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CLOSED SESSION 

The board went into closed session on January 31,2007 at 8:00 a.nl. pursuant to Govenl111ent Code 
sectio11 11126(a) to discuss the appointlnent of the executive officer. 

CALL TO ORDER 

President Powers called the public board 111eeting to order on January 31, 2007 at 9:00 a.ln. 

REPORT AND ACTION FROM CLOSED SESSION 

President Powers announced that during the nlonling closed session, the board selected Virginia 
Herold as executive officer. He further stated that Ms. Herold had been serving as interiln executive 
officer since July 2006. President Powers then perfonlled the induction of Ms. Herold, reading 
aloud fr0111 the proclmnation. Ms. Herold affinlled that she would faithfully serve the board as 
executive officer. 

Ms. Herold ack110wledged board staff that was present. She thanked staff for their public service 
and C0111111it111ent to the ilnportant work of the board. 

INTRODUCTIONS 

President Powers welco111ed Ine111bers of the public, and acknowledged two fonner board presidents 
in attendance, John Jones and Raffi Sinl0nian. 

COMMUNICATION AND PUBLIC EDUCATION COMMITTEE 

Chairperso11 Schell advised that he reordered the agenda items in this segInent to ensure adequate 
ti111e for public conl111ents and board discussion regarding pill splitting. 

• Subconlmittee on Medicare Drug Benefit Plans 

Chairperson Schell referred to the Meeting SUlnlnary of the SubCOlnnlittee on Medicare Drug 
Benefit Plans held on Novenlber 30,2006. The Meeting SUlnnlary was provided as pmi of the board 
nleeting lnaterials, Attachlnent 1 in the packet. 

A variety oftestilnony was provided prior to and during the Subconlnlittee held on Novenlber 30th
. 

The testi1110ny denl0nstrated that although nlany patients are now benefiting fronl Medicare Part D 
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plans, there is still a group of patients who are frustrated with obtaining benefits. Patient advocate 
groups are also frustrated in trying to obtain lnedicine and coverage for many these patients. 

The board responded to the infonnation provided by scheduling a Public Fonnn on Medicare Part D 
Plans scheduled for February 1, 2007 froln 9:00 - 11 :00 a.ln. Chairperson Schell allliounced that the 
ForUln would be held in the same location as the public board lneeting, in the Education Center of 
the UCSD Skaggs School ofPhannacy. The goal of the Public Fonnn will be to bring stakeholders 
and policytnakers together for problenl resolution to benefit patients. 

• Discussion Regarding Pill Splitting by Patients 

Chairperson Schell stated that during the Subcolnlnittee on Medicare Drug Benefit Plans held on 
Novenlber 30, 2006, the cOlnmittee was asked to consider the safety of pill splitting by patients. 
Board lnember Stan Goldenberg serves as Chairperson of the Subcolnmittee. 

Charles Phillips, M.D., an elnergency rOOln physician, attended the Subcolnlnittee on Medicare Drug 
Benefits Plans Meeting held on Novelnber 30th 

, and stated that he was concerned about the practice 
ofpill splitting. Subconlnlittee Chairperson Goldenberg asked Dr. Phillips to provide infonnation 
on this topic at a future board nleeting. 

Chairperson Schell called on Dr. Phillips to lnake his presentation on the subject of pill splitting. 

Dr. Phillips introduced hilnself as an elnergency rOOln physician, currently practicing in Corcoran, 
Califo111ia. He stated that he regularly fine tunes proper dosage nledication for patients, teaches 
lnedication adnlinistration, and is experienced in titrating lnedication. 

Dr. Phillips presented a bottle containing cholesterollnedication, as a visual display. The bottle 
contained fragt11entation and cnnnbled residue of drug product at the bottonl of the container. Dr. 
Phillips stated that the crun1bled residue was a result of pill splitting. He stated that he has not seen 
any books on the subject of pill splitting or pill fragt11entation, yet the practice is conlmonplace. 

Dr. Phillips stated that he wrote a prescription for hilnself for a 20-lnilligraln dosage of Inedicine, 
and later presented that prescription to a K.aiser phan11acy to fill. The prescription that was filled and 
provided to hiln, however, contained a 40-lnilligrmn dosage. The lnedication was provided to him 
fronl the I(aiser pha1111acy, along with a pill splitter. Dr. Phillips stated that he did not write the 
prescription that way. He expected 20-1nilligrmn dosage Inedication. He stated that the explanation 
given at the I(aiser pha1111acy window was that it is their policy to provide the higher dosage pill to 
the patient, along with a pill-splitter. 

Dr. Phillips stated that the policy to pill-split is carried out throughout I(aiser phannacies, V A, and 
SOlne Medi-Cal units. He stated the policy is carried out for fear of retaliation, peer reviews, and 
pressure to save costs and increase profits, and that physicians are afraid to speak out. He 
questioned whether it is ethical to ask patients to pill-halve when there is a standard pill in the lower 
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dose, particularly for patients who are physically incapable of perfonning an accurate pill split. He 
provided an eXaInple of a patient by the naIne of Nick Feldlnan, who has cerebral palsy. Mr. 
Feldlnan can lnove only his head, not his anns or legs. Yet he has been asked to pill-split, which he 
is incapable of doing. When Mr. Feldlnan's attendant is unavailable to perfon11 a pill-split, he 
CaImot take the proper dosage when needed, and that results in lnuscle pain and other problelns. 

Dr. Phillips stated that physicians are progran1lned with pocket inserts that encourage the practice of 
writing prescriptions to include pill splitting by patients. He stated that even when a prescription for 
a lower dosage is presented to a phannacy, the phannacy teclu1ician or phannacist hits a button 
resulting in a higher dose lnedication, along with instructions to the patient that the pills lnust be 
split. He said there is no physician orientation book for Kaiser physicians on this policy. He stated 
that the prescriptions he has written have probably resulted in at least 100 occurrences of pill 
splitting by patients, as a result of how the phannacies filled the prescriptions that he wrote. 

Dr. Phillips asked I(aiser (in Oakland) for any research they have to support their policy of asking 
patients to split pills. He stated that no research was provided frOln I(aiser as a result of his request, 
but they stated that the V A started the practice, and I(aiser adopted it. Dr. Phillips stated that I(aiser 
enjoys a budget savings as a result of the practice, and the VA experiences around $40,000,000 in 
cost savings with the practice of pill splitting. Dr. Phillips referred to a V A study of 442 reports of 
pill splitting, which resulted in 38 adverse lnedical events that were not therapeutic to patients. 
According to the survey, not all pills were split evenly. Inconsistent dosages resulted in lnedications 
causing higher reactions one day and lower reactions on other days, including bouncing cholesterol 
and blood pressure. He also referred to a study of 752 reports of pill splitting that showed 41 % of 
the split pills deviated by lnore than the accepted weight standard. 

Dr. Phillips recolnlnended that the board take a stand on pill splitting and pill fragInentation. He 
stated that if the board is silent on this issue, it enables the problem. He considers the policy of 
asking seniors to pill-split is a fonn ofpatient abuse. Dr. Phillips referred to a case against I(aiser 
where the judge said he hadn't heard a lot of noise frOln regulatory bodies on the subject. 

Chairperson Schell opened the floor for questions or con1lnents fro In the board and the public. 

Mr. Goldenberg asked if any state's board had passed an infon11ed consent nIle regarding pill 
splitting. 

Dr. Phillips stated that I(entucky's board came close, but only provided a general resolution on the 
subject of infon11ed consent. He further stated that he has cOlnplained separately to Califon1ia's 
Medical Board. 

Dr. Hiura asked why physicians write these prescriptions when they are aware of the problelns, 
especially when SOlne manufacturers sell 10 InilligraIns for the SaIne price as 20 InilligraIns or 40 
InilligraIns. 
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Dr. Phillips responded that he does not write prescriptions that way, unless the patient specifically 
states that they cannot afford the lnedication and they lnust choose between the medication and food. 
In that case, Dr. Phillips will write the prescription and infon11 the patient as to the risks. 

Mr. Hough stated that he agreed with Dr. Phillips' concen1S, and believed that the issue relates 
directly to the cost of health care. Mr. Hough stated that patients should be able to have 
prescriptions filled as their physicians has prescribed, and not be asked to pill split. He also does not 
want financial decisions of bureaucracies driving medical decisions of doctors. 

Mr. Goldenberg stated that the studies have lnerit, and we should carefully consider how to approach 
the issue of pill splitting and infon11ed consent. 

Chairperson Schell asked if there were any other public COlnlnents. Various COlnn1ents were 
provided including reference to data frOln a study at Florida's College of Cardiology showing a 
safety efficacy window that was not affected by varying weights of split tablets. 

Steven Gray, frOln IZaiser Pern1anente, provided a copy of an on-line aIiicle about pill splitting fron1 
Consun1er Repolis. Dr. Gray stated that although Consun1er Repolis is not a scientific lnagazine, 
they base their recolnlnendations on science. The aIiicle listed lnedications that can be safely split. 
Dr. Gray stated that physicians and scientists n1ust lnake decisions on which lnedications are safe to 
split, and learn as we go, reversing decisions based on data as applicable. He said that pill splitting 
devices should be provided free of charge to patients to effectuate pill splitting which he said would 
be better than using a paring knife. 

Dr. Gray nlliher stated that pill splitting is perfonned nationally and inten1ationally. The practice is 
encouraged by lnedical group con1lnittees. He stated that the progTaIn is voluntary. Dr. Gray said 
that infonned consent would have four types of mandates: 

1. on patient 
2. on physician 
3. on phan11acist 
4. on phan11acy 

President Powers asked what happens if a patient tells their doctor they do not want to split a pill. 

Dr. Gray responded that they'll get the dose they need in a non-split fonn. But he couldn't guarantee 
that that practice would be followed by every physician. And he couldn't guarantee that every 
patient would split a pill, even if asked to do so. 

Mr. Daze cOlnlnented that there appears to be an educational process in a 3-person chain: patient, 
doctor, and phan11acist. Mr. Daze asked if each patient should be infonned that they do not have to 
accept a split pill prescription. 
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Dr. Gray responded that a doctor should infonn their patient that they do not have to accept a split 
pill prescription. The patient has the right to request the proper dosage. 

Anthony Morielli introduced hin1self as SOlneone who works for the VA, but was not representing 
the VA. He's a phan11acist and researcher in this area. He stated that he believes the facts about pill 
fragtnentation are being distorted. There are differences in clinical effects, and that 150/0 variation 
up or down in any individual dose is acceptable according to the USP. Dr. Morielli took scored 
tablets approved by FDA for splitting and Inatched then1 to unscored lower doses - he said results 
show same variation - 2% did not Ineet standard, but none exceed 170/0 of variation range. 
Dr. Moriel1i advocated health care systeln cost savings, but did agree that safeguards should be in 
place. Pill splitting has its benefits, and has lilnited clinical adverse events. At the VA, 110 one is 
111andated to split pills. In their cOlnputer systeln, 111edication will show as a pill-split dose, so the 
doctor gives the patient counseling along with a pill splitter. Most patients go along with the 
progrmn. Dr. Morielli asked that the board recOln111end that doctors apply good science, and give 
patients options and infonned consent. 

John Jones introduced hilnself, stating he was fron1 United Health Care and had 30 years practice in 
tablet splitting. He didn't recall any negatives with pill splitting, except for discarding SOlne split 
pills. He provided a handout fron1 United Health Care that indicates that pill splitting is a voluntary 
progrmn. He further stated that he is on the 10M panel to review the VA drug Inanagen1ent systeln. 
He suggested a public education progt-mn for patients to know when it's appropriate and when it's 
not appropriate. For exmnple, n1ental acuity of a patient could affect whether the patient could 
perfonn a pill split with accuracy. Cost savings are ilnpoliant to vets, as well as avoiding the 
Medicare Pmi D donut hole. Out of pocket costs are reduced by pill splitting. Mr. Jones asked the 
board to preserve the pill splitting tool. 

John Cronin introduced hilnself as a private phannacist and attorney in San Diego. He said that a 
point not raised is that this practice is driven by dollars. The issue belongs in public education. He 
further stated that Consulner Report miicles end up in broadcasts, even on UCSF student fact sheets. 
Pill splitting can be safe, but the problen1 is that n1any consun1ers start wanting to split everything, 
including odd-shaped tablets like Lipitor. Dr. Cronin asked the board to keep the Inatter of infonned 
consent in the Public Education COlnn1ittee. 

President Powers said he has tried splitting a soft sn1all pill that falls apmi when he tries to split it. 
He said there is evidence of problelns with pill splitting, and that he will refer the Inatter to both 
cOlnInittees (Public Ed and Enforcement) for fuliher recOlnInendation. 

.. 	 Proposed Amendments to Modify the "NOTICE TO CONSUMERS" pursuant to AB 2583 
(Nation, Chapter 487, Statutes of 2006) 

Asselnbly Bill 2583 (Nation) was signed by the Goven10r and becan1e Chapter 487, Statutes of 
2006. The statute requires the board to add to the Notice to COnStllners a statelnent that describes a 
patient's right to obtain Inedication frOln a phannacy: 
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1. 	 even if a phannacist has ethical, lnoral or religious grounds against dispensing a particular drug, 
in which case protocols for getting the patient the lnedication is required. 

2. 	 unless based upon the phan11acist's professional training and judgment that dispensing a drug is 
contrary to law or the dnlg would cause a hannful drug interaction or otherwise adversely affect 
the patient's lnedical condition. 

3. 	 unless the lnedication is out of stock or not available from the phannacy. 
4. 	 unless the patient cannot pay for the lnedication or pay any required co-payment. 

Chairperson Schell referred to Attachment 3 in the board lneeting lnaterials, which includes 
"Version B," the language for the new Notice to Consulners. Version B reflects the language 
approved in the COlnlnunication and Public Education COlnlnittee held on January 8, 2007. 

Executive Officer Herold clarified that the board voted at the October Board Meeting to create the 
second Notice to Consulners poster, instead of adding additional language to the current Notice to 
ConSUlners poster. To be clear, both posters will be required to be displayed in phannacies. As an 
alten1ative, phannacies lnay print the Saine infonnation froln the second poster on a written receipt 
(Business and Professions Code Section 4122). 

Chairperson Schell also referred to a handout containing proposed regulatory language adding 
subdivision (g) to the Califon1ia Code of Regulations, Division 17, Title 16, Article 2, § 1707.2. The 
infon11ation that lnust be displayed on the second Notice to Consun1ers poster must be proillulgated 
in a regulation. The handout reflected language froln the poster, converted to text. 

Ms. Herold provided a lnock-up poster created by the board's graphic designer, Victor Perez. The 
lnock-up contained language fro In the first Notice to Consumers poster. The actual poster size 
would be larger than shown in the 812" x 11" fonnat. Both Notice to Conslllners posters should be 
printed in a siInilar graphic fonnat, once the regulation for the second poster has been fonnally 
adopted and approved by the Office of Adlninistrative Law. The poster lnock-up with a yellow 
lnargin and black ink reflected feedback frOln the COlnlnunication and Public Education COlnlnittee. 

The tiIneline to develop the new Notice to Consun1ers poster, which will take approxilnately one 
year, IS: 

January 8,2007: COlnlnunication and Public Education COlnlnittee n1akes suggested changes to 
the required second Notice to ConSUlners poster 

January 3 1, 2007: (January Board Meeting): Board reviews, lnodifies and sets for regulation notice 
the proposed language 

February 15,2007: Staff releases the proposed aInendments to Section 1707.2 for the required 45 
days of public comlnent 

April 18, 2007: (April Board Meeting): Board adopts final language as a regulation 
June 1,2007: Board subtnits ruletnaking file to the Departlnent of ConSUlner Affairs for 

reVIew 
August 1, 2007: Board subtnits rulelnaking to the Office of Adlninistrative Law for review 
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October 1, 2007: 	 OAL approves rulelnaking file 

Board initiates printing of new Notice to Consulners posters (English) 

Board has regulation language translated into additional languages 


Novelnber 1, 2007: 	Regulation takes effect 
Decelnber 1, 2007: 	 Board distributes printed Notice to Consun1ers posters (English) to Califon1ia 

phan11acies 
Board obtains translated versions and Inakes theln available on our Web site for 
downloading 

Mr. Goldenberg asked about the five points shown in the n10ck-up of the current Notice to 
ConSU111ers Poster, and whether those points need to be covered during consultation with a patient. 

Dr. Swart clarified that those points reflect basic inforn1ation that should be provided during a 
patie11t consultation, in addition to other patient consulting require111ents. 

A discussion ensued as to the board's expectation of licensees for patient consulting requirelnents. 
Ms. Herold stated that the purpose of the Notice to Consun1ers poster is to help patients understand 
how to optilnize their 111edication. Mr. Goldenberg added that the poster is also designed to help 
licensees understand what is expected of theln during patient consultations. 

Chairperso11 Schell asked if there were any COlnlnents fro111 the public. No C0111n1ents were n1ade. 

A reco1111nendation was Inade to accept the proposed regulatory language provided in the handout. 
Mr. ROOln clarified that no Inotion was necessary because the C01111nunication and Public Education 
COln111ittee Inade its recOlnlnendation to initiate the process of pro111ulgating the regulation. 

MOTION: 	 COln111unication and Public Education COlnlnittee: Move to Regulation 
Hearing Modifications to 16 CCR Section 1707.2, Notice to Consu111ers. 

SUPPORT: 	 9 Oppose: o 

• 	 Update Report on the Development of Consumer Fact Sheet Series with UCSF's Center for 
Consunler Self Care 

Collaboration between the board and UCSF's Center for Consun1er Self Care began in July 2004 
with the intention of including phan11acy students in public outreach activities and developing 
conSUlner fact sheets. The board later agreed to co-sponsor a joint Web site with the Center for 
ConSU111er Self Care to house the approxiInately 35 fact sheets that would be developed. 
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The following nine fact sheets have been cOlupleted since the beginning of this project, and have 
been translated into Spanish, Vietnmuese and Chinese: 

1. Generic Dnlgs - High Quality, Low Cost 
2. Lower Your Drug Costs 
3. Is Your Medicine in the News? 
4. Did You K_now? Good Oral Health Means Good Overall Health 
5. Have You Ever Missed a Dose of Medication? 
6. What's the Deal with Double Dosing? Too Much Acetan1inophen, That's What! 
7. Don't Flush Your Medication Down the Toilet! 
8. Thinking of Herbals? 
9. Diabetes Engage Your Health Care Tean1 

Currently under review and editing are at the four additional fact sheets: 

l. An aspirin a day? ...n1aybe ... check it out! 
2. UncOlun10n Sense for the Con11uon Cold 
3. Put the Chill on Myths about Colds and Flu 
4. Medication Errors - Mistakes happen ...Protect yourself1 

One of the original objectives of the fact sheet series was to develop new educational n1aterials for 
issues eluerging in health care for which there was no ( or little) written consun1er infonnation 
available. Since that time, public outreach Iuaterial frOlu the FDA and other entities has been 
identified that duplicates son1e of the topics shown on the list of facts sheets to be developed. 

The cOlun1ittee will reassess the current fact sheet series to ensure that the project does not languish, 
and that Iueaningful infonuation is provided to conSUluers and licensees per the board's strategic 
plan. 

Chairperson Schell introduced the board's new Public and Licensee Education Analyst, I(aren Abbe, 
and stated that one of her duties will be to develop new public outreach material. 

• Update Report on the Activities of the California Health Conlmunication Partnership 

The board is a founding n1eluber of the California Health Con11uunication Partnership. This group is 
spearheaded by UCSF's Center for ConSll1uer Self Care to in1prove the health of Californians by 
developing and prOluoting conSUIuer health education progran1s and activities developed by the 
n1en1bers in an integrated fashion. 

There have been three Iuajor can1paigns since the fonuation of the group approxin1ately three years 
ago. The last can1paign ended in fall 2006, and was the second year of the cancer screening 
can1paign, which ailued at educating the public about the need for and in1portance of breast cancer 
and prostrate cancer screening. 
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A video display of CPhA's "Priceless" was shown during the Con1Inunication and Public Education 
COlnInittee Meeting held on January 8, 2007. The video was shown as an eXaInple of public 
education that can delnonstrate the value ofphannacists' care. The video's theIne was that priceless 
n10n1ents are added to people's lives as a result of phannaceuticals and the intervention and 
knowledge of phannacists. 

There has not been a Ineeting of the partnership since SepteInber 2006. At that n1eeting, the 
partnership intended developlnent of future outreach effolis for generic Inedicine and diabetes and 
aspirin. Also under consideration was the developn1ent of public education caInpaigns about 
phannacist-to-patient consultation since Inany conSUlners are not aware of this requirelnent and how 
this can benefit their health. The cOlnInittee also suggested that SOlne fon11 of outreach to educate 
other health care providers about a phannacist' s requirelnent to consult would benefit both providers 
and patients. 

• 	 Update Report on The Script 

Chairperson Schell stated that the January 2007 issue of The Script was published and Inailed to 
phannacies and wholesalers in January. A copy is also posted on the board's Web site. The focus of 
this issue is on new phan11acy law and regulations. The board's graphic designer, Victor Perez, 
designed this issue. 

The Phan11acy Foundation of Califon1ia is seeking sponsorship to n1ail this newsletter to all 

Califon1ia-licensed phannacists. 


The next issue of the newsletter is being developed for publication for July 2007. It will focus on 
new regulations and iInplelnentation issues in Phannacy Law. 

• 	 Developnlent of New Consumer Brochures 

Chairperson Schell stated that Public and Licensee Education Analyst I(aren Abbe staIied with the 
board on Decen1ber 1st. The restoration of her position returns one of two related positions lost 
during hiring freezes in 2001. The Inain focus of her position will be to develop conSUlner and 
licensee educationallnaterials. (Retired Annuitant Hope TaInraz will continue to work on The 
Script.) 

a. 	 ConSUlner and Licensee Materials 

• 	 Board of Phannacy InfoIlnation Brochure 
The board lacks an adequate descriptive brochure about its Inandate, jurisdiction, licensees 
and con1plaint handling processes. Two brochures are under developn1ent - one an 
"overview" brochure, and the other reflecting the board's complaint handling process. 
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., 	 Prescription Drug Discount Progrmn for Medicare Recipients 
The board will revise its "Prescription Drug Discount Progrmn for Medicare Recipients" 
brochure that was developed in response to SB 393 (Speier, Chapter 946, Statutes of 1999). 
This state progrmn allows Medicare recipients to obtain n1edications at the Medi-Cal price if 
the patients payout of pocket for the Inedication. The revised brochure will mesh with the 
Medicare Part D Plan benefits that becmne available to beneficiaries in 2006 . 

., 	 Infon11ation Fact Sheets for Applicants 
The board has a great wealth of infon11ation contained in its instructions for the phannacist 
exmn. However, smne applicants do not read this infonnation or perhaps do not retain it. 
Separate fact sheets will be developed on infonnation about applying for the CP JE or a 
Califon1ia inten1 phannacist license specifically for phan11acists licensed in other states. 
Another fact sheet will include infonnation regarding how foreign graduates can qualify for a 
phan11acist license in California. 

b. 	 Infon11ation on Preventing Prescription Errors 

Staff will develop a section of the board's Web site into a resource on preventing Inedication 
errors. The board has been actively involved in a nun1ber of activities ahned at reducing errors, 
including the quality assurance progran1 requiren1ents n1andating phannacies to evaluate every 
prescription error. The Web site will include data such as that presented at the July 2006 Board 
Meeting on prescription error data identified by the board through investigations of conSUlner 
c0111plaints. It will also include infonnation froln other sources, such as ways to prevent errors 
and frequently confused drug nmnes. It will have links to Web site and other n1aterial as well . 

., 	 Update on Public Outreach Activities 

Chairperson Schell stated since the last board n1eeting, board staff provided four continuing 
education presentations, n1ade three presentations at conferences or association n1eetings, and staffed 
a booth at an Ask A Phannacist event. 

., 	 Second Quarterly Report on Committee Goals for 2006/07 

Chairperson Schell stated that the updated COInInunication and Public Education COlnInittee 
Strategic Plan provided in the n1eeting lnaterials packet. Several tasks have been cOInpleted towards 
the con1lnittee's goal. 

LICENSING COMMITTEE REPORT 

Chairperson Ruth Conroy provided a report of the Septen1ber 20, 2006 Meeting. She noted that 
n1inutes of this Licensing COlnlnittee Meeting are provided in Attachment A of the board lneeting 
packet. 
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• 	 California Schools of Pharmacy Project to Identify and Test on the Professional 
Competencies that Should be Achieved by the End of Basic Intern Experience 

Chairperson Conroy stated that the board was recently advised about a review of the inten1 
experience cOlnponent ofphannacy education that is being initiated by California's schools of 
phannacy. This group will exmnine both the required and elective cOlnponents of ACPE 
approved inten1 experience at both the basic (IPPE) and advanced (APPE) levels. The project 
will be called the California Phan11acy IPPE/OSCE Initiative (OSCE is the acronytn for 
objective structured clinical exmnination). The goal is to develop an asseSSlnent eXaln to assess 
inten1 experience at the basic level. There is currently no asseSSlnent Inethod used in Califon1ia 
for any inten1 experience; Califon1ia law requires only the cOlnpletion of 1,500 hours of intern 
experience that cOlnplies with ACPE requiren1ents (basic and advanced). 

The Califon1ia phannacy schools are collaborating in this initiative to detennine the 
cOlnpetencies that students should achieve by the end of their introductory phannacy practice 
experiences (IPPEs) and before starting their advanced phan11acy practice experiences (APPEs). 
This initiative is in response to new ACPE accreditation standards that spell out how n1uch tin1e 
students Inust spend in IPPEs and APPEs rather than what they should learn (outcon1es). 

One n10tivating concen1 of the group is that laws requiring a specific duration of experience (i.e., 
1,500 intern experience hours) -- but without specifying the con1ponents to be gained fron1 the 
experience -- are not beneficial. 

The goals of the initiative are to: 

1. 	 Reach consensus on the basic foundational con1petencies that all phan11acy students in 
Califon1ia should n1aster during basic intern experiences. 

2. 	 Train faculty Inelnbers frOln each phannacy school in Califon1ia how to develop and 
adn1inister an OSCE-based asseSSlnent. 

3. 	 Develop a validated and standardized OSCE-based exan1ination to assess achievelnent of 
the basic cOlnpetencies. 

4. 	 Develop a Inechanisn1 to assure replenishn1ent of the OSCEs and exmn security in the 
future. 

5. 	 Petition ACPE to accept an OSCE-based assessn1ent for basic experience as evidence of 
con1pliance with specific ACPE standards. 

The timeline aitns for incorporation of the standards during acadelnic year 2007-08. 

Chairperson Conroy stated that President Powers has appointed Board Melnber Susan Ravnan as 
the board's representative to this group. 
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Dr. Ravnan stated that the students enjoy the experience portion, however, if it is not quality 
experience, students lnight be discouraged because they would not benefit froln it. She further 
stated that in the long run that it would be good, yet extrelnely tilne consulning. 

MOTION: 	 Licensing COlnlnittee: The Board of Phannacy support and participate in 
this project. 

SUPPORT: 	 9 OPPOSE: o 

• 	 Request fronl California Pharmacy School Intern Pharmacists to Increase the Number of 
Intern Hours That Can Be Earned Outside a Pharmacy from 600 to 1,000 Hours 

Under current law, an intenllnust earn 1,500 hours ofintenl experience. California law requires 
that a lninitnuln of 900 hours of experience be earned in a phannacy, under the supervision of a 
phannacist. The relnaining 600 hours of intenl experience can be obtained outside a phannacy, 
but this experience lnust still be done under the supervision of a phannacist and be substantially 
related to the practice of phannacy. California phannacy students typically eanl these 600 hours 
for school-required experience training during the fourth year (clinical clerkship). 

Chairperson Conroy stated that at the March 2006 Licensing COlnlnittee Meeting, students from 
various Califonlia phannacy schools requested that the board mnend its regulations to allow up 
to 400 hours lnore (for a total of 1,000 hours) of intenl experience that can be earned under the 
supervision of a phannacist, but outside a phanl1acy. At the March meeting, students were asked 
to cOlnpile infonnation and return to the cOlnlnittee. The Decenlber 2006 Licensing Conlnlittee 
Meeting was the next opportunity for the students to return. 

The students have been invited to this Board Meeting for additional discussion, but apparently 
were not able to appear. 

According to the phannacy students, opportunities for phannacists have expanded beyond the 
traditional areas of conllnunity and hospital practice settings. Many students would like the 
opportunity to gain experience in the phannaceutical industry, lnanaged care, regulatory affairs 
and association lnanagelnent, but are unable to do so because they caml0t eanl intenl hours for 
this experience. As part of the phannacy school curriculum, students cOlnplete various rotations 
in their first and fourth years in both cOlnlnunity and hospital phannacy. In the fourth year, 
phannacy experience is lnore clinical. 

The students believe that even if the board were to change the ratio of intenl hours as they 
propose, a large percentage of students would still eanl the nlajority of their intenl hours in a 
phannacy. However, this new ratio would allow those students who show proficiency in 
phannacy settings to be able to expand their experience in other areas. 
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The cOIDlnittee allowed considerable discussion during the meeting. Various options were 
discussed including a possible addition of 400 hours to the inten1 experience requirelnent (to 
total 1,900 hours) to pen11it such additional experience. 

However, discussion also included the need for students to thoroughly understand the workings 
of a phan11acy, and why such experience is so ilnportant to a phannacist's future as a supervisor 
of phannacy functions and personnel. 

The cOlnn1ittee concluded that without a solid understanding of and actual experience in 
phannacies, phannacists will lack critical knowledge about phannacy operations and practices 
because sufficient core experience in a phannacy is lacking. 

Chairperson Conroy stated that con11nittee concluded that it is prelnature to lnove forward with 
the students' proposal at this tilne. Instead the COlnn1ittee decided to wait for the results of the 
IPPE/OSCE Project being launched this lnonth by California's phannacy schools that will 
establish a cOlnpetency exa111 to assess basic phannacy intern skills before recoln111ending any 
changes in the ratio of intern hours. 

• 	 Proposed Regulations for Pharmacies that Compound Medication - Amendnlents to 16 
California Code of Regulations Sections 1716.1 and 1716.2, and the Adoption of Sections 
1735-1735.8 

Chairperson Conroy stated that the cOlnlnittee reviewed proposed regulation language that would 
establish parmneters for phannacies that cOlnpound lnedication for patients. This language was 
developed in 2004 as a work product following c0111pletion of the board's Workgroup on 
C0111pounding. Legislative proposals were also developed as another work product of this 
workgroup, but the legislation containing these provisions was dropped during the final stages of 
the 2006 legislative session due to opposition that could not be resolved. 

The Workgroup on COlnpounding was fonned to evaluate whether a distinction could be Inade 
between c0111pounding by a phan11acy and lnanufacturing operations that are perfonned by a 
drug Inanufacturer. However, the group was unable to develop standards to distinguish when a 
phannacy has crossed fr0111 cOlnpounding into lnanufacturing, and thus would be subject to 
licensure as a n1anufacturer. Instead, a legislative proposal and draft regulations were developed 
to establish standards for phannacies that cOlnpound Inedication, leaving to the Depmilnent of 
Health Services or the FDA the deter111ination of when a pharn1acy is Inanufacturing. 

Chairperson Conroy stated that the Licensing Con1lnittee now reco1111nends that the board n10ve 
forward with the regulation language that was developed in 2004 for phannacies that cOlnpound. 
These requirelnents will establish standards for phannacies that do cOlnpound, providing patient 
protection when they receive Inedication that has been cOlnpounded by a phannacy. The 
proposed regulation changes are provided in Attachn1ent 3, in the board packet. 
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What is Inissing from the regulations and the regulatory scheme that was initially envisioned by 
the board in 2004 is the authority for one phannacy to cOlnpound n1edication for another 
phannacy. This practice is currently allowed by Business and Professions Code section 4123 
only for parenteral products. 

During the Licensing COlnlnittee Meeting, various stakeholders n1ade recoinmendations for 
slight Inodifications to the regulations. The individuals were asked to subn1it the cominents in 
writing so that the language can be finalized. These COlnlnents have not yet been subinitted to 
the board. 

Modifications to the regulation can be Inade at the March 7, 2007 Licensing COlnlnittee Meeting 
and final language shared with the board at the April Board Meeting for final review and 
approval before being released for public COlnlnent. 

Dennis Ming, Board of Phannacy Inspector, encouraged the Board to move this proposed 
regulation forward. He asked the board to consider a deadline, leaning towards the end of 
Febnlary 2007. This would allow stakeholders to subinit their COlnlnents and give stafftiine to 
collate infonnation so that it could be presented to the Licensing Cominittee to work with, rather 
than postpone this three-year continuing process. 

MOTION: 	 Licensing COlnn1ittee: The board Inoves to public notice this regulation 
package following consideration of mnendinents froin stakeholders at a 
future Ineeting. 

SUPPORT: 	 9 OPPOSE: o 

• Emergency Preparedness for California Pharnlacy 

Chairperson Conroy stated that one of the Goven10r's key initiatives is emergency preparedness. 
The board has an ilnportant role in this because the provision of phannaceuticals, and who will 
provide theIn, will certainly be an iinpoliant cOlnponent in any einergency response. 

At the October 2006 Board Meeting, the board approved a general policy statement that outlines 
its expectations for how disaster response involving the Board of Phannacy' s jurisdiction could 
proceed. A copy of the final policy stateinent was published in the January 2007 issue of 
The Script, and is on the board's Web site. 

Over the con1ing Inonths, the board will work with the Departinent of Health Services to 
establish procedures for einergency response. The goal is to assure that licensees and the public 
have better knowledge of what the board will require, and licensees will be con1fortable 
volunteering to participate in einergency response and obtain training before a disaster occurs. 
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• 	 Request to Add the Exam for the Certification of Pharmacy Technicians as a Qualifying 
Method for Pharmacy Technician Registration 

In Septelnber, the Licensing COlnlnittee initiated discussion about a new pharmacy technician 
exmnination, the Exan1 for the Certification ofPhannacy Technicians (ExCPT). This exmn has 
been developed by the Institute for the Certification of Phannacy Technicians. 

This exmnination is accepted by Connecticut, New Jersey, Minnesota, Oregon and Virginia as a 
qualifying route for registration for phan11acy technicians. According to Inaterial provided by 
the institute, the exmn is a cOlnputer-based exam, which is adlninistered in 700 locations 
nationwide. The National COlnlnunity Phannacists Association and the National Association of 
Chain Drug stores support use of the exmn. 

At the October 2006 Board Meeting, the board directed staff to initiate a review of the ExCPT, 
and whether the exmnination is job related and has been validated as required by Califon1ia 
Business and Professions Code section 139. 

To use the ExCPT exmn as a qualifying Inethod for phannacy technician licensure, either a 
statutory or regulation mnendlnent needs to be adopted. The board should not act to itnplen1ent 
this exmn until this review is con1pleted. 

Within the Department of Consun1er Affairs is the Office of Exmnination Resources. This office 
provides examination and psycholnetric services to professional and vocational licensing boards 
in the departlnent. At the current titne, this office is undergoing recruitInent for a chief. Until 
such tin1e as a new chief is hired, the board probably should not initiate a review of the ExCPT 
exmnination using this office. 

Alten1atively, the board could direct what organization the ICPT could sublnit its exmn to for 
independent evaluation. This is a process suggested by the An1erican Society of Health Systeln 
Phan11acists (which is also an owner of the Phannacy Technician Certification Board 
Exmninati on). 

Chairperson Conroy stated that the cOlnlnittee recomlnend no action on this agenda iteln, 

pending the hiring of a psychOlnetric expert by the Departlnent of Consun1er Affairs. 


• 	 National Provider Identifier 

Chairperson Conroy stated that one con1ponent of the Health Insurance Portability and 
Accountability Act of 1996 (HIP AA) required that the Health and HUlnan Services Agency 
adopt a unique health identifier for health care providers. On January 23, 2004, the governlnent 
published the final rule creating the National Provider Identifier (NPI) as the identifier. 
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All HIPAA-covered providers, whether they are individuals or cOlupanies, lUUst obtain an NPI 
for use in HIP AA covered, HIP AA standard transactions (e.g., NCPDP for retail prescription 
dnlgs). This n1eans that phanuacists and pharn1acies will need to obtain an NPI. Once issued, a 
provider's NPI will not change, even if a phanuacist's job or pharmacy location changes. 
Infon11ation about the NPI is provided in the Board Meeting luaterials in Attachn1ent 6. 

• 	 Competency Committee Report: 

Chairperson Conroy asked Ms. Herold to provide the repoli. 

Ms. Herold stated that the Office of Exatuination Resources (OER) within the 
Departn1ent of Consun1er Affairs is seeking a new contract with a vendor to provide 
cOluputer based testing through a Request for Proposal (RFP) process. The board uses 
this contract to adluinister the CP JE. The cunent contract expires June 1, 2007. 

Ms. Herold state that total of 1,633 applicants took the CPJE in fiscal year 2005/06. Of 
the 1,633 applicants, 325 failed the CPJE while 1308 passed the CPJE. The pass rate for 
the CP JE in fiscal year 2005/06 is 80 percent. 

RECOGNITION OF PHARMACISTS 

The Board recognized Dr. Mel Baron, fon11er Assistant Dean at the University of Southen1 
California for his service as a phanuacist for 53 years. Dr. Baron thanked the board and 
presented the board luen1bers with honorary USC phan11acist pins. 

Chairperson Goldenberg thanked Dr. Baron for all his efforts and contributions as a pharn1acist 
and phan11acist educator. 

LEGISLATION AND REGULATION COMMITTEE 

Board Action on Regulations 

• 	 Proposed Amendment to 16 CCR 1775.4 - Reschedule of an Office Conference to Contest a 
Citation 

Chairperson Zinder advised the board that there were ruleluaking doculuents provided in the 
board packet. 

She stated that the board proposes to an1end Section 1775.4 of Division 17 of Title 16 of the 
California Code of Regulations. The purpose for an1ending the regulation is to liluit the nmuber of 
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times a person or entity can reschedule an infonual office conference. Currently there is no 
provision to allow for a person or entity to reschedule the infonual office conference once 
scheduled. This proposal would afford a person or entity the rightJo request that the infon11al office 
conference be rescheduled one tin1e, which was a provision in the prior regulation, inadvertently 
deleted when the regulations were muended several years ago. 

The regulation was noticed on Deceluber 22,2006. The COlUluent period is over February 5, 
2007, however staff counsel advised that the board luay take action on this pending regulation at 
the January Board Meeting, even though the 45-day period has not run, as long as a lTIotion is 
luade to adopt the regulations as noticed, absent any negative COlUluents or recOluluendations for 
substantive changes. 

MOTION: Legislation and Regulations COluluittee: Adopt Proposed AlTIendluent to 
16 CCR 1775.4 - Reschedule of an Office Conference to Contest a 
Citation and delegate to staff to con1pile the ruleluaking file. If negative 
con1n1ents are received before the close of the con1n1ent period, staff is to 
retun1 the regulation to the board for consideration at the April 2007 
Board Meeting. 

SUPPORT: 9 OPPOSE: o 

Specific Language 

Aluend Section 1775.4 of Division 17 of Title 16 of the Califon1ia Code of Regulations 
to read as follows: 

CCR 1775.4 (a) Any person or entity served with a citation n1ay contest the citation by 
appealing to the board in writing within 30 days of the issuance of the citation. Appeals 
shall be conducted pursuant to the adjudication provisions of the Adluinistrative 
Procedure Act. (Goven1n1ent Code Section 11500 et seq.) 
(b) In addition to requesting a hearing, as provided for in subdivision (a), the person or 
entity cited n1ay, within 14 calendar days after service of a citation, subluit a written 
request for an infonual office conference, The person or entity cited n1ay contest any or 
all aspects of the citation. The infonual office conference will be conducted by the 
executive officer or his/her designee within 30 calendars days of receiving the request. 
Persons or entities luay reschedule an infon11al office conference once by subn1itting a 
written request at least 2 days in advance of the scheduled office conference. 
(c) The executive officer or his/her designee shall hold an infom1al office conference 
upon request as provided for in subdivision (b) with the person or entity cited and their 
legal counselor authorized representative if they desire representation at the infon11al 
office conference. At the conclusion of the infon11al office conference, the executive 
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officer or his/her designee Inay affin11, n10dify or dismiss the citation, including any 
adn1inistrative fine levied or order of abatelnent issued. The executive officer or his/her 
designee shall state in writing the reasons for their action and serve or send by celiified 
Inail, a copy of their findings and decision to the person or entity cited within 14 calendar 
days frOtn the date of the infonnal office conference. This decision shall be deel11ed to be 
a final order with regard to the citation issued, including the administrative fine levied 
and/or an order of abaten1ent. 
(d) The person or entity cited does not waive their request for a hearing to contest a 
citation by requesting an infon11al office conference after which the citation is affin11ed 
by the executive officer or his/her designee. If the citation is disn1issed after the infonnal 
office conference, the request for a hearing on the Inatter of the citation shall be deel11ed 
withdrawn. If the citation, including any adIninistrative fine levied or order of abatement, 
is n10dified, the citation originally issued shall be considered withdrawn and a new 
citation issued. If a hearing is requested for the subsequent citation, it shall be requested 
within 30 days of the issuance of the subsequent citation. 

Note: Authority cited: Sections 129.5, 148 and 4005, Business and Professions Code. 
Reference: Sections 125.9, 148,684,4067,4127.4 and Business and Professions Code 
and Section 56.36 of the Civil Code. 

• Proposed Anlendment to 16 CCR 1706.2 - Abandonnlent of Application Files 

Chairperson Zinder refelTed to the rulelnaking doclunents provided in the board packet and 
provided a brief history. 

She stated that in 1997, the board established the provisions of 1706.2 to define when an 
application for a phannacy, n1anufacturer, supplier, clinic, 111edical device retailer, or warehouse 
of a Inedical device retailer, had been abandoned. In 2005, the board updated this regulation to 
add non-resident phannacy, sterile injectable con1pounding phan11acy to the regulation and to 
delete the tenns, n1anufacturer, supplier, Inedical device retailer, and warehouse of a n1edical 
device retailer. This proposed regulation change would update the regulation to add veterinary 
food-anil11al drug retailer, hypodelmic needle and syringes, phannacist inten1s and designated 
representatives to the regulation. 

The regulation was noticed on Decen1ber 22, 2006. The con11nent period is over February 5, 
2007, however staff counsel advised that the board Inay take action on this pending regulation at 
the January Board Meeting, even though the 45-day period has not nU1, as long as a Inotion is 
made to adopt the regulations as noticed and absent any negative COInlnents or recOtnl11endations 
for substantive changes. 

Dr. Schell requested clarification on the procedures when an application is abandoned. 
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Staff responded that the records are retained in con1pliance with the board's records retention 
schedule, and then confidentially destructed. 

MOTION: Legislation and Regulation COlnlnittee: Adopt Proposed Amendlnent to 
16 CCR 1706.2 - Abandonlnent of Application Files and delegate to staff 
to cOlnpile the rulen1aking file. If negative con1lnents are received before 
the close of the COlnment period, staff is to retun1 the regulation to the 
board for consideration at the April 2007 Board Meeting. 

SUPPORT: 9 OPPOSE: o 

Specific Language 

Alnend Section 1706.2 of Division 17 of Title 16 of the Califon1ia Code of Regulations 
to read as follows: 

CCR 1706.2. (a) An applicant for a license to conduct a phannacy, non-resident 
phannacy, sterile injectable con1pounding phan11acy, wholesaler, out-of-state distributor, 
or clinic, veterinary food-aniInal drug retailer, or to sell hypoden11ic needle and syringes 
who fails to cOlnplete all application requirelnents within 60 days after being notified by 
the board of deficiencies in his, her or its file, lnay be deelned to have abandoned the 
application and lnay be required to file a new application and n1eet all of the requiren1ents 
in effect at the tiIne of reapplication. 
(b) An applicant for a phan11acy teclu1ician license or a designated representative license 
who fails to con1plete all application requirelnents within 60 days after being notified by 
the board of deficiencies in his or her file, n1ay be deelned to have abandoned the 
application and n1ay be required to file a new application and Ineet all of the requiren1ents 
which are in effect at the tiIne of reapplication. 
(c) An applicant who fails to pay the fee for licensure as a phannacist required by 
subdivision (f) of section 1749 of this Division within 12 lnonths after being notified by 
the board of his or her eligibility be deeIned to have abandoned the application and n1ust 
file a new application and be in con1pliance with the requirelnents in effect at the tilne of 
reapplication. 
(d) An applicant to take the phannacist licensure exmninations who fails to take the 
exmninations within 12 Inonths ofbeing deen1ed eligible, shall be deelned to have 
abandoned the application and lnust file a new application in cOlnpliance with all of the 
requirelnents in effect at the tin1e of reapplication. 
(e) An applicant for a phannacist inten1license who fails to cOlnplete all application 
requirelnents within one year after being notified by the board of deficiencies in his or 
her file, n1ay be deen1ed to have abandoned the application and Inay be required to file a 
new application and Ineet all of the requiren1ents which are in effect at the tiIne of 
reapplication. 
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Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 
4022.5,4029,4030,4037,4042,4043,4053,4110,4112,4115,4120,4127.1,4141, 
4160,4161,4180,4190,4200,4201,4202,4203,4204, and 4205, and 4208, Business 
and Professions Code. 

• 	 Section 100 Changes 

At the J anual), 8, 2007 Legislation and Regulation Con11nittee Meeting, board staff presented 
two additional Section 100 changes for and board approval. 

1. 	 Alnend CCR 1715 - Self Assessn1ent Fon11S 
A section 100 regulation change is needed to update the self-assessn1ent fonn to reflect 
changes in phannacy law since the fon11s last revision date. 

2. 	 An1end CCR 1793.8 - Phan11acy Technicians in Hospitals 
This section currently references Business and Professions Code section 4052; however, 
because this section was recodified by Asselnbly Bill 2408 (Chapter 777, Statutes 2006), 
this reference section requires correction. 

There were no questions or COlnlnents frOln the board or the public specific to these 
proposed Section 100 changes. 

MOTION: 	 Legislation and Regulation Con11nittee: Approve the alnendlnents to 
CCR 1715 - Self AsseSSlnent Fon11S and CCR 1793.8 - Phannacy 
Technicians in Hospitals 

SUPPORT: 	 9 OPPOSE: o 

• 	 Proposed Addition of CCR 1785 - Self Assesslllent Form for Veterinary Food Aninlal Drug 
Retailer 

At the January 8, 2007 Legislation and Regulation COlnmittee Meeting, board staff 
recolnn1ended the adoption of section 1785 of the Califon1ia Code of Regulations to establish a 
self-assesslnent fonn for veterinary food-anilnal drug retailers and require the designated 
representative in charge to cOlnplete this fonn to ensure con1pliance with phannacy and 
wholesaler law. This self asseSSlnent would also aid these licensees in cOlnplying with legal 
requirelnents of their operations and therefore increase public safety as a result of this 
cOlnpliance. 
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Public COlnlnent included clarification of this requiren1ent, how frequency this fonn Inust be 
cOlnpleted and by whOln. 

Board staff responded that this proposal is silnilar to the requiren1ent for phannacies and the 
recently adopted self-assesslnent requiren1ent for wholesalers. In general, a designated 
representative-in-charge would be required to cOlnplete the self-assesslnent fonn every two 
years. 

There were no additional questions or COlnlnents fron1 the board or the public. 

MOTION: Legislation and Regulation COlnlnittee: Approve the addition of 16 CCR 
1785 - Self Assesslnent of a Veterinary Food-Anilnal Drug Retailer. 

SUPPORT: 9 OPPOSE: o 

• Approved Regulations 

Board Inelnbers were advised of two regulations recently approved by the Office of 
Adlninistrative Law. 

(1.) Repeal of CCR 171 7 ( e) and the addition of CCR 1 713 - Prescription Drop Boxes 
and AutOlnated Self-Use Delivery Device for Refill Prescriptions 

Section 1717 of the California Code of Regulation was repealed and Section 1713 of 
the Califon1ia Code of Regulations was added to Title 16 to allow phannacy patients 
the ability to use a vending-like n1achine located near the phannacy to obtain their 
refilllnedications if they choose to do so. This regulation allows the use of a 
prescription drop-offboxes outside the phannacy as a Ineans to leave a prescription 
for a phannacy to fill later. These changes becmne effective January 26, 2007. 

(2.) 	Alnend 16 CCR 1793.7 and add 16 CCR 1798.8 - Phannacy Technician Checking 
Phannacy Technicians in an Acute Care Hospital Setting. 

Section 1793.7 was a111ended and Section 1798.8 of the California Code of 
Regulations was added to define the conditions under which a specially trained 
phannacy teclu1ician Inay check the work of another phannacy technician in an acute 
care phannacy setting. This regulation took effect on January 5, 2007. 

There were no C0111111ents by the board or public about the recently approved regulations. 
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• Pending Regulations 

The board was advised about the status of pending regulations. 

(1.) Repeal of 16 CCR 1717.2 - Notice of Electronic Prescription Files 

The repeal of Section 1 71 7.2 of the Califonlia Code of Regulations would reinove a barrier 
that prevents phannacists in SOlne circulnstances fronl having full knowledge of all 
prescription drugs a patient is taking. The repeal of this section will result in better patient 
care without conlproinising patient Inedical record privacy. 

The board voted to adopt this regulation at the October 2006 Board Meeting. This 
rulenlaking was filed with the Office of Adnlinistrative Law on January 9, 2007. 

(2.) 	 Adoption of 16 CCR 1784 - Self-Assessnlent fonll of a Wholesaler by a Designated 
Representati ve-in -Charge 

The adoption of Section 1784 of the Califonlia Code of Regulations would establish a self­
assessnlent fonn for wholesalers and the requireinent that the designated representative-in­
charge conlplete the fonn to ensure conlpliance with phanllacy law. This fornl will also 
aid wholesalers in conlplying with legal requireinents of wholesaler operations and 
therefore increase public safety as a result of this cOlnpliance. 

The board voted to adopt this pending regulation at the October 2006 board nleeting. This 
ruieinaking was subinitted to the Departnlent of Consumer Affairs on Decenlber 28, 2006. 

• Section 100 Changes awaiting completion 

Staff reviewed the previously approved Section 100 changes, which are changes without any 

regulatory effect. The changes Inake regulations congruent with statutory changes. 

The board has previously approved all of these proposals. 


Proposed Anlendinent to 16 CCR 1709.1 - Replace the tenn "Exenlptee-in-Charge" with 

"Desi gnated Representati ve-in -Charge" 

In 2004 Senate Bill 1307 (Chapter 857, statutes of 2004) replaced the tenn "exenlptee-in-charge" 

with "designated representative-in-charge" in phanllacy law, effective January 1, 2006. This 

section requires an mnendnlent to ensure the consistency with the Business and Professions 

Code. 


Proposed Anlendnlent to 16 CCR 1 780 - Update the USP Standards Reference Material 

Section 1780 sets nlininlUln standards for drug wholesalers. Section 1780(b) references the 1990 

edition of the United States Phanllacopeia Standards (USP Standards) for teinperature and 

hUlnidity standards. The USP Standards is updated and published annually. Consequently, this 
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section requires an muendluent to muend Section 1780(b) to reflect the 2005 version of the 
publication and to hold wholesalers accountable to the latest standards. 

(1.) Proposed An1endn1ent to 16 CCR 1780.1 and 1781 - Replace the tenu "Exeluptee" with 
"Designated Representative" 
In 2004 Senate Bill 1307 (Chapter 857, statutes of2004) replaced the tenu "exemptee" 
with "designated representative" in phanuacy law, effective January 1, 2006. 
This section requires an an1endluent to ensure the consistency with the Business and 
Professions Code. 

(2.) Proposed Repeal of 16 CCR 1786 - Retun1 of Exemption Celiificates 
This section is outdated and needs to be repealed. The provision requires a supplier to 
iluluediately retun1 a celiificate of exeluption to the board if an exeluptee leaves the 
eluploytuent of a wholesaler. This regulation is based on prior Phanuacy Law, which 
linked an exeluptee license ( designated representative) to a specific licensed wholesaler 
location. 

• 	 Rulemaking Awaiting Notice 

Proposed An1endn1ent to 16 CCR 1760 - Disciplinaty Guidelines 

In addition to the Section 100 changes listed above, several n1eetings ago, the board approved 
atUendluent to 16 CCR 1760 - Disciplinary Guidelines. 

This rulen1aking will allow the board to use the revised 2007 edition of this publication when 
deciding on appropriate disciplinary action to take for violations ofPhanuacy Law. Staffhas 
additional recon11uendations for changes that will be presented to the board at the April 2007 
Board Meeting. 

• 	 Board Approved Regulations Awaiting Conformance with California Building Standards 
Rulemaking Process 

Board n1elubers were provided a brief overview of the status of the changes required to the 
California Building Standards. 

At the April 2006 Board Meeting, the board voted to atuend language in the Califoll1ia Building 
Code, Title 24, California Code of Regulations, section 490A.3 and 505.12 with respect to the 
building standards for phan11acies that cOlupound parenteral solutions. Last SUlun1er, the 
Building Standards Con11uission advised the board that there is a new process to subluit iten1s 
into the Califon1ia Building Code. Staff will pursue these changes in the new fon11at this year to 
secure adoption of these standards into the building code. 
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• Board Approved Regulations - Proposed Language to be Developed 

Board men1bers were advised about the status of board approved regulations requiring language 
to be developed to proceed with the ruleluaking process. 

(1.) Process and Criteria to Approve Accreditation Agencies for Phanuacies 

Business and Professions Code section 4127.1 requires a separate license to cOlupound 
injectable sterile drug products. Section 4127 .1 (d) provides exeluptions to the licensing 
requireluent for phanuacies that have cunent accreditation frOlu the Joint COlUIuission on 
Accreditation of Healthcare Organizations, or other private accreditation agencies approved 
by the board. Since the inception of this statute, the board has approved two such agencies. 

This proposed regulation would specify the criteria the board uses to evaluate these 
agencIes. 

Language will be developed in conceli with staff counsel and will be presented at the next 
Legislation and Regulation COlun1ittee Iueeting. 

(2.) Notice to Consun1ers, Proposed AIuendIuent to 1707.2 

Chairperson Zinder stated that in confon11ance with AB 2583 (Chapter 487, Statutes of 
2006), the board is required to revise the Notice to Consun1ers poster that is provided to 
each phan11acy as required in Business and Professions Code section 4122 and defined in 
16 CCR 1707.2. This proposal was acted upon earlier at this Board Meeting. 

(3.) Proposed AIuendIuent to 16 CCR 1707.3 

Cunently this regulation requires a dnlg utilization review on a new prescription. The 
recOluIuendation proposed would require this review on all prescriptions. It would not 
require consultation on all prescriptions. 

The COluIuittee had generally supported this proposal but recOluIuends a discussion at the 
January 2007 Board Meeting. 

Mr. Goldenberg questioned how board inspectors would know that a phanuacist did 
cOluplete the drug utilization review. 

Board staff responded that board inspectors observe phanuacists as part of the inspection 
process. 
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Mr. ROOln also stated that there are electronic fingerprints that SOlneone could look at to 
confinn that this check did occur. 

Board Men1ber Goldenberg expressed his support for the recOlnInendation, but asked how 
the board would know that it is being done. 

Board President Powers asked how the board currently enforces this requiren1ent on new 
prescriptions and indicated that this also needs to be looked into. 

Board MeInber Schell also expressed suppoli for this proposal and indicated that he does 
not feel the board should be prescriptive with specifying how a phannacist is going to do 
this. The intent is that it gets done, but the board should not be telling the phannacist how 
to do it because of the various types of software used. 

Mr. ROOln indicated that it is unclear if the law currently requires this although it is a 
standard of practice. It is clearly already a requiren1ent on a prescription where 
consultation is required. The law currently links the drug utilization review to any 
prescription where consultation is required. This proposal would require the dnlg 
utilization review to occur regardless of whether consultation is required. 

Board MeInber Goldenberg indicated the drug utilization review could only be cOlnpleted 
based on patient infon11ation on file with the dispensing phan11acy because there is no 
central databank for all patient infon11ation. 

Board Men1ber Goldenberg reiterated that a phan11acy should be able to doclllnent how it is 
cOInplying with the drug utilization review. 

Board Men1ber Daze offered a proposed revision to the draft language to include a notation 
that the phannacist n1ust review the infon11ation on file at the dispensing phannacy. The 
way that it is written now, SOlneone could argue that the drug utilization review was not 
con1plete because the patient went to several different phannacies to have prescriptions 
filled. Without this revision, a phannacist could be placed in a position of being sued for 
lnalpractice unless the board liInits the scope of the drug utilization review to a specific 
location. 

Chairperson Zinder responded that the lilnitation is inferred. Pharn1acists are only required 
to review and consider the infonnation that is available. 

Board Men1ber Swart responded that typically a patient con1pletes a drug infonnation sheet 
where they list all of the lnedications they are taking. Patients are asked to indicate if there 
have been any changes in the medications they are taking. The industry has a lnechanisln 
to obtain this infon11ation. The software used by lnany phan11acies con1pletes the drug 
utilization review for the phan11acist. 
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Board Melnber Goldenberg questioned what will happen if a patient declines to fill out the 
fonn. 

Board Melnber Daze questioned if the language should be revised to require that the DUR 
be doculnented. 

Board Melnber Swart indicated that any DUR con1pleted will be either a phan11acist's 
initials or son1e type of scan to confin11 that it has been cOlnpleted. 

Board Melnber Ravnan also expressed support for the concept but expressed concern that 
the board n1ay be requiring a phan11acist to confin11 infonnation that has already been 
confin11ed when the n1edication was initially dispensed and/or refilled, assuming that the 
DUR was done correctly the first tilne. 

Executive Officer Herold responded that in the case that was the origin for this clarification 
a cash-paying patient received a refill way too early. No phannacist reviewed the patient 
profile and the patient took all the drugs at once and died. 

Executive Officer Herold stated that as a conSluner she expects her phannacist to look at 
her profile, which is part of the reason people go to a phan11acy as opposed to buying the 
drugs off the Internet. It is a professional service. 

Board Me111ber Goldenberg asked if the overrides are as a result of the software used by the 
phan11acy, or part of the patient's insurance c0111ing back and saying they will not pay for 
the refill. 

Board Melnber Swart indicated that the override requirelnent is a function of the software 
used in his experience, but that he could not speak to all of the various software progrmns 
used by the profession. 

Board Melnber Goldenberg proposed that perhaps the solution to this probleln would be to 
require all software used by phannacies to require a phannacist override. 

Public COlnn1ent included whether the board can lnandate that the software have a built-in 
DUR. 

Dr. Cronin stated that independent phannacies have the sa111e kind of software progrmns 
and sin1ilar records. 

Dr. Cronin stated that this proposal will require a lot of discussion because of the econOlnic 
iInpact this will have. Dr. Cronin also pointed out that the proposed language requires a 
phannacist to cOlnplete the DUR, not a C0111puter progra111. Dr. Cronin stated that he does 
not know if that requirement is econon1ically feasible and does not know how the board 
would enforce this. 
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Dr. Cronin suggested that the board consider all of the possible consequences of this 
proposal before n10ving forward with it. 

Supervising Inspector Ratcliff asked what to do about a patient that is non-cOlnpliant with 
their Ineds by not taking then1. 

Board Melnber Swart stated that a phannacist should not have to sign off if there is no drug 
interaction. 

John Jones cOlnlnented that consun1ers are not loyal to one particular phannacy as people 
n1ay think and that it n1ay be a bit Inuch to saddle a phannacist with the proposed 
requiren1ent. Dr. Jones also pointed out that with e-prescribing nIles, the physician could 
request that the phannacist notify the physician if the prescription is not filled. This would 
put the responsibility to follow up with the patient back on the prescriber. 

Board Men1ber Hough stated that conSluners are responsible for taking their n1edications. 

The board asked the cOlnlnittee to continue to reexan1ine and discuss this issue. 

Board Action on Legislation 

Board staff reported that to date, no legislation has been introduced that directly in1pacts 

phannacy practice. 


• Omnibus Provisions 

Chairperson Zinder indicated that the con1n1ittee recon11nends that all of the following provisions 
should be on1nibus provisions sponsored by the board for 2007. 

(1.) 	Sections 4162 and 4162.5 
Extend bonding requiren1ents for wholesalers frOln 2011 to 2015 to Inatch the 
extension given to ilnplen1ent the e-pedigree requirelnents, restoring provisions in 
SB 1476 inadvertently chaptered out by SB 1475. 

(2.) Sections 4314 and 4315 
Allow the board to cite and fine licensees for violations of Health and Safety Code 
sections 150200-150206 which authorize a county to establish by local ordinance, a 
repository and distribution progratn for specified unused Inedications froin skilled 
nursing hOlnes to Inedically indigent patients served by goven1ment-owned 
phan11acies. 

January 31,2007 and February 1,2007 Board Meeting Minutes - Page 28 of 54 pages 



(3.) Section 4084 
To allow board inspectors to elnbargo a prescription dnlg when the inspector has 
probable cause that it is n1isbranded. 

(4.) Sections 4160(f) - 4161(k) 
Revise these sections to specify a telnporary license fee for wholesalers of $550. 
Current law does not specify the specific telnporary fee. 

(5.) Section 4208 
Revise requirelnents for inten1 licenses to allow the board the discretion to extend 
the duration of an inten1 license. 

Board staff stated that they anticipate the Business, Professions and EconOlnic Developn1ent 
COlnn1ittee will author the 2007 on1nibus bill of the DepartInent of ConSUlner Affairs. 

Board lnelnbers requested clarification on suggested revisions to Business and Professions Code 
section 4208. 

Staff clarified that currently there is no provision in phannacy law to allow for the extension of 
an inten1 license. Absent a provision, there are certain cases when an individual is unable to 
con1plete the inten1 hours required by law to becon1e eligible for the phannacist licensure 
eXaInination. Without this statutory change, such individuals could not becOlne eligible to 
becOlne licensed as a phan11acist. 

Board Melnber Ravnan asked if these extension requests would be something the board would 
vote on. 

Executive Officer Herold responded that it would be delegated to board staff to detennine. 

MOTION: Legislation and Regulation Con1lnittee: Approve each of the proposed 
olnnibus provisions for board sponsorship in 2007. 

SUPPORT: 9 OPPOSE: o 

Board Melnber Goldenberg asked if the board has ever pursued a COlnn10n clearinghouse to store 
all patient infonnation. 

Executive Officer Herold indicated that such a clearinghouse would lnost likely violate patient 
confidentiality. It is anticipated that a lot of people would opt out of the systeln. 

Dr. Cronin asked what a violation of the skilled nursing facility repository would look like. 
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Executive Officer Herold responded that the board is uncertain at this point. However without 
the specified cite and fine provisions, the board would lack the ability to pursue this type of 
action. 

Dr. Cronin stated that a violation could occur in which the county, the nursing facility and the 
phannacy were all at fault for a violation, but only the phannacy would be issued a citation and 
fine. Dr. Cronin requested that the board review this proposal a little closer to detennine what a 
violation of this section would look like. 

Executive Officer Herold responded that only the phan11acy is within the board's jurisdiction. 
The board does not know how the Departlnent of Health Services would enforce this provision 
for skilled nursing facilities. 

Executive Officer Herold also stated that if the procedure is going to be authorized, there Inust be 
an enforcelnent procedure. Absent the citation and fine ability, the board would have to pursue 
adlninistrative action against a licensee for such a violation. 

• Proposed changes to AB 2986 (Chapter 286, Statutes of 2006) 

Chairperson Zinder provided a Slllnlnary of the issue and proposal. Last year AB 2986 changed 
the reporting requiren1ent for CURES, expanded reporting to include Schedule IV controlled 
substances and added elelnents that n1ust be entered into CURES (e.g., the patient phone nun1ber 
and nun1ber of refills). Specifically, reports of dispensed schedule II, III, and IV drugs now Inust 
be subn1itted weekly to Atlantic Associates. 

However, staff is also recolnlnending a specific an1endlnent to Inandate a January 1, 2008, "drop 
dead date" for aggressive enforcen1ent, as well as a requirelnent for prescribers to use of the new 
security prescription fonns that contain the new data fields also by January 1, 2008 (essentially 
by n1aking the current security forn1s obsolete). 

Executive Officer Herold stated that the intent of this proposal is to sponsor a bill that would 
establish new effective dates for the ilnplementation of AB 2986. In general, the board 
encourages cOlnpliance with the expanded CURES requirelnents, which now includes collecting 
each patient's phone nlllnber. Unfoliunately, this new legislation did not allow for any 
transition. As such, all security prescription forn1s are technically void as of January 1,2007, as 
the fonns no longer contain all of the required elen1ents. 

Mr. Roon1 stated that this legislation was sponsored by the DOJ rather than the board. He stated 
that the DOJ recognized problelns with the bill and that in11nediate ilnplen1entation would be 
difficult and that there was an agreelnent to have a waiting period before enforcing these new 
requirelnents. The goal of the proposal before the board is to ensure everyone knows when the 
requirelnents will be enforced, rather than just having an understanding. This proposal would 
also clean up son1e of the requiren1ents that are in place that were authored by people not as 
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fatniliar with phannacy law and operations as this board. This proposal will n1ake it Iuore 
practical for physicians and phannacists to cOluply. 

Executive Officer Herold indicated that the revised date could be a negotiating point. The 
federal goven1Inent wants cOlupliance with the provisions in AB 2986 as soon as possible and 
the DO] is pursuing grant Iuoney, but must be in cOInpliance with the CURES reporting. The 
DO] is Inoving forward with a contract atnendluent to allow for the weekly subInissions of 
CURES data. 

Mr. ROOIU indicated also that this bill will need to go through the law enforcen1ent COlUlnittee 
and that stakeholders in law enforcen1ent Iuay not be agreeable to a longer ilnplen1entation date. 

Executive Officer Herold reinforced the fact that AB 2986 did not provide for a transition period. 
This places the phanuacist and phanuacy in a difficult position as it is unclear if they should 
deny filling a prescription that does not include all of the new required eleluents on the 
prescription fonu. 

Executive Officer Herold stated that the hope is to have everyone work together to Inaintain 
support for the CURES progratu. 

President Powers asked if this was going to be an urgency bill. 

Executive Officer Herold indicated that it is not the intent to pursue this as an urgency bill, 
unless otherwise requested by the board. 

Dr. Cronin stated that there are a lot of Iuixed luessages being discussed about the 
in1plen1entation of AB 2986. Phan11acists are unclear what they are currently required to cOlnply 
with. 

Executive Officer Herold agreed with Dr. Cronin and reiterated that the board is doing the best it 
can to advise licensees how to cOInply and when. 

President Powers indicated that we should be giving a single n1essage to licensees. 

Executive Officer Herold stated that there was an atiicle in the newsletter about this issue. 

MOTION: Legislation and Regulation COIuIuittee: Approve n10difications to new 
CURES Requirements Enacted by AB 2986. 

SUPPORT: 9 OPPOSE: o 
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• General Announcement 

Chairperson Powers introduced Paln1er Taylor, Dean of the School ofPhannacy and Vice 
Chancellor of Health Sciences at UCSD, and David Adler, Vice Associate Dean of the School of 
Phan11acy. 

Dr. Taylor we1colned everyone and gave a brief description about the Skaggs School of 
Phannacy. 

Chairperson Powers thanked Dr. Taylor and Dr. Adler. 

ENFORCEMENT COMMITTEE REPORT 

Chairperson Powers stated that a SUlnlnary of the Enforcelnent COlnlnittee and Workgroup on E­
Pedigree Meeting held Decelnber 12, 2006 is provided in the Board Packet Inaterials. 

• Proposal to Develop an Ethics Course for Pharmacists Disciplined by the Board 

Chairperson Powers introduced fon11er executive officer of the Board of Phannacy, Lorie Rice 
who provided a full report at the NABP, Enforcelnent, and Board n1eeting peliaining to 
establishing an ethics course for phannacists. 

Lorie Rice, Associate Dean, External Relations, of the UCSF School of Phannacy provided a 
presentation on her experiences in developing an ethics course for physicians at the NABP 
District Meeting in October. Ms. Rice did this in her role as a public board n1elnber of the 
Medical Board of California, following the Medical Board's detennination that exiting ethics 
courses available for physicians are inadequate for ethical violations. 

Ms. Rice is willing to assist the board in developing a specialized course for phan11acists, silnilar 
to that developed for physicians. 

According to Ms. Rice, if the board were to develop a course, son1e of the issues the board would 
need to address would include: 

(1) Who would be part of the task force to develop the cOlnponents? 
(2) What type of cases would be refened? 
(3) What criteria would be needed to assess rehabilitation, redelnption and 

contrition? Is there a willingness to change on the part of the licensee? 
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(4) How to build skills involving en1pathy, to ensure there is an opportunity to 
focus about the i111pact of the licensee's action on society and how it i111pacted 
patients? 

(5) Follow up for each licensee is needed in 6 -12 l110nths after course 
COl11Pletion. 

The Medical Board's course is set up for a n1axi111U111 of 12 individuals, and during her 
presentation before the Enforcel11ent COl11111ittee, Ms. Rice indicated it would seen1 feasible to 
have physicians and phan11acists in the SaI11e class. According to the Medical Board regulations, 
the class n1ust be at least 22 hours. 

According to Ms. Rice, there are two different types of violations that everyone is fa111iliar with: 

• 	 The Standard of Care Violation where a practioner n1akes a 111istake. With standard of 
Care violations, you figure what was the cause of the l11istake and try to find a way for 
there to be S0111e re111ediation for that 111istake. Perhaps it will n1ean the person needs 
S0111e continuing education or possibly having a license revoked because it can1e to the 
conclusion the violation was so serious or being placed on probation. There is a very 
recognized fon11 of ren1ediation for standard of care violation. 

• 	 The Ethics Violations, which include n10lestation of a patient, drug diversion or Medi­
Cal/Medicare fraud. 

Ms. Rice noted that the Medical Board had in its penalty guidelines the provision of referring 
persons to ethics courses. The standard ethics course was usually like the type taken in college 
where one learns the techniques of 111aking decisions and weighing the risks fron1 benefits. 

The following c0111ponents of the prograI11 are very essential: 

1. 	 Course has an established l11init11un1 length of 22 hours 
2. 	 All faculty within the prograI11 need to have California professional licenses 
3. 	 S0111eone within the prograI11111ust do a background assessn1ent to faI11iliarize the 


provider and instructors with factors that led to the refenal to the class 

4. 	 An assessn1ent to deten11ine paIiicipants' knowledge 
5. 	 An asseSSl11ent of the participants' expectations toward the prograI11 and purpose for their 

own personal need to change 
6. 	 The concept that if at any point if paIiicipants do not paIiicipate at a level required with 

the prograI11 that they would have to be refened back to the board to take any fUliher 
action 

Ms. Rice further stated that they want an ethics prograI11 that speaks to those specific violations 
and be able to help access a person's ability to be rehabilitated or reI11ediated and brought back to 
practice if this is the decision of the prograI11 of the board. 
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MOTION: 	 That the Enforcelnent COlnn1ittee look at options for developlnent of an 
ethics course as enforcen1ent option. The cOlnn1ittee is to report its 
recOlnn1endations at the October Board Meeting. 

M/S: 	 GOLDENBERG/POWERS 

SUPPORT: 	 9 OPPOSE: o 

• 	 Proposed 90-Day Rule for Prescriptions for Schedule II Controlled Substances 

Chairperson Powers stated that the board sent a letter supporting a proposed shift in DEA policy 
to allow prescribers to prescribe up to a 90-day supply of Schedule II controlled substances 
during a single office visit. This would allow prescribers to provide patients with three 30-day 
prescriptions at once, writing "do not fill" until a specified date on the additional prescriptions so 
that patients do not have to retun1 sin1ply to obtain a new prescription. 

A copy of the board's letter to the DEA was provided in the Meeting Materials. 

• 	 Report of the Workgroup on E-Pedigree: 

Chairperson Powers introduced Mike Rose with Johnson & Johnson who provided a presentation 
on e-pedigree, prepared by EPCglobal. 

Mr. Rose provided a brief sun1lnary on EPCglobal's progress (as reported at the Decen1ber 
n1eeting). 

This sun1n1ary is: 

1. 	 Pedigree lnanagelnent use cases: objective: define all supply chain use cases, processes and 
infonnation needs for use in creating pedigree lnessaging standards. 
Status: con1plete 

2. 	 Pedigree lnessaging standards: objective: define a standard fonnat for the pedigree­
lnessaging standard that n1eets all federal and state requiren1ents. 
Status: all standards work con1pleted, prototype event was successful, technical review 
passed, intellectual property review cOlnpleted in January. 

3. 	 Hen1 level tagging: objective: define requiren1ents for tagging phannaceuticals at the item 
level; this includes requirelnents for lnanufacturing lines, distribution environlnents, 
transpoliation and retail environn1ents. 
Status: requirelnents cOlnplete. A high frequency technical work was fon11ed to define the 
standard. High frequency and ultra high frequency pilots are underway to provide unifon11 
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air interface protocol at the iteln level. The high frequency standard is expected to cOInpleted 
in the 3 rei quarter of 2007 

4. 	 Serialization: objective: define requirenlents to be encoded on the electronic tag. 
Status: requirelnents cOInpleted. Two identifiers were identified for use, global trade iteln 
nunlber (GTIN) and serialized shipping container nUInber (SSCC)). The newly fonned 
serialization group will address all relnaining issues. 

5. 	 Decolnlnissioning: objective: define requirelnents for dec01nnlissioning tags as they leave 
the supply chain. 
Status: work to begin in January 2007, tinleline is 6 nl0nths 

6. 	 Track and Trace: objective: define supply chain use cases, processes and infonnation needs 
for sharing EPC-related data for forward and reverse logistics. 
Status: forward and reverse logistics processes and data exchanges cOInpleted, additional use 
cases to be addressed for 3rel party logistics and repackagers, product recall, data sharing 
strategy and guidelines are being developed. 

In early January 2007, EPCglobal did announce finalization of the standard for electronic 
Inessaging. A copy of this presentation is provided as an attachnlent to the Enforcelnent 
Conllnittee Meeting Ininutes of December 12, 2006 (AInerisourceBergen's presentation). This is 
a Inajor Inilestone for the ilnplelnentation of electronic pedigree requirelnents. The new pedigree 
standard being developed will support iteln level serialization, electronic signatures, RFID using 
non-line of sight identification of pallets, cases or iteIns, and inference. 

EPCglobal's next steps will be to work through scenarios with the Board of Phanllacy, host a 
workshop for regulators fronl states with electronic pedigrees, and work with the fOll.11ed industry 
adoption workgroup on serialization and tilne tagging issues. There will also be a regional 
sUInnlit for hospital issues on February 20. 

S01ne of the issues that will be addressed by EPCglobal in the conling weeks will also involve 
use ofNDC nunlbers involving controlled substances, which Inay be an issue for the DEA. 

A copy of the EPCglobal presentation is available in the Ineeting nlinutes for the DeceInber 12, 
2006 Enforcenlent C01nInittee. 

Display of Track and Trace Technology: 

Craig Asher, IBM Project Manager, Solution Architect, Co-Chair with EPCIS and Data 
Exchange described S01ne goals IBM envisions for E-Pedigree: 

1. 	 Any E-Pedigree systenl should be c01npliant with the law. 
2. 	 Technology should be available for deploytnent. 
3. 	 Solution should be cost effective for the phannacies and all other players. 
4. 	 Provides a Return on Investnlents (ROI) to the supply chain IneInbers. 
5. 	 Should be standard spaced. 
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Mr. Asher presented slides showing the track and trace frmnework and described how it is set-up 
in three layers: 

1. Data Capture 
2. EPCIS (Electronic Product Code Inforn1ation Service) 
3. Registry 

AlnerisourceBergen initiated this project with IBM in the belief that it has an opportunity to 
either be a leader or follower with respect to electronic tracking of drug products. In this regard, 
ABC had concerns with the size of the lnassive data that result froln doclunent-based pedigree 
that would be passed froln one owner to the next as a drug product n10ves through the 
distribution channel. At each successive step in the distribution channel, lnore data would be 
added to the database for each drug product, resulting in Inassive redundant data repositories, 
especially for those near the end of the distribution channel. There is little other use that a 
con1pany will gain fron1 such repositories, except for cOlnpliance with require111ents. 

Instead ABC is testing a "track and trace" Inodel using IBM's technology. This systen1 passes 
only a 111ini111al a1110unt of data as the product Inoves through the distribution chmu1el, but that at 
any point, full data describing all itelns and all ownership can be quickly accessed and obtained 
by legititnate users. The systeln can also be accessed to obtain real tin1e receiving and shipping 
infoll11ation and for better n1anagen1ent of inventory. 

The ABC pilot will use ultra high frequency, 2-D bar codes and new high frequency tags on the 
dnlg products tested. Inference will be one c0111ponent evaluated as products are shipped frOln 
n1anufacturer to wholesaler. Inference also will be evaluated on n1ixed totes of products frOln 
wholesalers to phall11acies. 

Board staff indicated at the Enforcelnent Meeting that these practices will be carefully reviewed 
for cOlnpliance with Califoll1ia requirelnents as the data is collected during the pilot. 

Chairperson Powers stated that Cardinal Health also provided a presentation at the Enforcelnent 
COlnn1ittee. The results of this study indicate that it is feasible for these RFID tags to be added 
to product containers and be read throughout the systeln - under this pilot, they were read 95 to 
97 percent of the titne. Cardinal Health believes after SOlne adjustlnent, readings near 100 
percent can be accon1plished, without disnlption to the distribution channel. 

Two different types of containers were tested, a round container and a square container. Tagging 
at various places (container, pallet, etc.) was also tested. 
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The results indicate: 

1. 	 RFID tags can be successfully inlaid under existing FDA-approved phan11aceuticallabel 
stock. 

2. 	 Packaging lines can be run at validated speeds while encoding and verifying RFID tag 
application. 

3. 	 A single frequency (UHF) has the potential to work in critical points frOln phannaceutical 
packaging to phannacy receipt. 

4. 	 No tag failures were encountered in any stage of the pilot. 
5. 	 Heln-Ievel reads are not possible when cases are stacked on a pallet 
6. 	 Unit read rates within lnixed totes exceed 99 percent, but are not at 100 percent. 
7. 	 100 percent read rates at the case level on pallets are potentially obtainable 
8. 	 Case read rates on a n10ving conveyor at shipping and receiving had read rates exceeding 

99 percent. 

The conclusion of the study was that RFID technology is feasible for tracking and tracing iteln 
level dnlgs in the phan11aceutical chain, but collaboration an10ng the supply chain patiners will 
be needed. Cardinal added that there has been lnore collaboration within the last six n10nths 
an10ng industry partners than in the last 18 lnonths. Generation 2 UHF tags are superior in 
quality to the Gen 1 tags. 

Demonstration of Technology for Tagging Products 

Chairperson Powers also stated that Secure Packaging Systelns provided a den10nstration of a 
fon11 of electronic tagging that would be positioned in the cap of a lnedicine container. Such tags 
could be beneficial for high cost biologicals and are in use in Europe. They are also capable of 
being developed with Braille lnarkers and with color-coded caps. 

During discussion, lnention was n1ade about testing of biological products for stability following 
48 hours of exposure to high frequency fields without any change in the n1edication inside the 
containers. 

California Retailers Association 

Chairperson Powers also stated that the California Retailers Association (CRA) provided 
COlnn1ents to the comlnittee on behalf of chain store phannacies in California in a letter dated 
Decen1ber 1, 2006. 

The CRA's Inelnbers are concen1ed that the 2009 date for implen1entation of electronic 
pedigrees in Califon1ia will be in1possible for the state's chain-store phan11acies because they are 
at the end of the distribution channel, and the technology put in place by Inanufacturers and 
wholesalers will need to be readable, adopted and installed in phannacies before phan11acies can 
con1ply with the requirelnents. 
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Moreover, phannacies are concen1ed that they will need to develop Inethods for storing and 
accessing electronic pedigrees, and these databases will be huge databases at the store level to 
Inanage and Inaintain. There are also concen1S about whether there will be adequate staff 
available to install these systen1s and provide training to phannacy staff about how to use theln. 
These latter tasks cannot be initiated or planned for until the Inanufacturers and wholesalers fully 
ilnplelnent and integrate the systelns for electronic pedigrees that will be passed to the 
phan11acies. 

The CRA stated that the phannacies would need tilne beyond 2009 to be able to iInplement the 
standards. 

• 	 Enforcement Statistics 

Chairperson Powers recoInn1ended that everyone review the statistics in the board packet to 
allow then1 to understand what type of enforcen1ent actions are taking place. 

• 	 Discussion and Action Regarding Medicaid Program: Prescription Drugs, Proposed Rule 
42 CFR Part 447 

Board MeInber Goldenberg stated that phan11acy cost reiInburseInent and access to Inedication 
are tied hand-in-hand and that the board has a responsibility to protect the public. 

A proposed federal rule would change how reilnburselnent is n1ade to phannacies providing 
Medicaid services, and in tun1, Califon1ia's MediCal services. The proposed regulations rely on 
average Inanufacturers prices (AMP) using fonnulas that will drive son1e phannacies out of 
business, and other phannacies will discontinue service to MediCal recipients. Board Men1ber 
Goldenberg further stated that the federal goven1Inent is the driver of cost in this industry, and 
phan11acies will not be able to continue to provide access for conSUlners when costs of 
n1edication do not cover the expenses of purchasing and dispensing Inedicine. As proposed, 
Rule 42 CFR Part 447 will result in a significant decrease in rein1burselnent to phannacies in 
Califon1ia below their costs in acquiring Inedicine and thus is not in the best interest of 
conSUlners. 

Board MeInber Goldenberg led the board in a discussion on the issue, and asked whether the 
board should take a position as the new pricing systeln is being developed. 

Board Men1ber Hough stated that creating a shortage of any product results in increased den1and 
to businesses that still provide that product. If fewer phannacies are available to consun1ers, the 
relnaining phannacies will experience Inore business. 

Board MeInber Goldenberg stated that the proposed rule is pali of a deficit reduction plan 
(Deficit Reduction Act of2005), the effects of which will kick in around July 2007. Mr. ROOln 
clarified that the legislation was passed years ago, and the regulations are just now being 
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proluulgated. Mr. ROOlU added that comluents subluitted now could have a specific and direct 
affect on the regulations. 

Board Men1ber Swart stated it appears that the federal goven1Iuent doesn't understand where the 
AMP prices are con1ing frOlu, and added that it's fictional pricing. Board Meluber Conroy 
suggested that the dispensing fees should be based on real data, not just changing to 
reilubursen1ent based upon the AMP. 

President Powers stated that the proposed rule would affect health care to the poorest consun1ers 
a1110ng us. He supported a written cOlun1unication frolu the board to CMS; deadline for 
con1n1ent is February 20,2007. 

Board Men1ber Goldenberg supported the board in sending a letter out, but also recoIun1ended 
sending a copy to the Goven10r's Office to state the board's position that the proposed rule will 
affect access to n1edication for Califon1ia's conSUluers. 

Board Men1ber Schell supported sending written con1n1ents to the Federal Register, as well as 
the Goven10r, House Speaker Nancy Pelosi, and the chairs of applicable cOIun1ittees. 

Ms. Herold suggested that if the board provides COIun1ents on the proposed rule, the con1n1ents 
should be (both) general in nature and provide specific exmuples. 

Chairperson Goldenberg asked if there were any COIUIuents fron1 the public attendees regarding 
Proposed Rule 42 CFR Part 447. 

Kathy Lynch, Esq., Vice President of Governluent Affairs for the Califon1ia Phan11acists 
Association (CPhA), stated this rein1bursen1ent issue definitely affects access and cost 
dispensing. CPhA is joining with other national and state phanuacy organizations to coordinate 
con1Iuents on the proposed federal rule regarding AMP. They will refine the COlun1ents by 
providing a systelu for subn1itting con1Iuents electronically at Outlook, to be held February 15-18 
in PalIu Springs. 

Ms. Lynch TIniher stated that the Depmiluent of Health Services (DHS) cOIun1issioned another 
survey of phan11acy acquisition and dispensing costs. Myers and Stoffer are surveying 2,000 
phanuacies in Califon1ia to get across-the-board data. The survey should be con1pleted by 
May 2007. CPhA staff will be meeting with DHS to discuss the details of this effort. Ms. Lynch 
stated that the latest infonuation provided shows the change to AMP-based reilubursen1ent for 
generic drugs will result in a reduction of reiIuburseIuent of $91.6 Iuillion (state and federal 
funds) during fiscal year 2007-2008. 

John Cronin stated that the ilupact, using today's nlllubers for AMP, would be on average 360/0 
below the cost to procure drugs - phan11acies would not be able to buy drugs for what they 
would be rein1bursed. CMS is trying to define three things: what goes into the fee, what goes 
into the price, and what goes into the retail class of trade. Dr. Cronin further stated that 
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cOlnn1ents on the proposed nlle Inust show why AMP will not work, not just that AMP is bad. 
It's a significant cOInplex issue, and very difficult to deal with. 

Mary Staples, National Association of Chain Drug Stores, stated that she wants to raise visibility 
of the issue. She supported a letter writing cmnpaign, and had san1ple letters available for people 
to write to n1eInbers of congress. Ms. Staples provided the smnples to President Powers. 

Dr. Richard Mirigian stated that a letter to AARP would have a great iInpact because AARP is 
supportive of keeping phan11acies accessible to conSUlners. 

Bruce Lott, Vice President of Goven1Inent Affairs for the Generic Phannaceutical Association 
(GPhA), stated that he is also concerned about the proposed rule. The GPhA is suppoliive of the 
board weighing in on the issue, and Mr. Lott offered his support to the board in preparing written 
COInInents. 

A Inotion was raised that the board provide a response to the proposed nlle. 

MOTION: That the Board ofPhan11acy respond to Proposed Rule 42 CFR Part 477 
before the Federal Register deadline of February 20, 2007, and authorize 
the Executive Officer to con1pile language subn1itted for a written 
response. 

M/S: POWERS/GOLDENBERG 

SUPPORT: 9 OPPOSE: 0 

ORGANIZATIONAL DEVELOPMENT COMMITTEE 

Chairperson Goldenberg provided a sUlnn1ary of the con1lnittee's teleconferenced Ineeting held 
January 16, 2007. A sun1Inary is in the Board Meeting Inaterials. 

• Recognition of Pharmacists Who Have Been Licensed 50 Years: 

At the July 2005 Board Meeting, the board initiated a progrmn to identify and publicly cOInInend 
those phannacists with 50 years of licensure as phannacists. 

Since July 2005, the board has acknowledged 603 phannacists, 12 phannacists reached this 
Inilestone between the October 2006 and January 2007 Board Meeting. 

Chairperson Goldenberg stated that the board is pleased with this ongoing progran1. 
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• Board Recognition of Notable California-Licensed Pharmacists: 

Chairperson Goldenberg stated that the cOlnInittee continued to discuss parmneters for board 
acknowledglnent of high-functioning or particularly noteworthy licensees who could and should 
be cOlnInended by the board. 

The cOInInittee has identified three possible processes, and seeks board discussion on each: 

1. 	 Acknowledge phannacists who have received accolades frOln other organizations or 
institutions, 

2. 	 Acknowledge preceptors who have contributed significantly to the training and 
developn1ent of new phannacists, and 

3. 	 Publicly acknowledge COInpetency COlnInittee MeInbers for their effolis to develop the 
CPJE or the prior California Phannacist Licensure Exmnination. 

Mr. Daze suggested dedicating a page or section for those being recognized for their 

accon1plishn1ents and publishing theln in The Script. 


Ms. Herold replied that this procedure would need to be reviewed by 2 or 3 board n1en1bers in 
order to review and confinn that the information received is legitimate. The process could be 
open so that anyone could non1inate a phannacist for his or her significant contribution to 
phannacy with supporting docun1ents is being looked upon and would later be viewed by the 
Organizational COlnn1ittee. 

Chairperson Goldenberg n1entioned possible opportunities for the power of the students to vote 
for preceptors or even preceptor of the year. 

The cOInInittee will refine and develop a progl"an1. 

• 	 Personnel Update and Training Report: 

Chairperson Goldenberg stated that there have been a nun1ber of changes in the board's staff 
since the beginning of October. He referred the board to the detailed report in board packet. 

Ms. Herold introduced I(aren Abbe as the new public outreach analyst who will be developing 
and editing infonnationallnaterials and Gloria Schultz as the board and executive adn1inistrative 
assistant support frOln the Secretary of State's Office. 

Executive Officer Herold provided an update on the reclassification of the assistant executive 
officer position. 

For the past 10 years there have been several atten1pts to reclassify the position to reflect a 
classification COInn1ensurate with the duties as part of a departn1ental wide reclassification. 
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Ms. Herold further stated that about a year ago the con1111ittee directed staff to pursue a 
reclassification of the assistant executive officer position to a l110re appropriate level, 
COl11111ensurate with the duties expected of the position. A reclassification request was pursued in 
2002-03, but was ultiInately denied by the State Personnel Board. A follow-up reclassification 
request was subl11itted in 2005 at a lower level, but the DepartI11ent of Personnel Adlninistration 
denied this request in June 2006 as being a poor fit for the duties and recolnl11ended another 
classification - the SaIne classification that was denied by the State Personnel Board in 2003. 

The board directed Ms. Herold to pursue the reclassification. 

Inspector and Supervising Inspector Vacancies: 

The board has four inspector vacancies and one supervising inspector vacancy. 

In early June, the board subn1itted a proposal to create a recruitI11ent and retention salary 
differential of $24,000 annually, raising inspector salaries to about $103,000 and supervising 
inspector salaries to $112,000, 111atching a differential provided to a nun1ber of other state 
pharn1acists who perforn1 duties con1parable, and perhaps less difficult, to that perfon11ed by 
board inspectors. At the July Board Meeting, the board unanin10usly supported this proposal. 
In August and Septelnber, the board received positive suppoli for the proposal fron1 the 
Departn1ent of Personnel Adlninistration and the DepartInent of Finance. In Noven1ber, the 
board received notice that it would be able to conduct new civil service exan1S listing "pending 
Adn1inistration approval is a $2,000 n10nthly recruitI11ent and retention differential." The 
Governor's 2007 -08 budget contains funding for this salary aUgInentation. 

Currently underway are new civil service eXaI11inations fron1 which the phan11acist's inspectors 
can be hired to work for the board. The final filing date for applications to take these 
exan1inations is February 2. The board hopes to conduct the civil service interviews in March 
and April. Applications are on the board's Web site and highlighted in the January 2007 The 
Script. However, the recruitn1ent and retention differential will be needed to secure a quality 
applicant pool. 

Vacancies on the Board: 

There are three openings on the Board of PhaITI1acy itself: two public Inen1bers and one 

professional n1ember. All are govelTIOr appointInents. 


• Budget Report: 

Current Year's Budget 2006-07 
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• Revenue Projected: $9,400,276 

The board is also projected to receive the final repa)'1nent of $3 Inillion frOln the 2001 loan of $6 
Inillion fro111 the board's fund to the state's General Fund during a period of Califon1ia's budget 
crisis. There is an additional $233,000 in interest that will be paid that is linked to the loan. 

Final revenue for the year also includes additional mnounts actually collected fro In cost recovery 
and citations and fines. During the first quarter of this fiscal year, the board collected $266,527 
in fines and $52,755 in cost recovery. 

• Expenditures Projected: $8,250,000 

Board Fund Condition 

The board's fund condition projections over the next few years (as estiinated in August 2006) 
are: 

2006-07: A reserve of 10.4 Inonths is projected. 
2007-08: A reserve of 5.9 Inonths is projected. 
2008-09: A reserve of 1.2 n10nths is projected. 

Fee Increase COIning 

Ms. Herold noted that hopefully, beginning July 2007, the board will aUgI11ent inspector salaries 
approxi111ately $775,000 per year ($576,000 is the recruitlnent and retention differential, the 
reinaining $200,000 is due to an increase in the salaries of inspectors awarded through collective 
bargaining). This increase, coupled with a declining fund reserve, Ineans that the board needs to 
initiate steps to increase fees in the future 1.5 years. 

The board will be able to increase revenue by over $llnillion by increasing fess in regulations to 
the statutory Inaxilnun1. 

The board truly has not increased fees since the Inid 1980s, except for a short period during Inid 
1990s, after the board's fund was loaned to the state's General Fund to avert a state fiscal crisis. 

2007-08 Budget 

Budget Change Proposals Approved and in Governor's Budget 
The Goven10r's Budget that was released on January 10, 2007 for 2007 -08 contains two 

aUgI11ents to the board's budget: 
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-- $576,000 increase for a recruitlnent and retention differential for board inspectors 
-- restoration of 3 positions (licensing expediter, enforceinent analyst, receptionist); the 

positions are being restored without an increase in the board's expenditure authority. 
This n1eans the board will have to find funding for the positions within its budget. The 
Departn1ent of Finance would not approve an increase in funding for these positions 
because the board lacks sufficient Inoney in its fund to sustain an increase in 
expenditures in the future (again, why the board will need to increase fees). 

I-Licensing Project Update 

ApproxiInately seven DCA agencies have the ability to provide online license renewal due to 
participation in a project started under the Davis Adininistration. However, the state's budget 
crisis in the early 2000s prevented the Board of Phannacy froin joining this project, although the 
board has been striving to be added for years. 

The DCA is 1110ving ahead with a project so other agencies can offer online application and 
renewal of licenses. A feasibility study repoli has been approved by the Depart111ent of Finance, 
and the board is in the first tier of new agencies that Inay be able to offer this service in the 
future. Executive Officer Herold is one of the project's "executive sponsors," which n1eans she 
is participating in the steering cOlnn1ittee for this project and n1ay need to testify before the 
legislature or various other agencies to urge iinpleinentation of this project. 

The board is projected to spend $50,000 this fiscal year on progra111111ing specifications needed 
for board progran1S. In the next two years, the board will spend $143,000 (2007-08) and 
$199,000 (2008-09) as its share of costs to iinple111ent this systein depart111ent-wide. 

Meanwhile, the board in late Dece111ber 2006 and early January 2007 convelied all its application 
syste111s to the Depmiinent of ConSlllner Affairs applicant tracking systeIn, a conversion that 
went fairly sn100thly, although there are still a few residual probleins. Use of this systeIn will 
facilitate the board's eventual conversion to the I-Licensing systein. 

The board is about two years away frOln iInple111enting online renewals. 

Board Menlber Expenditures and Rei/llbursenlel1ts 

Chairperson Goldenberg stated that travel expenses and c0111pensation ofboard Inelnbers 

claiined during this fiscal year were provided in the Inaterials for the Ineeting. 


• CURES FEASIBILITY STUDY REPORT: 

Ms. Herold advised that Califon1ia Health and Safety Code section 11165.5 requires the board to 
contract for a feasibility study report to evaluate the feasibility of real tiIne reporting and access 
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to data on prescriptions subInitted to CURES. (New California law requires this data to be 
reported weekly, before 2007 the data was required to be reported Inonthly.) 

The law requires the board to work with DepartInent of Justice and the Medical Board to contract 
with a vendor to develop the feasibility study report, using Inoney voluntarily contributed to the 
board specifically for this purpose. 

Board staff has developed a draft version of the proposed work for the feasibility study report 
(FSR), which is undergoing review by the Departlnent of Justice. The DCA's Adn1inistration and 
Infonnation Technology offices have concerns about whether the board is the COlTect entity to be 
contracting for this FSR, and recolnlnends that since the Depmilnent of Justice has the CURES 
computer systen1, perhaps that agency should actually be doing the FSR. Board staff is working 
with the Depmin1ent of Justice on this now. 

• New July Board Meeting Date: 

The board Inoved the July 2007 Board Meeting forward one day to beCOIne a Tuesday and 
Wednesday Ineeting in Los Angeles, July 24 and 25, 2007. 

• Approval of the Minutes of the October 25 and 26, 2006 Board Meeting 

MOTION: 	 Approve the board n1inutes frOln the October 25 and 26, 2006 Board 
Meeting. 

MIS: 	 DAZE/SWART 

SUPPORT: 	 9 OPPOSE: o 

NEW BUSINESS ITEMS FOR FUTURE MEETINGS 

President Powers asked if there were additional n1atters frOln the board or audience for future 
board n1eetings. 

There were no COInInents. 

• RECESS 

There being no fmiher business, President Powers recessed the Ineeting for January 31, 2007 at 
5:05 p.ln. 
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FEBRUARY 1, 2007 

CLOSED SESSION 

At 8:00 an1 the board went into closed session to deliberate on disciplinary lnatters. 

OPEN SESSION 

President Powers recalled the public lneeting to order at 9:00 am. 

Public Forunl on Medicare Part D Plans 
Sun1n1ary of the Meeting February 1,2007 

9:00 an1 - 11 :35 a.ln. 

President Powers opened the lneeting at 9:00 a.n1. Mr. Powers observed that the Medicare Drug 
Benefit Plan was one of the lnost in1portant changes in the history of the Medicare progrmn since 
its inception in the 1960s. The Board of Phannacy believes that it is iInportant to hold these 
public foru111s to allow stakeholders to discuss how the Medicare Drug Benefit progran1 is 
operating, their concen1S with the progran1 and those issues ilnpacting the quality of services 
being provided to California patients. 

President Powers reported that the board's subcoininittee on the Medicare DIUg Benefit Plan has 
been n1eeting for about a year and that cOlnlnittee lnelnbers have heard testiInony from various 
stakeholders on the concen1S, problen1s, and successes of the progran1. Chairperson Goldenberg 
then thanked the Inen1bers in the audience for their attendance and stated that the board wants to 
bring resolution to SOlne of the problelns brought before the subcOlnn1ittee over the last year. He 
announced the n1eeting fonnat of fonnn and that long tenn care representatives would n1ake the 
first presentations. 

Don Alnorosi of Olnnicare, Inc. thanked the board for holding the fonnn and stated that he and 
his colleague, Mary Lou Gradisek, will be presenting a PowerPoint presentation on the Medicare 
Part D challenges facing long ten11 care (LTC). He provided a copy of LTC patient protections 
froin Olnnicare contracts with Part D plans, n1any of which were adopted by the Centers for 
Medicare and Medicaid Services (CMS) as part of its 2007 transition plan. He also provided 
copies of CMS n1emos concen1ing Part D transition of care policy and expectations for the 2007 
contract year and "Best Available Data" policies for reconciling CMS low incOlne subsidy 
status. 
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Mr. Alnorosi' s presentation centered around the Part D landscape in California and the 
challenges that face long ten11 care under Medicare Part D in the areas of transition of care, long 
tenn care infusion therapy co-pays and subsidies, and recolnlnended best practices. He included 
a brief overview of Olnnicare's long-tenn care role in Califon1ia, the shift in payer Inix and the 
top five plans that service the institutionalized in Califon1ia. 

Mary Lou Gradisek then spoke on the CMS LTC transition policy changes for 2007 and the 
in1pact of these changes and the transition policy for LTC. She focused on elnergency fills, 
Inultiple fills of non-fonnulary drugs and "refill too soon" lilnitations, prior authorization 
requirelnents for IV therapy medications, and best billing practices for IV therapy. Ms. Gradisek 
stated that the intent of the CMS transition policy is to n1ake sure that the needs of a LTC patient 
are specifically addressed and that enrollees have enough tiIne to receive the drugs that are 
prescribed by the physician and for those drugs that are not covered by the plan, that there is tiIne 
available for an enrollee to acquire additional doclunentation, to change to a covered alternate or 
for the phannacy to work with the physician to provide the doculnentation that justifies the 
n1edical need for those prescriptions. 

Mr. Alnorosi then provided a background on issues phannacies are facing with co-payn1ents and 
the inability of providing tilnely infonnation to CMS and the plans regarding full subsidy 
eligibility for long ten11 care patients. He stated that LTC patients have a cOlnbination of 
Medicaid and Medicare eligibility and are not subject to co-payt11ents. However, there is a delay 
in getting that LTC eligibility infonnation to CMS and the phannacies are required by the plans 
to collect a co-paytnent before the Inedication is dispensed. Once a patient's dual eligibility is 
verified, the plans do not have a legitiInate process in place, such as electronic subn1ission 
capability, to retroactively update the systen1 to reiInburse phan11acies for the co-payt11ents. Mr. 
An10rosi added that CMS has issued best available data guidelines for use at the point of 
dispensing to detennine full-benefit dual eligibles and other 10w-incOlne subsidy eligible 
individuals. 

In sUlnlnary, phan11acy liability for co-pays n1ust be resolved, best practices include adoption of 
already defined industry standards and the continuity of LTC service Inodels requires unique 
patient protections. 

President Powers introduced Charlene Zettel, Director of the Departn1ent of Consulner Affairs. 
Director Zettel thanked the board Inen1bers for their work and the contribution they Inake to the 
patients and consun1ers of California. She added that Governor Schwarzenegger is cOlnlnitted to 
increased access to health care and coverage for all Californians, and the Depmin1ent of 
Consulner Affairs looks forward to working collaboratively with the board on outreach for the 
Medicare Drug Benefit Plans. 

President Powers thanked the Director for her con11nents and invited the next presenter to the 
podiuln. 
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IZim Aksentijenic of IZyffin Phannacy introduced herself and stated that her phannacy serves 
Los Angeles County long-ten11 care and assisted living patients. Ms. Aksentijenic clarified that 
the Part D progrmn is a real tilne, point of sale process developed for an1bulatory patients who 
can go to the phannacy, get their prescriptions and the phannacist processes a point of sale 
transaction and obtains a prolnise of payment frOln the Part D plan. The LTC environlnent 
however does not operate in real tilne and relies on the facility to provide infonnation as to a 
patient's eligibility that oftentilnes creates a rebilling issue due to enoneous infonnation and the 
necessity of using clinical staff to resolve reilnburselnent issues. 

Ms. Aksentijenic continued with the issues sunounding LTC prior authorizations and physician 
approval for prior authorizations. In the LTC environn1ent, the facility, the consulting 
phannacist, the dispensing phannacist and the phannacy all have the clinical infonnation on a 
patient. The physician does not have the clinical data available to Inake a decision so it is a 
probleln when the Part D plans require a physician to be the prilnary point person in the prior 
autholization process. SOlne physicians will not pmiicipate in the prior authorization process; 
this then Inay result in a LTC patient not getting the Inedication a physician has ordered. She 
added that con1pliance packaging has also proved to be an issue. LTC relies on con1pliance 
package to facilitate the patients receiving their n1edications conectly. A probleln arises when a 
31-day supply is dispensed, which results in a double co-pay for the patient. 

Ms. Aksentijenic concluded by relaying incidents where LTC patients whose Inedications were 
previously approved under Part A were unable to receive Inedications due to Part D plans 
denying coverage. This denial prohibits a consistent treatInent plan and the ability to properly 
control patient pain. 

Chairperson Goldenberg questioned the tilne it takes to get prior authorizations signed. Ms. 
Aksentijenic explained the process and responded that she has an elnployee who processes prior 
authorizations full-tilne. She stated that son1e plans accept the fonn without a physician's 
signature and others contact the physician based on infon11ation provided on the fon11. She 
added that IZyffin is not notified of the approval or denial of a prior authorization. Her elnployee 
either has to call the Part D plan or sublnit a trial claiIn to detennine approval. There is a lack of 
cOlnlnunication to the phannacy as the actual provider and caregiver. 

Ms. Aksentijenic agreed with Chairperson Goldenberg's comn1ent that if the standardized fonn 
provided by CMS was available electronically and that the status of a prior authorization could 
be checked on-line, a significant mnount oftilne would be saved. 

David SolOlnon of IZyffin also thanked the board on the work they have been doing the past year 
on Part D and reported on the financial ran1ifications of Part D. He stated that IZyffin's 
personnel costs, delivery and receivables costs have increased but its overall business has not 
increased. He added that IZyffin is trying to deal with these changes while assuring that its 
clients experience the least an10unt of change in their daily n1edication routine. Kyffin has spent 
an enonnous an10unt of tin1e and Inoney to ensure that prior authorizations are cOlnpleted, that 
co-payn1ents are collected and costs are not consistently absorbed. As with other phannacy 
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caregivers, K.yffin is not forcing the facilities to rein1burse for the co-pays or for non-covered 
charges - especially when an eligibility status occurs retroactively. The phan11acies are 
absorbing these costs. 

Mr. SolOlnon reported that since 2005 IZyffin Phannacy has sponsored nun1erous education 
outreach progratns to their facilities addressing what infonnation is needed by IZyffin fron1 the 
facilities in order to provide continuation of care to their LTC clients. He noted that there seelns 
to be a lack of suppoli frOln CMS in this education process. 

Chairperson Goldenberg reported he has queried facilities asking what they would do when a 
phannacy is faced with a situation where the drug is so expensive they cannot provide it but the 
doctor feels the care and the Inedication n1ust continue. The n1ajority of the facilities responded 
that they would transfer the patient to an acute care hospital, which then creates additional costs 
and an enon110US atnount of tralnna to an elderly patient. He added that the care of patients is 
being con1promised, the cost of care increases with the changes in Medicare coverage and 
reilnburselnent, and the frail elderly patient is subject to traulna if transferred out of the facility. 
The systeln has to be resolved so that the frail elderly are not placed in han11's way. He stated 
that because a response has not been received froln the plans and CMS concen1ing the problelns 
and frustrations the subcon1Inittee has been discussing the last year, the issue is being brought 
before the full board to address this concern of han11 to the frail elderly as it is now tin1e to take 
action. 

Mr. Hough stated that an electronic database, enabling the proper identification of a patient's 
eligibility status is a key issue towards resolving the points introduced by the speakers. This is 
an authority n1atter where direction Inust be given to n1andate the establishn1ent of such a 
database. 

Chairperson Goldenberg introduced representatives of CMS and thanked theln for attending the 
forun1 and expressed a hope that they would provide a response to these concerns. 

Jeff Flick, Regional Adn1inistrator for the San Francisco office of CMS, stated he appreciated the 
opportunity to participate in this fonnn. He introduced Lucy Saldana, Region 9 phannacist with 
CMS. Mr. Flick stated that the infon11ation lean1ed in the fonnn is very beneficial. He added 
that he feels very good about the Part D Progratn. Although there is roon1 for ilnprovelnent; the 
progratn has COlne an incredible distance in one year. Today, in the State of Califon1ia, 97 
percent of the Medicare beneficiaries have cOInprehensive prescription drug coverage, whereas 
14 Inonths ago only about 55 percent of the Medicare beneficiaries enjoyed con1prehensive 
prescription drug coverage. With regard to the LTC pOliion of the Part D plans, Mr. Flick will 
take the specific issues and problelns discussed in today's forun1 back to their industry 
collaborative (ICE), a roundtable of stakeholders who work together to solve Part D problelns. 
In the last year, this collaborative effort has resulted in several policy changes although there are 
still concerns and issues that are being addressed. 
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He stated that ICE can address many of the issues discussed here today and he is very interested 
in pursuing electronic data transn1ission, keeping in Inind the necessity of data security. Mr. 
Flick added that there are positive aspects to the progratn such as n1edication therapy 
Inanagelnent, e-prescribing and prior authotizations, but the stakeholders Inust keep working 
together to realize these benefits without a negative itnpact. The encouraging aspect is that the 
entire health care stakeholder cOInInunity has a history of being able to work together to solve 
probielns and to continue to ilnprove the progratn. 

Mr. Flick acknowledged that it has been difficult getting dedicated physicians for LTC patients 
who can respond quickly when problen1s arise. He agreed that nursing hOlnes do need the ability 
to engage physicians quickly and that perhaps CMS could assist in resolving that probleln. 

Mr. Goldenberg asked Mr. Flick whether CMS 's authority to speak directly to the plans is 
limited. He added that the feedback that the board is getting frOln all the stakeholders is that 
CMS has very little authority over the plans. Mr. Goldenberg asked how the board could be 
assured that CMS is working with the plans to resolve probielns and that plans will listen to 
CMS. 

Mr. Flick responded that CMS works well with the plans through the ICE collaborative efforts. 
There are titnes when an issue cannot be resolved through collaboration and cooperation and at 
these tin1es, CMS does talk with their central office to deal with the specifics. He stated that 
every plan signs a contract with CMS, the tenns of these contracts are very specific and CMS 
does have a lot of authori ty over those contracts and will tenninate a contract for serious 
noncOlnpliances. However, CMS does work with a plan to ensure cOlnpliance with the Medicare 
progratn. 

President Powers stated that frOln listening to the presenters, there are systelnic problen1s in the 
systen1 that will need to be resolved through the ICE collaborative. 

Mr. Flick responded that Inost of the issues that were raised today could be resolved through 
ICE. As in the past, CMS has changed policies based on recoInn1endations frOln the 
collaborative. 

Mr. Goldenberg questioned whether it would be a fair expectation of the board that the ICE 
collaborative would be discussing probielns heard in today's forun1 and the board could 
anticipate SOlne titnely action by the plans and CMS to relnedy these problen1s and help 
Califon1ia's seniors. 

Mr. Flick answered that CMS's focus is to work with ICE as a collaborative effoli in resolving 
issues. CMS is not purposely n1andating directions and titnefratnes. He stated that it was 
itnportant to understand the enviroIU11ent of this collaborative effort - that there are requests fron1 
all the stakeholders, including the plans for assistance with celiain issues, and that it n1akes for a 
better process to have the stakeholders working together. 
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Dr. Saldana of CMS stated that e-prescribing should resolve lnany of the issues that were 
discussed today. E-prescribing is on a fast track and by 2008 the ability for e-prescribing should 
be in place. There was a question frOln the board as to whether the health insurance plans would 
use e-prescribing and electronic databases and if CMS could work towards a legislative lnandate 
to require the use of electronic databases. Mr. Flick responded that CMS does not lobby for 
legislative change, but he agreed that CMS could cOlnInunicate to legislators where change is 
needed. It was cOInlnented that if Cali fon1ia took the lead in this area, it would assist the 
Medicare Part D progrmn nationally. 

Chairperson Goldenberg mU10unced that Teny Miller of the DepartInent of Health Services 
would speak next, followed by representatives of the plans. 

Dr. Miller reported that as Chairperson Goldenberg stated, that prior to Part D, the phannacists 
could subn1it a treatInent authorization request via facsiInile through the Medicare progran1. 
Currently, with CMS requirelnents related to Part D, the treatInent request n1ust be sublnitted 
froIn the physician which then puts the onus on the physician who is not used to routinely 
working with the plans. The fonner systen1 whereby phan11acies pursued authorizations for drug 
coverage worked well with the Medicaid and Medi-Cal progrmns in California, and now it is a 
significant issue for prescribers. 

Dr. Miller stated that with respect to en1ergency drug benefits, the Califon1ia Legislature 
approved an en1ergency drug benefit to assist patients who could not get their n1edications via 
the Part D plan for one year. Although this benefit recently expired, the Departlnent of Health 
Services has seen a significant decrease over the last year in the nUlnber of claiIns sublnitted to 
the elnergency drug progrmn. Ms. Miller indicated that this decrease indicates a significant 
ilnproveInent in the Pmi D progrmn. However, she agreed that there are still issues that need 
in1proveInent, specifically in the arena of LTC and hOlne infusion. 

John Jones frOln Prescription Solutions stated that his organization serves two large prescription 
drug progrmns and that Prescription Solutions is a representative on the ICE collaborative. He 
stated that it is very difficult for ICE to address an issue on a conceptual basis. ICE works better 
responding to specific facts where they can develop n1echanislns to prevent specific problelns 
froIn reoccuning. ICE is cOlnInitted to lnaking the process better. 

Mr. Jones stated that they are routinely cOlnInunicating with CMS and notifying then1 of 
probleITIs. He added that CMS does have authority over the plans and the plans perfo1111ance is 
considered at the tilne of contract renewal. CustOlner service is ilnpOliant to Prescription 
Solutions, if there is a probleln they need to know about it so they can fix it. These board forUlns 
and the ICE collaborative provide theln with the 0ppoliunity to hear the issues. Mr. Jones 
agreed that e-prescribing would be very beneficial but Inany physicians are reluctant to go that 
route. However, by 2008 a financial leverage should be in place where electronic submissions 
by physicians will be required before payn1ents are n1ade. 
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Chairperson Goldenberg asked whether Mr. Jones's organization and its affiliates could address 
electronic connectivity now and not wait for the ICE collaborative. Mr. Jones responded that 
Prescription Solutions has a systen1 that is currently working. He added that e-prescribing will 
Inove the industry toward an electronic interface. If the board is looking at an interiln solution 
before e-prescribing, Mr. Jones questioned whether that would be a good use of resources as 
Prescription Solutions has a system in place that is currently working. 

Chairperson Goldenberg indicated that the board heard today that the systeln is not working 
effectively and there are issues that need to be resolved. Mr. Jones stated that when he is notified 
of a probieln and given the specific details of that probleln, he would facilitate a resolution. He 
added that he would continue to assist with the facilitation of cOInInunication at all levels so that 
ICE can be a n1eaningful process. 

Tilnothy Cutler, assistant clinical professor at the UCSF School of Phannacy highlighted specific 
Medicare Part D issues facing providers, phan11acists, and patients in Califon1ia. He provided 
eXalnples of patients' confusion with plan options, n1isinfon11ation frOln brokers, brokers 
atteInpting to sell additional coverage to patients and patients being over insured. He 
eInphasized the large an10unt of Inisinfonnation that patients receive frOln the plans and brokers. 
He stated that with the nUInber of eligible patients, nUInber of prescription drug plans and 
nUInber ofbrokers, there are not enough educators to provide Part D outreach educational 
activities to the seniors of Califon1ia. Mr. Cutler added that brokers are not subject to the san1e 
regulatory provisions that phannacists are in tern1S of infonnation that can be provided to 
patients. That is a probieln and sOlnething should be done to protect beneficiaries froln those 
brokers who are in1parting Inisinfonnation to patients. He also spoke to the continuing delays in 
coverage for the dual eligibles and provided patient eXalnples of this gap in coverage. 

Dr. Cutler then highlighted recoInn1endations for iInproving the systeln such as the continued 
coordination of cOlnn1unication efforts between the plans and CMS to prevent gaps in coverage 
fron1 occurring, and the con1n1unication Inust be easier between the patient, the health plan and 
the systeln. CMS should have one systen1 in place, siInilar to Medi -Cal in ten11S of a safety net 
provided to patients and a standardized prior authorization process. 

Michael Rigas of Crescent Healthcare, a hOlne infusion COInpany, repolied on Crescent 
Healthcare's experience over the last twelve Inonths with Medicare Part D progran1. He 
provided a PowerPoint handout and briefly sUInInarized the highpoints fron1 that handout. 
Crescent Healthcare serviced over 850 hOlne IV patients in 2006. Very few of those patients 
were able to afford a co-pay unless they had assistance with a secondary plan or Medi-Cal and 
their costs to adn1inister to those patients were two to three tin1es the costs of other paYInent 
systen1s. The ability to n1anage these patients on an ongoing basis will becon1e Inore difficult as 
processing gets n10re con1plicated. Dr. Rigas added that obtaining prior authorizations n1ight 
take 5 to 7 business days for cOInplex therapies. He provided a brief overview of special issues 
of in1poliance to the hOlne infusion industry that included billing issues with Inultiple ingredients 

prescription billing is based on the n10st expensive first active ingredient only; concerns about 
the future stability of pricing structures and plans with specialty drug copays. Also, due to the 
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2007 changes lnade by the Part D Plans as a result of issues in 2006, Crescent Healthcare has to 
navigate through new copay policies that have a dran1atic in1pact on their patients. Also lnany 
Part D Plans and MA-PDS have their own phannacy out-of state, so when Crescent sends the 
prior authorization through, the prescription is filled by the plans' own phannacies and the 
prescription anives directly to the patient, with no itelns to lnix it, no pump, no phannacist or 
nurse, and no way to infuse it. He added, in response to a question frOln the board, that there is a 
delay in obtaining prior authorizations and once received, there is oftentilnes a billing issue as a 
brand is approved, but not the generic. 

Dr. Rigas then provided specific exmnples of home infusion patients who were having problelns 
continuing to receive the treatlnent and lnedications that they had under previous coverage Pmi B 
coverage but can now not get under Pmi D. Dr. Rigas concluded that Part D does not provide 
adequate coverage for Hon1e Infusion Therapy resulting in patients having to stay in a hospital, 
go to a skilled nursing facility, or having to pay large mnounts of lnoney out-of-pocket. He 
stated that there are definite benefits with Part D coverage, especially for patients who would 
have no coverage at all, but there are still significant issues relating to coverage and billing that 
need to be addressed. 

Chairperson Goldenberg requested Jeff Flick and John Jones to provide their thoughts on today's 
presentations. Mr. Jones stated LTC and hOlne infusion therapy are areas where the industry and 
CMS wants to work well but they were not areas that were initially part of the Part D 
congressional discussions. He con1plilnented CMS on their handling of these issues and their 
n1ethods of working with theln. 

Chairperson Goldenberg stated that there are significant issues involved - the health and well 
being of the patient, the health and well being of an industry that exists that offers lnuch better 
care, and there it is n10re than just an issue of lower costs - it is better care at hon1e. He added 
that the board would continue to n1eet to hear the issues and assist in the resolution process. He 
thanked everyone for con1ing and requested that they send in their suggestions as to what the 
board can do legislatively to help. 

President Powers also thanked everyone for their pmiicipation and announced that due to 
continuing interest and today's tin1e constraints that did not allow all interested attendees to 
address the board, the board will hold another public fonu11 on Medicare Part D Plans in March. 
He added that written testilnony n1ay be sublnitted to the board's Executive Officer, Virginia 
Herold who will ensure that it is distributed to all board lnelnbers. 

The fonnn ended at 11:35 a.n1. 

OPEN SESSION 

The board initiated petition hearings at 11 :45 an1. 
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PETITIONS FOR REINSTATEMENTS 

An adluinistrative law judge was present to conduct a hearing to consider petition for 
reinstateinent subinitted fron1: 

• Evan Stein 
• Richard Schweitz 
• I(elmeth Foresta 

CLOSED SESSION 

The board went into closed session pursuant to Goven1Inent Code section 11126( c )(3) to 
deliberate on the requests for reinstaten1ents. 

The proposed decisions will be drafted by the judge and presented to the board for consideration 
via Inail vote. 

ADJOURNMENT 

The meeting was adjoun1ed at 4:00 pIn. 
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