &V). (Health & SafSaf.. 
Code, §Code, § 11164.5,11164.5, subdsubd. (a).). (a).) 



Controlled SubstancesControlled Substances –– 3 of 33 of 3 

�� Summary: Summary: EE--prescriptions for controlledprescriptions for controlled 
substance cannot be received/dispensedsubstance cannot be received/dispensed 
until permitted by federal law/DEA.until permitted by federal law/DEA. 

�� If controlled substance eIf controlled substance e--prescription isprescription is 
received, for Schedule IIIreceived, for Schedule III--V it must beV it must be 
treated as an oral prescription. treated as an oral prescription. No oralNo oral 
prescription for Schedule II permitted.prescription for Schedule II permitted. 

�� California is “poised” for DEA approval.California is “poised” for DEA approval. 



DEA Approval PendingDEA Approval Pending 
�� In 2006, DEA and HHS held joint publicIn 2006, DEA and HHS held joint public 

informationalinformational meeting(smeeting(s). ). Proposed DEAProposed DEA 
rule published June 27, 2008 to permit erule published June 27, 2008 to permit e--
prescribing of controlled substancesprescribing of controlled substances –– setssets 
up specific, fairly detailed, requirements.up specific, fairly detailed, requirements. 

� Comment period on rulemaking closed
September 25, 2008. Board of Pharmacy
among 400+ entities and persons to
submit comments on proposed rules. 

� Not sure if or when rule will be finalized. 



Medicare Part DMedicare Part D 

�� Medicare Modernization Act of 2003Medicare Modernization Act of 2003 
(MMA), included a requirement that(MMA), included a requirement that 
Medicare Part D drug plans support eMedicare Part D drug plans support e--
prescribing. Participation by prescribersprescribing. Participation by prescribers 
and/or dispensers only voluntary.and/or dispensers only voluntary. 

�� Between 2005 and 2008, as required byBetween 2005 and 2008, as required by 
MMA, CMS promulgated regulations withMMA, CMS promulgated regulations with 
standards for estandards for e--prescribing (and affiliatedprescribing (and affiliated 
transactions). transactions). Now in final rule status.Now in final rule status. 



Medicare Improvement ActMedicare Improvement Act 

�� Medicare Improvements for Patients andMedicare Improvements for Patients and 
Providers Act of 2008 (MIPPA) providesProviders Act of 2008 (MIPPA) provides 
financial incentives (then penalties) forfinancial incentives (then penalties) for 
prescribers participating in Medicare Partprescribers participating in Medicare Part 
D to reach certain eD to reach certain e--prescribing thresholdsprescribing thresholds 
between 2009 and 2013.between 2009 and 2013. 

�� Incentives: Incentives: 20092009--20102010 –– 2%; 20112%; 2011--20122012 
–– 1%; 20131%; 2013 –– 0.5%. 0.5%. Penalties: Penalties: 20132013 –– 
1.5%; 2014 and beyond1.5%; 2014 and beyond –– 2%.2%. 



California is Falling BehindCalifornia is Falling Behind 
�� Despite friendly legal environment, speed of eDespite friendly legal environment, speed of e--

prescribing adoption in California is not great.prescribing adoption in California is not great. 
�� SureScriptsSureScripts--RxHubRxHub SafeRxSafeRx rankings: rankings: CaliforniaCalifornia 

# 14 in 2005, # 18 in 2006, # 22 in 2007. # 14 in 2005, # 18 in 2006, # 22 in 2007. ThisThis 
is based on total percentages of prescriptionsis based on total percentages of prescriptions 
now transmitted electronically: 0.17% in 2005,now transmitted electronically: 0.17% in 2005, 
0.43% in 2006, and 1.44% in 2007. 0.43% in 2006, and 1.44% in 2007. Despite aDespite a 
growth in egrowth in e--prescribing, these statistics reflectprescribing, these statistics reflect 
that only 3% of prescribers used ethat only 3% of prescribers used e--prescribing inprescribing in 
2007. 2007. Clearly, prescriber usage is the greaterClearly, prescriber usage is the greater 
obstacle, as the same statistics show that 61%obstacle, as the same statistics show that 61% 
of CA pharmacies do/can accept eof CA pharmacies do/can accept e--prescriptions.prescriptions. 



Attempts to EncourageAttempts to Encourage 
�� California antiCalifornia anti--kickback laws (Bus. & Prof.kickback laws (Bus. & Prof. 

Code,Code, §§ 650 et seq.,650 et seq., WelfWelf. & Inst. Code,. & Inst. Code, §§
14107.2) have twice been amended (AB14107.2) have twice been amended (AB 
225 in 2006 and AB 55 in 2008) to provide225 in 2006 and AB 55 in 2008) to provide 
““safe harborsafe harbor”” for provision of hardwarefor provision of hardware 
and software to prescribers to facilitateand software to prescribers to facilitate 
electronic prescribing.electronic prescribing. 

�� This conforms with similar efforts as partThis conforms with similar efforts as part 
of Medicare Part D regulations to permitof Medicare Part D regulations to permit 
provision of hardware and software.provision of hardware and software. 



Possibility of State MandatePossibility of State Mandate 
�� In 2008, Governor proposed legislation (ABX1)In 2008, Governor proposed legislation (ABX1) 

that, among other things, would have requiredthat, among other things, would have required 
by January 1, 2012 all prescribers, prescribers’by January 1, 2012 all prescribers, prescribers’ 
agents, and pharmacies, have ability to transmitagents, and pharmacies, have ability to transmit 
and receive eand receive e--prescriptions, and given licensingprescriptions, and given licensing 
boards the authority to enforce this requirement.boards the authority to enforce this requirement. 
ABX1 also would have set out standards for suchABX1 also would have set out standards for such 
electronic transmissions, including a requirementelectronic transmissions, including a requirement 
that thethat the system(ssystem(s) permit real) permit real--time benefit andtime benefit and 
formulary confirmations, and provide a receiptformulary confirmations, and provide a receipt 
to the patient for the transmitted eto the patient for the transmitted e--prescription.prescription. 



EE--Prescribing and MedicarePrescribing and Medicare 

�� PresidentPresident--ElectElect ObamaObama repeatedly statedrepeatedly stated 
during the campaign that cost savings induring the campaign that cost savings in 
Medicare (and Medicaid) could be realizedMedicare (and Medicaid) could be realized 
with electronic health records (with electronic health records (EHRsEHRs) and) and 
affiliated technologies. affiliated technologies. EE--prescribing hasprescribing has 
a wella well--recognized costrecognized cost--saving component.saving component. 

�� Reasonable to expect federal mandate (atReasonable to expect federal mandate (at 
least as to Medicare and Medicaid) soon.least as to Medicare and Medicaid) soon. 



ConclusionsConclusions 

�� California law generally permits electronicCalifornia law generally permits electronic 
prescribing. prescribing. California has not specified aCalifornia has not specified a 
particular technology or methodology.particular technology or methodology. 

�� EE--prescribing of controlled substances isprescribing of controlled substances is 
dependent on (upcoming?) DEA approval.dependent on (upcoming?) DEA approval. 

�� Federal and state incentives. Federal and state incentives. Thus far, allThus far, all 
participation voluntary. participation voluntary. Expected that theExpected that the 
move to mandatory is forthcoming soon,move to mandatory is forthcoming soon, 
at state level, and possibly federal.at state level, and possibly federal. 



Questions and DiscussionQuestions and Discussion 


