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ENFORCEMENT COMMITTEE REPORT AND ACTION 
 
 
Report of the Meeting held on June 16, 2010. 
 

a.  FOR DISCUSSION:  Review of the Federal Drug Enforcement Administration’s 
Proposed Requirements for the E-Prescribing of Controlled Substances 
 

Attachment 1 
 
Background 
The federal Drug Enforcement Administration (DEA) released on March 22 proposed 
requirements to enable e-prescribing of controlled drugs.  Until June 1, 2010, federal law did 
not allow the electronic prescribing of written prescriptions for controlled drugs.  The comment 
period on the proposed interim final rule ended on May 31, 2010. 
 
At the April Board Meeting, the board was led in a discussion of the proposed, highly 
technical requirements by Deputy Attorney General Joshua Room.  After a short discussion, 
the board agreed to send a request to the DEA to extend the comment period another 120 
days so that the board and others could carefully read and consider the more than 330 pages 
of requirements and policy statements released by the DEA.   A copy of the board’s letter is 
provided in Attachment 1.  
 
E-prescribing of controlled substances is an important and significant change for prescribers, 
for pharmacy and for patients.  The volume of material released by the DEA for this regulation 
is extensive – 334 pages, and fortunately, not all these pages are text of the requirements.  
However, the regulation is very technical and is difficult to readily digest. 
 
Committee Discussion/Action 
The committee was advised that the DEA has not responded to our request for an extension 
to the comment period and has not trained staff in field agents.  The committee voted to 
establish an ad hoc committee to review and provide guidelines on the DEA proposed rules. 



  

 
b.  FOR INFORMATION:  Request to Modify Title 16 California Code of Regulations Section 

1713(d) Regarding the Requirement that Automated Dispensing Machines Be Adjacent 
to the Secure Pharmacy Area 

Attachment 2 
 

Background: 
In 2005 and 2006, the board discussed and eventually promulgated a regulation to allow 
automated dispensing machines in pharmacies to dispense refill medications -- if requested by 
the patient and approved by the pharmacist. This was a use of emerging technology and 
several pharmacies had sought the board's authority to install such machines in their 
pharmacies to provide patients with afterhours access (as well as access during times when 
the pharmacy was open) to refills. Basically, a patient could pick up refill medication, if 
approved by the pharmacy, from a vending-like machine using a credit card for payment and 
not specifically deal with the pharmacy staff. The machine was to be located near – specifically 
adjacent -- to the physical area of the pharmacy.  
 
A number of conditions were built into the regulations to provide for assurance patients would 
not be required to use these machines for refills if they were not supportive.   
 
This regulation was promulgated cautiously.  Throughout 2006, the board modified and 
adopted the regulation now in effect as section 1713.  In January 2007, the regulation actually 
took effect. A copy of this regulation section is in Attachment 2. 
 
Request 
During the January 2010 Board Meeting, Phil Burgess representing Asteres made a 
presentation to board seeking a waiver from 1713(d) to allow automated dispensing machines 
to be located in areas other than the requirements of this section that restrict the automated 
dispensing machine to be adjacent to the secure pharmacy area.  At that time the board asked 
Mr. Burgess to refine his request and return to the board so the board would more fully 
understand the proposal.  A copy of Mr. Burgess’ original request is provided in Attachment 2 
as well as a summary of the discussion from the January 2010 Board Meeting. 

 
During the June Enforcement Committee Meeting, Mr. Burgess requested that the board 
waive regulation section 1713(d)(6) regarding the placement of automated medication 
dispensing machines in hospitals to allow for the installation of the ScriptCenter “pickup” 
system in a hospital environment whereby the unit is not directly attached to the pharmacy.  
He made a second request for a special waiver to allow for a pilot of this system to 
demonstrate that improved access will increase medication adherence.  Mr. Burgess 
indicated that he would like the waiver for a five year period. 
 
Committee Discussion/Action 
The committee discussed the proposals and sought clarification on the potential impact of the 
request.  In response Mr. Burgess specified that use of this machine would be limited to 
hospital employees that elect to use this system and detailed the security measures.  
 
Mr. Burgess was advised that his request to allow for a pilot of this system must be done in a 
research project in conjunction with a school of pharmacy as provided for in CCR 1706.5.  
The committee did not take action on this item. 



  

Post Meeting Update 
Since the last committee meeting, the executive officer has had several conversations with 
Asteres staff.  Asteres is unsure if it wishes to request the board to make a regulation change 
or go establish a research project through a school a pharmacy to evaluate whether use of 
these machines for hospital staff will increase medication adherence by the staff. 
 
During this Meeting 
At the time of this writing, no additional information from Asteres is available. A representative 
from Asteres will need to present either request the board consideration at this or a future 
meeting.  Counsel will be available to discuss any legal issues surrounding these requests. 
 
 

c.   FOR INFORMATION:  Discussion of a Drug Distribution Model Proposed by Medco 
Health Solutions, Using Two Pharmacies, Each with Specialized Functions. 

 
Attachment 3 

 
Background 
Title 16, CCR section 1707.4 authorizes a licensed pharmacy to process a refill request 
received by another pharmacy.  A copy of this section is in Attachment 3. 
 
Proposal 
Under this proposal, a patient comes into a community pharmacy and receives medication 
adjudicated by Medco.  The prescription is then either filled by the community pharmacy, or 
filled by Medco and shipped to the community pharmacy for dispensing.  A copy of the proposal 
is provided in Attachment 3. 
  
Committee Discussion/Action 
The committee was provided with a presentation from Medco highlighting a drug distribution 
model that is currently being pilot tested in several states.  The committee discussed the model 
process. It was clarified that in instances where the medication is not picked up by the patient, 
the pharmacy will destroy the medication through a reverse distributor.  All documentation and 
records will be available for the board for inspection.  The committee did not take action on this 
item.  Medco was advised that the model appears consistent with pharmacy law.  Medco 
indicated that they would provide both pharmacies’ names and address on the prescription 
label. 
 
During this Meeting 
A representative from Medco will be available to answer questions.  No action is required by 
the board on this item. 
 
 

d. FOR DISCUSSION AND POSSIBLE ACTION:  Update and Possible Action to Initiate a 
Rulemaking on the Board’s Efforts to Implement Components of the Department of 
Consumer Affairs’ Consumer Protection Enforcement Initiative 

Attachment 4 
 

Since July 2009, the Department of Consumer Affairs has been working with the health care 
boards to upgrade their capabilities to investigate and discipline errant licensees to protect 



  

the public.  The proposed changes include three areas:  1) additional resources, 2) a new 
computer system and 3) legislative changes.  The goal is to ensure the average case closure 
time for formal discipline, from receipt of the complaint to final vote of the board, occurs within 
12 to 18 months.  Formal discipline means those cases which are the most serious, and for 
which license removal or restriction is being sought.   
 
Many of the legislative changes were incorporated into SB 1111 (Negrete-McLeod).  During the 
April 2010 Board Meeting, the board was advised that SB 1111 failed passage in a policy 
committee, so the board did not discuss SB 1111 in any detail during that meeting.   
 
Following this, the department identified provisions contained in the bill that could be 
implemented through regulations, and directed that all healing arts boards develop language 
and initiate the rulemaking process.   
 
During the June 2010 Board Meeting, the board reviewed draft regulation language for some 
changes.  The identified sections were: 

• Amendment to Section 1760 – Disciplinary Guidelines.  The proposed amendment 
would specify that any proposed decision that includes findings of fact that include that a 
licensee engaged in sexual contact with a patient, client or customer, or a licensee 
convicted of a sexual offense shall contain an order of revocation.  The proposed 
change provided an exception to this and also defined sexual contact.  The board took 
no action on this proposal.   

• Amendment to Section 1762 – Unprofessional Conduct.  The proposed amendment to 
this section would specify that certain acts would constitute unprofessional conduct 
including: gag clauses in a civil suit settlement; failure to provide requests as requested 
by the board; failure to comply with a court order or subpoena for records; and  failure to 
notify the board an arrest, indictment, conviction or discipline as specified.  The section 
also specified that the board is authorized to revoke a license or deny an application for 
an act requiring an individual to register as a sex offender.  It was the consensus of the 
board to bring this issue back to a future meeting for discussion. 

• Amendment to Section 1769 – Application Review and Criteria for Rehabilitation.  The 
proposed amendment would allow the board to request that an applicant for licensure 
undergo an examination as specified to determine if the applicant is safe to practice.  
The board voted to require that once it has been determined that an applicant is to be 
evaluated; the evaluation shall be completed within 60 days.  Within 60 days of the 
evaluation, the report shall be received from the evaluator. 

• Amendment to Section 1770 – Substantial Relationship Criteria.  The proposed 
amendment would specify that a crime or act that resulted in a licensee being required 
to register as a sex offender would be considered substantially related to the functions 
and qualification of the license.  The board did not take action on this proposal.  

 
Attachment 4 contains a copy of the regulation language that was discussed during the June 
2010 Board Meeting.  Additional items for consideration will be discussed at the next 
enforcement committee and will be brought to the board for consideration in October. 
 
Committee Discussion/Action 
The committee did not discuss the proposed regulations changes at its June 16 meeting since 
they had been discussed during the board meeting held six days earlier.  However the 



  

committee was advised that board staff has evaluated the board’s enforcement processes for 
improvements, and identified 8 improvements that could be implemented to improve board 
efficiency and reduce investigation time, without compromising enforcement activities.  Below is 
a summary of these changes initiated to date as well as the status.   
 

1. Complete case assignments on line.   
Status:  Completing testing of the new process.  Staff is working to finalize written 
procedures. 

2. Complete review of draft accusations on line 
Status:  Accusations are now reviewed on line by field staff.  Staff will finalize written 
procedures. 

3. Prescreen complaints at assignment with an AGPA (associate analyst) – the AGPA 
would follow up to ensure that complaints are assigned.  Screen out non-jurisdictional 
and close or refer as appropriate. 
Status:  Training is complete and this provision is implemented.  As indicated in previous 
months, this is a temporary solution, and full implementation cannot be achieved without 
additional staff resources.   

4. AGPA to complete license history instead of board inspector including past complaint 
investigation assignments, violations and outcomes of investigations, also previous 
inspections, date and who performed the inspection. 
Status:  A draft template has been developed; however, policies and procedures are not 
yet in place.  Initiated a pilot with limited investigator staff to assess value to inspectors. 

5. Develop a method to automatically populate information on the investigation report 
instead of using expensive inspector time. 
Status:  A draft template has been developed, however policies and procedures are not 
yet in place.  Initiated pilot with limited investigator staff. 

6. Train non-attorney staff to prepare default decisions to speed investigation closures. 
Status:  Training completed. Board staff preparing some default decisions in-house. 

7. Secure automated fingerprint background checks and criminal record information from 
the Department of Justice. 
Status:  Implemented and staff trained. 

8. Begin drafting some Petitions to Revoke Probation in house. 
Status:  Internal staff completed first PTR.  Draft is currently undergoing review.   

 
A report is submitted monthly to the department on the board’s continued efforts.  Board staff 
has identified additional changes; however implementation of many of these items cannot begin 
until additional resources are available. 
 
 

e. FOR DISCUSSION:  Update on the California Drug “Take Back Programs from Patients. 
 

Attachment 5 
 
 Background 

Senate Bill 966 required CalRecycle to work with agencies including the Department of Toxic 
Substances Control, the State Water Resources Control Board, and the California State Board 
of Pharmacy to develop criteria and procedures for model pharmaceutical waste collection 
programs by December 2008.  SB 966 also required CalRecycle to analyze model programs for 

http://www.leginfo.ca.gov/pub/07-08/bill/sen/sb_0951-1000/sb_966_bill_20071012_chaptered.html�
http://www.calrecycle.ca.gov/HomeHazWaste/Medications/ModelProgram/Criteria.pdf�


  

effectiveness, cost, accessibility, and safety.  These findings must be included with 
recommendations in a report to the Legislature by December 2010.  
 
Since 2007 the board has been discussing drug “take back” programs.  Such programs are 
growing in popularity as consumers look for a safe, convenient and environmentally friendly 
way to dispose of unused medicine.  Further, environmentalists continue to advocate for such 
programs to reduce the amount of such medicine that ends up in our water supply and land 
fills. 
 
The board has heard presentations from vendors making collection containers for pharmacies, 
heard concerns from the Department of Public Health, and has worked with the California 
Integrated Waste Management Board (now Cal Recycle) to establish parameters for these 
programs. 
 
In the February 2010 The Script, the board promoted the take-back guidelines developed by 
the California Integrated Waste Management Board pursuant to SB 966 (Simitian, Chapter 542, 
Statutes of 2007). 
 
Since April, board inspectors have been directed to take pictures of drug take back programs in 
place in pharmacies, and to encourage compliance with the state’s guidelines.   
 
The Drug Enforcement Administration continues to be concerned about these programs 
nationally, and is working with counties that are establishing principally short-term take back 
programs for controlled drugs.  In some communities, law enforcement is working under the 
DEA’s preference to accept take back controlled drugs at law enforcement facilities. 
 
Committee Discussion/Action 
During its meeting, the committee was advised that the Cal Recycle Program was holding a 
workshop on home-generated pharmaceutical waste collection and disposal on July 20, 2010.  
No action was taken on this item. 
 
Post Meeting Update 
Board staff attended the July meeting with the committee chair.  This meeting was convened to 
discuss a draft report assessing implementation of the proposed guidelines developed in late 
2008 for California by the CIWMB/Cal Recycle. A copy of this draft 2010 report to the 
Legislature on drug take back programs operating under the model guidelines, as required by 
SB 977, is provided in Attachment 5.   
 
There are four proposals arising from the report: 

1. Continue Current Practices 
2. Improve Guidelines, Enforcement and Establish Clear State Agency Roles and 

Responsibilities 
3. Implement Product Stewardship 
4. Create a Statewide Collection Program Using an Advanced Disposal Fee and State 

Oversight. 
These appear on pages 33-38 of the report. 
 



  

During this Meeting  
The Board may wish to discuss the Model Guidelines developed for drug take back (provided in 
Attachment 5).  As these guidelines have no effect of law, the board may want to encourage 
that the elements of them be incorporated into legislation so they can be enforced.  If the board 
so chooses, comments must be provided to Cal Recycle by August 17, 2010. 

 
 
f. FOR DISCUSSION:  Question and Answer Session on the Board’s Implementation of the 

Compounding Regulations. 
 
Background 
Beginning in 2004, the board facilitated meetings with industry to established regulations for 
pharmacies that compound.  As a result, the board developed regulations to define the 
parameters under which a pharmacy can compound.  These regulations took effect on July 6, 
2010. 
 
Committee Discussion/Action 
During the meeting, Supervising Inspector Bob Ratcliff responded to questions submitted in 
advance of the meeting, as well as questions from attendees.  These questions and answers 
appear in the minutes of this June 16 meeting. 
 
Post Meeting Update 
Board staff will develop a fact sheet based on the questions and answers, and this fact sheet 
will be posted on the board’s Web site.  Board staff will continue to take questions and will 
update the Q&A’s.  The board or committee may wish to designate additional time for anther 
Q&A session at a future meeting. 
 
 

g. FOR DISCUSSION:  Pharmacies Dispensing Prescriptions for Internet Web Site 
Operators. 

 
Attachment 6 

 
Background 
California Business and Professions Code section 4067 prohibits a person from dispensing a 
drug on the internet without a prescription issued pursuant to a good faith medical examination.  
(A copy of this section is provided in Attachment 6.) 
 
At the December Enforcement Committee, the committee was advised that the board’s 
inspectors have investigated a number of cases where California pharmacies are filling 
prescriptions from Internet Web sites in situations where patients are in a number of states, a 
prescriber is writing prescriptions for the patients from a single state, and the California 
pharmacy is filling the prescription.   
 
Many times these prescriptions are not valid because an appropriate exam by a prescriber has 
not occurred.  California law allows the board to issue citations at $25,000 per invalid 
prescription delivered to patients in California.   Often these drugs are controlled drugs or other 
non-controlled drugs of abuse (e.g., Soma, Tramadol). 
 



  

Over the last 18 months, the board has issued multiple million dollar fines to California 
pharmacies for filling such false prescriptions.   The Drug Enforcement Administration is also 
involved in some of these Web site investigations and has fined California pharmacies for their 
participation. 
 
Pharmacies are facilitating the illegal distribution of prescription drugs from the Internet.   From 
discussion with the owners of several of these pharmacies investigated by the board, the 
pharmacies receive an offer via a faxed notice offering amounts as low as between $3 and $6 
per prescription plus drug costs to fill these orders.  However the economics greatly benefit the 
Web site operator.  The patient may pay $100 to $200 purchase a prescription from the Internet 
– the pharmacy may get $6 or $10 from such a sale. 
 
Committee Discussion/Action 
The committee discussed the issue and was provided with a listing of significant fines issued in 
the last year to California pharmacies aiding internet providers in the distribution of prescription 
drugs with a valid prescription.  It was suggested that additional legislation may be need that 
that the Enforcement Committee could identify solutions and refer them to the Legislation and 
Regulation Committee.  No action was taken on this item. 
 
 

h. FOR INFORMATION:  Post Implementation Review of the Board’s Criminal Conviction Unit 
 

Background 
Included as part of last year’s budget, was a staff augmentation for the board to establish the 
Criminal Conviction Unit within the board.  This specialized unit was created to address the 
significant increase in the number of subsequent arrest notifications that the board receives, in 
part because of an increase in our licensing population, but mainly because of the transition the 
Department of Justice made to an automated system.   
 
Committee Discussion/Action 
The committee was advised on the significant progress of the unit after one year.   
 
On of July 1, 2009, there were 1708 investigations pending.   As of June 1, 2010, that number 
was reduced 629 investigations pending.  Additionally over 1900 cases have been completed.  
Below is a snapshot of the final disposition of those cases. 
 
 Referred for Formal Discipline 190 
 Citation and Fine Issued  112 
 Letter of Admonishment Issued 152 
 B&PC 4301 Letter Issued  633 
 Closed No Further Action  785 
 Closed Referred to PRP      2 
 Closed Other      30 
 Closed No Violation       1_____ 
              1,905 
 
This unit was envisioned to be a “beginning to end” unit, meaning that the staff would not only 
complete the investigation, but also complete the final processing as well, e.g., issue the 
citation and fine, refer the matter to the Office of the Attorney General, etc.  (This workload is 



  

currently being processed by other staff but is impacting other workload priorities.)  The 
committee was advised that as we continue to reduce the number of pending investigations, 
staff will begin training in these other functions to ensure the final resolution is achieved timely, 
consistent with our consumer protection mandate.  No action was taken on this item. 
 

i. FOR DISCUSSION:  Update of the Committee’s Strategic Plan 2010-11. 
 

Attachment 7 
 
Background 
Each fiscal year, the board updates its strategic plan.  The current plan was developed in 2006-
07 with the assistance of a consultant.  Since then, each year the board has reviewed and as 
necessary revised its strategic plan.  These are typically minor adjustments and additions.   
 
As part of the Organizational Development Committee Report scheduled for tomorrow, the 
board will be voting on the strategic plan in its entirety for 2010/11. 
 
Committee Discussion/Action 
The committee was provided with suggested additions to the strategic plan for consideration 
and discussion.   
 
The committee voted to approve the 15 tasks identified in Objective 1.5 in the Enforcement 
Committee’s Strategic Plan and add the following additional tasks: 

16. Complete review of pharmacies dispensing prescriptions for Internet web site 
operators 

17. Provide updates on the board’s reporting to the Healthcare Integrity and 
Protections Data Bank (HIPDB) 

 
A copy of the committee’s Strategic Plan for 2010/11 is provided in Attachment 7. 

 
 
j. Minutes of the Meeting Held June 16, 2010. 
 

Attachment 8 
A summary of the meeting held on June 16, 2010 is provided in Attachment 8. 
 

 
OTHER ENFORCEMENT ITEMS 

 
 
k. Changes to Current Regulations and Statutory Requirements to Implement the Uniform 

Standards Recommended by DCA’s Substance Abuse Coordination Committee (per SB 
1441) Ridley-Thomas, Chapter 548, Statutes of 2008)  
 

            Attachment 9 
Background 
In 2008, SB 1441 was enacted to direct health care boards with so called “diversion programs” for 
health care licensees to establish department-wide minimum standards for participation.  
(Technically, a diversion program stops discipline in favor of rehabilitating a licensee with a 



  

substance abuse problem, so long as he/she remains abstinent.) These mandatory standards 
would apply to those in a diversion program as well as those licensees who are on probation for 
substance abuse violations.   
 
The board has its Pharmacists Recovery Program, which serves the board’s public protection 
mandate by closely monitoring program those with substance abuse or other specified 
conditions.  However, the PRP is not a diversion program. Instead, the board encourages a 
licensee under investigation for a substance abuse program to enter the program in advance of 
the board’s formal discipline.  Thus the licensee enters a strict monitoring program while the 
investigation and enforcement processes continue.  
 
There are 16 of these standards under development by a committee comprised of board 
executive officers.  The standards are not yet finalized, but are nearing completion.  A copy of 
the standards is provided in Attachment 9. 
 
At the request of the department, each health care board was to review and begin necessary 
actions to implement these standards.   Board Counsel Schieldge identified whether each 
standard needs statutory and/or regulation modifications.  In addition the standards were 
reviewed for compliance with the board’s contract with the vendor that administers the PRP. 
 
Recent Action  
Recently the department requested that each affected board submit a report documenting their 
efforts to implement these standards.  Attachment 9 is a copy of the report that was provided 
to the Deputy Director of Enforcement in July.   
 
 

l. FOR INFORMATION:  Enforcement Statistics  2009/10                                    
ATTACHMENT 10 

 
Attachment 10 includes the enforcement statistics for 2009/10.  Also provided are 5 year 
comparison charts detailing the growth the board’s enforcement activities. 

 
 
m. FOR INFORMATION:  Fourth Quarterly Report of the Committee’s Goals for 2009/10 

 
ATTACHMENT 11 

 
Attachment 11 contains a fourth quarter’s status of Enforcement Committee Goals. 
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STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLD SCHWARZENEGGER, GOVERNOR 

May 7, 2010 

Drug Enforcement Administration 
Attn: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

RE: 	 COMMENTS OF THE CALIFORNIA STATE BOARD OF PHARMACY 
Request for 120-day Extension of the Comment Period, to October 1,2010 
Docket No. DEA-218I: Electronic Prescriptions/or Controlled Substances 

To Whom It May Concern: 

I write on behalf of the California State Board of Pharmacy (Board). We are pleased to 
respond to Docket No. DEA-2181, an Interim Final Rule (lFR) and Request for Comment titled 
Electronic Prescriptions for Controlled Substances. As we remarked in our September 15,2008 
comments on the initial Notice ofProposed Rulemaking (NPRM), we are encouraged that the 
Drug Enforcement Administration (DEA) is actively moving to permit electronic prescribing (e­
prescribing) for controlled substances. We believe that widespread adoption ofe-prescribing has 
significant potential to reduce medication errors and associated outcomes, and that the ability to 
use e-prescribing for controlled substances is necessary to encourage widespread adoption. In 
our prior comments, we urged you to consider the value of widespread adoption, and to balance 
that interest against our shared interest in maintaining a secure drug delivery system. We thank 
you for the effort you have put into reviewing and responding to all of the comments received. 

We have so far conducted only a preliminary review of the IFR, and have not yet had the 
opportunity to either engage in extensive analysis or receive and review analyses of the IFR from 
the affected industries, the public, or other stakeholders. Our comments on the NPRM benefited 
from the input of affected and interested parties. We would like any comments we might submit 
on the IFR to have that same benefit. However, the present deadline for response (June 1,2010) 
does not provide us with enough tir:p.e to review any such input in aid of meaningful comments. 
In particular, it may take some time for industry members andlor third-party vendors to assess or 
assimilate the technical requirements imposed by the IFR, and for us to understand based on their 
input and our own analysis the magnitude and necessity of any burden(s) imposed thereby. 

To ensure that both we and other persons that might wish to submit comments on the IFR 
have an adequate opportunity to do so, we are requesting that you extend your own deadline 1 for 
submission of comments by 120 days, to October 1,2010. This will provide a total of 180 days 
in which to submit comments. We believe that is a more appropriate comment period. 

1 We understand that this deadline may also be separately extended by congressional review. 
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Again, we applaud your efforts in proposing the draft regulations, and emphasize that we 
view ourselves as joined with you in this task of ensuring a safe and secure prescription delivery 
system for controlled substances. We are greatly encouraged that the DEA has taken the step of 
defining an appropriate system for e-prescribing controlled substances. The document you have 
produced is impressive in its scope and its complexity. We would like to be of assistance in this 
project, and request additional time to be sure that any further input we provide is well-informed. 

Thank you for your attention to these matters, and for your Willingness to hear our input. 
We look forward to continuing to work together, on this and on other matters. Please feel free to 
contact the Board at any time if we can be of assistance to you. The best route for contact is via 
Executive Officer Virginia Herold, at (916) 574-7911, or Virginia Herold@dca.ca.gov. 

Sincerely, 

KENNETH H. SCHELL 
President, California State Board of Pharmacy 
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California Code of Regulations Section 1713 
 
1713. Receipt and Delivery of Prescriptions and Prescription Medications Must be to or 
from Licensed Pharmacy  
(a) Except as otherwise provided in this Division, no licensee shall participate in any 
arrangement or agreement, whereby prescriptions, or prescription medications, may be left at, 
picked up from, accepted by, or delivered to any place not licensed as a retail pharmacy.  
(b) A licensee may pick up prescriptions at the office or home of the prescriber or pick up or 
deliver prescriptions or prescription medications at the office of or a residence designated by 
the patient or at the hospital, institution, medical office or clinic at which the patient receives 
health care services. In addition, the Board may, in its sole discretion, waive application of 
subdivision (a) for good cause shown.  
(c) A patient or the patient’s agent may deposit a prescription in a secure container that is at the 
same address as the licensed pharmacy premises. The pharmacy shall be responsible for the 
security and confidentiality of the prescriptions deposited in the container.  
(d) A pharmacy may use an automated delivery device to deliver previously dispensed 
prescription medications provided:  
(1) Each patient using the device has chosen to use the device and signed a written consent 
form demonstrating his or her informed consent to do so.  
(2) A pharmacist has determined that each patient using the device meets inclusion criteria for 
use of the device established by the pharmacy prior to delivery of prescription medication to 
that patient.  
(3) The device has a means to identify each patient and only release that patient’s prescription 
medications.  
(4) The pharmacy does not use the device to deliver previously dispensed prescription 
medications to any patient if a pharmacist determines that such patient requires counseling as 
set forth in section 1707.2(a)(2).  
(5) The pharmacy provides an immediate consultation with a pharmacist, either in-person or via 
telephone, upon the request of a patient.  
(6) The device is located adjacent to the secure pharmacy area.  
(7) The device is secure from access and removal by unauthorized individuals.  
(8) The pharmacy is responsible for the prescription medications stored in the device.  
(9) Any incident involving the device where a complaint, delivery error, or omission has 
occurred shall be reviewed as part of the pharmacy's quality assurance program mandated by 
Business and Professions Code section 4125.  
(10) The pharmacy maintains written policies and procedures pertaining to the device as 
described in subdivision (e).  
(e) Any pharmacy making use of an automated delivery device as permitted by subdivision (d) 
shall maintain, and on an annual basis review, written policies and procedures providing for:  
(1) Maintaining the security of the automated delivery device and the dangerous drugs within 
the device.  
(2) Determining and applying inclusion criteria regarding which medications are appropriate for 
placement in the device and for which patients, including when consultation is needed.  
(3) Ensuring that patients are aware that consultation with a pharmacist is available for any 
prescription medication, including for those delivered via the automated delivery device.  
(4) Describing the assignment of responsibilities to, and training of, pharmacy personnel 
regarding the maintenance and filing procedures for the automated delivery device.  



  

(5) Orienting participating patients on use of the automated delivery device, notifying patients 
when expected prescription medications are not available in the device, and ensuring that 
patient use of the device does not interfere with delivery of prescription medications.  
(6) Ensuring the delivery of medications to patients in the event the device is disabled or 
malfunctions.  
(f) Written policies and procedures shall be maintained at least three years beyond the last use 
of an automated delivery device.  
(g) For the purposes of this section only, "previously-dispensed prescription medications" are 
those prescription medications that do not trigger a non-discretionary duty to consult under 
section 1707.2(b)(1), because they have been previously dispensed to the patient by the 
pharmacy in the same dosage form, strength, and with the same written directions.  
Authority cited: Sections 4005, 4075, and 4114 Business and Professions Code. Reference: 
Sections 4005, 4052, 4116 and 4117 Business and Professions Code.  



Ms. Herold: 

On behalf of Asteres, we hereby request an appearance before the 
California Board of Pharmacy at the January 20/21 meeting in 
Sacramento. 

The purpose of our appearance will be to seek approval for the 
installation of an automated prescription "pick up" system in a 
hospital environment whereby the unit is not directly attached to the 
pharmacy. 

Upon review of Section 1713, we feel that the Board has regulatory 
authority to grant this request based upon Paragraph 1713 (b) which 
states in part: 

"In addition, the Board may, in its sole discretion, waive application 
of subdivision (a) for good cause. Subdivision (a) contains the 
language prohibiting the picking up of prescriptions from "any place 
not licensed as a retail pharmacy". We will be prepared to justify this 
action by the Board demonstrating how that the unit will be in a high­
traffic, secure area on the hospital campus and that a telephone 
installation immediately adjacent to the unit will allow readily 
available access by the patient to a pharmacist ,for counseling. 

Failing this argument, then we would request a specific waiver from 
Section 1713 (d) (6) requiring that "the device is located adjacent to 
the secure pharmacy area". We are prepared to have representatives 
appear from California hospitals to represent to the Board that by 
allowing flexibility in the placement of these "pick-up" devices on 
their campuses, that the net result will be to improve patient 
compliance and thereby improve patient care. Asteres will present past 
history to show to the Board that these devices can be installed in an 
area not adjacent to the pharmacy, yet in a secure manner .. as well as 
in a manner where counseling by a pharmacist to the patient will be 
equally if not more readily available than in a standard retail 
environment. 

Thank you for your consideration. 

Phil 

Philip P. Burgess, RPh, MBA 
Philip Burgess Consulting, LLC 
3800 N. Lake Shore Drive 
Chicago, IL 60613 
(773) 595-5990 

www.philburgessconsulting.com 


http:www.philburgessconsulting.com


Excerpt of the Minutes of January 22, 2010 Board Meeting: 

Presentation - Phil Burgess and Mike de Bruin, Asteres 

Phil Burgess, representing Asteres, provided an overview of ScriptCenter, a 2417 
automated pharmacy prescription pick-up machine including the registration and 
authorization process. He reviewed patient safety and security benefits and 
added that ScriptCenter has successfully delivered over 450,000 prescriptions 
without one delivery error. 

Mr. Burgess requested that the board waive regulation Section 1713(d)(6) 

regarding the placement of automated medication dispensing machines in 

hospitals. 


Board Discussion 

Mr. Brooks sought clarification regarding how a pharmacy obtains a ScriptCenter 
machine. 

Mike de Bruin provided that there are multiple methods of acquisition strategies. 

Burgess provided that each machine will have a phone located adjacent to the 
machine to allow the patient to immediately contact the pharmacist. 

Mr. Lippe asked if the patient will be charged a transaction fee. 

Mr. Burgess provided that no transaction fee is charged. 

Mr. de Bruin provided that the machine will collect the patient's insurance co-pay. 

Ms. Herold sought clarification regarding if it is intended for the machine to be 
made available to both hospital staff and patients. 

Mr. Burgess indicated that Asteres would like the machine to be available to both 
hospital staff and patients. He provided that only refill prescriptions would be 
filled and the machine would only be located on the hospital campus in a secure 
environment, not necessarily in a hospital. 

Mr. Room asked if any machines have been installed outside of a hospital 
campus. 

Mr. de Bruin provided that machines have been installed in other areas in other 
states. 

Mr. Room provided that this request may not be granted under a Section 1713 
waiver. 



Discussion continued regarding the ScriptCenter system and its applicability to 
pharmacy law and Section 1713. Advantages and disadvantages of the system 
were evaluated. Concern was expressed that this process may depersonalize the 
pharmacist and prescription service. It was clarified that in the event a waiver is 
granted, the waiver would be granted to the licensed facility and not to Asteres. 

Public Comment 

Dr. Allan Schaad, representing Catholic Healthcare West (CHW), provided that 
CHW would like to provide ScriptCenter as a service to their employees. 

Dr. Castellblanch sought clarification regarding why the waiver is also being 
requested for patients. 

Mr. Burgess provided that the machine can benefit the spouses of employees 
and children of employees. 

Discussion continued regarding the request and the placement of the machine in 
a secure area on the hospital campus. Concern was expressed that the request 
does not specify placement of the machine. 

Dr. Steve Gray, representing Kaiser Permanente, offered support for the 
ScriptsCenter concept. He encouraged the board to grant a waiver under Section 
1713 (b) for employees and to consider further discussion of a waiver for other 
patients. 

Mr. Weisser sought clarification regarding mail order prescriptions and patient 
requests for phone consultations with a pharmacist. 

Dr. Gray provided that in the rare event that a patient does have a question, they 
can often get their questioned answered faster by calling a pharmacist than if 
they were to wait in line at a pharmacy. 

Mr. Burgess provided that the ScriptsCenter machine allows for a pharmacist to 
be available to the patient when the adjacent pharmacy is closed during off 
hours. 

Ms. Herold provided that pharmacies using such a device are required to provide 
immediate access to a telephone for patients to contact a 24-hour pharmacy in 
the event their pharmacy is closed. 

Ms. Herold indicated that board staff will provide some guidelines to assist 
Asteres with providing the required clarification regarding their request. 

There was no additional board discussion or public comment. 
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California Code of Regulations 
 
1707.4. Procedures for Refill Pharmacies.  
(a) A pharmacy licensed by the board may process a request for refill of a prescription received 
by a pharmacy within this state, provided:  
(1) The pharmacy that is to refill the prescription either has a contract with the pharmacy which 
received the prescription or has the same owner as the other pharmacy.  
(2) The prescription container:  
(A) is clearly labeled with all information required by Section 4076 of the Business and 
Professions Code; and  
(B) clearly shows the name and address of the pharmacy refilling the prescription and/or the 
name and address of the pharmacy which receives the refilled prescription for dispensing to the 
patient.  
(3) The patient is provided with written information, either on the prescription label or with the 
prescription container, that describes which pharmacy to contact if the patient has any 
questions about the prescription or medication.  
(4) Both pharmacies maintain complete and accurate records of the refill, including:  
(A) the name of the pharmacist who refilled the prescription;  
(B) the name of the pharmacy refilling the prescription; and  
(C) the name of the pharmacy that received the refill request.  
(5) The pharmacy which refills the prescription and the pharmacy to which the refilled 
prescription is provided for dispensing to the patient shall each be responsible for ensuring the 
order has been properly filled.  
(6) The originating pharmacy is responsible for compliance with the requirements set forth in 
Section 1707.1, 1707.2 and 1707.3 of the California Code of Regulations.  
(b) Nothing in this section shall be construed as barring a pharmacy from also filling new 
prescriptions presented by a patient or a patient's agent or transmitted to it by a prescriber.  
 
Authority cited: Section 4005, Business & Professions Code. Reference: Sections 4063, 4076, 

4081 and 4333, Business & Professions Code. 
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Overview: Medco intends to participate in agreements whereby it provides services to 
community pharmacies in a Central Fill/Central Processing arrangement. These services 
will generally be the filling of the prescription; however, when circumstances warrant 
may include, but not limited to prescriber and patient contact, Drug Utilization Review, 
data entry and dispensing. 

California Resident Community Pharmacies: Medco intends to enter into Central 
Fill/Central Processing arrangements with community pharmacies resident in the state of 
California and licensed by the Board. The prescriptions will be filled at Medco 
pharmacies in states other than California and returned back to the California community 
pharmacy for delivery. It is understood that as the delivery pharmacy will be located in 
California, the rules of the California Board ofPharmacy will prevail. 

The following describes specific situations: 

1. 	 In those instances where the medication is not picked up by the patient, the 
pharmacy will destroy the medication through a reverse distributor. All 
documentation will be available for the Board for inspection. 

2. 	 The community pharmacy will have access to the patient's medication history 
dating back one year. The active prescriptions (those dispensed in the last six 
months) will be available through an active process. The remaining six months 
will be available to the pharmacist through a retrieval process. 

3. 	 Medco will perform DUR prior to dispensing the prescription. The results ofthe 
DUR and any interventions will be communicated to the community phannacy. 

4. 	 The community pharmacy will provide the necessary patient counseling 
consistent with California rules upon delivering the prescription to the patient. 

Since, it is Medco's desire to enter into this arrangement with multiple partners in the 
state, Medco will utilize a Medco assigned number on the prescription bottle so as to 
eliminate the possibility of duplicate prescription numbers. As part of a participation 
agreement the community pharmacy will have a system in piace that will cross reference 
this unique number to the original prescription number and this functionality can be 
demonstrated to the Board. Such a system will prevent the assignment of duplicate 
prescription numbers, which could result in errors when prescription refills are requested. 



California Community Pharmacy 

Centralized Prescription Processing 


Workflow 
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"Partner" 
Pharmacy 

Intake 

-Prescription received at 
partner pharmacy 

-Patient medical 
conditions and drug 
allergies obtained 

-Prescription entered 
and electronically 
transmitted to Medco for 
processing ; RPh 
accountable for data 
entered 

Medco Pharmacies 
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Cognitive
Services

-Professional and 
administrative 
evaluation (e.g. OUR, 
Eligibility, Pricing, 
POS, Plan Rules, 
Managed Care) 

-Drug Utilization 
Review performed by 
Medco pharmacist 

 .. Fulfillment

-Medco will perform the 
fulfillment function for
the prescription 

-The patient bottle will
be labeled to meet the 
requirements set forth in 
the rules and guidelines 
of the California BOP, 
including the names of
both Filling and 
Dispensing pharmacies 

Patient Specific inforri1~tron accessible 


"Partner" 
Pharmacy 

Delivery

-The "partner pharmacy" will
be responsible for all
counseling and delivery 
requirements required. 
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Proposed amendments to section 1760 of Article 8 in Division 17 of Title 16 of the California 
Code of Regulations to read as follows: 
 

§1760. Disciplinary Guidelines. 

In reaching a decision on a disciplinary action under the Administrative Procedure Act 

(Government Code section 11400 et seq.) the board shall consider the disciplinary guidelines 

entitled “Disciplinary Guidelines” (Rev. 10/2007 6/2010), which are hereby incorporated by 

reference.   

Deviation from these guidelines and orders, including the standard terms of probation, 

is appropriate where the board, in its sole discretion, determines that the facts of the particular 

case warrant such a deviation‐‐the presence of mitigating factors; the age of the case; 

evidentiary problems. 

(a)  Notwithstanding the disciplinary guidelines, any proposed decision issued by an 

Administrative Law Judge in accordance with Chapter 5 (commencing with Section 11500) of 

Part 1 of Division 3 of Title 2 of the Government Code that contains any findings of fact that: 

(1) the licensee engaged in any act of sexual contact with a patient, client or customer; or, 

(2) the licensee has been convicted of or committed a sex offense, shall contain an order 

revoking the license.  The proposed decision shall not contain an order staying the revocation of 

the license or placing the licensee on probation.   

(b)  Subdivision (a) shall not apply to sexual contact between a pharmacist and his or her 

spouse or person in an equivalent domestic relationship when that pharmacist provides 

services as a licensed pharmacist to his or her spouse or person in an equivalent domestic 

relationship. 

(c)  For the purposes of this section, “sexual contact” has the same meaning as defined 

in subdivision (c) of Section 729 of the Business and Professions Code and “sex offense” has the 

same meaning as defined in Section 44010 of the Education Code.  

 

Authority cited: Section 4005, Business and Professions Code; and Section 11400.20, 
Government Code. Reference: Sections 726, 4300 and 4301, Business and Professions Code; 
and Sections 11400.20 and 11425.50(e), Government Code. 
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Proposed addition of Section 1762. to Article 8 in Division 17 of Title 16 of the California Code 
of Regulations to read as follows: 
 

§1762. Unprofessional Conduct Defined 

In addition to those acts detailed in Business and Professions Code Section 4301, the following 

shall also constitute unprofessional conduct: 

 

(a)  Including or permitting to be included any of the following provisions in an 

agreement to settle a civil dispute arising from the licensee’s practice, whether the agreement 

is made before or after the filing of an action: 

 

(1)  A provision that prohibits another party to the dispute from contacting, cooperating, 

or filing a complaint with the board; or,  

 

(2)  A provision that requires another party to the dispute to attempt to withdraw a 

complaint the party has filed with the board. 

 

(b)  Failure to provide records requested by the board within 15 days of the date of 

receipt of the request or within the time specified in the request, whichever is later, unless the 

licensee is unable to provide the documents within this time period for good cause.  For the 

purposes of this section, “good cause” includes physical inability to access the records in the 

time allowed due to illness or travel.  

 

(c)  Failure or refusal to comply with any court order issued in the enforcement of a 

subpoena, mandating the release of records to the board. 

 

(d)  Failure to report to the board, within 30 days, any of the following: 

 

(1)  The bringing of an indictment or information charging a felony against the licensee. 
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(2)  The arrest of the licensee. 

 

(3)  The conviction of the licensee, including any verdict of guilty, or pleas of guilty or no 

contest, of any felony or misdemeanor. 

 

(4)  Any disciplinary action taken by another licensing entity or authority of this state or 

of another state or an agency of the federal government or the United States military. 

 

(e)  Commission of any act resulting in the requirement that a licensee or applicant 

registers as a sex offender.  The board may revoke the license of any licensee and deny the 

application of any applicant who is required to register as a sex offender pursuant to Section 

290 of the Penal Code or any other equivalent federal, state or territory’s law that requires 

registration as a sex offender. 

 

Authority cited: 4005, Business and Professions Code. Reference: Sections 726, 4300 and 4301 

Business and Professions Code. 
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Proposed amendments to Section 1769. of Article 8 in Division 17 of Title 16 of the California 
Code of Regulations to read as follows: 
 

§1769. Application Review and Criteria for Rehabilitation.   

(a)  In addition to any other requirements for licensure, when considering the approval 

of an application, the board or its designee may require an applicant to be examined by one or 

more physicians and surgeons or psychologists designated by the board if it appears that the 

applicant may be unable to safely practice due to mental illness or physical illness affecting 

competency.  An applicant’s failure to comply with the examination requirement shall render 

his or her application incomplete.  The report of the examiners shall be made available to the 

applicant.  The board shall pay the full cost of such examination.  If after receiving the report of 

evaluation, the board determines that the applicant is unable to safely practice, the board may 

deny the application. 

 

(a) (b) When considering the denial of a facility or personal license under Section 480 of 

the Business and Professions Code, the board, in evaluating the rehabilitation of the applicant 

and his present eligibility for licensing or registration, will consider the following criteria:   

 

(1)  The nature and severity of the act(s) or offense(s) under consideration as grounds 

for denial.   

 

(2)  Evidence of any act(s) committed subsequent to the act(s) or crime(s) under 

consideration as grounds for denial under Section 480 of the Business and Professions 

Code.   

 

(3)  The time that has elapsed since commission of the act(s) or crime(s) referred to in 

subdivision (1) or (2).   
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(4)  Whether the applicant has complied with any terms of parole, probation, restitution 

or any other sanctions lawfully imposed against the applicant.   

 

(5)  Evidence, if any, of rehabilitation submitted by the applicant.   

 

(b) (c)  When considering the suspension or revocation of a facility or a personal license 

on the ground that the licensee or the registrant has been convicted of a crime, the board, in 

evaluating the rehabilitation of such person and his present eligibility for a license will consider 

the following criteria:   

 

(1)  Nature and severity of the act(s) or offense(s).   

 

(2)  Total criminal record.   

 

(3)  The time that has elapsed since commission of the act(s) or offense(s).   

 

(4)  Whether the licensee has complied with all terms of parole, probation, restitution or 

any other sanctions lawfully imposed against the licensee.   

 

(5)  Evidence, if any, of rehabilitation submitted by the licensee.   

 

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 480, 482, 

820, 4030, 4200 and 4400, Business and Professions Code. 
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Proposed amendments to Section 1770. of Article 8 in Division 17 of Title 16 of the California 
Code of Regulations to read as follows: 
 

§1770. Substantial Relationship Criteria.   

(a)  For the purpose of denial, suspension, or revocation of a personal or facility license 

pursuant to Division 1.5 (commencing with Section 475) of the Business and Professions Code, a 

crime or act shall be considered substantially related to the qualifications, functions or duties of 

a licensee or registrant if to a substantial degree it evidences present or potential unfitness of a 

licensee or registrant to perform the functions authorized by his license or registration in a 

manner consistent with the public health, safety, or welfare.   

(b)  An applicant’s, licensee’s or registrant’s crime or act shall be considered to be 

substantially related to the qualifications, functions or duties of the license or registration if 

such crime or act resulted in the licensee or registrant being required to register as a sex 

offender pursuant to Section 290 of the Penal Code or any other equivalent federal, state or 

territory’s law.   

 

Authority cited: Sections 481, 4005, Business and Professions Code. Reference: Sections 475, 

480, 481, 4200, 4300, 4309 and 4301, Business and Professions Code. 
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Business and Professions Code Section 
 
4067. Internet; Dispensing Dangerous Drugs or Devices without Prescription  
(a) No person or entity shall dispense or furnish, or cause to be dispensed or furnished, 
dangerous drugs or dangerous devices, as defined in Section 4022, on the Internet for delivery 
to any person in this state without a prescription issued pursuant to a good faith prior 
examination of a human or animal for whom the prescription is meant if the person or entity 
either knew or reasonably should have known that the prescription was not issued pursuant to 
a good faith prior examination of a human or animal, or if the person or entity did not act in 
accordance with Section 1761 of Title 16 of the California Code of Regulations.  
(b) Notwithstanding any other provision of law, a violation of this section may subject the 
person or entity that has committed the violation to either a fine of up to twenty-five thousand 
dollars ($25,000) per occurrence pursuant to a citation issued by the board or a civil penalty of 
twenty-five thousand dollars ($25,000) per occurrence.  
(c) The Attorney General may bring an action to enforce this section and to collect the fines or 
civil penalties authorized by subdivision (b).  
(d) For notifications made on and after January 1, 2002, the Franchise Tax Board, upon 
notification by the Attorney General or the board of a final judgment in an action brought under 
this section, shall subtract the amount of the fine or awarded civil penalties from any tax 
refunds or lottery winnings due to the person who is a defendant in the action using the offset 
authority under Section 12419.5 of the Government Code, as delegated by the Controller, and 
the processes as established by the Franchise Tax Board for this purpose. That amount shall 
be forwarded to the board for deposit in the Pharmacy Board Contingent Fund.  
(e) Nothing in this section shall be construed to permit the unlicensed practice of pharmacy, or 
to limit the authority of the board to enforce any other provision of this chapter.  
(f) For the purposes of this section, "good faith prior examination" includes the requirements for 
a physician and surgeon in Section 2242 and the requirements for a veterinarian in Section 
2032.1 of Title 16 of the California Code of Regulations.  
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Objective 1.1 
 
Measure:

Achieve 100 percent closure on all board investigations within 6 months. 
 
Percentage of cases closed.

Tasks: 1.	 Complete all desk investigations within 90 days (for cases closed during quarter). 
2.	 Complete all field investigations within 120 days (for cases closed during quarter). 
3.	 Close (e.g., no violation, issue citation and fine, refer to the AG’s Office) all board 
	 investigations and mediations within 180 days.

Objective 1.2 
 
Measure:

Manage enforcement activities for achievement of performance expectations 
 
Percentage compliance with program requirements

Tasks: 1.	 Administer the Pharmacists Recovery Program. 
2.	 Administer the probation monitoring program. 
3.	 Issue citations and fines within 30 days 
4.	 Issue letters of admonition within 30 days 
5.	 Obtain immediate public protection sanctions for egregious violations. 
6.	 Submit petitions to revoke probation within 30 days for noncompliance with terms of 
	 probation.

Objective 1.3 
 
Measure:

Achieve 100 percent closure on all administrative cases (excluding board investigation 
time) within one year by June 30, 2011. 
 
Percentage closure of administrative cases within one year.

Objective 1.4 
 
Measure:

Inspect 100 percent of all licensed facilities once every 3 years by June 30, 2011. 
 
Percentage of licensed facilities inspected once every 3 year cycle.

Tasks: 1.	 Inspect licensed premises to educate licensees proactively about legal requirements and 	
	 practice standards to prevent serious violations that could harm the public. 
2.	 Inspect sterile compounding pharmacies initially before licensure and annually before  
	 renewal. 
3.	 Initiate investigations based upon violations discovered during routine inspections. 

GOALS, OUTCOMES, OBJECTIVES, AND MEASURES

ENFORCEMENT COMMITTEE
 
	 Goal 1: 	 Exercise oversight on all pharmacy activities. 
 
	 Outcome:	 Improve consumer protection.



12

Objective 1.5 
 
Measure:

Initiate policy review of 25 emerging enforcement issues by June 30, 2011. 
 
The number of issues.

Tasks: 1.	 Monitor the implementation of e-pedigree on all prescription medications sold in 	
	 California.  
2.	 Implement federal restrictions on ephedrine, pseudoephedrine or phenylpropanolamine 	
	 products. 
3.	 Monitoring the efforts of the Drug Enforcement Administration and Department of  
	 Health and Human Services to implement e-prescribing for controlled substances. 
4.	 Evaluate establishment of an ethics course as an enforcement option. 
5.	 Participate in emerging issues of the national level affecting the health of Californians  
	 regarding their prescription medicine. 
6.	 Provide information about legal requirements involving e-prescribing to support the  
	 Governor ’s Health Care Initiative and its promotion of e-prescribing. 
7.	 Implement in California the Center for Medicare and Medicaid Service requirements  
	 for security prescription forms that will be required in only four months for all written  
	 Medicaid and Medicare prescriptions. 
8.	 Liaison with other state and federal agencies to achieve consumer protection. 
9.	 Work with the California Integrated Waste Management Board to implement  
	 requirements for model programs to take back unwanted prescription medicine from  
	 the public. 
10.	 Inspect California hospitals to ensure recalled heparin has been removed from  
	 patient care areas. 
11.	 Promulgate regulations required by SB 1441 (Ridley-Thomas, Chapter 548, Statutes of  
	 2008) for recovery programs administered by Department of Consumer Affairs health  
	 care boards. 
12.	 Develop and release Request for Proposal for vendor for Department of Consumer  
	 Affairs health care boards that operate license recovery programs. 
13.	 Participate in Department of Consumer Affairs Consumer Protection Enforcement  
	 Initiative to strengthen board enforcement activities and reduce case investigation  
	 completion times for formal discipline. 
14.	 Initiate criminal conviction unit to review and investigate rap sheets received on  
	 licenses for arrests or convictions. 
15.	 Complete comprehensive review of investigative and enforcement internal processing  
	 to identify process improvements.
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California State Board of Pharmacy                                                      STATE AND CONSUMERS SERVICES AGENCY 
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS 
Phone (916) 574-7900 ARNOLD SCHWARZENEGGER, GOVERNOR 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

 
STATE BOARD OF PHARMACY 

DEPARTMENT OF CONSUMER AFFAIRS 
ENFORCEMENT COMMITTEE  

MINUTES 
 
 
DATE:   June 16, 2010 
 
LOCATION:   Bonderson Building 
    901 P Street, Hearing Room 102 
    Sacramento, CA 95814 
 
COMMITTEE MEMBERS 
PRESENT:   Randy Kajioka, PharmD, Chair 
    Ramón Castellblanch, Public Member  
    Greg Lippe, Public Member 

       
  COMMITTEE MEMBERS 
  NOT PRESENT:  Shirley Wheat, Public Member 
 
  STAFF  
  PRESENT:   Virginia Herold, Executive Officer 

   Anne Sodergren, Assistant Executive Officer 
   Robert Ratcliff, Supervising Inspector  
    Kristy Schieldge, DCA Staff Counsel 
   Tessa Fraga, Staff Analyst 

 
  
Call to Order 
 
Chair Kajioka called the meeting to order at 9:37 a.m. 
 
General Announcements 
 
1. Discussion Regarding the Drug Enforcement Administration’s Proposed 

Regulations for the E-Prescribing of Controlled Substances 
 

Dr. Randy Kajioka stated that the federal Drug Enforcement Administration 
(DEA) released on March 22, 2010 proposed requirements to enable e-
prescribing of controlled drugs.  He stated that until June 1, 2010, federal law did 
not allow the electronic prescribing of written prescriptions for controlled drugs.  
Dr. Kajioka indicated that the comment period on the proposed interim final rule 
ended on May 31, 2010. 
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Dr. Kajioka provided that at the April 2010 Board Meeting, the board was led in a 
discussion of the proposed, highly technical requirements by Deputy Attorney 
General Joshua Room.  He stated that after a short discussion, the board agreed 
to send a request to the DEA to extend the comment period another 120 days so 
that the board and others could carefully read and consider the more than 330 
pages of requirements and policy statements released by the DEA.    
 
Executive Officer Virginia Herold advised the committee that the DEA has not 
responded to the board’s request and has not yet trained field agents in this area.  
She recommended that the board consider convening a summit to discuss the 
guidelines in detail and provide guidance to industry on implementation.  Ms. 
Herold indicated that this issue will be discussed during the July 2010 Board 
Meeting by e-prescribing advocates.  
 
Dr. Kajioka made a recommendation that an ad hoc subcommittee be 
established.   

 
Public Comment 

 
Dr. Steve Gray, representing Kaiser Permanente, provided that Kaiser is 
encouraged that the guidelines have been released.  He indicated that state 
law requires that the board and the Department of Justice (DOJ) must ratify the 
system for e-prescribing developed by the DEA.  Dr. Gray suggested that the 
ad hoc committee should consider this as part of the process.  He 
recommended that because the standards are so high, the board should 
consider adopting the regulations/guidelines as established by the DEA.  Dr. 
Gray advised that Kaiser anticipates that it will take at least one year to modify 
the systems to conform to the DEA rules.   
 
Dr. Kajioka indicated that the DOJ and other stakeholders will be invited to 
participate in this process.  
 
Dr. Ramón Castellblanch asked if other entities have indicated where they are 
with respect to implementation. 
 
Ms. Herold stated that she is unsure where others are in terms of 
implementation. 
 
There was no additional board discussion or public comment. 
 
MOTION: Establish an ad hoc committee to review and provide guidelines on the 
Drug Enforcement Administration’s proposed regulations for the e-prescribing of 
controlled substances. 
 
M/S: Kajioka/Lippe 
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Support: 3 Oppose: 0 Abstain: 0 
 

 
2. Request to Modify Title 16 California Code of Regulations Section 1713(d) 

Regarding the Requirement that Automated Dispensing Machines Be 
Adjacent to the Secure Pharmacy Area 

 
Background 

 
In 2005 and 2006, the board discussed and eventually promulgated a 
regulation to allow automated dispensing machines in pharmacies to 
dispense refill medications -- if requested by the patient and approved by the 
pharmacist. This was a use of emerging technology and several pharmacies 
had sought the board's authority to install such machines in their pharmacies 
to provide patients with afterhours access (as well as access during times 
when the pharmacy was open) to refills. Basically, a patient could pick up refill 
medication, if approved by the pharmacy, from a vending-like machine using 
a credit card for payment and not specifically deal with the pharmacy staff. 
The machine was to be located near – specifically adjacent -- to the physical 
area of the pharmacy.  
 
A number of conditions were built into the regulations to provide for 
assurance patients would not be required to use these machines for refills if 
they were not supportive.  
 
This regulation was promulgated cautiously.  Throughout 2006, the board 
modified and adopted the regulation now in effect as section 1713.  In 
January 2007, the regulation actually took effect.  

 
Dr. Kajioka provided that at the January 2010 Board Meeting, Phil Burgess 
representing Asteres made a presentation to the board seeking a waiver from 
1713(d) to allow automated dispensing machines to be located in areas other 
than the requirements of this section.  He stated that at the meeting, the board 
asked Mr. Burgess to refine his request and return to the board so the board 
would more fully understand the proposal. 
 
Dr. Kajioka provided that during the December 2009 Enforcement Committee 
Meeting and the subsequently January 2010 Board Meeting, Phil Burgess 
requested a waiver to the requirements in 1713 (d)(6) which requires that the 
delivery device be located adjacent to the secure pharmacy area.  He indicated 
that in making the request, Mr. Burgess stated that his client Asteres would like 
to place the device in a secure area that is readily accessible to the patient and 
that a telephone would be placed adjacent to the device for patients that wished 
to speak with a pharmacist.   Dr. Kajioka explained that whereas the initial 
proposal was to place the device in a hospital waiting room for refills for 
employees, at the board meeting, the request was far broader and would allow 
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the machines to be placed anywhere and could be used for patient delivery of 
refill medications as well. 

 
Mr. Burgess discussed the importance of patient access as a means to improve 
patient compliance. 
 
Mr. Burgess requested that the board waive regulation section 1713(d)(6) 
regarding the placement of automated medication dispensing machines in 
hospitals to allow for the installation of the ScriptCenter “pickup” system in a 
hospital environment whereby the unit is not directly attached to the pharmacy.  
He made a second request for a special waiver to allow for a pilot of this system 
to demonstrate that improved access will increase medication adherence.  Mr. 
Burgess indicated that he would like the waiver for a five-year period.  
 
Ms. Herold asked how many employees would be involved in this system.  
 
Mr. Burgess indicated that he believes several thousand employees could 
participate.  
 
Dr. Kajioka asked how the system impacts the patients relationship with the 
pharmacist. 
 
Mr. Burgess provided that the refills are personally filled by a pharmacist.  He 
stated that patients elect to be involved in the system and can easily call a 
pharmacist when picking up their prescriptions. 
 
Dr. Castellblanch asked how the system is being used in other states.  
 
Mr. Burgess indicated that a variety of other states are utilizing the machines for 
both new prescriptions and refills.  
 
Ms. Herold reviewed the experimental programs provision in section 1706.5.   
 
Mr. Burgess requested that the board allow schools of pharmacy to work with the 
hospitals that are utilizing the system to asses the positive benefit.  
 
The committee discussed the need for specific measurements to assess this 
process.  
 
Robert Ratcliff, Supervising Inspector, requested clarification on the definition of 
“secured area.” 
 
Mr. Burgess reviewed the elements of a secured area including video cameras 
monitoring the machine and the individuals accessing the machine, signature 
logs, thumb print records, external monitoring of the machine, and audit trails.  
He stated that the machines can be located at each hospital campus and can be 
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bolted to the floor of the facility.  Mr. Burgess added that patients will have 
telephone access to an inpatient pharmacist within the hospital that can access 
the patient’s drug information history via an integrated computer system. 

 
Public Comment 

 
Dr. Steve Gray, representing Kaiser Permanent, provided support for the 
proposal and the system’s ability to improve compliance.  He stated that a 
collaboration with schools of pharmacy may be a viable way to determine how 
this system impacts the pharmacist-patient relationship and quality of care.  Dr. 
Gray encouraged the committee to recommend that the board consider the 
waiver and support the collaboration with schools of pharmacy. 
 
Dr. Kajioka asked if the machines would only be located in licensed hospitals.   
 
Mr. Burgess stated that the machines would only be in licensed hospital 
pharmacies. 
 
Dr. Kajioka recommended that Asteres partner with a school of pharmacy to 
establish a pilot program and identify some measures to assess the program. 
 
Dr. Kajioka indicated that this proposal will be reviewed by the board’s legal 
counsel. 

 
There was no additional board discussion or public comment. 

 
 
3. Presentation of a Drug Distribution Model Proposed by Medco Health 

Solutions, Using Two Pharmacies, Each with Specialized Functions 
 

Dr. Dennis McAllister, representing Medco Health Solutions, presented a 
proposed drug distribution model whereby services are provided to community 
pharmacies in a Central Fill/Central Processing arrangement.  He indicated that 
Medco patients will elect to participate in this process.  Dr. McAllister stated that 
the model meets the requirements of section 1707.4 as all prescriptions will be 
dispensed in California by a licensed California pharmacy.  He advised that the 
model does not include controlled substances. 
 
Dr. McAllister provided that the model is currently in operation in several states.  
He indicated that Rite Aid is currently partnering with the project and it is 
intended that other chain stores will participate as well.  Dr. McAllister added that 
Medco has established 14 therapeutic resource centers to provide patients with 
improved and specialized care. 
 
The committee discussed the model process. It was clarified that in instances 
where the medication is not picked up by the patient, the pharmacy will destroy 
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the medication through a reverse distributor.  All documentation and records will 
be available for the board for inspection.  Medco is the owner of the prescriptions 
filled at the central fill center.  It was indicated that the model provides labor 
savings for the participating chain pharmacies.  

 
Ms. Herold suggested that the prescription label include information indicating 
that the prescription was filled by Medco.  She recommended that Medco locate 
a therapeutic resource center in California.  

 
Public Comment 

 
Dr. Steve Gray, representing Kaiser Permanente, offered support for this concept 
and discussed the error reduction achieved in this refill process.  He stated that 
the DEA has approved this concept and has adapted rules that may allow for 
“depoting” of controlled substances.  He expressed concern regarding dual 
labeling as it leads to confusion by the patient. 
 
Dr. McAllister asked whether the board considers a renewed prescription to be a 
refill.  
 
Dr. Kajioka indicated that a renewed prescription is considered a refill. 
 
There was no additional board discussion or public comment. 

 
 
4.  Update on the Board’s Efforts to Implement Components of the Department 

of Consumer Affairs’ Consumer Protection Enforcement Initiative 
 

Dr. Kajioka provided that since July 2009, the Department of Consumer Affairs 
has been working with the health care boards to upgrade their capabilities to 
investigate and discipline errant licensees to protect the public.  He stated that 
the proposed changes have taken various forms.  Dr. Kajioka advised that the 
goal is to ensure the average case closure time for formal discipline, from 
receipt of the complaint to final vote of the board, occurs within 12 to 18 
months.  He advised that formal discipline means those cases which are the 
most serious, and for which license removal or restriction is being sought.   
 
Dr. Kajioka provided that in addition to the additional staff resources being 
sought, board staff completed a comprehensive review of our internal processes 
to identify ways to streamline our processes, reduce timelines and improve our 
effectiveness.  He stated that board staff identified 18 improvements and is 
working towards full implementation.  Dr. Kajioka referenced to the following 
summary of changes initiated to date as well as the status.   
1. Complete case assignments on line.   

Status:  Completing testing of the new process.  Staff is working to finalize 
written procedures. 
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2. Complete review of draft accusations on line 
Status:  Accusations are now reviewed on line by field staff.  Staff will finalize 
written procedures. 

3. Prescreen complaints at assignment with an AGPA - AGPA would follow up 
to ensure that complaints are assigned.  Screen out non-jurisdictional and 
close or refer as appropriate. 
Status:  Training is complete and this provision is implemented.  As indicated 
in previous months, this is a temporary solution, and full implementation 
cannot be achieved without staff resources.   

4. AGPA to complete license history instead of board inspector including past 
CI’s, assignments, violations and outcomes of those.  Past inspections, date 
and who completed them. 
Status:  A draft template is developed, however pre-populated reports are not 
yet in place.  Initiated pilot with limited investigator staff. 

5. Develop a method to automatically populate information on the investigation 
report instead of using expensive inspector time. 
Status:  A draft template is developed, however pre-populated reports are not 
yet in place.  Initiated pilot with limited investigator staff. 

6. Train non-attorney staff to prepare default decisions to speed investigation 
closures. 
Status:  Training completed.  Board staff preparing some default decisions in-
house. 

7. Secure automated fingerprint background checks and criminal record 
information from the Department of Justice. 
Status:  Implemented and staff trained. 

8. Begin drafting some Petitions to Revoke Probation in house. 
Status:  Internal staff completed first PTR.  Draft is currently undergoing 
review.   

 
Ms. Herold provided that board staff is moving towards the electronic transfer of 
documents to field staff.  She indicated that the staff is also working towards 
providing the board the ability to vote online.   
 
No public comment was provided. 

 
 
5. Update on California’s Drug “Take Back” Programs from Patients 
 

Dr. Kajioka provided that in the February 2010 The Script, the board promoted 
the take-back guidelines developed by the California Integrated Waste 
Management Board pursuant to SB 966 (Simitian, Chapter 542, Statutes of 
2007) with the assistance of the Board of Pharmacy. 
 
Dr. Kajioka provided that since April 2010, board inspectors have been directed 
to take pictures of drug take back programs in place in pharmacies, and to 
encourage compliance with the state’s guidelines.   
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Dr. Kajioka provided that the Drug Enforcement Administration (DEA) continues 
to be concerned about these programs nationally, and is working with counties 
that are establishing principally short-term take back programs for controlled 
drugs.  He indicated that in some communities, law enforcement is working with 
the DEA to take back controlled drugs at law enforcement facilities. 
 
Dr. Kajioka provided that on July 20, 2010 the CalRecycle Program, which took 
the place of components of the California Integrated Waste Management Board, 
will hold a workshop on home-generated pharmaceutical waste collection and 
disposal.  He stated that the purpose is to generate data that will be included in a 
report to the Legislature by the end of 2010. 
 

Public Comment 
 

Dr. Steve Gray, representing Kaiser Permanente, provided comment on several 
initiatives for the adoption of take back programs.  He discussed a city ordinance 
to require pharmacies to take back needles.  He stated that this ordinance could 
be expanded to also require the take back of drugs.  
 
Phil Burgess, representing Asteres, provided that there is a demand for 
pharmacies to be involved in take back programs.   
 
There was no additional board discussion or public comment. 

 
 
6. Question and Answer Session on the Board’s Implementation of 16 

California Code of Regulations Sections 1735-1735.8, Pharmacies That 
Compound, and Sections 1751 1751.8, Pharmacies That Compound Sterile 
Injectable Medications 

 
Supervising Inspector Robert Ratcliff reviewed the following questions and 
answers that have been submitted to the board regarding the board’s 
compounding regulations. 

 
• 1735.3(a)(6) & 1751.2(a) – For the purposes of these sections, would patients 

of an infusion center (those receiving chemotherapy administered in a clinic 
setting) be considered “inpatients” and therefore be exempt from such labeling 
requirements? 

 
1735.3(a)(6) provides for the exemption for records of the manufacturer 
and lot number for products compounded on a one time bases for 
administration within 24 hours to an inpatient in a health care facility 
licensed under § 1250.   

 
• 1735.8(c):  
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1. What is the board’s expectation for the frequency of quantitative and 

qualitative analysis of a given product? 
2. Does every product and/or formulation compounded by a pharmacy have to 

undergo qualitative and quantitative analysis?  If not, can the board provide 
guidance for selecting products to be analyzed? 

3. Do cytotoxic agents and other hazardous substances have the same 
requirements for qualitative and quantitative analysis? 

 
The board’s expectation is that the compounded product meets the 
prescriber’s prescription requirements.  The pharmacy needs to have 
policies and procedures in place to insure said compliance.  It will be up to 
the pharmacy to determine this compliance. 
 
Batch produced sterile compounding from one or more non-sterile 
ingredients requires documented end product testing for sterility and 
pyrogens and shall be quarantined pending results (1751.7(c)). 

 
1751.7(a) Any pharmacy engaged in compounding sterile injectable drug 
products shall maintain, as part of its written policies and procedures, a 
written quality assurance plan including, in addition to the elements 
required by section 1735.8, a documented, ongoing quality assurance 
program that monitors personnel performance, equipment, and facilities. 
The end product shall be examined on a periodic sampling basis as 
determined by the pharmacist-in-charge to assure that it meets required 
specifications. The Quality Assurance Program shall include at least the 
following:  
 
(1) Cleaning and sanitization of the parenteral medication preparation 
area.  
 
(2) The storage of compounded sterile injectable products in the pharmacy 
and periodic documentation of refrigerator temperature.  
 
(3) Actions to be taken in the event of a drug recall.  
 
(4) Written justification of the chosen expiration dates for compounded 
sterile injectable products.  

 
• Are gowns required when preparing cytotoxic agents if using barrier isolator? 

 
1751.5(c) The requirements of this subdivision (b) do not apply if a barrier 
isolator is used to compound sterile injectable products from one or more 
non-sterile ingredients  
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• Is an NRP providing compounded product into CA required to meet the same 
staffing requirements as CA pharmacies? 

 
No, the NRP must comply with the requirements of their resident state. 

 
• What constitutes sterile compounding? 

 
Refer to section 1735. 

 
§1735. Compounding in Licensed Pharmacies.  
 
(a) “Compounding” means any of the following activities occurring in a 
licensed pharmacy, by or under the supervision of a licensed pharmacist, 
pursuant to a prescription:  
 
(1) Altering the dosage form or delivery system of a drug  
 
(2) Altering the strength of a drug  
 
(3) Combining components or active ingredients  
 
(4) Preparing a drug product from chemicals or bulk drug substances  
 
§1751. Sterile Injectable Compounding; Compounding Area.  
 
(a) Any pharmacy engaged in compounding sterile injectable drug 
products shall conform to the parameters and requirements stated by 
Article 4.5 (Section 1735 et seq.), applicable to all compounding, and shall 
also conform to the parameters and requirements stated by this Article 7 
(Section 1751 et seq.), applicable solely to sterile injectable compounding.  

 
• Is it any IV admixture, such as adding 20 mEq KCl to 1000ml NS? 

 
  Yes. 
 

• What happens in a situation where an IV is made to be used on a one time 
basis for administration within 24 hours for a registered inpatient of a health 
care facility and product is not used and returned to the pharmacy?  Can it be 
reused? 

 
No. 

 
• Is a master formula record equivalent to a “recipe card?” 

 
  Yes. 
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• When compounding a product, is it required to have master formula record 
available and used when the product is compounded? 

 
Yes, the master formula record is required to be available pursuant to 
section 1735.3(a). 

 
§1735.3. Records of Compounded Drug Products.  
 
(a) For each compounded drug product, the pharmacy records shall 
include:  
 
(1) The master formula record.  
 
… 
 
(d) Pharmacies shall maintain and retain all records required by this article 
in the pharmacy in a readily retrievable form for at least three years from 
the date the record was created.  

 
• Is it required to inspect the master formula record as part of pre-check 

process? 
 

Refer to section1735.2 (f)(i). It is recommended that the master formula 
record is reviewed prior to compounding.  
 
(f) The pharmacist performing or supervising compounding is responsible 
for the integrity, potency, quality, and labeled strength of a compounded 
drug product until it is dispensed.  

 
(i) The pharmacist performing or supervising compounding is responsible 
for the proper preparation, labeling, storage, and delivery of the 
compounded drug product.  

 
• What are the requirements for compounding documentation? 

 
§1735.3. Records of Compounded Drug Products.  
 
(a) For each compounded drug product, the pharmacy records shall 
include:  
 
(1) The master formula record.  
 
(2) The date the drug product was compounded.  
 
(3) The identity of the pharmacy personnel who compounded the drug 
product.  
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(4) The identity of the pharmacist reviewing the final drug product.  
 
(5) The quantity of each component used in compounding the drug 
product.  
 
(6) The manufacturer and lot number of each component. If the 
manufacturer name is demonstrably unavailable, the name of the supplier 
may be substituted. Exempt from the requirements in this paragraph are 
sterile products compounded on a one-time basis for administration within 
twenty-four hours to an inpatient in a health care facility licensed under 
section 1250 of the Health and Safety Code.  
 
(7) The equipment used in compounding the drug product.  
 
(8) A pharmacy assigned reference or lot number for the compounded 
drug product.  
 
(9) The expiration date of the final compounded drug product.  
 
(10) The quantity or amount of drug product compounded.  

 
• When using exemption to compound a one time Vancomycin IV with a seven 

day expiration date and to be used within 24 hours, is the manufacturer and lot 
number required? 

 
  No. 
 

• When must the manufacturer and lot number be recorded? 
 

This information must be documented if the product is not for a one time 
use for a specific patient to be used within 24 hours. 

 
• How will the board insure compliance by NRP’s? 

 
Refer to section 4127.2. NRP’s will also submit appropriate Compounding Self 
Assessment forms to the board.  

 
4127.2. Nonresident Pharmacy – License to Compound and Ship 
Injectable Drug Products into California Required 
 
(a) A nonresident pharmacy may not compound injectable sterile drug 
products for shipment into the State of California without a license issued 
by the board pursuant to this section. The license shall be renewed 
annually and shall not be transferable. 
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(b) A license to compound injectable sterile drug products may only be 
issued for a location that is licensed as a nonresident pharmacy. 
Furthermore, the license to compound injectable sterile drug products may 
only be issued to the owner of the nonresident pharmacy license at that 
location. A license to compound injectable sterile drug products may not 
be issued or renewed until the board receives the following from the 
nonresident pharmacy: 
(1) A copy of an inspection report issued by the pharmacy's licensing 
agency, or a report from a private accrediting agency approved by the 
board, in the prior 12 months documenting the pharmacy's compliance 
with board regulations regarding the compounding of injectable sterile 
drug products. 
(2) A copy of the nonresident pharmacy's proposed policies and 
procedures for sterile compounding. 
(c) Nonresident pharmacies operated by entities that are licensed as a 
hospital, home health agency, or a skilled nursing facility and have current 
accreditation from the Joint Commission on Accreditation of Healthcare 
Organizations, or other private accreditation agencies approved by 
the board, are exempt from the requirement to obtain a license pursuant to 
this section. 
(d) This section shall become effective on the earlier of July 1, 2003, or 
the effective date of regulations adopted by the board pursuant to Section 
4127. 

 
• Please clarify a question regarding reconstitution and compounding (i.e. – The 

package insert of an IV antibiotic states to reconstitute and then dilute in 100ml 
of D5W before administration). 

 
Refer to section 1735. 

 
§1735. Compounding in Licensed Pharmacies.  
 
(b) “Compounding” does not include reconstitution of a drug pursuant to a 
manufacturer’s direction(s) for oral, rectal topical, or injectable 
administration, nor does it include tablet splitting or the addition of 
flavoring agent(s) to enhance palatability.  

 
• Is the dilution per the manufacturer’s instructions and adding to the IV solution 

considered compounding? 
 

Yes. 
 

• What specifically will be required or what process is acceptable to achieve 
such quality assurance? 

 
Refer to sections 1735.8 and 1735.7. 
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§1735.8. Compounding Quality Assurance.  
 
(a) Any pharmacy engaged in compounding shall maintain, as part of its 
written policies and procedures, a written quality assurance plan designed 
to monitor and ensure the integrity, potency, quality, and labeled strength 
of compounded drug products.  
 
(b) The quality assurance plan shall include written procedures for 
verification, monitoring, and review of the adequacy of the 
compounding processes and shall also include written 
documentation of review of those processes by qualified pharmacy 
personnel.  
 
(c) The quality assurance plan shall include written standards for 
qualitative and quantitative integrity, potency, quality, and labeled 
strength analysis of compounded drug products. All qualitative and 
quantitative analysis reports for compounded drug products shall be 
retained by the pharmacy and collated with the compounding record 
and master formula.  
 
(d) The quality assurance plan shall include a written procedure for 
scheduled action in the event any compounded drug product is ever 
discovered to be below minimum standards for integrity, potency, 
quality, or labeled strength.  

 
§1735.7. Training of Compounding Staff.  
 
(a) Any pharmacy engaged in compounding shall maintain written 
documentation sufficient to demonstrate that pharmacy personnel have 
the skills and training required to properly and accurately perform their 
assigned responsibilities relating to compounding.  
 
(b) The pharmacy shall develop and maintain an on-going competency 
evaluation process for pharmacy personnel involved in compounding, and 
shall maintain documentation of any and all training related to 
compounding undertaken by pharmacy personnel.  
 
(c) Pharmacy personnel assigned to compounding duties shall 
demonstrate knowledge about processes and procedures used in 
compounding prior to compounding any drug  

 
• Are proprietary drug delivery systems such as ADD-Vantage, Mini-Bag Plus, 

and At Eas considered compounded products after the vials have been 
attached to the IV bags?   
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Refer to sections 4127.1 and 1735. 
 

4127.1. License to Compound Injectable Sterile Drug Products 
Required 
… 
 (e) The reconstitution of a sterile powder shall not require a license 
pursuant to this section if both of the following are met: 
(1) The sterile powder was obtained from a manufacturer. 
(2) The drug is reconstituted for administration to patients by a health care 
professional licensed to administer drugs by injection pursuant to this 
division. 
 
§1735. Compounding in Licensed Pharmacies.  
 
(b) “Compounding” does not include reconstitution of a drug pursuant to a 
manufacturer’s direction(s) for oral, rectal topical, or injectable 
administration, nor does it include tablet splitting or the addition of 
flavoring agent(s) to enhance palatability. 

 
• When recycling an IV that was previously compounded by the pharmacy, can 

the previous lot number of the recycled IV be used as long as the lot number 
can be traced to all the requirements listed in section 1735.3? 

 
  Yes. 
 

• What is a “reliable supplier?” 
 

Refer to section 4163 and 1783. 
 
4163. Unauthorized Furnishing by Manufacturer or Wholesaler 
(a) A manufacturer, wholesaler, repackager, or pharmacy may not furnish 
a dangerous drug or dangerous device to an unauthorized person. 
(b) Dangerous drugs or dangerous devices shall be acquired from a 
person authorized by law to possess or furnish dangerous drugs or 
dangerous devices…. 
 
1783. Manufacturer or Wholesaler Furnishing Drugs and Devices. 
(a) A manufacturer or wholesaler shall furnish dangerous drugs or devices 
only to an authorized person; prior to furnishing dangerous drugs and 
devices to a person not known to the furnisher, the manufacturer or 
wholesaler shall contact the board or, if the person is licensed or 
registered by another government entity, that entity, to confirm the 
recipient is an authorized person. 
(b) “Authorized person” means a person to whom the board has issued a 
permit which enables the permit holder to purchase dangerous drugs or 
devices for use within the scope of its permit. “Authorized person” also 
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means any person in this state or in another jurisdiction within the United 
States to the extent such furnishing is authorized by the law of this state, 
any applicable federal law, and the law of the jurisdiction in which that 
person is located. The manufacturer or wholesaler furnishing to such 
person shall, prior to furnishing the dangerous drugs and devices, 
establish the intended recipient is legally authorized to receive the 
dangerous drugs or devices. 

 
• Can a pharmacy mix three liquids (Maalox, Benadryl, and Xylocaine) in equal 

parts?  Can a pharmacy mix two creams in equal parts? 
 

Yes, a pharmacy may do both.  Both activities are considered 
compounding. 

 
• Can a pharmacy do the above compounding without having a special 

certification for compounding, or being held to all the requirements? 
 

There is no special certification/licensure for non-sterile compounding.  
However, all the other requirements of section 1735 et seq. must be 
complied with. 

 
• Our medical center’s policies and procedures have the initial dose of an IV 

admixture compounded in the pharmacy satellite to assure timely initiation of 
therapy, with all subsequent doses mixed in the centrol pharmacy.  Is the initial 
IV admixture compounded in the satellite subject to the recording 
requirements? 

All record documentation is required with the possible exception of 
1735.3(a)(6). 

 
• Does section 1735.5 require a pharmacy to test each and every compounded 

product for integrity, potency, quality, and labeled strength of the compounded 
product? 

 
No.  However, if the compounded product involves a complex process it 
would seem prudent to have documentation of the final product.  This is 
even more important when the product is compounded on a more routine 
basis. 
 
Compounding involves not just the QA process, but staff training, 
equipment maintenance, proper documentation and appropriate analysis 
of products compounded. 

 
§1735.5. Compounding Policies and Procedures.  
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(a) Any pharmacy engaged in compounding shall maintain a written policy 
and procedure manual for compounding that establishes procurement 
procedures, methodologies for the formulation and compounding of drugs, 
facilities and equipment cleaning, maintenance, operation, and other 
standard operating procedures related to compounding.  
 
(b) The policy and procedure manual shall be reviewed on an annual 
basis by the pharmacist-in-charge and shall be updated whenever 
changes in processes are implemented.  
 
(c) The policy and procedure manual shall include the following  
 
(1) Procedures for notifying staff assigned to compounding duties of any 
changes in processes or to the policy and procedure manual.  
 
(2) Documentation of a plan for recall of a dispensed compounded drug 
product where subsequent verification demonstrates the potential for 
adverse effects with continued use of a compounded drug product.  
 
(3) The procedures for maintaining, storing, calibrating, cleaning, and 
disinfecting equipment used in compounding, and for training on these 
procedures as part of the staff training and competency evaluation 
process.  
 
(4) Documentation of the methodology used to test integrity, potency, 
quality, and labeled strength of compounded drug products.  

 
(5) Documentation of the methodology used to determine appropriate 
expiration dates for compounded drug products.  
 
 
§1735.7. Training of Compounding Staff.  
 
(a) Any pharmacy engaged in compounding shall maintain written 
documentation sufficient to demonstrate that pharmacy personnel have 
the skills and training required to properly and accurately perform their 
assigned responsibilities relating to compounding.  
 
(b) The pharmacy shall develop and maintain an on-going competency 
evaluation process for pharmacy personnel involved in compounding, and 
shall maintain documentation of any and all training related to 
compounding undertaken by pharmacy personnel.  
 
(c) Pharmacy personnel assigned to compounding duties shall 
demonstrate knowledge about processes and procedures used in 
compounding prior to compounding any drug product.  
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§1735.8. Compounding Quality Assurance.  
 
(a) Any pharmacy engaged in compounding shall maintain, as part of its 
written policies and procedures, a written quality assurance plan designed 
to monitor and ensure the integrity, potency, quality, and labeled strength 
of compounded drug products.  
 
(b) The quality assurance plan shall include written procedures for 
verification, monitoring, and review of the adequacy of the compounding 
processes and shall also include written documentation of review of those 
processes by qualified pharmacy personnel.  
 
(c) The quality assurance plan shall include written standards for 
qualitative and quantitative integrity, potency, quality, and labeled strength 
analysis of compounded drug products. All qualitative and quantitative 
analysis reports for compounded drug products shall be retained by the 
pharmacy and collated with the compounding record and master formula.  
 
(d) The quality assurance plan shall include a written procedure for 
scheduled action in the event any compounded drug product is ever 
discovered to be below minimum standards for integrity, potency, quality, 
or labeled strength.  

 
 

7. Pharmacies Dispensing Prescriptions for Internet Web Site Operators 
 

Dr. Kajioka provided that at the December Enforcement Committee, the 
committee was advised that the board’s inspectors have investigated a number 
of cases where California pharmacies are filling prescriptions from Internet Web 
sites in situations where patients are in a number of states, a prescriber is writing 
prescriptions for the patients from a single state, and the California pharmacy is 
filling the prescription.   
 
Dr. Kajioka provided that many times these prescriptions are not valid because 
an appropriate exam by a prescriber has not occurred.  He stated that California 
law allows the board to issue citations at $25,000 per invalid prescription 
delivered to patients in California.   
 
Dr. Kajioka provided that over the last 18 months, the board has issued multiple 
million dollar fines to California pharmacies for filling such false prescriptions.   
He stated that the Drug Enforcement Administration is also involved in some of 
these Web site investigations and has fined California pharmacies for their 
participation. 
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Dr. Kajioka provided that The July 2008 The Script reminded pharmacies not to 
participate in such scams.  He stated that at public speaking events, this is one 
area touched on by board speakers.   
 
Dr. Kajioka provided that one project recently initiated by board staff is the 
development of a short video on the dangers of purchasing drugs online.  He 
stated that the board is working with the Department of Consumer Affairs on this 
video, which we plan to have completed by the end of the summer. 
 
Mr. Ratcliff provided that pharmacies are facilitating the illegal distribution of 
prescription drugs from the Internet.  He stated that from discussion with the 
owners of several of these pharmacies investigated by the board, the pharmacies 
receive an offer via a faxed notice offering amounts as low as between $3 and $6 
per prescription plus drug costs to fill these orders.  Mr. Ratcliff advised that the 
economics greatly benefit the Web site operator.  He indicated that the patient 
may pay $100 to $200 purchase a prescription from the Internet – the pharmacy 
may get $6 or $10 from such a sale. 
 
Ms. Herold advised that this issue is a serious concern for the board.  She stated 
that the board will issue substantial fines for pharmacies participating in this 
activity.  
 

Public Comment 
 

Dr. Gray, representing Kaiser Permanente, suggested that the board provide 
more information regarding what is not considered an internet pharmacy.   
 
Ms. Herold provided that these cases typically involve controlled drugs where 
numerous patients in California and other states get prescription drugs they order 
from a Web site.  She stated that these prescriptions are written by a physician 
that is contracted with the Web site and is located in a state different than where 
the patient lives. 
 
Dr. Castellblanch asked whether this issue should be referred to the Legislation 
and Regulation Committee. 
 
Ms. Herold provided that many of these cases are referred for administrative 
action. She stated that additional legislation in this area may be needed.  Ms. 
Herold suggested that the Enforcement Committee continue to identify solutions 
in this area prior to referring it to the Legislation and Regulation Committee. 
 
There was no additional board discussion or public comment. 
 

 
8. Post Implementation Review of the Board’s Criminal Conviction Unit   
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Dr. Kajioka provided that included as part of last year’s budget, was a staff 
augmentation for the board to establish the Criminal Conviction Unit within the 
board.   
 
Dr. Kajioka provided that as of July 1, 2009, there were 1708 investigations 
pending.   He indicated that as of June 1, 2010, that number was reduced 629 
investigations pending.  Dr. Kajioka stated that additionally over 1900 cases have 
been completed.  He referenced to the following snapshot of the final disposition 
of those cases. 
 
 Referred for Formal Discipline 190 
 Citation and Fine Issued  112 
 Letter of Admonishment Issued 152 
 B&PC 4301 Letter Issued  633 
 Closed No Further Action  785 
 Closed Referred to PRP  2 
 Closed Other    30 
 Closed No Violation   1_____ 
      1905 
 
Dr. Kajioka provided that this unit was envisioned to be a “beginning to end” unit, 
meaning that the staff would not only complete the investigation, but also 
complete the final processing as well, e.g. issue the citation and fine, refer the 
matter to the Office of the Attorney General, etc.   
 
Assistant Executive Officer Anne Sodergren provided that these results 
demonstrate that appropriate resources allow the board to effectively meet its 
consumer protection mandate.  
 
No public comment was provided. 
 

 
9. Update of the Committee’s Strategic Plan 2010-11 
 

Dr. Kajioka provided that at the July 2010 Board Meeting, the board will update 
its 2010-11 Strategic Plan.  He stated that the Enforcement Committee’s 
strategic goals, objectives and tasks are being updated and will be provided at 
the meeting.   
 
Ms. Sodergren provided that the Enforcement unit managers reviewed the plan 
in advance of this meeting and are recommending inclusion of the following task: 

 
• Identify investigative and enforcement internal processes improvement. 

 
Ms. Herold suggested that the committee also consider including a review of 
pharmacies dispensing drugs for internet providers.  
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Public Comment 

 
Dr. Steve Gray, representing Kaiser Permanente, suggested that the board 
evaluate language requiring clinical experience referenced in section 4052.2.  He 
also recommended that the board discuss the requirement that the board report 
its actions to the National Practitioner Database. 
 
Ms. Herold provided that the board is reporting to the database.   
 
Dr. Castellblanch sought clarification regarding any preventative programs 
offered by the board or by any other states.  
 
Ms. Herold provided that education is facilitated through the Pharmacists 
Recovery Program.  She stated that the Enforcement Committee and the 
Communication and Public Education Committee can collaborate in this area.  
 
Ms. Sodergren provided that the department is looking at improving proactive 
actions.  She stated that inspectors educate licensees regarding the legal 
requirements during routine inspections and with self assessment forms. 
 
There was no additional board discussion or public comment.  
 
 
MOTION: Approve the 15 tasks identified in Objective 1.5 in the Enforcement 
Committee’s Strategic Plan and add the following additional tasks: 
16. Complete review of pharmacies dispensing prescriptions for  

Internet web site operators 
17. Evaluate language requiring clinical experience referenced in section 

4052.2 
18. Provide updates on the board’s reporting to the Healthcare Integrity and 

Protections Data Bank (HIPDB) 
 

M/S: Lippe/Kajioka 
 
Support: 3 Oppose: 0 Abstain: 0  
 
 

10. Enforcement Statistics 
 

Dr. Kajioka provided that the Enforcement statistics will be compiled at the end of 
the fiscal year and will be provided for the July 2010 Board Meeting along with a 
three year fiscal comparison.   
 
No public comment was provided. 
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11. Public Comment for Items Not on the Agenda  
 

No public comment was provided.  
 
 
The meeting was adjourned at 1:05 p.m. 

 



 
 
 
 
 
 

ATTACHMENT 9 



  

 
Uniform Standards  

Regarding Substance-Abusing  
Healing Arts Licensees 

 
 

Senate Bill 1441 (Ridley-Thomas) 
 

Implementation by  
Department of Consumer Affairs,  

Substance Abuse Coordination Committee 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
Brian J. Stiger, Director 
April 2010 (Corrected Version) 
November Corrections shown underlined 
December Corrections shown double underlined 
April Corrections shown italics and underlined  



 
Uniform Standards April 2010 

 

 2

 
Substance Abuse Coordination Committee

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Brian Stiger, Chair 
Director, Department of Consumer Affairs 
 
Elinore F. McCance-Katz, M.D., Ph. D. 
CA Department of Alcohol & Drug Programs
 
Janelle Wedge 
A cupuncture Board  
Kim Madsen 
Board of Behavioral Sciences 
 
Robert Puleo 
B oard of Chiropratic Examiners 
Lori Hubble 
D ental Hygiene Committee of CA 
Richard De Cuir 
Dental Board of California 
 
Joanne Allen 
H earing Aid Dispensers 
Linda Whitney 
Medical Board   
Heather Martin 
B oard of Occupational Therapy 
Mona Maggio 
Board of Optometry 

 

Donald Krpan, D.O. 
Osteopathic Medical Board/Naturopathic Medicine 
 
Virginia Herold 
B oard of Pharmacy, 
Steve Hartzell 
P
 

hysical Therapy Board 
Elberta Portman 
P
 

hysician Assistant Committee 
Jim Rathlesberger 
B oard of Podiatric Medicine 
Robert Kahane 
B oard of Psychology 
Louise Bailey 
B oard of Registered Nursing 
Stephanie Nunez 
R
 

espiratory Care Board 
Annemarie Del Mugnaio 
S peech-Language Pathology & Audiology Board 
Susan Geranen 
V eterinary Medical Board 
Teresa Bello-Jones 
Board of Vocational Nursing & Psychiatric 
Technicians 
 
 

Staff Working Group 
 

Susan Lancara, DCA, Legislative & Policy Review 
LaVonne Powell, DCA Legal Counsel 
Laura Edison Freedman, DCA Legal Counsel 
Katherine Demos, DCA, Legislative & Policy Review 
Kristine Brothers, Acupuncture Board 
Kim Madsen, Board of Behavioral Sciences 
April Alameda. Board of Chiropractic Examiners  
Richard DeCuir, Dental Board of California                                                                                                                   Amy Edelen, Veterinary Medical Board 
Kimberly Kirchmeyer, Medical Board of CA 
Jeff Hanson, Board of Occupational Therapy 

Margie McGavin, Board of Optometry 
Felisa Scott, Osteopathic Medical Board  
Anne Sodergren, Board of Pharmacy 
Glenn Mitchell, Physician Assistant Committee 
Debi Mitchell, Physical Therapy Board of CA 
Carol Stanford, Board of Registered Nursing  
Liane Freels, Respiratory Care Board 

Marilyn Kimble, Board of Vocational Nursing &        
Psychiatric Technicians  



 
Uniform Standards April 2010 

 

 3

 
 

Table of Contents 
 

 
Uniform Standard #1 .......................................................... 4 

Uniform Standard #2 .......................................................... 6 

Uniform Standard #3 .......................................................... 7 

Uniform Standard #4 .......................................................... 8 

Uniform Standard #5 .......................................................... 9 

Uniform Standard #6 ........................................................ 10 

Uniform Standard #7 ........................................................ 11 

Uniform Standard #8 ........................................................ 13 

Uniform Standard #9 ........................................................ 14 

Uniform Standard #10 ........................................................ 15 

Uniform Standard #11 ........................................................ 17 

Uniform Standard #12 ........................................................ 18 

Uniform Standard #13 ........................................................ 19 

Uniform Standard #14 ........................................................ 23 

Uniform Standard #15 ........................................................ 24 

Uniform Standard #16 ........................................................ 25 



 
Uniform Standards April 2010 

 

 4

#1  SENATE BILL 1441 REQUIREMENT 
 
Specific requirements for a clinical diagnostic evaluation of the licensee, including, but not 
limited to, required qualifications for the providers evaluating the licensee. 
 
#1 Uniform Standard 
 
Any licensee in a board diversion program or whose license is on probation, who the board 
has reasonable suspicion has a substance abuse problem shall be required to undergo a 
clinical diagnostic evaluation at the licensee’s expense.  The following standards apply to 
the clinical diagnostic evaluation. 
 
If a healing arts board orders a licensee who is either in a diversion program or whose 
license is on probation due to a substance abuse problem to undergo a clinical diagnosis 
evaluation, the following applies: 
    
   1.   The clinical diagnostic evaluation shall be paid for by the licensee; 
 

1. The clinical diagnostic evaluation shall be conducted by a licensed practitioner who: 
 

 holds a valid, unrestricted license, which includes scope of practice to conduct a 
clinical diagnostic evaluation; 

 
 has three (3) years experience in providing evaluations of health professionals 

with substance abuse disorders; and,  
 
 is approved by the board.  

 
2.  The clinical diagnostic evaluation shall be conducted in accordance with acceptable 

professional standards for conducting substance abuse clinical diagnostic evaluations. 
 
3. The clinical diagnostic evaluation report shall: 
 

 set forth, in the evaluator’s opinion, whether the licensee has a substance abuse 
problem; 

 
 set forth, in the evaluator’s opinion, whether the licensee is a threat to 

himself/herself or others; and, 
 
 set forth, in the evaluator’s opinion, recommendations for substance abuse 

treatment, practice restrictions, or other recommendations related to the licensee’s 
rehabilitation and safe practice. 
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The evaluator shall not have a financial relationship, personal relationship, or business 
relationship with the licensee within the last five years.  The evaluator shall provide an 
objective, unbiased, and independent evaluation. 
 
If the evaluator determines during the evaluation process that a licensee is a threat to 
himself/herself or others, the evaluator shall notify the board within 24 hours of such a 
determination. 
 
For all evaluations, a final written report shall be provided to the board no later than ten (10) 
days from the date the evaluator is assigned the matter unless the evaluator requests 
additional information to complete the evaluation, not to exceed 30 days. 
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#2  SENATE BILL 1441 REQUIREMENT 
 
Specific requirements for the temporary removal of the licensee from practice, in order to 
enable the licensee to undergo the clinical diagnostic evaluation described in subdivision (a) 
and any treatment recommended by the evaluator described in subdivision (a) and approved 
by the board, and specific criteria that the licensee must meet before being permitted to return 
to practice on a full-time or part-time basis. 
  
#2  Uniform Standard  
 
The following practice restrictions apply to each licensee who undergoes a clinical 
diagnostic evaluation: 

1. His or her license shall be automatically suspended placed on inactive status The 
Board shall order the licensee to cease practice during the clinical diagnostic 
evaluation pending the results of the clinical diagnostic evaluation and review by 
the diversion program/board staff. 

 
2. While awaiting the results of the clinical diagnostic evaluation required in Uniform 

Standard #1, the licensee shall be randomly drug tested at least two (2) times per 
week.   

 
After reviewing the results of the clinical diagnostic evaluation, and the criteria below, a 
diversion or probation manager shall determine, whether or not the licensee is safe to 
return to either part-time or fulltime practice.  However, no licensee shall be returned to 
practice until he or she has at least one (1) month 30 days of negative drug tests.  

 
 the license type; 
 
 the licensee’s history; 
 
 the documented length of sobriety/time that has elapsed since substance use; 
 
 the scope and pattern of use; 
 
 the treatment history; 
 
 the licensee’s medical history and current medical condition; 
 
 the nature, duration and severity of substance abuse, and 
 
 whether the licensee is a threat to himself/herself or the public. 
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#3 SENATE BILL 1441 REQUIREMENT 
 
Specific requirements that govern the ability of the licensing board to communicate with the 
licensee’s employer about the licensee’s status or condition. 
 
#3  Uniform Standard 

If the licensee who is either in a board diversion program or whose license is on probation 

has an employer, the licensee shall provide to the board the names, physical addresses, 

mailing addresses, and telephone numbers of all employers and supervisors and shall give 

specific, written consent that the licensee authorizes the board and the employers and 

supervisors to communicate regarding the licensee’s work status, performance, and 

monitoring. 
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#4 SENATE BILL 1441 REQUIREMENT 
 

Standards governing all aspects of required testing, including, but not limited to, frequency of testing, 
randomnicity, method of notice to the licensee, number of hours between the provision of notice and the test, 
standards for specimen collectors, procedures used by specimen collectors, the permissible locations of testing, 
whether the collection process must be observed by the collector, backup testing requirements when the licensee 
is on vacation or otherwise unavailable for local testing, requirements for the laboratory that analyzes the 
specimens, and the required maximum timeframe from the test to the receipt of the result of the test. 
 
#4  Uniform Standard 
 
The following drug testing standards shall apply to each licensee subject to drug testing: 
 

1. Licensees shall be randomly drug tested at least 104 times per year for the first year 
and at any time as directed by the board.   After the first year, licensees, who are 
practicing, shall be randomly drug tested at least 50 times per year, and at any time 
as directed by the board.   

 
2. Drug testing may be required on any day, including weekends and holidays. 
 
3. The scheduling of drug tests shall be done on a random basis, preferably by a 

computer program. 
  
4. Licensees shall be required to make daily contact to determine if drug testing is 

required.   
 
5. Licensees shall be drug tested on the date of notification as directed by the board.   
 
6. Specimen collectors must either be certified by the Drug and Alcohol Testing 

Industry Association or have completed the training required to serve as a collector 
for the U.S. Department of Transportation. 

 
7. Specimen collectors shall adhere to the current U.S. Department of Transportation 

Specimen Collection Guidelines.  
 
8. Testing locations shall comply with the Urine Specimen Collection Guidelines 

published by the U.S. Department of Transportation, regardless of the type of test 
administered. 

 
9. Collection of specimens shall be observed. 
 
10. Prior to vacation or absence, alternative drug testing location(s) must be approved 

by the board.   
 
11. Laboratories shall be certified and accredited by the U.S. Department of Health and 

Human Services. 
 
A collection site must submit a specimen to the laboratory within one (1) business day of 
receipt.  A chain of custody shall be used on all specimens.  The laboratory shall process 
results and provide legally defensible test results within seven (7) days of receipt of the 
specimen.  The appropriate board will be notified of non-negative test results within one (1) 
business day and will be notified of negative test results within seven (7) business days. 
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#5 SENATE BILL 1441 REQUIREMENT 
 
Standards governing all aspects of group meeting attendance requirements, including, but not 
limited to, required qualifications for group meeting facilitators, frequency of required meeting 
attendance, and methods of documenting and reporting attendance or nonattendance by licensees. 
 
#5 Uniform Standard 
 
If a board requires a licensee to participate in group support meetings, the following shall 
apply:    
 

When determining the frequency of required group meeting attendance, the board shall 
give consideration to the following: 
 

 the licensee’s history; 
 the documented length of sobriety/time that has elapsed since substance use; 
 the recommendation of the clinical evaluator; 
 the scope and pattern of use; 
 the licensee’s treatment history; and,  
 the nature, duration, and severity of substance abuse. 

 
Group Meeting Facilitator Qualifications and Requirements: 

 
1. The meeting facilitator must have a minimum of three (3) years experience in the 

treatment and rehabilitation of substance abuse, and shall be licensed or certified by 
the state or other nationally certified organizations.  

 
2. The meeting facilitator must not have a financial relationship, personal relationship, 

or business relationship with the licensee in the last five (5) years. 
 
3. The group meeting facilitator shall provide to the board a signed document showing 

the licensee’s name, the group name, the date and location of the meeting, the 
licensee’s attendance, and the licensee’s level of participation and progress. 

 
4. The facilitator shall report any unexcused absence within 24 hours. 
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#6 SENATE BILL 1441 REQUIREMENT 
 
Standards used in determining whether inpatient, outpatient, or other type of treatment is 
necessary.  
 
#6 Uniform Standard  
 
In determining whether inpatient, outpatient, or other type of treatment is necessary, the 

board shall consider the following criteria: 

 

 recommendation of the clinical diagnostic evaluation pursuant to Uniform Standard #1; 

 license type; 

 licensee’s history; 

 documented length of sobriety/time that has elapsed since substance abuse; 

 scope and pattern of substance use; 

 licensee’s treatment history; 

 licensee’s medical history and current medical condition; 

 nature, duration, and severity of substance abuse, and 

 threat to himself/herself or the public.  



 
Uniform Standards April 2010 

 

 11

#7 SENATE BILL 1441 REQUIREMENT 
 
Worksite monitoring requirements and standards, including, but not limited to, required 
qualifications of worksite monitors, required methods of monitoring by worksite monitors, and 
required reporting by worksite monitors. 

 

#7 Uniform Standard 
 
A board may require the use of worksite monitors.  If a board determines that a worksite 
monitor is necessary for a particular licensee, the worksite monitor shall meet the following 
requirements to be considered for approval by the board. 
 

1. The worksite monitor shall not have financial, personal, or familial relationship with 
the licensee, or other relationship that could reasonably be expected to compromise 
the ability of the monitor to render impartial and unbiased reports to the board.  If it is 
impractical for anyone but the licensee’s employer to serve as the worksite monitor, 
this requirement may be waived by the board; however, under no circumstances 
shall a licensee’s worksite monitor be an employee of the licensee. 

 
2. The worksite monitor’s license scope of practice shall include the scope of practice 

of the licensee that is being monitored or be another health care professional if no 
monitor with like practice is available. 

 
3. The worksite monitor shall have an active unrestricted license, with no disciplinary 

action within the last five (5) years. 
 
4. The worksite monitor shall sign an affirmation that he or she has reviewed the terms 

and conditions of the licensee’s disciplinary order and/or contract and agrees to 
monitor the licensee as set forth by the board. 

 
5. The worksite monitor must adhere to the following required methods of monitoring 

the licensee:  
 

a) Have face-to-face contact with the licensee in the work environment on a 
frequent basis as determined by the board, at least once per week. 

 
b) Interview other staff in the office regarding the licensee’s behavior, if 

applicable. 
 
c) Review the licensee’s work attendance. 
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Reporting by the worksite monitor to the board shall be as follows: 

 
1. Any suspected substance abuse must be verbally reported to the board and the 

licensee’s employer within one (1) business day of occurrence.  If occurrence is not 
during the board’s normal business hours the verbal report must be within one (1) 
hour of the next business day.   A written report shall be submitted to the board 
within 48 hours of occurrence. 

 
2. The worksite monitor shall complete and submit a written report monthly or as 

directed by the board.  The report shall include:  
 

 the licensee’s name; 
 
 license number; 

 
 worksite monitor’s name and signature; 
 
 worksite monitor’s license number; 

 
 worksite location(s); 

 
 dates licensee had face-to-face contact with monitor; 

 
 staff interviewed, if applicable; 

 
 attendance report; 

 
 any change in behavior and/or personal habits; 

 
 any indicators that can lead to suspected substance abuse. 
 

The licensee shall complete the required consent forms and sign an agreement with the 
worksite monitor and the board to allow the board to communicate with the worksite monitor.   
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#8 SENATE BILL 1441 REQUIREMENT 
 
 

Procedures to be followed when a licensee tests positive for a banned substance. 
 
 

#8 Uniform Standard 
 
When a licensee tests positive for a banned substance, the board shall: 
 

1. The licensee’s license shall be automatically suspended; Place the licensee’s license on 
inactive status The board shall order the licensee to cease practice; and 
 

2. Immediately The board shall contact the licensee and instruct the licensee to leave work; 
and 
 

3. The board shall notify the licensee’s employer, if any, and worksite monitor, if any, that 
the licensee may not work. 

 
Thereafter, the board should determine whether the positive drug test is in fact evidence of 
prohibited use.  If so, proceed to Standard #9.  If not, the board shall immediately lift the 
suspension of reactivate the license cease practice order.  
 
In determining whether the positive test is evidence of prohibited use, the board should, as 
applicable: 
 

1. Consult the specimen collector and the laboratory; 
 
2. Communicate with the licensee and/or any physician who is treating the licensee; and 
 
3. Communicate with any treatment provider, including group facilitator/s.  
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#9  SENATE BILL 1441 REQUIREMENT 
 
 

Procedures to be followed when a licensee is confirmed to have ingested a banned substance.  
 
 
#9 Uniform Standard 
 
When a board confirms that a positive drug test is evidence of use of a prohibited substance, 
the licensee has committed a major violation, as defined in Uniform Standard #10 and the 
board shall impose the consequences set forth in Uniform Standard #10. 
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#10 SENATE BILL 1441 REQUIREMENT 
 
Specific consequences for major and minor violations.  In particular, the committee shall consider 
the use of a “deferred prosecution” stipulation described in Section 1000 of the Penal Code, in 
which the licensee admits to self-abuse of drugs or alcohol and surrenders his or her license.  That 
agreement is deferred by the agency until or unless licensee commits a major violation, in which 
case it is revived and license is surrendered. 
 
#10 Uniform Standard 
 
Major Violations include, but are not limited to: 

 
1. Failure to complete a board-ordered program;  

2. Failure to undergo a required clinical diagnostic evaluation; 

3. Multiple minor violations; 

4. Treating patients while under the influence of drugs/alcohol; 

5. Any drug/alcohol related act which would constitute a violation of the practice act or 

state/federal laws; 

6. Failure to obtain biological testing for substance abuse; 

7. Testing positive and confirmation for substance abuse pursuant to Uniform Standard 

#9; 

8. Knowingly using, making, altering or possessing any object or product in such a way 

as to defraud a drug test designed to detect the presence of alcohol or a controlled 

substance. 

 
Consequences for a major violation include, but are not limited to:    

 
1. Inactivation Automatic Suspension Licensee will be ordered to cease practice.   

 
a) the licensee must undergo a new clinical diagnostic evaluation, and  
 
b) the licensee must test negative for at least a month of continuous drug testing 

before being allowed to go back to work. (, and) 
 

2. Termination of a contract/agreement. 
 

3. Referral for disciplinary action, such as suspension, revocation, or other action as 
determined by the board. 
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Minor Violations include, but are not limited to: 

1. Untimely receipt of required documentation; 

2. Unexcused non-attendance at group meetings; 

3. Failure to contact a monitor when required; 

4. Any other violations that do not present an immediate threat to the violator or to the 

public. 

 
Consequences for minor violations include, but are not limited to:   

 
1. Removal from practice; 

2. Practice limitations; 

3. Required supervision; 

4. Increased documentation; 

5. Issuance of citation and fine or a warning notice; 

6. Required re-evaluation/testing; 

7. Other action as determined by the board. 
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#11  SENATE BILL 1441 REQUIREMENT 
 
 

Criteria that a licensee must meet in order to petition for return to practice on a full time basis.  
 

#11 Uniform Standard 
 
“Petition” as used in this standard is an informal request as opposed to a “Petition 
for Modification” under the Administrative Procedure Act. 
 
The licensee shall meet the following criteria before submitting a request (petition) to return 
to full time practice: 
 

1. Demonstrated sustained compliance with current recovery program.   
 
2. Demonstrated the ability to practice safely as evidenced by current work site reports, 

evaluations, and any other information relating to the licensee’s substance abuse.   
 
3. Negative drug screening reports for at least six (6) months, two (2) positive worksite 

monitor reports, and complete compliance with other terms and conditions of the 
program. 
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#12  SENATE BILL 1441 REQUIREMENT 
 
 

Criteria that a licensee must meet in order to petition for reinstatement of a full and unrestricted 
license. 

 
#12 Uniform Standard 
 
“Petition for Reinstatement” as used in this standard is an informal request (petition) 
as opposed to a “Petition for Reinstatement” under the Administrative Procedure 
Act. 
 
The licensee must meet the following criteria to request (petition) for a full and unrestricted 
license. 
 

1. Demonstrated sustained compliance with the terms of the disciplinary order, if 
applicable.  

 
2. Demonstrated successful completion of recovery program, if required. 
 
3. Demonstrated a consistent and sustained participation in activities that promote and 

support their recovery including, but not limited to, ongoing support meetings, 
therapy, counseling, relapse prevention plan, and community activities. 

 
4. Demonstrated that he or she is able to practice safely. 
 
5. Continuous sobriety for three (3) to five (5) year.  
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#13 SENATE BILL 1441 REQUIREMENT 
 

If a board uses a private-sector vendor that provides diversion services, (1) standards for immediate 
reporting by the vendor to the board of any and all noncompliance with process for providers or 
contractors that provide diversion services, including, but not limited to, specimen collectors, group 
meeting facilitators, and worksite monitors; (3) standards requiring the vendor to disapprove and 
discontinue the use of providers or contractors that fail to provide effective or timely diversion 
services; and (4) standards for a licensee's termination from the program and referral to 
enforcement. 
 
#13 Uniform Standard 

 
1. A vendor must report to the board any major violation, as defined in Uniform Standard 

#10, within one (1) business day.  A vendor must report to the board any minor 
violation, as defined in Uniform Standard #10, within five (5) business days. 

 
2.  A vendor's approval process for providers or contractors that provide diversion services, 

including, but not limited to, specimen collectors, group meeting facilitators, and 
worksite monitors is as follows: 

 
Specimen Collectors: 

 
a) The provider or subcontractor shall possess all the materials, equipment, and 

technical expertise necessary in order to test every licensee for which he or she 
is responsible on any day of the week.  

 
b) The provider or subcontractor shall be able to scientifically test for urine, blood, 

and hair specimens for the detection of alcohol, illegal, and controlled 
substances.  

 
c) The provider or subcontractor must provide collection sites that are located in 

areas throughout California. 
 
d) The provider or subcontractor must have an automated 24-hour toll-free 

telephone system and/or a secure on-line computer database that allows the 
participant to check in daily for drug testing. 

 
e) The provider or subcontractor must have or be subcontracted with operating 

collection sites that are engaged in the business of collecting urine, blood, and 
hair follicle specimens for the testing of drugs and alcohol within the State of 
California. 

 
f) The provider or subcontractor must have a secure, HIPAA compliant, website 

or computer system to allow staff access to drug test results and compliance 
reporting information that is available 24 hours a day. 
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g) The provider or subcontractor shall employ or contract with toxicologists that are 
licensed physicians and have knowledge of substance abuse disorders and the 
appropriate medical training to interpret and evaluate laboratory drug test results, 
medical histories, and any other information relevant to biomedical information. 

 
h) A toxicology screen will not be considered negative if a positive result is obtained 

while practicing, even if the practitioner holds a valid prescription for the substance. 
 

i) Must undergo training as specified in Uniform Standard #4 (6). 
 

Group Meeting Facilitators: 
 

A group meeting facilitator for any support group meeting: 
 
a) must have a minimum of three (3) years experience in the treatment and 

rehabilitation of substance abuse; 
 
b) must be licensed or certified by the state or other nationally certified organization;  

 
c) must not have a financial relationship, personal relationship, or business 

relationship with the licensee in the last five (5) years;   
 
d) shall report any unexcused absence within 24 hours to the board, and, 
 
e) shall provide to the board a signed document showing the licensee’s name, the 

group name, the date and location of the meeting, the licensee’s attendance, and 
the licensee’s level of participation and progress. 

 
Work Site Monitors:   

 
1.   The worksite monitor must meet the following qualifications: 
 

a) Shall not have financial, personal, or familial relationship with the licensee, or 
other relationship that could reasonably be expected to compromise the ability 
of the monitor to render impartial and unbiased reports to the board.  If it is 
impractical for anyone but the licensee’s employer to serve as the worksite 
monitor, this requirement may be waived by the board; however, under no 
circumstances shall a licensee’s worksite monitor be an employee of the 
licensee. 

 
b) The monitor’s licensure scope of practice shall include the scope of practice of 

the licensee that is being monitored or be another health care professional, if 
no monitor with like practice is available.  

 
c) Shall have an active unrestricted license, with no disciplinary action within the 

last five (5) years.   
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d) Shall sign an affirmation that he or she has reviewed the terms and conditions 
of the licensee’s disciplinary order and/or contract and agrees to monitor the 
licensee as set forth by the board. 

 
2.  The worksite monitor must adhere to the following required methods of monitoring 

the licensee: 
 

a) Have face-to-face contact with the licensee in the work environment on a 
frequent basis as determined by the board, at least once per week.  

 
b) Interview other staff in the office regarding the licensee’s behavior, if applicable. 
 
c) Review the licensee’s work attendance. 

 
3. Any suspected substance abuse must be verbally reported to the contractor, the 

board, and the licensee’s employer within one (1) business day of occurrence.  If 
occurrence is not during the board’s normal business hours the verbal report must 
be within one (1) hour of the next business day.   A written report shall be submitted 
to the board within 48 hours of occurrence. 

 
4. The worksite monitor shall complete and submit a written report monthly or as 

directed by the board.  The report shall include:  
 

 the licensee’s name; 
 license number; 
 worksite monitor’s name and signature; 
 worksite monitor’s license number; 
 worksite location(s); 
 dates licensee had face-to-face contact with monitor; 
 staff interviewed, if applicable; 
 attendance report; 
 any change in behavior and/or personal habits; 
 any indicators that can lead to suspected substance abuse. 
 

Treatment Providers 
 

1. Treatment facility staff and services must have: 
 

a) Licensure and/or accreditation by appropriate regulatory agencies; 
 
b) Sufficient resources available to adequately evaluate the physical and mental 

needs of the client, provide for safe detoxification, and manage any medical 
emergency; 

 
c) Professional staff who are competent and experienced members of the clinical 

staff;   
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d) Treatment planning involving a multidisciplinary approach and specific aftercare 
plans; 

 
e) Means to provide treatment/progress documentation to the provider.  

 
2.  The vendor shall disapprove and discontinue the use of providers or contractors 

 that fail to provide effective or timely diversion services as follows: 
 

a) The vendor is fully responsible for the acts and omissions of its subcontractors 
and of persons either directly or indirectly employed by any of them.  No 
subcontract shall relieve the vendor of its responsibilities and obligations   All 
state policies, guidelines, and requirements apply to all subcontractors. 

 
b) If a subcontractor fails to provide effective or timely services as listed above, 

but not limited to any other subcontracted services, the vendor will terminate 
services of said contractor within 30 business days of notification of failure to 
provide adequate services.   

 
c) The vendor shall notify the appropriate board within five (5) business days of 

termination of said subcontractor. 
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#14  SENATE BILL 1441 REQUIREMENT 
 
 

If a board uses a private-sector vendor that provides diversion services, the extent to which 
licensee participation in that program shall be kept confidential from the public. 
 
#14 Uniform Standard 

 
The board shall disclose the following information to the public for licensees who are 
participating in a board monitoring/diversion program regardless of whether the licensee is 
a self-referral or a board referral.  However, the disclosure shall not contain information that 
the restrictions are a result of the licensee’s participation in a diversion program. 
 

 Licensee’s name; 
 
 Whether the licensee’s practice is restricted, or the license is on inactive status; 
 
 A detailed description of any restriction imposed. 
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#15  SENATE BILL 1441 REQUIREMENT 
 
 

If a board uses a private-sector vendor that provides diversion services, a schedule for external 
independent audits of the vendor’s performance in adhering to the standards adopted by the 
committee. 

 
#15 Uniform Standard     
 
1. If a board uses a private-sector vendor to provide monitoring services for its licensees, 

an external independent audit must be conducted at least once every three (3) years by 
a qualified, independent reviewer or review team from outside the department with no 
real or apparent conflict of interest with the vendor providing the monitoring services.  In 
addition, the reviewer shall not be a part of or under the control of the board.  The 
independent reviewer or review team must consist of individuals who are competent in 
the professional practice of internal auditing and assessment processes and qualified to 
perform audits of monitoring programs. 

 
2. The audit must assess the vendor’s performance in adhering to the uniform standards 

established by the board.  The reviewer must provide a report of their findings to the 
board by June 30 of each three (3) year cycle.  The report shall identify any material 
inadequacies, deficiencies, irregularities, or other non-compliance with the terms of the 
vendor’s monitoring services that would interfere with the board’s mandate of public 
protection. 

 
3. The board and the department shall respond to the findings in the audit report. 
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#16 SENATE BILL 1441 Requirement 
 
Measurable criteria and standards to determine whether each board’s method of dealing with 
substance-abusing licensees protects patients from harm and is effective in assisting its licensees 
in recovering from substance abuse in the long term. 
 
#16 Uniform Standard 
 
Each board shall report the following information on a yearly basis to the Department of 
Consumer Affairs and the Legislature as it relates to licensees with substance abuse 
problems who are either in a board probation and/or diversion program. 
 

 Number of intakes into a diversion program 
 Number of probationers whose conduct was related to a substance abuse problem 
 Number of referrals for treatment programs 
 Number of relapses (break in sobriety) 
 Number of cease practice orders/license in-activations 
 Number of suspensions 
 Number terminated from program for noncompliance 
 Number of successful completions based on uniform standards 
 Number of major violations; nature of violation and action taken 
 Number of licensees who successfully returned to practice 
 Number of patients harmed while in diversion 
 
 

The above information shall be further broken down for each licensing category, specific 
substance abuse problem (i.e. cocaine, alcohol, Demerol etc.), whether the licensee is in a 
diversion program and/or probation program. 
 
If the data indicates that licensees in specific licensing categories or with specific substance 
abuse problems have either a higher or lower probability of success, that information shall 
be taken into account when determining the success of a program.  It may also be used to 
determine the risk factor when a board is determining whether a license should be revoked 
or placed on probation.  
 
The board shall use the following criteria to determine if its program protects patients from 
harm and is effective in assisting its licensees in recovering from substance abuse in the 
long term. 
 

 At least 100 percent of licensees who either entered a diversion program or whose 
license was placed on probation as a result of a substance abuse problem 
successfully completed either the program or the probation, or had their license to 
practice revoked or surrendered on a timely basis based on noncompliance of those 
programs.  
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 At least 75 percent of licensees who successfully completed a diversion program or 
probation did not have any substantiated complaints related to substance abuse for 
at least five (5) years after completion. 



Board of Pharmacy 
 
Standard # 1 –  Clinical Evaluation 
 
Summary:  The board’s disciplinary guidelines include a provision 
requiring a clinical evaluation for certain conditions of probation. 
Additionally, the board uses the Pharmacists Recovery Program (PRP) to 
monitor pharmacists and interns with substance abuse violations, and a 
clinical evaluation is a key component of this program as well. 
 
Administrative and Board Policy Changes Required:   

Licensees:  the board has incorporated the DCA requirements for the 
diagnostic report into its routine processes for probationers with 
substance abuse violations.   
 
As the DCA is the contractor for the health care boards’ monitoring 
program vendor, board staff will assist the DCA in securing this 
standard as a contract amendment (if pursued by the DCA). 
  

Statutory Changes and/or Regulation Changes Required: 
Pharmacists and Interns:  the board will require a regulation and 
contractual change to make this a formal requirement.   
 
Pharmacy Technicians and/or Designated Representatives:  Statutory 
and regulation changes are required. 

 
Standard # 2 –  Removal from Practice 
 
Summary:  When negotiating stipulations, many times a provision is 
incorporated to require a licensee to undergo an evaluation by either a 
clinician or by the PRP to determine someone is safe to practice.  The 
licensee is typically suspended from practice until such time as the 
evaluation is completed and the results are received.  (This is typically 
used on pharmacists and interns, but could expand to other licensees as a 
probationary term should the case warrant.)  Additionally, the PRP places 
a cease practice treatment contract term upon entry into the program or 
upon a confirmed positive drug screen while evaluations are underway. 
 
Administrative and Board Policy Changes Required:   

All Licensees:    None  
 
Statutory Changes and/or Regulation Changes Required: 

All Licensees:  SB 1172 (currently pending in the California 
Legislature) will provide the statutory authority for this DCA standard; 
the board will need to promulgate regulations if SB 1172 is enacted. 

 



 
 
Standard # 3 – Communication with the Employer 
 
Summary:  The board’s disciplinary guidelines includes a provision 
requiring employment notification and often also supervised practiced.  As 
part of the PRP, participants are required to have a worksite monitor who 
is responsible to provide reports to the PRP.  Further, a pharmacy 
technician, by virtue of their scope of practice, cannot work without a 
pharmacist also on duty.   

 
Administrative and Board Policy Changes Required:   

Pharmacists and interns:  As the DCA is the contractor for the health 
care boards’ monitoring programs, board staff will assist in securing 
this contract amendment (if pursued by the DCA). 

 
Statutory Changes and/or Regulation Changes Required: 

All Licensees:  Regulations are needed to secure the consent of the 
participant for the board’s designee to speak with the worksite monitor. 
As the DCA is the contractor for the health care boards’ monitoring 
programs, board staff will assist in securing this contract amendment (if 
pursued by the DCA). 
  
 

Standard # 4 –  Drug Testing 
 
Summary:  The board’s disciplinary guidelines includes a provision 
requiring drug testing and specifies in many instances that a positive drug 
screen will result in the automatic suspension of the license.  The board’s 
current drug testing contract fulfills the requirements detailed in this 
standard.  However, the testing frequency is determined on a case by 
case basis by the board.  

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  A contract change is required.  Since the 
DCA is the contractor for the health care boards’ monitoring programs, 
board staff will assist in securing this contract amendment (if pursued 
by the DCA). 

 
Statutory Changes and/or Regulation Changes Required: 

All Licensees:  Statutory or regulatory change is required to 
standardize the testing frequency established in the DCA uniform 
standard. 
 

Standard # 5 –  Group Meeting Standards 
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Summary:  The board’s disciplinary guidelines includes a provision 
requiring attendance at support groups.  Additionally, through the PRP, 
pharmacists and interns are required as part of their treatment contracts to 
attend support groups. 

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  A contract amendment is required.  As the 
DCA is the contractor for the health care boards’ monitoring programs, 
board staff will assist this securing contract amendment (if pursued by 
the DCA). 

 
Statutory Changes and/or Regulation Changes Required: 

Licensees:  A statutory or regulatory change is necessary to establish 
the financial relationship criteria specified in this uniform standard. 

 
Standard # 6 –  Treatment Evaluation Criteria 
 
Summary:  In putting someone on probation and/or in the PRP, these 
criteria are routinely considered, but on a case by case basis.  Further, the 
board contracts with the PRP vendor, who employs licensed clinicians 
specializing in the monitoring of substance abuse and treatment, to obtain 
this type of consistent expertise and assessment.   

 
Administrative and Board Policy Changes Required:   

None 
 
Statutory Changes and/or Regulation Changes Required 

Licensees:  Standardization of these requirements would require a 
statutory or regulatory change. 

 
 

Standard # 7 –  Worksite Monitoring requirements 
 
Summary:  The board’s disciplinary guidelines includes a provision 
requiring employment notification and many times also supervised 
practiced.  As part of the PRP, participants are required to have a worksite 
monitor, who is responsible to provide reports to the PRP.  Further, a 
pharmacy technician, by virtue of his or her scope of practice cannot work 
without a pharmacist also on duty.   

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  As the DCA is the contractor for the health 
care boards’ monitoring programs, board staff will assist in securing 
this contract amendment (if pursued by the DCA). 

 
Statutory Changes and/or Regulation Changes Required: 
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Licensees:  Regulations are needed to secure the consent of the 
participant to authorize the worksite monitor to speak with the program. 
As the DCA is the contractor for the health care boards’ monitoring 
programs, board staff will assist in securing this contract amendment (if 
pursued by the DCA). 
 
 

Standard # 8 –  Actions After Receiving a Positive Drug Test 
 
Summary:  In practice, after a positive drug is confirmed, the board 
requires the immediate removal of the licensee from practice if a 
participant in the PRP.   The board’s disciplinary guidelines includes a 
provision requiring drug testing and specifies in many instances that a 
positive drug screen will result in the automatic suspension of the license.   
 

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  A contract change is required.  As the DCA 
is the contractor for the health care boards’ monitoring programs, 
board staff will assist in securing this contract amendment (if pursued 
by the DCA). 

 
Statutory Changes and/or Regulation Changes Required: 

Licensees:  SB 1172 (currently pending) will provide the statutory 
authority for this standard term. 
 
 
 

Standard # 9 –  Affirmation of Positive Drug Screen 
 
Summary:  In practice, after a positive drug is confirmed, the board 
requires the immediate removal of the licensee from practice if the positive 
drug screen is of a participant in the PRP.   The board’s disciplinary 
guidelines includes a provision requiring drug testing and specifies in 
many instances that a positive drug screen will result in the automatic 
suspension of the license.   

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  A contract change is required to effect this 
change.  As the DCA is the contractor for the health care boards’ 
monitoring programs, board staff will assist in securing this contract 
amendment (if pursued by the DCA). 

 
Statutory Changes and/or Regulation Changes Required: 

Licensees:  SB 1172 (currently pending in the CA Legislature) will 
provide the statutory authority for this standard. 
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Standard # 10 –  Major Violations 
 
Summary:  The board’s disciplinary guidelines detail which violations 
constitute a violation of probation.  Further, some specific terms and 
conditions call for the automatic suspension of a license for failure to 
comply.   In practice, unresolved non-compliance as well as egregious 
non-compliance with the PRP treatment contract provisions, results in 
removal of the licensee from practice if a participant in the PRP. 

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  A contract change is required.  As the DCA 
is the contractor for the health care boards’ monitoring programs, 
board staff will assist in securing this contract amendment (if pursued 
by the DCA). 

 
Statutory Changes and/or Regulation Changes Required: 

Licensees:  To more formally and uniformly remove licensees from 
practice for major violations, statutory change is required. 
 
 

Standard # 11 –  Return to Full Time Practice 
 
Summary:  In practice, these requirements are followed in the PRP. 

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  A contract change is required to formally 
incorporate this standard.  As the DCA is the contractor for the health 
care boards’ monitoring programs, board staff will assist in securing 
this contract amendment (if pursued by the DCA). 

 
Statutory Changes and/or Regulation Changes Required: 

Licensees:  To more formally and uniformly apply the standard, a 
statutory change is required. 
 

Standard # 12 –  Petition for Reinstatement of a Full License 
 
Summary:  In practice, these requirements are followed by the PRP. 

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  A contract change is required for formally 
incorporate this standard.  As the DCA is the contractor for the health 
care boards’ monitoring programs, board staff will assist this contract 
amendment (if pursued). 
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Statutory Changes and/or Regulation Changes Required: 

Licensees:  To establish this uniform standard, the board needs a 
regulation or statutory change. 
 

Standard # 13 –  Private Sector Vendors 
 
Summary: The board contracts with a vendor for PRP administration.  The 
board does not have the authority to use a vendor for these services for 
pharmacy technicians and designated representatives. 
 
Administrative and Board Policy Changes Required:   

None 
 
Statutory Changes and/or Regulation Changes Required: 

Pharmacy Technicians and Designated Representatives:  A statutory 
change is required.    
 

Standard # 14 –  Public Disclosure for PRP Participation 
 
Summary:  The board publishes its disciplinary actions on its web site for 
all licensees.  All terms and conditions of probation, including the term 
requiring participation in the PRP, are contained in this document. 

 
Administrative and Board Policy Changes Required:   

None 
 
Statutory Changes and/or Regulation Changes Required: 

A regulation change may be necessary per counsel’s guidance. 
 

Standard # 15 –  Audit of Vendor 
 
Summary:  The DCA recently conducted an audit of the current vendor, 
with a report provided to the Legislature. 

 
Administrative and Board Policy Changes Required:   

The board would need funding to hire an independent auditor to 
comply with this standard. 

 
Statutory Changes and/or Regulation Changes Required: 

None. 
 

Standard # 16 –  Measurable Criteria 
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Summary:  The board already receives information from the PRP vendor 
providing various statistical reports identified in this standard. 

 
Administrative and Board Policy Changes Required:   

Pharmacists and Interns:  A contract change is required to formally 
incorporate all of the information contained in this standard.  As the 
DCA is the contractor for the health care boards’ monitoring programs, 
board staff will assist in securing this contract amendment (if pursued 
by the DCA). 

 
Pharmacy Technicians and Designated Representatives:  The board 
would need to secure funding for an AGPA to collect and analyze this 
data. 
 

Statutory Changes and/or Regulation Changes Required: 
None 
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Board of Pharmacy Enforcement Statistics
Fiscal Year 2009/2010

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 09/10
Complaints/Investigations

Initiated 520 539 542 635 2236

Closed 1087 1241 1508 1092 4928

Pending (at the end of quarter) 2346 2204 1566 1374 1374

Cases Assigned & Pending (by Team)  

Compliance Team 85 149 232 131 131

Drug Diversion/Fraud 60 80 97 73 73

Probation/PRP 25 30 92 67 67

Mediation/Enforcement 5 38 15 10 10

1277 987 616 501 501

Application Investigations

Initiated 167 111 391 174 843

Closed

Approved 39 58 193 262 552

Denied 33 7 12 47 99

Total* 90 82 246 361 779

Pending (at the end of quarter) 420 451 597 412 412

Citation & Fine

Issued 495 396 537 396 1824

Citations Closed 210 214 376 666 1466

Total Fines Collected $298,575.00 $229,215.00 $417,975.00 $1,548,810.00 $2,494,575.00

* This figure includes withdrawn applications.

** Fines collected and reports in previous fiscal year.

Criminal Conviction



Board of Pharmacy Enforcement Statistics
Fiscal Year 2009/2010

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 09/10
Administrative Cases (by effective date of decision)

Referred to AG's Office* 78 91 99 75 343

Pleadings Filed 49 65 61 89 264

Pending

Pre-accusation 160 180 216 185 185

Post  Accusation 138 178 188 217 217

Total 205 458 464 432 432

Closed**

Revocation

Pharmacist 3 3 2 4 12

Pharmacy 0 1 1 0 2

Other 3 10 26 32 71

Revocation,stayed; suspension/probation

Pharmacist 2 4 2 3 11

Pharmacy 2 1 1 0 4

Other 0 2 0 0 2

Revocation,stayed; probation

Pharmacist 1 0 2 5 8

Pharmacy 0 0 0 0 0

Other 1 0 3 4 8

Suspension, stayed; probation

Pharmacist 0 0 0 0 0

Pharmacy 0 0 0 0 0

Other 0 0 0 0 0

Surrender/Voluntary Surrender

Pharmacist 0 2 1 6 9

Pharmacy 0 1 0 3 4

Other 1 0 6 8 15

Public Reproval/Reprimand  

Pharmacist 0 1 0 0 1

Pharmacy 0 0 0 0 0

Other 0 0 0 1 1

Cost Recovery Requested $43,046.75 $84,477.00 $66,557.50 $118,759.50 $312,840.75

Cost Recovery Collected $38,423.20 $68,175.75 $183,797.09 $45,024.54 $335,420.58

* This figure includes Citation Appeals

** This figure includes cases withdrawn



Board of Pharmacy Enforcement Statistics
Fiscal Year 2009/2010

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 09/10
Probation Statistics

Licenses on Probation

Pharmacist 106 103 98 101 101

Pharmacy 6 6 6 8 8

Other 14 20 21 29 29

Probation Office Conferences 22 25 21 30 98

Probation Site Inspections 36 23 31 20 110

Probationers Referred to AG

          for non-compliance 2 2 9 2 13

As part of probation monitoring, the board requires licensees to appear before the supervising inspector at probation office conferences.   

These conferences are used as 1) an orientation to probation and the specific requirements of probation at the onset,  

 2) to address areas of non-compliance when other efforts such as letters have failed, and 3) when a licensee is scheduled to

 end probation.

Pharmacists Recovery Program (as of 6/30/2010)

 Program Statistics

In lieu of discipline 0 0 0 1 1

In addition to probation 1 3 1 1 6

Closed, successful 5 0 4 2 11

Closed, non-compliant 0 4 0 0 4

Closed, other 3 5 1 5 14

Total Board mandated 

                 Participants 50 46 44 47 47

Total Self-Referred 

              Participants* 27 27 32 29 29

Treatment Contracts Reviewed 48 46 50 57 201

Monthly the board meets with the clinical case manager to review treatment contracts for scheduled board mandated 

participants.  During these monthly meetings, treatment contracts and participant compliance is reviewed by

the PRP case manager, diversion program manager and supervising inspector and appropriate changes are made at that time  

and approved by the executive officer.  Additionally, non-compliance is also addressed on a needed basis e.g., all positive 

urines screens are reported to the board immediately and appropriate action is taken.

* By law, no other data is reported to the board other than the fact that the pharmacists and interns are enrolled in the program. 

As of  June 30, 2010



Board of Pharmacy Enforcement Statistics
Five Year Comparison

Workload Statistics FY 05/06 FY 06/07 FY 07/08 FY 08/09 FY 09/10
FY 05/06 FY 06/07 FY 07/08 FY 08/09 FY 09/10

Initiated 1998 2417 2706 3191 2559

Closed 1977 1655 1850 2040 4795

Application Investigations FY 05/06 FY 06/07 FY 07/08 FY 08/09 FY 09/10
Initiated 100 300 337 369 846

Closed 111 152 262 281 777

Citation & Fine FY 05/06 FY 06/07 FY 07/08 FY 08/09 FY 09/10
Issued 781 737 1003 968 1829

Citations Closed 729 693 767 1023 1510

Administrative Cases (by effe FY 05/06 FY 06/07 FY 07/08 FY 08/09 FY 09/10
Referred to AG's Office* 126 95 97 205 351

Pleadings Filed 119 88 84 125 268

Closed FY 05/06 FY 06/07 FY 07/08 FY 08/09 FY 09/10
Revocation 59 66 33 31 85

Revocation,stayed; suspen 16 10 14 9 16

Revocation,stayed; probatio 15 19 10 19 20

Suspension, stayed; probat 0 0 0 0 0

Surrender/Voluntary Surren 18 34 17 11 30

Public Reproval/Reprimand 2 1 1 0 2
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ATTACHMENT 11 



Objective 1.1 
 
Measure:

Achieve 100 percent closure on all cases within 6 months. 
 
Percentage of cases closed.

Tasks: 1.	 Complete all desk investigations within 90 days (for cases closed during quarter). 

N < 90 days < 120 days < 180 days Longer Average Days
Qtr 1 710 351 10 26 323 364

50% 1% 4% 45%
Qtr 2 800 156 16 26 602 494

19% 2% 3% 75%
Qtr 3 979 158 27 82 711 390

16% 3% 8% 73%
Qtr 4 913 275 92 93 453 262

30% 10% 10% 50%
 
2.	 Complete all field investigations within 120 days (for cases closed during quarter). 

N < 120 days < 180 days < 270 days Longer Average Days

Qtr 1 269 121 34 56 58 208

45% 13% 21% 22%

Qtr 2 286 68 61 60 97 265

24% 21% 21% 34%

Qtr 3 509 93 32 64 320 327

18% 6% 13% 63%

Qtr 4 286 45 92 66 83 256

16% 32% 23% 29%
 
Data is calculated from date received to the date the report was accepted by SI/Manager. 
Does not include split cases.

GOALS, OUTCOMES, OBJECTIVES, AND MEASURES

ENFORCEMENT COMMITTEE
 
	 Goal 1: 	 Exercise oversight on all pharmacy activities. 
 
	 Outcome:	 Improve consumer protection.
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3.	 Close (e.g., no violation, issue citation and fine, refer to the AG’s Office) all board  
	 investigations and mediations within 180 days. 

Qtr 1 N < 180 < 270 < 365 > 365
Closed, no additional action 357 172 67 36 82
Rap sheet/CCU - 4301 letters 
and license denials

168 10 4 9 145

Cite and/or fine
letter of admonishment

358 249 18 17 74

Attorney General’s Office 90 6 11 15 58
Qtr 2 N < 180 < 270 < 365 > 365
Closed, no additional action 623 231 56 69 267
Rap sheet/CCU - 4301 letters 
and license denials

145 7 7 19 112

Cite and/or fine
letter of admonishment

232 70 45 16 101

Attorney General’s Office 86 19 19 19 30
Qtr 3 N < 180 < 270 < 365 > 365
Closed, no additional action 651 296 68 97 190
Rap sheet/CCU - 4301 letters 
and license denials

240 47 34 49 110

Cite and/or fine
letter of admonishment

490 98 41 89 262

Attorney General’s Office 106 15 12 16 63
Qtr 4 N < 180 < 270 < 365 > 365
Closed, no additional action 629 392 105 37 98
Rap sheet/CCU - 4301 letters 
and license denials

172 36 28 63 45

Cite and/or fine
letter of admonishment

313 120 47 42 104

Attorney General’s Office 82 21 14 12 35
 
Data is calculated from date received to date closed or referred to the AG. 
One case may have multiple respondents.  The actual number of citations and letters of 
admonishment issued are shown on the next page.
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Objective 1.2 
 
Measure:

Manage enforcement activities for achievement of performance expectations. 
 
Percentage compliance with program requirements.

Tasks: 1.	 Administer the Pharmacists Recovery Program. 

 
 

Voluntary Participants

 
Participants Mandated  

Into Program

Noncompliant, 
Terminated  

From Program

 
Successfully 

Completed Program

Qtr 1 27 50 3 5

Qtr 2 27 46 4 0

Qtr 3 32 44 1 4

Qtr 4 29 47 5 2

 
2.	 Administer the Probation Monitoring Program. 

Qtr 1 Qtr 2 Qtr 3 Qtr 4

Individuals 119 121 122 127

Sites 7 8 8 9

Tolled 15 26 27 32

Inspections Conducted 36 23 31 20

Successfully Completed 5 6 5 7

Petitions to Revoke Filed 2 2 8 3

 
3.	 Issue all citations and fines within 30 days. 

N 30 days 60 days 90 days > 90 days Average Days

Qtr 1 493 62 371 56 5 44

13% 75% 11% 1%

Qtr 2 405 25 152 151 77 66

6% 38% 37% 19%

Qtr 3 660 179 138 221 122 60

28% 21% 33% 19%

Qtr 4 647 211 148 70 218 68

31% 23% 11% 34%

4.	 Issue letters of admonishment within 30 days. 

N 30 days 60 days 90 days > 90 days Average Days

Qtr 1 17 1 11 3 2 57

5% 65% 18% 12%

Qtr 2 44 5 23 16 0 51

11% 52% 36% 0%

Qtr 3 111 25 30 41 14 62

23% 27% 37% 13%

Qtr 4 117 55 39 3 20 231

47% 33% 3% 17%

 
These data are actual number of citations and letters of admonishment (LOA) issued.  
One investigation may have multiple licensees that are issued a citation or LOA (split cases).
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5.	 Obtain immediate public protection sanctions for egregious violations. 

Interim Suspension  
Orders

Automatic Suspension  
Based on Conviction

Penal Code 23 
Restriction

Qtr 1 0 0 2

Qtr 2 0 0 2

Qtr 3 0 0 1

Qtr 4 0 0 1

 
6.	 Submit petitions to revoke probation within 30 days for noncompliance with  
	 terms of probation. 

30 days 60 days > 60 days N

Qtr 1 0 0 0 0

Qtr 2 1 0 0 1

Qtr 3 2 0 0 2

Qtr 4 1 0 1 2
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Objective 1.3 
 
Measure:

Achieve 100 percent closure on all administrative cases within 1 year. 
 
Percentage of administrative cases closed within 1 year.

Tasks: N 1 Year 1.5 Year 2 Year 2.5 Year >2.5 Years Average

Qtr 1 15 4 7 0 3 1 537

27% 47% 0% 20% 7%

Qtr 2 41 22 12 4 0 2 379

54% 29% 10% 0% 5%

Qtr 3 49 25 22 2 0 0 398

31% 45% 4% 0% 0%

Qtr 4 69 24 30 9 4 1 434

35% 43% 13% 6% 1%



Objective 1.4 
 
Measure:

Inspect 100 percent of all facilities once every 3 year inspection cycle ending 6/30/11. 
 
Percentage of licensed facilities inspected once every 3 year cycle.

Tasks: 1.	 Inspect licensed premises to educate licensees proactively about legal requirements 		
	 and practice standards to prevent serious violations that could harm the public. 

Number of  Inspections Aggregate Inspections This Cycle Percent Complete

Qtr 1 351 4,273 62%

Qtr 2 349 4,350 63%

Qtr 3 354 4,395 64%

Qtr 4 383 4,454 65%
 
2.	 Inspect sterile compounding pharmacies initially before licensure and annually 		
	 before renewal. 

Number of  Inspections Number Inspected Late

Qtr 1 76 0

Qtr 2 112 0

Qtr 3 64 0

Qtr 4 51 0

 
3.	 Initiate investigations based upon violations discovered during routine inspections.  

Number of  Inspections Number of Investigations Opened Percent Opened

Qtr 1 351 0 0%

Qtr 2 349 5 1%

Qtr 3 354 0 0%

Qtr 4 345 8 2%
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Objective 1.5 
 
Measure:

Initiate policy review of 25 emerging enforcement issues by June 30, 2011. 
 
The number of issues.

Tasks: 1.	 Monitor the implementation of e-pedigree on all prescription medications sold in 	
	 California.  
	 Oct. 2009:	 Executive Officer provides information about California’s e-pedigree 
		  requirements at a SecurePharma Conference of drug manufacturers and 
		  wholesalers in Philadelphia and at a SpecialtyPharma Conference (contract  
		  drug manufacturers) in Phoenix. 
	 Dec. 2009:	 Executive Officer provides information about California’s e-pedigree	  
		  requirements at the Health Care Distributors Association Trace and Track  
		  Conference in Washington D.C. 
	 March 2010:	 Executive Officer provides information about California’s e-pedigree  
		  requirements via a Webinar hosted by IBS. 
	 April 2010:	 Board reviews Food and Drug Administration guidance on a unique serialized  
		  identifier released March 26. 
2.	 Implement federal restrictions on ephedrine, pseudoephedrine or 			 
	 phenylpropanolamine products. 
	 Sep. 2006:	 Final phase-in of federal requirements takes effect on September 30. Board  
		  newsletter provides information for licensees. 
	 Oct. 2006:	 Board adds Consumer friendly materials regarding sales of these drugs to its 	
		  website.	  
3.        Monitoring the efforts of the Drug Enforcement Administration and Department    
           of Health and Human Services to implement e-prescribing for controlled substances. 
	 Nov. 2006:	 Board submits letter supporting change in Drug Enforcement Administration 
		  policy allowing prescribers to write multiple prescriptions for Schedule II 
		  drugs with “Do not fill before (date)” at one time, eliminating the need for 
		  patients to revisit prescribers merely to obtain prescriptions. 
	 Sep. 2008:	 Board submits comments on Drug Enforcement Administration proposed 
		  requirements for e-prescribing of controlled substances. 
	 Dec. 2009:	 Executive Officer meets with DEA officials in Washington D.C. to discuss 
		  interest in e-prescribing of controlled drugs. 
	 April 2010:	 Board reviews proposed Drug Enforcement Administration requirements for  
		  electronic prescribing of controlled substances. 
	 June 2010:	 Enforcement Committee received updates on DEA rule change.
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4.	 Evaluate establishment of an ethics course as an enforcement option.  
	 Oct. 2008:	 Board holds regulation hearing on proposed requirements for the ethics  
		  class. 
	 Jan. 2009:	 Board adopts regulation. 
	 Sept. 2009:	 Regulation takes effect. 
	 3rd Qtr 09-10:	 Board subcommittee of two board members begins work with staff on  
		  suggested specific components and topics for the program, in compliance  
		  with board regulations. 
5.	 Participate in emerging issues at the national level affecting the health of  
	 Californians regarding their prescription medicine.  
	 Dec. 2009: 	 Executive Officer provides presentation on California’s e-pedigree  
		  requirements to three national association meetings. 
	 3rd Qtr 09-10:	 Board initiates rulemaking on a regulation to establish requirements  
		  for patient-centered prescription container labels (see report on Legislation  
		  and Regulation Committee’s Goals, Outcomes, Objectives and Measures).



6.	 Provide information about legal requirements involving e-prescribing to support the  
	 Governor’s Health Care Initiative and its promotion of e-prescribing. 
	 Sep. 2007:	 Provided comments on proposed statutory requirements. 
	 Dec 2007:	 Sought Department of Consumer Affairs’ support for involvement in  
		  e-prescribing by the Administration. 
		  Provided comments on proposed e-prescribing initiatives. 
	 Oct. 2008:	 Executive Officer Herold joins a task force to achieve e-prescribing  
		  coordinated by the California HealthCare Foundation. 
	 Nov. 2008:	 Board hosts conference on e-prescribing as part of department’s  
		  professionals  
		  Achieving Consumer Trust Summit. The Medical Board and Dental Board join  
		  us as sponsors. 
	 Jan. 2009:	 Executive Officer Herold works with California HealthCare Foundation and  
		  Medical Board to plan joint activities with licensees to facilitate 
		  e-prescribing. 
	 March 2009:	 Pharmacists and physicians in Visalia attend first of California HealthCare  
		  Foundation’s public forums on e-prescribing. 
	 April 2010:	 Board reviews Drug Enforcement Agency proposed regulations on  
		  e-prescribing of controlled substance. 
7.	 Implement in California the Center for Medicare and Medicaid Service requirements  
	 for security prescription forms that will be required in only four months for all written  
	 Medicaid and Medicare prescriptions. 
	 Oct. 2008:	 Requirements for security forms in place.. 
	 2nd Qtr 09-10:		 Board executive staff and several board members attend California 
			   Healthcare Foundation’s annual summit to implement e-prescribing.
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8.	 Liaison with other state and federal agencies to achieve consumer protection. 
	 1st Qtr 07/08:	 	 Bimonthly meetings initiated with Department of Health Care Services  
			   audit staff to investigate pharmacies and pharmacists involved in  
			   MediCal fraud and drug diversion. Several joint investigations underway  
			   with state and federal agencies. 
	 2nd Qtr 07/08:		 Bimonthly meeting with the Department of Health Care Services  
			   continue. 
			   Board inspectors attend 3-day-training with federal and state  
			   regulations on items involving fraud provided by the Office of Inspector  
			   General of the Department of Health and Human Services. 
			   Joint investigations with other state and federal agencies continue that  
			   involve the board’s jurisdiction. 
	 3rd Qtr 07/08:	 	 Bimonthly meetings with the Department of Health Care Services  
			   continue. 
			   Board works with the Drug Enforcement Administration on joint  
			   investigations and receives specialized training. 
	 4th Qtr 07/08:		  Board staff meets with staff of the California Department of Public  
			   Health regarding joint inspections of licensed healthcare facilities in  
			   California to identify and remove recalled drugs.   
	 3rd Qtr 08/09:		  Executive staff meet with Department of Health Care Services  
			   investigators on cases of mutual concern. Board investigators work with  
			   federal and state drug enforcement officers on search warrants and  
			   mutual investigations.
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	 4th Qtr 08/09:		  Board staff meets with staff of the California Department of Public  
			   Health regarding joint inspections of licensed healthcare facilities in  
			   California to identify and remove recalled drugs.   
	 		  Executive staff meet with Department of Health Care Services  
			   investigators on cases of mutual concern. Board investigators work with  
			   federal and state drug enforcement officers on search warrants and  
			   mutual investigations. 
			   The federal Drug Enforcement Administration provides training to  
			   board staff on new requirements for online pharmacies selling  
			   controlled substances. 
	 2nd Qtr 09/10:		 Executive staff meet with Department of Health Care Services staff 
			   on mutual investigations; DEA staff in Washington D.C. on enforcement 
			   issues involving controlled drugs; the U.S. Attorney General’s office in 
			   Sacramento on two major enforcement matters; and worked with the 
			   Licensing and Certification and Food and Drug Branch of the 
			   California Department of Public Health on issues of mutual concern. 
	 3rd Qtr 09/10:	 	 Board supervising inspectors work with federal, state and local law  
			   enforcement agencies on emerging enforcement issues and  
			   investigations, and worked with the Licensing and Certification and  
			   Food and Drug Branch of the California Department of Public Health on  
			   issues of mutual concern. 
			   Board staff redirected to complete HIPDB reporting. 
	 4th Qtr 09/10:	 	 Board staff continue to report to HIPDB. 



9.	 Work with the California Integrated Waste Management Board to implement  
	 requirements for model programs to take back unwanted prescription medicine from  
	 the public. 
	 March 2008:	 Second meeting with state agency stakeholders on developing components 
		  for model programs that conform with diverse state agency security and 
		  safety requirements. 
	 June 2008:	 Supervising pharmacist inspector attended a two-day multi-disciplinary 
		  conference hosted by the Integrated Waste Management Board on drug  
		  take-back programs. 
	 Aug. 2008:	 Executive Officer Herold speaks at conferences sponsored by the California  
		  Integrated Waste Management Board. 
	 Oct. 2008:	 Enforcement Committee hears presentations on drug take-back programs,  
		  medical waste management processes and the take-back of sharps. 
		  Board to submit comments to California Integrated Waste Management  
		  Board on model programs for take-back programs. 
	 Nov. 2008:	 Executive Officer provides written and verbal testimony at California  
		  Integrated Waste Management Board hearing on the model guidelines. 
	 Dec. 2008:	 Executive Officer participates in public hearing at the California Integrated  
		  Waste Management Board on possible changes to the model guidelines  
		  adopted by the California Integrated Waste Management Board in November. 
	 Feb. 2009:	 California Integrated Waste Management Board amends model guidelines to  
		  include provisions advanced by the board. 
	 Jan. 2010:	 Board writes article on the guidelines for publication in the next issue of  
		  The Script. 
		  Board executive staff attend meetings on “take back drugs” at a statewide 
		  conference of the California Integrated Waste Management Board. 
		  Executive Officer provides presentation on the CIWMB Model Guidelines at a 
		  meeting of 20 rural California counties. 
	 March 2010:	 Board publishes the guidelines in The Script.  
	 April 2010:	 Board inspector will collect information about take back programs in  
		  California pharmacies during inspections.
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10.	 Inspect California hospitals to ensure recalled heparin has been removed from  
	 patient care areas. 
	 4th Qtr 07/08:	 Board initiates inspections of 40 California hospitals looking for counterfeit  
		  heparin and unlicensed sales but discovers recalled heparin still in 40  
		  percent of hospitals inspected. Board notifies the Food and Drug  
		  Administration and California Department of Public Health and initiates  
		  inspections of 533 hospitals during April-June.  
		  Recalled heparin is found in 94 of these facilities. Data reported to board  
		  during June Board Meeting. 
	 1st Qtr 08/09:	 The Script highlights problems found in heparin inspections. Citations and  
		  fines issued to facilities with recalled heparin. Work with hospitals begins to  
		  strengthen drug control within facilities. 
	 2nd Qtr 08/09:	 Hospitals and Pharmacists-in-Charge fined where recalled heparin was  
		  discovered by the board. 
	 3rd Qtr 08/09:	 First stakeholder meeting scheduled to discuss drug distribution within  
		  hospitals. 
	 March 2009:	 First stakeholder meeting convened. 
	 June 2009:	 Second stake holder meeting convened. Development of model guidelines  
		  for recalls underway. 
	 Sep. 2009:	 Stakeholder meeting convened. 
		  Recall guidelines evaluated and additional comments solicited. 
	 Jan. 2010:	 Board reviews final version of recommended steps for addressing recalls in  
		  hospitals. 
	 April 2010:	 Manuscript of addressing recalls in hospitals completed, compiled into  
		  finished report and posted on Website. 
		  Executive officer works with the Healthcare Distributors Management  
		  Association (representing drug wholesalers) to secure notices of recalls more  
		  timely to share with board subscriber list. 
		  Appeals of citations and fines nearly complete. 
	 May 2010:	 Outstanding enforcement/compliance completed.
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11.	 Promulgate regulations required by SB 1441 (Ridley-Thomas, Chapter 548, Statutes of  
	 2008) for recovery programs administered by Department of Consumer Affairs health  
	 care boards. 
	 4th Qtr 08/09:	 Draft proposals for required components 1-6 developed. 
	 1st Qtr 09/10:	 Draft proposals for required components 7-13 developed. 
	 3rd Qtr 09/10:	 Board hears presentation on uniform standards. Staff/counsel identifies  
		  changes required to implement standards. 
12.	 Develop and release Request for Proposal for vendor for Department of Consumer  
	 Affairs health care boards that operate license recovery programs. 
	 4th Qtr 08/09:	 Provisions for Request for Proposal developed: Request for Proposal released. 
	 2nd Qtr 09/10:	 Contract awarded.

13.	 Participate in Department of Consumer Affairs Consumer Protection Enforcement  
	 Initiative to strengthen board enforcement activities and reduce case investigation  
	 completion times for formal discipline. 
	 1st & 2nd Qtr 09/10:	Work with Department of Consumer Affairs on identification of  
			   Enforcement Best Practices. 
			   Board discusses SB 1441 components for Diversion Programs to  
			   strengthen consumer protection enforcement staff attend Enforcement  
			   Best Practices work group. 
	 3rd Qtr 09/10:	 Board senior staff and Board President meet with Department of Consumer  
		  Affairs to discuss enforcement program enhancements in SB 1111. 
		  Board staff begin submitting monthly reports detailing workload and  
		  improvement efforts to the department. 
	 4th Qtr 09/10:	 Board hears presentation on CPEI and current status of department and  
		  board efforts. 
14.	 Initiate criminal conviction unit to review and investigate rap sheets received on  
	 licenses for arrests or convictions. 
	 1st Qtr 09/10:	 Unit created via budget change proposal, 6.5 staff hired, trained, initiate  
		  work.  
		  There are 1,287 rapsheet investigations under review. 
	 2nd Qtr 09/10:	 There are 1,037 rapsheet investigations under review. 
	 3rd Qtr 09/10:	 There are 652 rapsheet investigations under review. 
	 4th Qtr 09/10:	 Post implementation review of Criminal Conviction Unit completed.  
		  Enforcement Committee advised of new unit outcomes. 
15.	 Complete comprehensive review of investigative and enforcement internal  
	 processing to identify process improvements.  
	 1st Qtr 09/10:	 Board staff implemented on-line assignment of investigations. 
		  Board staff implemented on-line review of draft pleadings. 
	 2nd Qtr 09/10:	 Board staff began drafting Default Decision and Orders. 
	 4th Qtr 09/10:	 Board staff began drafting Petition to Revoke Probation Pleadings. 
		  Board staff implemented a pilot program to provide pre-populated  
		  investigation reports to the Compliance Team.
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