
     

         

      

   
 

 

     
  

 

 

   
   

 
     

  
  

   
   

 
       

  
 

          
        

   
             

 
            

       
         

     
 

     
     

         
           

  
  

        
          

          
 

        
       

         
        

        
     

          
    

         
         

       

California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 

1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS 

Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR. 

Fax: (916) 574-8618 
www.pharmacy.ca.gov 

ENFORCEMENT AND COMPOUNDING 
COMMITTEE REPORT 

Allen Schaad, Licensee Member, Chair 
Amy Gutierrez, PharmD, Licensee Member, Vice Chair 
Greg Lippe, Public Member 
Stan Weisser, Licensee Member 
Valerie Muñoz, Public Member 

Report of the Committee Meeting held September 15, 2017.  A copy of the minutes from this 
meeting is provided as Attachment 1. 

a. Discussion and Consideration of Discrepancies Between the State and Federal Controlled 
Substance Schedules and Their Impact on Healthcare Services, and Potential Changes to 
Impact Laws and Regulations 

Background 
Medications with the potential to be the most highly abused or lead to addiction are 
classified under separate federal and state laws into five lists of “scheduled” drugs. Both 
federal and California law number these schedules by Roman numerals -- I, II, III, IV and V. 
The lower the number, the higher the potential for abuse. 

The California controlled substances schedules are codified in the California Health and 
Safety Code. This is statutory law, and no single agency is responsible for ensuring the lists 
are current with respect to drugs of abuse and addiction. The federal controlled substances 
schedules are promulgated federally principally by the DEA and are found the in Code of 
Federal Regulations. 

Schedule I drugs are generally not intended for medicinal use, except under tightly 
controlled research studies and are considered “illegal” or “street” drugs. Marijuana is 
Schedule I drug federally, LSD is a Schedule I drug in both federal and state schedules. 

Schedule II drugs have medicinal value and are prescribed under tightly controlled 
conditions but also have high abuse/addiction potential. Examples are morphine, 
oxycodone, hydromorphone, Adderall. In California, these medications must be prescribed 
on a California security form or e-prescribed according to specific federal requirements, 
cannot generally be ordered via telephone or refilled even one time. An original new 
prescription is needed for each dispensing unless the original prescription has been partially 
filled, and then there are time limits to fully fill the prescription. 

Schedule III and IV drugs have lesser addictive and abuse potential but are still more tightly 
regulated than prescription medication generally.  For example, in California they are subject 
to more restrictive prescribing requirements – including the use of a security form if written, 

Enforcement and Compounding Committee Chair Report – November 2017 Board Meeting 
Page 1 of 11 

www.pharmacy.ca.gov


     
    

 

        
          

        
 

 
      

       
      

       
        

        
      

 
        

         
         
     

         
 

            
        

      
         

      
 

      
         

   
  

        
    
        

        
 

          
     

 

        
 

     

   

  
 

       
   

      

limits on refilling a prescription to six months, and limits on quantity for the aggregate of all 
refills, and a limit on the number of refills. However, unlike Schedule II drugs, these 
medications can be orally ordered for a patient by a prescriber (as well as e-prescribed under 
federal requirements). 

In California prescriptions written for scheduled drugs must be prescribed by prescribers 
using specialized prescription forms ordered from a CA Department of Justice licensed 
printer. There are specific security features for these forms (e.g., thermochromic ink, water 
marks). Scheduled drugs may be prescribed electronically under e-prescribing systems that 
meet federal requirements, but faxing a prescription (where a written prescription is faxed 
to a pharmacy) is not authorized because of original signature requirements. Schedule III -V 
medications can be orally ordered in CA. 

Generally, there is a high degree of similarity in how medications are classified under the 
federal and state schedules. However, there are some differences between the federal and 
state schedules. For example, federal law classifies hydrocodone as a Schedule II drug, but 
under California law, hydrocodone is a Schedule III drug. Federal law today classifies 
tramadol as a Schedule IV drug, but it is not a scheduled drug under California law. 

Nevertheless, the lack of agreement in how a given drug is classified between the federal 
and state schedules makes for interesting results: While a prescription for hydrocodone is a 
Schedule II drug federally, because it is a Schedule III drug in California, there is a question 
about whether hydrocodone could be dispensed by refills (which are allowed for a C-III drug 
but not for a C-II drug). 

In addition to hydrocodone being classified in a different federal schedule than California, 
several additional drugs of abuse are federally scheduled but not scheduled at all in 
California – specifically tramadol and soma.  

One last statement regarding the difference between the two sets of schedules: Federal law 
“exempts” from scheduling combination drugs where the ratio of the controlled drug 
component vs the non-controlled ingredients that federal law “exempts” the drug from 
being a controlled drug.  California HAS NOT adopted the same exemptions. 

Below are examples of products exempt under federal law but not exempt in CA (meaning 
they are scheduled drugs in this state): 

• Fioricet (CA - CIII), HSC 11056(c)(3) butalbital product with barbaturic acid or any salt 
thereof. 

• Donnatal (CA – CIV), HSC 11057(d)(26), 

• Phenobarbital Librax (CA-CIV) HSC 11057(d)(5), 

• Clordiazapoxide 

Basically, if it’s a combination product that has ingredients (such as clordiazepoxide, 
phenobarbital, butalbital, pentobarbital, meprobamate, etc.) on the federal exempt list, 
these medication products remain controlled drugs in California. 
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Committee Discussion and Action 
The Enforcement and Compounding Committee discussed this issue and directed staff to 
evaluate systems that could mesh the federal and state schedules in a manner that 
preserves the requirements of each but ensures that the more highly classified structure of 
a drug in either schedule would take precedence in California. 

Committee Recommendation (Motion):  Direct staff to evaluate the differences in the two 
schedules to determine a way to mesh the federal and state schedules in a manner that 
preserves the requirements of each but ensures that the more highly classified placement 
takes precedence and bring it back to the Enforcement Committee for review. 

The board’s attorneys are working on a legislative solution that will be provided to the 
committee and to the board for evaluation. 

b. Discussion and Consideration of Proposed 2018 Board-Sponsored Legislation Regarding 
CURES 

Attachment 2 
Background 
At the January 2017 Board Meeting, the board identified multiple items for future changes 
it would like to see made to the CURES program. The board also directed staff to pursue 
implementation strategies for these proposals.  Specifically, the board proposed the 
following changes: 

a. Add “days’ supply” of a medication into the viewing screen of a patient when 
pharmacists access the system. 

b. Make modifications to permit prescribers to view the patients and prescriptions in 
CURES where they are identified as the prescriber. 

c. Require dispensers to report data into CURES within 48 hours of dispensing (currently 
this time frame is no longer than 7 days). 

d. Add the reporting of Schedule V medications dispensed to the CURES system 
(currently federal Schedule II – IV medications are required to be entered). 

Item (a) was activated by the Department of Justice soon after they participated in a 
discussion with the board.  For months, pharmacists have been able to view the days’ 
supply of medication for each medication entered into a patient’s profile. 

The remaining three items have not been incorporated into CURES. Item (b) may need to 
be made statutorily; items (c) and (d) will require legislation. 

At the July 2017 Board Meeting, staff from the Department of Justice made a presentation 
to the board on the CURES 2.0 implementation. During part of that presentation, the DOJ 
staff indicated a willingness to work with the board on possible statutory modifications to 
the CURES system in the coming year. 
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Committee Discussion and Action 
The committee discussed the above items. Additional discussion included that California 
is one of seven states that is not sharing its prescription drug monitoring program across 
state lines.  The minutes detail the discussion. 

Committee Recommendation (Motion): Sponsor the following provisions in 2018 
legislation: 

1. Make modifications to permit prescribers to view the patients and prescriptions in 
CURES where they are identified as the prescriber. 

2. Require dispensers to report data into CURES within 48 hours of dispensing. (Currently 
this time frame is no longer than 7 days.) 

3. Add the reporting of Schedule V medications dispensed to the CURES system. 
(Currently federal Schedule II – IV medications are required to be entered.) 

4. Secure interstate data exchange of PDMP information.  

Attachment 2 contains the text of the proposed legislative changes. 

c. Discussion and Consideration of Board Policy to Conduct Inspections of All Pharmacies 
Every Four Years 

Background 
Last year during the board’s sunset review, a proposal was made to require that the board 
perform inspections of all pharmacies once every four years. The goal was to ensure that 
all pharmacies would have a compliance inspection during this time. The focus of these 
inspections would be aimed at compliance and education, and not specifically due to 
performance of a sterile compounding inspection, nor due to the need for an investigation 
of a complaint or possible violation of pharmacy law. 

During the discussion, the board concluded that a statutory requirement to perform 
compliance inspections every four years was not necessary and instead developed a policy 
that the board’s inspectors would inspect all pharmacies once every four years. 

Below is inspection data for the prior four years.  

Total Inspections: FY 13-14 thru FY 16-17 by Visit Type 

Inspection Type FY 13-14 FY 14-15 FY 15-16 FY 16-17 Total 

Routine 287 342 235 300 1164 

Investigation 875 926 1065 757 3623 

Probation/PRP 139 227 208 311 885 

Sterile Compounding 996 1067 1123 976 4162 

Other 32 26 9 9 76 

Grand Total 2329 2588 2640 2353 9910 
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As a reminder, education of licensees is an important part of the board’s operations. The 
board educates licensees in various ways as described below. 

• The Script: The board’s primary means of education for licensees is its newsletter, 
which is published once per quarter and is available on the board’s website. 
http://www.pharmacy.ca.gov/publications/script.shtml 

• Presentations: The board provides presentations at various events such as 
association meetings and schools of pharmacy. The presentations usually include 
updates to pharmacy law or board priorities. Often CE units are provided for 
attendees. 

• Subscriber alert system: The board utilizes an electronic subscriber alert system 
to provide information directly to licensees about new laws or regulations as they 
take effect, and then provides links to the board website where licensees can 
learn more about a new requirement. 

• Self-assessment forms: Completing the self-assessment forms allows licensees to 
identify key laws that impact their practice to ensure compliance. 

• “Ask an inspector:” The board has reinstated the “ask an inspector” program to 
give licensees the opportunity to speak with a board inspector regarding 
questions of pharmacy law. 

Additionally, the board now requires every pharmacist to take at least two CE units of 
education provided directly by the board as a condition of license renewal. 

A periodic inspection by a board inspector where compliance is the focus would further 
benefit the public through improved education of board licensees. It would also allow 
identification of violations before they come to the board’s attention in other ways as well. 

Committee Discussion and Action 
During the meeting, the committee discussed the statistics and directed staff to establish a 
means to ensure that all pharmacies will be inspected every four years. The committee 
emphasized that these inspections needed to be accomplished with existing resources. 

The board’s staff will provide periodic reports to the committee and board on its progress 
to achieve the compliance inspections. Among the reports requested will be graphs to 
compare the activities of inspectors by number of inspections, investigations and other 
work.  Staff will also research requirements in other states for inspections and their 
frequency.  

d. Discussion and Consideration of Possible Statutory or Regulatory Changes to Expand 
the Use of Automated Drug Delivery Systems (ADDS) 

Attachments 3 and 4 
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Background: 
There is increasing interest and demand for expanded use of ADDS in pharmacies, clinics 
and other environments to provide medications to patients.  Generally, there are two 
major forms of these machines: 

1. Storage of medication until a specific dose is needed for a patient (e.g., Pyxis 
machines in hospitals and skilled nursing facilities) where the medication is obtained 
by a health care provider after it has been ordered for a patient. 

2. Storage of a full dosing regimen for a specific patient awaiting patient pick up (e.g., 
Asteres machine currently under study by UCSD, ADDS that comply with 
requirements established by California Code of Regulation section 1713 for refills that 
patients opt in to use from a machine adjacent to a pharmacy counter, use of ADDS 
via remote technology as authorized in clinics licensed by Business and Professions 
Code section 4186). 

At a technology summit held by the board earlier this year, various forms of technology 
were demonstrated.  A summary of the technology was categorized and organized into a 
table, which is provided as Attachment 3. 

In 2017 there were two legislative proposals introduced in the California Legislature to 
allow for additional uses of the machines: 

• A machine that can store medication in fire departments and EMSA offices to replenish 
ambulance supplies when convenient for the ambulance (sponsored by the board and 
enacted). 

• A machine installed in clinics, operated by a pharmacy, to dispense 240B drugs to 
qualified patients (stalled in the Legislature).  

Attachment 4 contains three sections of California Pharmacy Law that specifically address 
ADDS machines. 

During the year, board staff has been working to resolve various issues relating to the 
existing law we have in this area: 

• Under Health and Safety Code section 1261.6 (where medication can be stored for unit 
dose administration to patients by health care personnel after the medication is 
delivered to a skilled nursing facility by a pharmacy): 
o Who can refill the machines? 
o Who can deliver the medication to the facility? Should storage in vehicles be 

prohibited?  What type of security during transportation is required? 
o Can the medications be stored at the facility before loaded into the machine? If so, 

where? 
o How will expired medication be removed from an ADDS? 

• Under Business and Professions Code sections 4105.5, 4186 and California Code of 
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Regulations section 1713 (where patients will be dispensed their medication): 
o Is patient consent required to use the ADDS?  How often does it need to be 

reviewed/reaffirmed? 
o Is patient consultation required? When, only on initial fills? 
o Is a phone connection adequate, or is a video camera also needed? 
o How can language interpretations be secured via ADDS? 
o Should ADDS be placed in non-pharmacy areas?  If so, how should security of the 

medication and patient confidentiality be provided? 
o How long may a refill be provided? 
o Should all medication be available via an ADDS dispensing? 
o Should patients be reminded about the need for some drug therapy to be 

monitored periodically via testing?  If so, how should this be meshed into patient 
care? 

• General questions: 
o Who can own/operate an ADDS (A licensed pharmacy, a pharmacist, anyone)? 
o If a pharmacy must own the ADDS, can it do so from an out of state location? 
o Where can (or even if) drug stock that will be placed in the machine may be 

temporally stored outside the machine (in locked areas, in transport vehicles, etc.) 
o Should the board inspect the machines? 
o Authentication systems to ensure the appropriate patient gains access to the stored 

medication. 

Committee Discussion and Action 
Once the questions above are addressed, the committee suggested a self-assessment 
process be established to promote compliance. 

The committee directed that Chairperson Schaad work with staff on developing a 
framework for future regulation of ADDS and bring this to the next Enforcement and 
Compounding Committee. 

e. Discussion and Consideration of the University of California San Diego’s Experimental 
Program Regarding Access to Medications from an ADDS -- Pursuant to California Code of 
Regulations, Title 15 Section 1706.5 

Attachments 5 & 6 
Background 
At the July 2017 Board Meeting, the board heard and discussed the results of the UCSD 
experimental study involving the use of ADDS technology to dispense new and refill 
medications to outpatients in an area nonadjacent to a pharmacy counter. This study 
involves a waiver of California Code of Regulations Title 16, section 1713, in that it allows 
first-time fills to be dispensed via an ADDS machine, and the ADDS is not adjacent to a 
pharmacy counter but is installed in a hospital location. 

During the July Board Meeting, the board heard the final report of this study and supported 
a request from UCSD to extend the study for one year to provide additional data regarding 
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the study and time for the board to consider a regulation modification involving ADDS to 
provide medication to patients.  

At the July Meeting, the board had questions regarding the study which are highlighted in 
draft meeting minutes from this portion of the board meeting (Attachment 5). 

Following the discussion, the board approved the following motion: Extend the UC San 
Diego study for another 12 months (July 26, 2017 -July 25, 2018). Additionally, request that 
the data provided to the board include a distinction between new prescriptions (as defined 
by law) and previously dispensed prescriptions. 

Committee Discussion 
During the September Enforcement and Compounding Committee meeting, the committee 
again heard presentations from Asteres and UC San Diego. During the presentation Dr. 
Hirsch requested that that following changes be made to the data collection parameters 
for the study moving forward. 

• Return to Stock: continue to collect data 

• Pick-Up Time: continue to collect data 

• Kiosk Patient Survey Data: continue to collect data 

• Counseling Logs: continue to complete the logs through the end of 2017 (note: all 
counseling will continue to occur; the log is the only part that stop) 

• Truly New Prescriptions: add this manual data collection to the study 

• Therapeutic Class: remove from study 

The committee discussed whether the study should be extended longer than one year to 
build in time to gather more data and if appropriate to secure statutory or regulation 
changes.  Staff counsel also requested that the amended IRB be provided to the board at 
its next meeting. The full discussion can be found in the meeting minutes provided in 
Attachment 1. 

After consideration, the committee made the following motions. 

Committee Recommendation (Motion): Approve the changes to the study as provided 
below and direct staff to work with UCSD to ensure that the changes made to the IRB are 
consistent with the committee’s discussion.  

• Return to Stock: continue to collect data 

• Pick-Up Time: continue to collect data 

• Kiosk Patient Survey Data: continue to collect data 

• Counseling Logs: continue to complete the logs through the end of 2017 (note: all 

counseling will continue to occur; the log is the only part that stop) 

• Truly New Prescriptions: add this manual data collection to the study 

• Therapeutic Class: remove from study 
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Committee Recommendation (Motion): Direct UCSD to provide study updates to the 
Enforcement Committee every six months. 

The committee asked that UC San Diego provide a progress report to the committee at its 
March 2018 meeting. 

Recent Update 
Subsequent to the Enforcement Committee staff received a draft of the amended IRB from 
UC San Diego. The amended IRB is provided in Attachment 6 for the board’s review. The 
changes to the IRB include: 

• Extend the study for one additional year – reflecting a total study period of two years 
for data collection (until March 2018). 

• Discontinue collection of therapeutic class of prescriptions dispensed. 

• Add questions to discern “truly new” prescriptions from those that the patient had 
taken before use of a kiosk to obtain the medication. 

• End completion of counseling logs for counseling sessions at the end of 2017. 

• Remove two study team members (who have graduated from pharmacy school). 

Dr. Hirsch will be available via phone during the meeting if the board has any questions about 
the proposed amendments to the study. 

For Board Consideration and Action 
In addition to the committee recommendations staff is proposing that the board consider 
amending the study time frame from one year to two years. This will allow UC San Diego to 
gather more patient data and will allow adequate time should the board decide to amend 
1713. 

The Enforcement Committee discussed extending the study beyond one year; however, the 
committee did not vote to approve the extension. If the board agrees that it is appropriate 
to extend the study to two years then a motion from the board would be required. 

Committee Recommendation (Motion): Approve the changes to the study as provided 
below and direct staff to work with UCSD to ensure that the changes made to the IRB are 
consistent with the committee’s discussion.  

• Return to Stock: continue to collect data 

• Pick-Up Time: continue to collect data 

• Kiosk Patient Survey Data: continue to collect data 

• Counseling Logs: continue to complete the logs through the end of 2017 (note: all 

counseling will continue to occur; the log is the only part that stop) 

• Truly New Prescriptions: add this manual data collection to the study 

• Therapeutic Class: remove from study 
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Committee Recommendation (Motion): Direct UCSD to provide study updates to the 
Enforcement Committee every six months. 

Staff Recommendation: Extend the study another year to allow adequate time to gather 
more patient data and for the board to consider possible amendments to 1713. 

f. Status Report on Waivers for Compounding Construction Compliance Delays Pursuant to 
California Code of Regulations, Title 16, Sections 1735.6 and 1751.4. 

Background 
Title 16 of California Code of Regulations (CCR) section 1735.6 (f) states that where 
compliance with California’s compounding regulations requires physical construction or 
alteration to a facility or physical environment, the board may grant a waiver for a period of 
time to permit the required physical changes. There is a related provision in CCR section 
1751.4 which provides the same allowances for sterile compounding facilities. 

An application for any waiver must be made in writing, identify the provisions requiring 
physical construction or alteration, and provide a timeline for any such changes. The board 
is able to grant the waiver for a specified period when, in its discretion, good cause is 
demonstrated for the waiver. 

Initial review of the waiver is performed by staff led by the executive officer, who approves 
or denies the waiver request. Approval or denial of a waiver is provided to facilities in 
writing.  If a waiver is denied by the executive officer, there is an appeal process which will 
be reviewed by two board members, currently Board Members Schaad and Law.  

The goal of the construction waiver process is to secure full compliance at the earliest 
possible time. 

Facilities that have been denied a waiver have been made aware that there is an appeal 
process. Such waiver appeals go to the subcommittee of Mr. Schaad and Mr. Law. There 
have been no additional appeals made since July 1, 2017. 

Most request waiver sections are 1735.6(e) and 1751.4(g) for the external venting 
requirement for compounding hazardous drugs. 

Recent Update 
The waiver review process is ongoing as pharmacies continue to seek extensions or 
modifications (often due to construction delays) in their facilities to comply with <USP> 800.  
The executive officer has provided specific timelines to facilities requesting a waiver with 
respect to the Office of Statewide Health Planning and Development (OSHPD) approval, 
status reports of construction and final completion dates. 

Until mid-October, the implementation date of USP <800> was July 1, 2018. The board had been 
using this date as the final end date for any waiver it issued.  However, this time frame was 
recently extended until December 1, 2019, when modifications to USP <797> are also expected. 
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As such, the board needs to explore how it will handle waiver requests for compliance that 
will occur beyond July 2018.  Additionally, the board continues to receive requests for 
waivers well beyond even the December 2019 date, sometimes as long as 2022. The board 
will have an opportunity to discuss this issue during this board meeting. 

Status of Waiver Requests Received as of 6/27/17: 

• Total Waivers Received: 609 

• Total Waivers Processed: 607 
o Denied: 40 - 6.5% 
o Withdrawn: 100 - 16.5% 
o Approved: 380 - 62.6% 
o Non-responsive letters sent: 21 - 3.5% 
o In process: 66 - 10.8% 

• Total Waivers Pending Review: 2 

• Total Waiver Extensions Granted: 60 

g. Enforcement Statistics 

Attachment 7 contains the enforcement statistics for the first quarter of 2017/2018. 

h. Future Committee Meeting Dates 

The board is in the process of scheduling an additional committee meeting prior to the 
February 2018 Board Meeting. When the meeting date is finalized the board’s website will 
be updated and a subscriber alert will be sent. 

Below are the scheduled committee dates for 2018. 

• March 28, 2018 

• June 7, 2018 

• September 5, 2018 

• December 13, 2018 
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California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 

1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS 
Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR. 
Fax: (916) 574-8618 
www.pharmacy.ca.gov 

STATE BOARD OF PHARMACY 
DEPARTMENT OF CONSUMER AFFAIRS 

ENFORCEMENT AND COMPOUNDING COMMITTEE 
MEETING MINUTES 

DATE: September 15, 2017 

LOCATION: Northstate Univeristy, School of Pharmacy 
9700 West Taron Drive – P3 Classroom 
Elk Grove, CA 95757 

COMMITTEE MEMBERS PRESENT: Allen Schaad, Licensee Member, Chair 
Amy Gutierrez, PharmD, Licensee Member, Vice Chair 
Valerie Muñoz, Public Member 
Gregory Lippe, Public Member 

COMMITTEE MEMBERS NOT PRESENT: Stan Weisser, Licensee Member 

STAFF MEMBERS PRESENT: Virginia Herold, Executive Officer 
Anne Sodergren, Assistant Executive Officer 
Laura Freedman, DCA Staff Counsel 
Laura Hendricks, Staff Analyst 

1. Call to Order, Establishment of Quorum and General Announcements 

President Gutierrez called the meeting to order at 9:30 a.m. Board members present: Amy 
Gutierrez, Valerie Munoz, Gregory Lippe, and Allen Schaad. 

President Gutierrez noted that she would be chairing the meeting for Allen Schaad because he had 
lost his voice. 

2. Public Comments on Items Not on the Agenda/Agenda Items for Future Meetings 

Note: The committee may not discuss or take action on any matter raised during this public comment 
section that is not included on this agenda, except to decide whether to place the matter on the 
agenda of a future meeting. [Government Code sections 11125, 11125.7(a)] 

Ms. Herold explained that another Enforcement Committee meeting would be scheduled prior to the 
February Board Meeting that would focus on sterile compounding issues. 

Angie Manetti representing the California Retailers Association and Daniel Rodriguez representing 
the California Pharmacist Association thanked the board for scheduling another committee meeting 
to handle sterile compounding. Mr. Rodriguez stated that CPhA would be submitting comments for 
the sterile compounding committee meeting. 

Enforcement and Compounding Committee Meeting Minutes – September 15, 2017 
Page 1 of 13 

http://www.pharmacy.ca.gov/


 
 

 
   

      
 

 

 
  

     
 

 
    

   
 

 
         

    
 

 

         
     

           
         

      
  

          
          

         
     

 
           

        
      

       
        

           
       

    
    

           
        

      
      

          
        

 
       

     
        
   

 
        

Michael Blair, veterinary compounding pharmacist, stated that in 2010 there was a shortage of 
diazepam. He explained that compounding pharmacies were able to alleviate the shortage by 
compounding injectable diazepam. He expressed concern that the board’s current requirements for 
beyond use dating is preventing compounding pharmacies from helping alleviate shortages and is 
resulting in patient harm. 

Corey Meto representing Diamond Back Drugs asked the committee to consider if the same 
compounding requirements should be applied to research studies. He stated that adding such 
requirements could slow down important studies that are already underway. 

3. Discussion and Consideration of the Discrepancies Between the State and Federal Controlled 
Substance Schedules and its Impact on Healthcare Services and Potential Changes to Impact Laws 
and Regulations 

President Gutierrez stated that the California controlled substances schedules are codified in 
the California Health and Safety Code. This is statutory law, and no single agency is 
responsible for ensuring the lists are current with respect to drugs of abuse and addiction. She 
added that the federal controlled substances schedules are promulgated federally principally 
by the DEA and are found the in Code of Federal Regulations. 

President Gutierrez explained that Schedule I drugs are generally not intended for medicinal 
use, except under tightly controlled research studies and are considered “illegal” or “street” 
drugs. She noted that marijuana is a Schedule I drug federally, and LSD is a Schedule I drug in 
both federal and state schedules. 

President Gutierrez reported that Schedule II drugs have medicinal value and are prescribed 
under tightly controlled conditions, but they also have high abuse/addiction potential; 
examples are morphine, oxycodone, hydromorphone and Adderall. In California, these 
medications must be prescribed on a California security form or e-prescribed according to 
specific federal requirements, and they cannot generally be ordered via telephone or refilled 
even one time. President Gutierrez explained that an original, new prescription is needed for 
each dispensing unless the original prescription has been partially filled, and then there are 
time limits to fully fill the prescription. 

President Gutierrez explained that Schedule III and IV drugs have lesser addictive and abuse 
potential, but they are still more tightly regulated than prescription medication generally. For 
example, in California they are subject to more restrictive prescribing requirements (use of a 
security form if written, limits on refilling a prescription to six months, limits on quantity for 
the aggregate of all refills, and a limit on the number of refills). She noted that unlike Schedule 
II drugs, these medications can be orally ordered for a patient by a prescriber. 

President Gutierrez stated that Schedule V drugs generally have lesser addictive and abuse 
potential than medications classified in Schedules I-IV, but they still are abused. These 
medications are often cough syrups, including the highly abused and frequent target of 
pharmacy robberies – promethazine with codeine. 

President Gutierrez explained that in California prescriptions written for scheduled drugs 
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must be prescribed by prescribers using specialized prescription forms ordered from a CA 
Department of Justice licensed printer. There are specific security features for these forms 
(e.g., thermochromic ink, water marks). President Gutierrez also explained that Scheduled 
drugs may be prescribed electronically under e-prescribing systems that meet federal 
requirements, but faxing a prescription (where a written prescription is faxed to a pharmacy) 
is not authorized because of original signature requirements. She noted that Schedule III-V 
medications can be orally ordered in CA. 

President Gutierrez explained that generally, there is a high degree of similarity in how 
medications are classified under the federal and state schedules. However, there are some 
differences between the federal and state schedules. For example, federal law classifies 
hydrocodone as a Schedule II drug; under California law, hydrocodone is a Schedule III drug. 
She added that federal law today classifies tramadol as a Schedule IV drug; it is not a 
scheduled drug under California law. 

President Gutierrez stated that there is enough difference between the federal and state 
controlled substances schedules that entry of medications into CURES is done according to 
the federal controlled substances schedules, not California’s. 

President Gutierrez explained that the lack of agreement in how a given drug is classified 
between the federal and state schedules makes for interesting results: while a prescription for 
hydrocodone is a Schedule II drug federally, because it is a Schedule III drug in California, 
there is a question about whether hydrocodone could be dispensed by refills (which are 
allowed for a C-III drug but not for a C-II drug). 

President Gutierrez stated that in addition to hydrocodone being classified in a different 
federal schedule than California, additional drugs of abuse are federally scheduled but not 
scheduled at all in California – specifically tramadol and soma.  

President Gutierrez stated that federal law exempts from scheduling as a controlled drug 
those combination drugs where the ratio of the controlled drug ingredient vs. the non-
controlled ingredients is at a level low enough to exclude the combination drug from being a 
controlled drug. Below are examples of such federally exempt combination products. 
California has NOT adopted the same exemptions. 

• Fioricet (CA - CIII), HSC 11056(c)(3) butalbital product with barbaturic acid or any salt 
thereof. 

• Donnatal (CA – CIV), HSC 11057(d)(26). 

• Phenobarbital Librax (CA-CIV) HSC 11057(d)(5). 

• Clordiazapoxide. 

Ms. Herold stated that basically, if it’s a combination product that has ingredients (such as 
clordiazepoxide, phenobarbital, butalbital, pentobarbital, meprobamate, etc.) on the federal 
exempt list, these medication products remain controlled drugs in California. 

Ms. Herold stated that staff is recommending that the schedules be evaluated to determine a 
way to mesh the federal and state schedules in a manner that preserves the requirements of 
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each, but ensures that the more highly classified structure of a drug in either schedule would 
take precedence in California. 

Mr. Lippe asked how marijuana would be handled as it is legal in California but is a Schedule I 
drug federally. He added that this is inconsistent, especially in light of the fact that DCA just 
created the Bureau of Cannabis Control to regulate its use in California. 

President Gutierrez asked Ms. Freedman if California can simply defer to the federal 
schedule. Ms. Freedman stated that the California schedule is in statute so a statutory 
change would be required. President Gutierrez asked if the statutory change could be simply 
stating the California follows the federal schedule so that our statute does not have to be 
changed each time the federal schedule changes. Ms. Freedman responded that because the 
California schedule in in the Health and Safety Code, discrepancies such as the scheduling of 
marijuana must be addressed. 

Robert Stein, representing KGI School of Pharmacy, stated that the statutory change would 
need to be in Health and Safety Code 11056. He recommended against simply following the 
federal schedule. 

President Gutierrez asked how the board would “mesh” the two schedules. Ms. Herold 
responded that the more stringent of the two schedules would apply with specific 
exceptions. 

Committee Recommendation (Motion): Direct staff to evaluate two schedules and 
determine a way to mesh the federal and state schedules in a manner that preserves the 
requirements of each but ensures that the more highly classified structure of a drug in either 
schedule would take precedence in California. 

M/S: Munoz/Lippe 

Support: 4 Oppose: 0 Abstain: 0 

President Gutierrez stated that the proposal will be brought to the full board at its next 
meeting. 

4. Discussion and Consideration of Proposed 2018 Board Sponsored Legislation Regarding 
CURES 

President Gutierrez reported that at the January 2017 board meeting, the board identified 
multiple items for future changes it would like to see made to the CURES program. The board 
also directed staff to pursue implementation strategies for these proposals. Specifically, the 
board proposed the following changes: 

a. Add “days’ supply” of a medication into the viewing screen of a patient when 
pharmacists access the system. 

b. Make modifications to permit prescribers to view the patients and prescriptions in 
CURES where they are identified as the prescriber. 
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c. Require dispensers to report data into CURES within 48 hours of dispensing. 
(Currently this time frame is no longer than 7 days.) 

d. Add the reporting of Schedule V medications dispensed to the CURES system. 
(Currently federal Schedule II – IV medications are required to be entered.) 

President Gutierrez stated that item (a) was activated by the Department of Justice soon 
after the department participated in a discussion with the board. For months, pharmacists 
have been able to view the days’ supply of medication for each medication entered into a 
patient’s profile. 

President Gutierrez explained that the remaining three items have not been incorporated 
into CURES. Item (b) may need to be made statutorily; items (c) and (d) will require 
legislation. 

President Gutierrez stated that at the July 2017 board meeting, staff from the Department 
of Justice made a presentation to the board on the CURES 2.0 implementation. During part 
of that presentation, the DOJ staff indicated a willingness to work with the board on 
possible statutory modifications to the CURES system in the coming year. 

Ms. Herold noted that inspectors are finding that people are purchasing prescription forms 
online and the doctor has no idea that their name and license information is being used 
fraudulently. 

President Gutierrez added that California is one of seven states that is not sharing 
prescription drug monitoring program (PDMP) data across state lines (CURES is California’s 
PDMP). She stated that staff is recommending that the committee also address working 
with the Department of Justice to secure interstate data exchange of PDMP information.  
Ms. Herold added that this would require a statutory change. 

Robert Stein, representing KGI spoke in support of prescribers being able to see reports on 
their own patients. He added that the legislation should also address the difference in the 
federal and state schedules. 

Committee Recommendation (Motion): Direct staff to pursue the necessary legislation to 
address the items below. 

a. Make modifications to permit prescribers to view the patients and prescriptions in 
CURES where they are identified as the prescriber. 

b. Require dispensers to report data into CURES within 48 hours of dispensing. 
(Currently this time frame is no longer than 7 days.) 

c. Add the reporting of Schedule V medications dispensed to the CURES system. 
(Currently federal Schedule II – IV medications are required to be entered.) 

d. Secure interstate data exchange of PDMP information.  Ms. Herold added that this 
would require a statutory change. 

M/S: Lippe/Schaad 
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Support: 4 Oppose: 0 Abstain: 0 

5. Discussion and Consideration of Board Policy to Conduct Inspections of All Pharmacies 
Every Four Years 

President Gutierrez reported that last year during the board’s sunset review, a proposal was 
made to require that the board perform inspections of all pharmacies once every four years. 
The goal was to ensure that all pharmacies would have a compliance inspection during this 
time. She added that the focus of these inspections would be aimed at compliance and 
education, and not specifically due to performance of a sterile compounding inspection nor 
due to the need for an investigation of a complaint or possible violation of pharmacy law. 

President Gutierrez stated that during the discussion, the board concluded that a statutory 
requirement to perform compliance inspections every four years was not necessary and 
instead developed a policy that the board’s inspectors would inspect all pharmacies once 
every four years. 

Below is inspection data for the prior four years.  

Total Inspections: FY 13-14 thru FY 16-17 by Visit Type 

Inspection Type FY 13-14 FY 14-15 FY 15-16 FY 16-17 Total 

Routine 287 342 235 300 1164 

Investigation 875 926 1065 757 3623 

Probation/PRP 139 227 208 311 885 

Sterile Compounding 996 1067 1123 976 4162 

Other 32 26 9 9 76 

Grand Total 2329 2588 2640 2353 9910 

President Gutierrez noted that while the number of inspectors have increased the number of 
inspections completed has not increased. Ms. Herold responded that part of that is due to 
positions being vacant and then needing to train the inspectors once they were hired. 

Ms. Herold briefly described the current inspection schedules. 

Mr. Schaad requested more information on the duties and productivity of inspectors. 
President Gutierrez requested that staff graph the number of inspectors versus cases and 
inspections. She also noted that previously it had been decided by the board that these 
inspections needed to be done with existing resources. 

Ms. Munoz recommended looking at inspection data from other states. She also noted that 
once the inspections are implemented, staff should look at how it impacts other workload, 
e.g., a decrease in enforcement action. 
President Gutierrez asked staff to research if any other states have regulations requiring a 
certain number of inspections to be completed in a specific time period. 
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Ms. Herold stated that these inspections are going to be focused on educating pharmacies 
and making sure that they are in compliance with pharmacy law. Mr. Schaad recommended 
that the Communication and Public Education Committee look at ways to more effectively 
communicate with licensees. A member of the public noted that the board could highlight 
the information that is available on the board’s website in each issue of The Script. 

6. Discussion and Consideration of Possible Statutory or Regulatory Changes to Expand the 
Use of Automated Drug Delivery Systems (ADDS) 
President Gutierrez stated that there is increasing interest and demand for expanded use of 
ADDS in pharmacies, clinics and other environments to provide medications to patients. 
Generally, there are two major forms of these machines: 

1. Storage of medication until a specific dose is needed for a patient (e.g., Pyxis machines 
in hospitals and skilled nursing facilities), where the medication is obtained by a health 
care provider after it has been ordered for a patient. 

2. Storage of a full dosing regimen for a specific patient awaiting patient pick up (e.g., 
Asteres machine currently under study by UCSD, ADDS that comply with requirements 
established by California Code of Regulation section 1713 for refills that patients opt in 
to use from a machine adjacent to a pharmacy counter, use of ADDS via remote 
technology as authorized in clinics licensed by Business and Professions Code section 
4186). 

President Gutierrez reported that at a technology summit held by the board earlier this year, 
various forms of technology were demonstrated. 

Note: A summary of the technology was categorized and organized into a table, which was 
provided in the meeting materials. 

President Gutierrez explained that this year in the California Legislature there are two 
proposals to allow for additional uses of the machines: 

• A machine that can store medication in fire departments and EMSA offices to replenish 
ambulance supplies when convenient for the ambulance (sponsored by the board). 

• A machine installed in clinics, operated by a pharmacy, to dispense 240B drugs to 
qualified patients. 

President Gutierrez stated that these machines benefit patients by increasing their access to 
pharmaceutical care. She noted that there needs to be appropriate security measures in 
place, and she directed staff to look at ATM security features (e.g. video cameras). The 
committee agreed with this recommendation. 

Mr. Schaad noted that the board must be notified if any theft or diversion occurs in these 
machines. 

The committee also expressed their desire to ensure that appropriate patient consultation 
occurs when these machines are used by patients. 
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Ms. Herold stated that these machines are going to increase in use and the board needs to 
create requirements now rather than after problems occur. 

Ms. Herold noted that the board’s requirements also need to address how and where the 
drugs are being stored before they are put into the machine. 

Ms. Herold discussed the need to regulate who can owns the machines. The committee 
stated that it may be more important to regulate who actually operates the machines. 

Ms. Munoz stated that these machines should also be inspected by the board. The 
committee agreed. President Gutierrez recommended creating a self-assessment form 
specific to these machines. 

Art Whitney cautioned the board against over-regulate these machines. President Gutierrez 
responded that most of the security features would apply to machines where patients are 
directly accessing the medications at a location away from a pharmacy. Ms. Herold stated 
that healthcare professionals divert from the machines being used in healthcare facilities. 

The committee recommended creating separate requirements based on who is accessing 
the medication from the machines (patients vs. healthcare professionals). 

Robert Stein, recommended not allowing a machine to be used in a telepharmacy setting. 

A member of the public stated that these machines are used extensively in Canada, she 
recommended that the board look at their requirements and the research they conducted 
on their use. 

President Gutierrez asked Ms. Sodergren if there are any other issues that she feels the 
committee should address so that staff can draft language. Ms. Sodergren recommended 
the committee delegate authority to the chair of the committee to work with staff on 
drafting the language based on the board’s discussion and bringing it back to the committee 
for review.  The committee agreed with the is recommendation and Ms. Schaad agreed to 
work with staff on the language. 

Daniel Rodriguez stated that there needs to be a requirement for the machine to verify that 
the person picking up the medication is actually the patient or their agent. The committee 
agreed with this recommendation.  

7. Discussion and Consideration of the University of California San Diego’s Experimental 
Program Regarding Access to Medications from an Automated Drug Delivery System 
(ADDS) (Pursuant to California Code of Regulations, Title 16, Section 1706.5) 

President Gutierrez reported that at the July 2017 board meeting, the board heard and 
discussed the results of the UCSD experimental study involving the use of ADDS technology 
to dispense new and refill medications to outpatients in an area nonadjacent to a pharmacy 
counter. This study involves a waiver of California Code of Regulations Title 16, section 1713, 
in that it allows first-time fills to be dispensed via an ADDS machine, and the ADDS is not 
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adjacent to a pharmacy counter. 

President Gutierrez stated that during the July board meeting, the board heard the final 
report of this study and considered a request from UCSD to extend the study for one year to 
provide additional data regarding study and time for the board to consider a regulation 
modification involving ADDS to provide medication to patients. 

President Gutierrez explained that after the discussion, the board approved the following 
motion: Extend the pilot UC San Diego study for another 12 months (July 26, 2017 -July 25, 
2018); additionally, request that the data provided to the board include a distinction 
between new prescriptions (as defined by law) and previously dispensed prescriptions. 

President Gutierrez stated that at this meeting two presentations would be provided to 
update the committee on the extended study. 

Sara Lake and Dr. Allen provided a presentation on the use of the ScriptsCenter machines in 
the United States. The presentation provided statistics on the number of prescriptions 
dispensed by the machines in each state, the number of patients using the machines in each 
state, and the return to stock percentages in each state. The presentation also highlighted 
how consultations are provided at the machines and how a patient’s identity is verified by 
the machine. 

Note: a copy of the entire presentation is provided following these minutes. 

President Gutierrez asked if the Department of Veterans Affairs use the ScriptCenter 
machines. Ms. Lake confirmed that the V.A. does use the machines. 

Dr. Jan Hirsch, from the UCSD Skaggs School of Pharmacy provided a presentation on the 
proposal to modify the study. 

Note: the entire presentation is provided following these minutes. 

Dr. Hirsch reviewed the results of the initial study which included the fact that there was no 
difference in the return to stock rate between the machine and the traditional pharmacy and 
that it took patients an average of one day longer to pick their prescriptions up from the 
machine. 

Dr. Hirsch noted that at the last meeting the board had requested that they collect data on 
“truly new” prescriptions. She explained that that UCSD did an analysis for a 10-month 
period (March – December 2016) and the average percentage of “truly new” prescriptions 
per month was about 55%.  Dr. Hirsch explained that the automated system would not allow 
them to collect data on the truly new prescriptions, however, the pharmacists will manually 
collect the data. All prescriptions will be categorized as either: new to patient, new to 
pharmacy, or re-write. 

Dr. Hirsch stated that they would like the committee to approve the removal of “therapeutic 
categories” from the data collection. 
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Dr. Hirsch provided an overview of the requested data collection parameters for the study 
moving forward. 

• Return to Stock: continue to collect data 

• Pick-Up Time: continue to collect data 

• Kiosk Patient Survey Data: continue to collect data 

• Counseling Logs: continue to complete the logs through the end of 2017 (note: all 
counseling will continue to occur; the log is the only part that stop) 

• Truly New Prescriptions: add this manual data collection to the study 

• Therapeutic Class: remove from study 

Dr. Hirsch asked is it would be appropriate to extend the study from 12 months to 18 months in order 
to allow for enough time for the board to complete the regulation process allowing the use of the 
machines in locations outside of pharmacies. The committee agreed that the study timeframe should 
be extended to allow for time to complete the regulation process and discussed extending it to 24 
months. 

Ms. Freedman requested that the amended IRB (even if it is just the draft) be provided to the full 
board before they approve the proposed amendments to the data collection and the extension of the 
study. 

President Gutierrez asked if it would be possible to expand the study to include not only employees, 
but other patients as well. Dr. Allen explained that they could expand it, but there would be no way 
to differentiate between employees and regular patients. 

Ms. Freedman explained that if the study is extended to 24 months and if it is opened to all patients 
it would need to be approved by the full board. However, upon further discussion UCSD decided to 
keep the study time period to 12 months and to not open it to additional patients. Ms. Freedman 
stated that the full board would still need to approve the removal of the therapeutic class and the 
additional data collection on truly new prescriptions. 

President Gutierrez noted that if the board passes a regulation allowing these machines to be used 
outside of pharmacies then the study would end at that time. Ms. Freedman stated that it is 
important to understand that it is not guaranteed that the regulation will go through. 

Ms. Freedman stated that if the committee is comfortable with the proposed changes staff can work 
directly with UCSD to determine the best way accomplish the changes logistically. 

The committee asked that they receive reports on the study every six months. Ms. Lake asked if the 
first report to the committee would occur at its March meeting. Ms. Herold confirmed that the first 
report to the committee would occur at its March meeting. 

Committee Recommendation (Motion): Approve the changes to the study as provided below and 
direct staff to work with UCSD to ensure that the changes made to the IRB are consistent with the 
committee’s discussion. 

• Return to Stock: continue to collect data 

• Pick-Up Time: continue to collect data 

• Kiosk Patient Survey Data: continue to collect data 
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• Counseling Logs: continue to complete the logs through the end of 2017 (note: all 
counseling will continue to occur; the log is the only part that stop) 

• Truly New Prescriptions: add this manual data collection to the study 

• Therapeutic Class: remove from study 

M/S: Lippe/Schaad 

Support: 4 Oppose: 0 Abstain: 0 

Committee Recommendation (Motion): Direct UCSD to provide study updates to the Enforcement 
Committee every six months. 

M/S: Lippe/Schaad 

Support: 4 Oppose: 0 Abstain: 0 

Counsel again advised that the draft of the revised IRB should be provided to the board at its next 
meeting so that they can review it prior to approving the changes to the study parameters. 

8. Status Report on Waivers Issued for Compounding Construction Compliance Delays 
Pursuant to California Code of Regulations, Title 16, Sections 1735.6. and 1751.4 

President Gutierrez explained that Title 16 of California Code of Regulations (CCR) section 
1735.6 (f) states that where compliance with California’s compounding regulations requires 
physical construction or alteration to a facility or physical environment, the board may grant a 
waiver for a period of time to permit the required physical changes. She added that there is a 
related provision in CCR section 1751.4 which provides the same allowances for sterile 
compounding facilities. 

President Gutierrez explained that an application for any waiver must be made in writing, 
identify the provisions requiring physical construction or alteration, and provide a timeline for 
any such changes. She noted that the board is able to grant the waiver for a specified period 
when, in its discretion, good cause is demonstrated for the waiver. 

President Gutierrez reported that the initial review of the waiver is performed by staff led by 
the executive officer, who approves or denies the waiver request. Approval or denial of a 
waiver is provided to facilities in writing. She explained that if a waiver is denied by the 
executive officer, there is an appeal process which will be reviewed by two board members, 
currently board members Schaad and Law.  Ms. Herold stated that so far there have been no 
requests for appeals. 

Ms. Herold stated that the goal of the construction waiver process is to secure full compliance 
at the earliest possible time and no later than the implementation date of USP <800> on July 
1, 2018. 

Ms. Herold noted that most request waiver sections are 1735.6(e) and 1751.4(g) for the 
external venting requirement. 
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Ms. Herold reported that in the next few weeks, the board will add to its website the 
pharmacies which have been given waivers. 

President Gutierrez reviewed the waiver request statistics as provided below. 

Status of Waiver Requests Received as of 9/11/17: 

• Total Waivers Received: 666. 

• Total Waivers Processed: 624. 
o Denied: 40 - 6.4 percent. 
o Withdrawn: 102 - 16.2 percent. 
o Approved: 393 - 64 percent. 
o Non-responsive letters sent: 22 - 3.5 percent. 
o In process: 42 – 6.7 percent. 

• Total Waivers Pending Review: 42 

• Total Waiver Extensions Granted: 93 

• Pending Review for Extensions: 19 

Mr. Lippe asked why most of waiver requests were denied. Ms. Herold responded that most 
of them provided incomplete information or provided a completion date after July 1, 2018. 
President Gutierrez stated that the board needs to create a plan as to how it will handle 
hospitals who cannot complete their construction by July 1, 2018. Ms. Herold responded that 
staff agrees that there is a risk to patients, but the board does not have the authority to 
waive the federal implementation date of USP <800> on July 1, 2018. 

The committee asked staff to work with counsel to consider possible solutions for facilities 
who cannot complete construction by July 1, 2018. Ms. Herold stated that a lot will depend 
on if the facility has made any good faith efforts to come into compliance by the deadline. 

A member of the public expressed frustration that the board is implementing regulations 
that are difficult for hospitals to comply with and are expensive to implement, especially for 
rural hospitals. Ms. Herold responded that Medicare and Medicaid are tying reimbursements 
to compliance with the federal USP 800 requirements. President Gutierrez added that even 
if the board repealed its regulations hospitals would still have to make modifications to 
comply with USP 800. 

Daniel Rodriguez asked when the sterile compounding regulations will be discussed. 
President Gutierrez stated that they would be discussed at the next Enforcement Committee 
meeting which will be scheduled prior to the February Board Meeting. 

9. Enforcement Statistics 

President Gutierrez stated that the meeting materials contains the enforcement statistics for 
the first two-and-a-half months of FY 2017/2018 for anyone who wishes to review them in 
detail. 

Ms. Herold highlighted the drastic increase that the board has seen in controlled substance losses. 
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10. Future Committee Meeting Dates 

President Gutierrez again stated that the committee is in the process of scheduling an 
additional committee meeting prior to the February 2018 board meeting. She added that 
when the meeting date is finalized, the board’s website will be updated and a subscriber alert 
will be sent. 

President Gutierrez reported that scheduled committee dates for 2018 as provided below: 

• March 28, 2018. 

• June 7, 2018. 

• September 5, 2018. 

• December 13, 2018. 

President Gutierrez adjourned the meeting at 12:30 p.m. 
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Proposal to Amend Health and Safety Code (HSC) section 11165. 

(a) To assist health care practitioners in their efforts to ensure appropriate prescribing, 

ordering, administering, furnishing, and dispensing of controlled substances, law 

enforcement and regulatory agencies in their efforts to control the diversion and resultant 

abuse of Schedule II, Schedule III, and Schedule IV, and Schedule V controlled substances, 

and for statistical analysis, education, and research, the Department of Justice shall, 

contingent upon the availability of adequate funds in the CURES Fund, maintain the 

Controlled Substance Utilization Review and Evaluation System (CURES) for the electronic 

monitoring of, and Internet access to information regarding, the prescribing and dispensing 

of Schedule II, Schedule III, and Schedule IV, and Schedule V controlled substances by all 

practitioners authorized to prescribe, order, administer, furnish, or dispense these 

controlled substances. 

(b) The Department of Justice may seek and use grant funds to pay the costs incurred by the 

operation and maintenance of CURES. The department shall annually report to the 

Legislature and make available to the public the amount and source of funds it receives for 

support of CURES. 

(c) (1) The operation of CURES shall comply with all applicable federal and state privacy and 

security laws and regulations. 

(2) (A) CURES shall operate under existing provisions of law to safeguard the privacy and 

confidentiality of patients. Data obtained from CURES shall only be provided to 

appropriate state, local, and federal public agencies for disciplinary, civil, or criminal 

purposes and to other agencies or entities, as determined by the Department of 

Justice, for the purpose of educating practitioners and others in lieu of disciplinary, 

civil, or criminal actions. Data may be provided to public or private entities, as 

approved by the Department of Justice, for educational, peer review, statistical, or 

research purposes, provided that patient information, including any information that 

may identify the patient, is not compromised. Further, data disclosed to any individual 

or agency as described in this subdivision shall not be disclosed, sold, or transferred to 

any third party, unless authorized by, or pursuant to, state and federal privacy and 

security laws and regulations. The Department of Justice shall establish policies, 

procedures, and regulations regarding the use, access, evaluation, management, 

implementation, operation, storage, disclosure, and security of the information within 

CURES, consistent with this subdivision. 

(B) Notwithstanding subparagraph (A), a regulatory board whose licensees do not 

prescribe, order, administer, furnish, or dispense controlled substances shall not be 

provided data obtained from CURES. 

(C) A prescriber may request from the Department of Justice a list patients where that 

prescriber is listed as the prescriber in the CURES system. 

(3) In accordance with federal and state privacy laws and regulations, a health care 

practitioner may provide a patient with a copy of the patient’s CURES patient activity 

report as long as no additional CURES data is provided and keep a copy of the report in 

the patient’s medical record in compliance with subdivision (d) of Section 11165.1. 



               

         

       

       

         

          

      

        

        

          

  

    

       

     

     

      

  

        

     

        

   

     

        

      

     

     

     

       

        

       

     

        

         

        

      

      

   

       

     

(d) For each prescription for a Schedule II, Schedule III, or Schedule IV, or Schedule V controlled 

substance, as defined in the controlled substances schedules in federal law and regulations, 

specifically Sections 1308.12, 1308.13, and 1308.14, respectively, of Title 21 of the Code of 

Federal Regulations, the dispensing pharmacy, clinic, or other dispenser shall report the 

following information to the Department of Justice as soon as reasonably possible, but not 

more than seven days 48 hours after the date a controlled substance is dispensed, in a 

format specified by the Department of Justice: 

(1) Full name, address, and, if available, telephone number of the ultimate user or 

research subject, or contact information as determined by the Secretary of the United 

States Department of Health and Human Services, and the gender, and date of birth of 

the ultimate user. 

(2) The prescriber’s category of licensure, license number, national provider identifier 

(NPI) number, if applicable, the federal controlled substance registration number, and 

the state medical license number of any prescriber using the federal controlled 

substance registration number of a government-exempt facility. 

(3) Pharmacy prescription number, license number, NPI number, and federal controlled 

substance registration number. 

(4) National Drug Code (NDC) number of the controlled substance dispensed. 

(5) Quantity of the controlled substance dispensed. 

(6) International Statistical Classification of Diseases, 9th revision (ICD-9) or 10th revision 

(ICD-10) Code, if available. 

(7) Number of refills ordered. 

(8) Whether the drug was dispensed as a refill of a prescription or as a first-time request. 

(9) Date of origin of the prescription. 

(10) Date of dispensing of the prescription. 

(e) The Department of Justice may invite stakeholders to assist, advise, and make 

recommendations on the establishment of rules and regulations necessary to ensure the 

proper administration and enforcement of the CURES database. All prescriber and 

dispenser invitees shall be licensed by one of the boards or committees identified in 

subdivision (d) of Section 208 of the Business and Professions Code, in active practice in 

California, and a regular user of CURES. 

(f) The Department of Justice shall, prior to upgrading CURES, consult with prescribers 

licensed by one of the boards or committees identified in subdivision (d) of Section 208 of 

the Business and Professions Code, one or more of the boards or committees identified in 

subdivision (d) of Section 208 of the Business and Professions Code, and any other 

stakeholder identified by the department, for the purpose of identifying desirable 

capabilities and upgrades to the CURES Prescription Drug Monitoring Program (PDMP). 

(g) The Department of Justice may establish a process to educate authorized subscribers of 

the CURES PDMP on how to access and use the CURES PDMP. 



             

           

      

      

         

        

        

   

         

    

        

       

      

     

 

          

         

    

        

       

      

     

        

        

     

       

      

       

         

     

        

   

        

 

        

        

            

          

(h) The Department of Justice may contract with an organization to share and provide 

sharing and access to other states’ prescription drug monitoring program for purposes of 

enabling sharing of 

Proposed Amendment to HSC section 11165.1. 

(a) (1) (A) (i) A health care practitioner authorized to prescribe, order, administer, furnish, or 

dispense Schedule II, Schedule III, or Schedule IV, or Schedule V controlled 

substances pursuant to Section 11150 shall, before July 1, 2016, or upon receipt of a 

federal Drug Enforcement Administration (DEA) registration, whichever occurs later, 

submit an application developed by the Department of Justice to obtain approval to 

access information online regarding the controlled substance history of a patient 

that is stored on the Internet and maintained within the Department of Justice, and, 

upon approval, the department shall release to that practitioner the electronic 

history of controlled substances dispensed to an individual under his or her care 

based on data contained in the CURES Prescription Drug Monitoring Program 

(PDMP). 

(ii) A pharmacist shall, before July 1, 2016, or upon licensure, whichever occurs later, 

submit an application developed by the Department of Justice to obtain approval to 

access information online regarding the controlled substance history of a patient 

that is stored on the Internet and maintained within the Department of Justice, and, 

upon approval, the department shall release to that pharmacist the electronic 

history of controlled substances dispensed to an individual under his or her care 

based on data contained in the CURES PDMP. 

(B) An application may be denied, or a subscriber may be suspended, for reasons which 

include, but are not limited to, the following: 

(i) Materially falsifying an application for a subscriber. 

(ii) Failure to maintain effective controls for access to the patient activity report. 

(iii) Suspended or revoked federal DEA registration. 

(iv) Any subscriber who is arrested for a violation of law governing controlled 

substances or any other law for which the possession or use of a controlled 

substance is an element of the crime. 

(v) Any subscriber accessing information for any other reason than caring for his or 

her patients. 

(C) Any authorized subscriber shall notify the Department of Justice within 30 days of any 

changes to the subscriber account. 

(2) A health care practitioner authorized to prescribe, order, administer, furnish, or dispense 

Schedule II, Schedule III, or Schedule IV, or Schedule V controlled substances pursuant to 

Section 11150 or a pharmacist shall be deemed to have complied with paragraph (1) if the 

licensed health care practitioner or pharmacist has been approved to access the CURES 



       

   

       

      

          

       

      

        

     

          

          

    

       

     

         

       

        

  

            

        

       

          

     

 

  

database through the process developed pursuant to subdivision (a) of Section 209 of the 

Business and Professions Code. 

(b) Any request for, or release of, a controlled substance history pursuant to this section shall 

be made in accordance with guidelines developed by the Department of Justice. 

(c) In order to prevent the inappropriate, improper, or illegal use of Schedule II, Schedule III, or 

Schedule IV, or Schedule V controlled substances, the Department of Justice may initiate 

the referral of the history of controlled substances dispensed to an individual based on data 

contained in CURES to licensed health care practitioners, pharmacists, or both, providing 

care or services to the individual. 

(d) The history of controlled substances dispensed to an individual based on data contained in 

CURES that is received by a practitioner or pharmacist from the Department of Justice 

pursuant to this section is medical information subject to the provisions of the 

Confidentiality of Medical Information Act contained in Part 2.6 (commencing with Section 

56) of Division 1 of the Civil Code. 

(e) Information concerning a patient’s controlled substance history provided to a prescriber or 

pharmacist pursuant to this section shall include prescriptions for controlled substances 

listed in Sections 1308.12, 1308.13, and 1308.14 of Title 21 of the Code of Federal 

Regulations. 

(f) A health care practitioner, pharmacist, and any person acting on behalf of a health care 

practitioner or pharmacist, when acting with reasonable care and in good faith, is not 

subject to civil or administrative liability arising from any false, incomplete, inaccurate, or 

misattributed information submitted to, reported by, or relied upon in the CURES database 

or for any resulting failure of the CURES database to accurately or timely report that 

information. 
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State Board of Pharmacy- Enforcement Committee 
Review- Pharmacy Automation Technology 

Background:  Multiple pharmacy automation vendors provided presentations at the February 17, 2017 Board meeting.  These vendors provided 
an overview of existing technology, and dispensing/restocking workflow for their respective products.  Each vendor also requested modification 
of existing pharmacy law to accommodate use of their technology. The Enforcement Committee was asked to review these requests and provide 
recommendations to the full Board of any changes needed to the law to enable technology that is believed to be safe, accurate, minimizes ability 
for drug diversion, and improves patient access. 

In an effort to provide a framework for this discussion, a table was prepared that outlines the various technologies presented (so far) as well as 
policy discussion items for each. 

CATEGORY 1:  Medication dispensing technology that is accessed by Nursing at the remote site to obtain medications that are then 
administered to the patient at the remote site.  Examples of remote sites include skilled nursing facilities and correctional settings. 

Category I 
Technology 

Description Medication 
dispensing 

Replenishment of 
medications 

Transport of 
Medication 

Who performs 
replenishment 

Policy discussion items 

A1 Automated 
Dispensing 
Cabinets-
hosted  by 
pharmacy 
not 
physically 
located at 
remote site 

Nurse at 
remote site 

Host Pharmacy 
replenishes 
medication in 
unit dose 
packets. Stock 
levels and reports 
are accessed 
from the 
pharmacy 
location to 
facilitate 
replenishment 

Sealed tamper-
proof sealed 
plastic 
container with 
a chip that 
identifies the 
canister. 
Container will 
not allow 
placement into 
technology if 
tampered with. 

Various workflows 
described: 

Nurse at remote 
site 
Pharmacist 
physically places 
into ADC 
Pharmacy 
technician, under 
pharmacist 
supervision, 
physically places 
into ADC 

• Is the medication stored in the remote site ADC part of the 
pharmacy inventory?  If the licensed clinic owns the ADC, 
what role does pharmacy play in restocking? 

• Who should be allowed to place the sealed tamper-proof 
plastic container into the ADC?  Is Nursing allowed to place 
the tamper-proof canister into the ADC after receipt from the 
pharmacy? 

• If controlled drugs are supplied, does this require a DEA 222 
form for each restock? 

• Should the remote site be licensed? 

A2 Automated 
Dispensing 
Cabinets-
hosted  by 
pharmacy 
not 

Nurse at 
remote site 

Host Pharmacy 
replenishes 
medication in 
unit dose 
packets. Stock 
levels and reports 

Sealed 
medication 
delivery bags 
are utilized to 
transport 
medication 

Various workflows 
described: 

Nurse at remote 
site 
Pharmacist 

Same as A1 above, plus: 

• Are there concerns for drug diversion due to less than secure 
transport workflow? 

• How will pharmacy be assured that all medication arrived at 
location? 



 

 

 
 

 

 
 

 
  

 
 

 
 

  
 

 

 
 

 
 

 
  

 
 

 
 

 
 

 
 

 

 
 

 

 
 

 
 

 
 

 

 

 
 

 
  

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

   

   

  
  

 
   

  
   

 
   

 

 

      
 

 
 

  
 

 
 

 
 
 

 

  

 
 

 
 
 

 

   
 

 
 

  

  
  

 

 

 

 

 

 

physically are accessed from pharmacy physically places 
located at from the to remote site. into ADC 
remote site pharmacy 

location to 
facilitate 
replenishment 

May or may 
not have 
tamper proof 
seal; no plastic 
container. 
Remote site 
replenishment 
involves 
placement of 
individual 
doses into ADC 
cell manually 
(no canister 
with chip) 

Pharmacy 
technician, under 
pharmacist 
supervision, 
physically places 
into ADC 

B1 Medication 
Canisters 
with patient-
specific 
packaging 
that is 
performed at 
the remote 
site 

Nurse at 
remote site-
typically in 24-
hour patient-
specific plastic 
packets for 
oral solids 

Host pharmacy 
replenishes drug-
specific oral solid 
canisters that are 
placed into the 
device at the 
remote site. 
Stock levels and 
reports are 
accessed from 
the pharmacy 
location to 
facilitate 
replenishment 

Sealed tamper-
proof sealed 
plastic 
container with 
a chip that 
identifies the 
canister. 
Container will 
not allow 
placement into 
technology if 
tampered with. 

Nurse physically 
places the drug-
specific oral solid 
canister into the 
device. 

• Is the medication stored at the remote site part of the 
pharmacy inventory?  If the licensed clinic owns the 
technology, what role does pharmacy play in restocking? 

• Who should be allowed to place the sealed tamper-proof 
plastic container into the device?  Is Nursing allowed to place 
the tamper-proof canister into the device after receipt from 
the pharmacy? 

• If controlled drugs are supplied, does this require a DEA 222 
form for each restock? 

• Should the remote site be licensed? 

CATEGORY 2: Medication dispensing technology that is accessed by healthcare providers in order to provide the patient at the remote site to 
access medications for at home self-administration 

Category I Description Medication Replenishment of Transport of Who performs Policy discussion items 
Technology dispensing medications Medication replenishment 
A1 Robot that Staff at Host Pharmacy Various Staff at remote • Is the medication stored in the remote site part of the 

dispenses 
medication 

remote site.  
Robot labels 

replenishes 
medication in 

site pharmacy inventory?  If the licensed clinic owns the 
technology, what role does pharmacy play in restocking? 

through the patient drug specific • Who should be allowed to place the containers into the 



 

  

 

 
 

 

  

 
 

 
 

 
  

   
  

 
  

    
 

   
  

  
 

 
    
   

  
 

  
 

  

 

 

  

 

 
 

 

 

 
 
 

 
  

 
 

 

 
 

  
 

 
 

   
  

  

 
 

 

 

 

 

 
 

 

 
 

 

 
  

     
 

  
   
   

 

 

 
 

 
 

 

 
 
 

direct real-
time link 
with 
pharmacist 

medication 
containers per 
information 
input by 
remote 
pharmacist. 

containers. Stock 
levels and reports 
are accessed 
from the 
pharmacy 
location to 
facilitate 
replenishment 

technology?  Is Nursing allowed to place the medication after 
receipt from the pharmacy? 

• Some vendors cited the use of a wholesaler to replenish the 
inventory in the automated device. Should the board allow 
wholesalers to receive and restock medication on behalf of a 
pharmacy? 

• If controlled drugs are supplied, does this require a DEA 222 
form for each restock? 

• Should the remote site be licensed? 
• How is patient counseling performed?  Is the patient 

interaction conducive to patient teaching (screen size, 
technology, etc.)  Is patient counseling always provided 
(some state only upon patient request) 

• Does the label meet state label requirements? 
• How is drug diversion detected if transport does not include 

tamper-proof sealed canisters? How is drug diversion 
detected from a wholesaler or other non-pharmacy 
replenishment? 

A2 Robot that 
dispenses 
medication 
through 
direct real-
time link 
with 
pharmacistq 

Staff at 
remote site. 
Staff must 
assemble 
medication 
container, and 
label printed 
separately and 
affix the label 
to the 
container at 
remote site 

Host Pharmacy 
replenishes 
medication in 
drug specific 
containers. Stock 
levels and reports 
are accessed 
from the 
pharmacy 
location to 
facilitate 
replenishment 

Various Staff at remote 
site 

All of the above plus: 

• Are there any patient safety concerns with someone other 
than a pharmacist affixing a medication label? 

B Technology 
that 
dispenses 
pharmacy-
filled 
medications 
to facilitate 
patient 
access 

Performed 
within the 
pharmacy 

Host pharmacy 
places filled 
patient-specific 
patient 
medication bags 
into technology 
to facilitate 
patient pick-up 
from a remote 
location. 

Pharmacy Pharmacy Current pilot ongoing with UCSD; awaiting pilot results. 

• How is patient counseling performed? 
• How is drug diversion detected? 
• Should the remote site be licensed? 
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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. 



   

  

  

  
  

  

  
  

  

State of California 

BUSINESS AND PROFESSIONS CODE 

Section  4105.5 

4105.5. (a) For purposes of this section, an “automated drug delivery system” has 
the same meaning as that term is defned in paragraph (1) of subdivision (a) of Section 
1261.6 of the Health and Safety Code. 

(b) Except as provided by subdivision (e), a pharmacy that owns or provides 
dangerous drugs dispensed through an automated drug delivery system shall register 
the automated drug delivery system by providing the board in writing with the location 
of each device within 30 days of installation of the device, and on an annual basis as 
part of the license renewal pursuant to subdivision (a) of Section 4110. The pharmacy 
shall also advise the board in writing within 30 days if the pharmacy discontinues 
operating an automated drug delivery system. 

(c) A pharmacy may only use an automated drug delivery system if all of the 
following conditions are satisfed: 

(1) Use of the automated drug delivery system is consistent with legal requirements. 
(2) The pharmacy’s policies and procedures related to the automated drug delivery 

system to include appropriate security measures and monitoring of the inventory to 
prevent theft and diversion. 

(3) The pharmacy reports drug losses from the automated drug delivery system to 
the board as required by law. 

(4) The pharmacy license is unexpired and not subject to disciplinary conditions. 
(d) The board may prohibit a pharmacy from using an automated drug delivery 

system if the board determines that the conditions provided in subdivision (c) are not 
satisfed. If such a determination is made, the board shall provide the pharmacy with 
written notice including the basis for the determination. The pharmacy may request 
an offce conference to appeal the board’s decision within 30 days of receipt of the 
written notice. The executive offcer or designee may affrm or overturn the prohibition 
as a result of the offce conference. 

(e) An automated drug delivery system operated by a licensed hospital pharmacy 
as defned in Section 4029 for doses administered in a facility operated under a 
consolidated license under Section 1250.8 of the Health and Safety Code shall be 
exempt from the requirements of subdivision (b). 

(Added by Stats. 2016, Ch. 484, Sec. 18.  (SB 1193)  Effective January 1, 2017.) 



   

  

  

  

  

  

  

  

State of California 

BUSINESS AND PROFESSIONS CODE 

Section  4186 

4186. (a) Automated drug delivery systems, as defned in subdivision (h), may be 
located in any clinic licensed by the board pursuant to Section 4180. If an automated 
drug delivery system is located in a clinic, the clinic shall develop and implement 
written policies and procedures to ensure safety, accuracy, accountability, security, 
patient confdentiality, and maintenance of the quality, potency, and purity of drugs. 
All policies and procedures shall be maintained at the location where the automated 
drug system is being used. 

(b) Drugs shall be removed from the automated drug delivery system only upon 
authorization by a pharmacist after the pharmacist has reviewed the prescription and 
the patient’s profle for potential contraindications and adverse drug reactions. Drugs 
removed from the automated drug delivery system shall be provided to the patient by 
a health professional licensed pursuant to this division. 

(c) The stocking of an automated drug delivery system shall be performed by a 
pharmacist. 

(d) Review of the drugs contained within, and the operation and maintenance of, 
the automated drug delivery system shall be the responsibility of the clinic. The review 
shall be conducted on a monthly basis by a pharmacist and shall include a physical 
inspection of the drugs in the automated drug delivery system, an inspection of the 
automated drug delivery system machine for cleanliness, and a review of all transaction 
records in order to verify the security and accountability of the system. 

(e) The automated drug delivery system used at the clinic shall provide for patient 
consultation pursuant to Section 1707.2 of Title 16 of the California Code of 
Regulations with a pharmacist via a telecommunications link that has two-way audio 
and video. 

(f) The pharmacist operating the automated drug delivery system shall be located 
in California. 

(g) Drugs dispensed from the automated drug delivery system shall comply with 
the labeling requirements in Section 4076. 

(h) For purposes of this section, an “automated drug delivery system” means a 
mechanical system controlled remotely by a pharmacist that performs operations or 
activities, other than compounding or administration, relative to the storage, dispensing, 
or distribution of prepackaged dangerous drugs or dangerous devices. An automated 
drug delivery system shall collect, control, and maintain all transaction information 
to accurately track the movement of drugs into and out of the system for security, 
accuracy, and accountability. 

(Added by Stats. 2001, Ch. 310, Sec. 1.  Effective January 1, 2002.) 



      

  

  

  

  

     

  

  

  

  

  

State of California 

HEALTH AND SAFETY CODE 

Section  1261.6 

1261.6. (a) (1) For purposes of this section and Section 1261.5, an “automated drug 
delivery system” means a mechanical system that performs operations or activities, 
other than compounding or administration, relative to the storage, dispensing, or 
distribution of drugs. An automated drug delivery system shall collect, control, and 
maintain all transaction information to accurately track the movement of drugs into 
and out of the system for security, accuracy, and accountability. 

(2) For purposes of this section, “facility” means a health facility licensed pursuant 
to subdivision (c), (d), or (k), of Section 1250 that has an automated drug delivery 
system provided by a pharmacy. 

(3) For purposes of this section, “pharmacy services” means the provision of both 
routine and emergency drugs and biologicals to meet the needs of the patient, as 
prescribed by a physician. 

(b) Transaction information shall be made readily available in a written format for 
review and inspection by individuals authorized by law. These records shall be 
maintained in the facility for a minimum of three years. 

(c) Individualized and specifc access to automated drug delivery systems shall be 
limited to facility and contract personnel authorized by law to administer drugs. 

(d) (1) The facility and the pharmacy shall develop and implement written policies 
and procedures to ensure safety, accuracy, accountability, security, patient 
confdentiality, and maintenance of the quality, potency, and purity of stored drugs. 
Policies and procedures shall defne access to the automated drug delivery system 
and limits to access to equipment and drugs. 

(2) All policies and procedures shall be maintained at the pharmacy operating the 
automated drug delivery system and the location where the automated drug delivery 
system is being used. 

(e) When used as an emergency pharmaceutical supplies container, drugs removed 
from the automated drug delivery system shall be limited to the following: 

(1) A new drug order given by a prescriber for a patient of the facility for 
administration prior to the next scheduled delivery from the pharmacy, or 72 hours, 
whichever is less. The drugs shall be retrieved only upon authorization by a pharmacist 
and after the pharmacist has reviewed the prescriber’s order and the patient’s profle 
for potential contraindications and adverse drug reactions. 

(2) Drugs that a prescriber has ordered for a patient on an as-needed basis, if the 
utilization and retrieval of those drugs are subject to ongoing review by a pharmacist. 

(3) Drugs designed by the patient care policy committee or pharmaceutical service 
committee of the facility as emergency drugs or acute onset drugs. These drugs may 



  

  

  

  

  

  

  

     

  

  

be retrieved from an automated drug delivery system pursuant to the order of a 
prescriber for emergency or immediate administration to a patient of the facility. 
Within 48 hours after retrieval under this paragraph, the case shall be reviewed by a 
pharmacist. 

(f) When used to provide pharmacy services pursuant to Section 4119.1 of the 
Business and Professions Code, the automated drug delivery system shall be subject 
to all of the following requirements: 

(1) Drugs removed from the automated drug delivery system for administration 
to a patient shall be in properly labeled units of administration containers or packages. 

(2) A pharmacist shall review and approve all orders prior to a drug being removed 
from the automated drug delivery system for administration to a patient. The 
pharmacist shall review the prescriber’s order and the patient’s profle for potential 
contraindications and adverse drug reactions. 

(3) The pharmacy providing services to the facility pursuant to Section 4119.1 of 
the Business and Professions Code shall control access to the drugs stored in the 
automated drug delivery system. 

(4) Access to the automated drug delivery system shall be controlled and tracked 
using an identifcation or password system or biosensor. 

(5) The automated drug delivery system shall make a complete and accurate record 
of all transactions that will include all users accessing the system and all drugs added 
to, or removed from, the system. 

(6) After the pharmacist reviews the prescriber’s order, access by licensed personnel 
to the automated drug delivery system shall be limited only to drugs ordered by the 
prescriber and reviewed by the pharmacist and that are specifc to the patient. When 
the prescriber’s order requires a dosage variation of the same drug, licensed personnel 
shall have access to the drug ordered for that scheduled time of administration. 

(7) (A) Systems that allow licensed personnel to have access to multiple drugs 
and are not patient specifc in their design, shall be allowed under this subdivision if 
those systems have electronic and mechanical safeguards in place to ensure that the 
drugs delivered to the patient are specifc to that patient. Each facility using such an 
automated drug system shall notify the department in writing prior to the utilization 
of the system. The notifcation submitted to the department pursuant to this paragraph 
shall include, but is not limited to, information regarding system design, personnel 
with system access, and policies and procedures covering staff training, storage, and 
security, and the facility’s administration of these types of systems. 

(B) As part of its routine oversight of these facilities, the department shall review 
a facility’s medication training, storage, and security, and its administration procedures 
related to its use of an automated drug delivery system to ensure that adequate staff 
training and safeguards are in place to make sure that the drugs delivered are 
appropriate for the patient. If the department determines that a facility is not in 
compliance with this section, the department may revoke its authorization to use 
automated drug delivery systems granted under subparagraph (A). 

(g) The stocking of an automated drug delivery system shall be performed by a 
pharmacist. If the automated drug delivery system utilizes removable pockets, cards, 



  

  

  

  

  

drawers, similar technology, or unit of use or single dose containers as defned by the 
United States Pharmacopoeia, the stocking system may be done outside of the facility 
and be delivered to the facility if all of the following conditions are met: 

(1) The task of placing drugs into the removable pockets, cards, drawers, or unit 
of use or single dose containers is performed by a pharmacist, or by an intern 
pharmacist or a pharmacy technician working under the direct supervision of a 
pharmacist. 

(2) The removable pockets, cards, drawers, or unit of use or single dose containers 
are transported between the pharmacy and the facility in a secure tamper-evident 
container. 

(3) The facility, in conjunction with the pharmacy, has developed policies and 
procedures to ensure that the removable pockets, cards, drawers, or unit of use or 
single dose containers are properly placed into the automated drug delivery system. 

(h) Review of the drugs contained within, and the operation and maintenance of, 
the automated drug delivery system shall be done in accordance with law and shall 
be the responsibility of the pharmacy. The review shall be conducted on a monthly 
basis by a pharmacist and shall include a physical inspection of the drugs in the 
automated drug delivery system, an inspection of the automated drug delivery system 
machine for cleanliness, and a review of all transaction records in order to verify the 
security and accountability of the system. 

(i) Drugs dispensed from an automated drug delivery system that meets the 
requirements of this section shall not be subject to the labeling requirements of Section 
4076 of the Business and Professions Code or Section 111480 of this code if the drugs 
to be placed into the automated drug delivery system are in unit dose packaging or 
unit of use and if the information required by Section 4076 of the Business and 
Professions Code and Section 111480 of this code is readily available at the time of 
drug administration. For purposes of this section, unit dose packaging includes blister 
pack cards. 

(Amended by Stats. 2016, Ch. 484, Sec. 54.  (SB 1193)  Effective January 1, 2017.) 
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Excerpt from the July 2017 Board Meeting Minutes 

XIII. Discussion and Consideration of the University of California, San Diego’s Pilot Program 
to Permit Patients to Access Medications from an Automated Drug Delivery System 
(ADDS) Not Immediately Adjacent to the Pharmacy, Including Medications Requiring 
Consultation by a Pharmacist 

At the April 2015 Board Meeting, the board approved an 18-month pilot study under the 
auspices of the University of California, San Diego (UCSD) School of Pharmacy involving 
use of an automated drug delivery system (ADDS) for prescription medication from which 
staff of Sharp Hospital in San Diego and their families, who opted in, could pick up their 
outpatient medications. Consultation would be provided via telephone before 
medication could be dispensed to a patient for first time fills. The board authorized this 
study pursuant to its authority under 16 CA Code of Regulations 1706.5. 

The study’s researcher, Jan Hirsch, BS Pharm, PhD. And Kim Allen from Sharp Hospital 
provided a presentation of the final report (the presentation has been provided 
immediately following these minutes). The board also viewed a video of the ADDS as it 
operates at Sharp. 

Following the presentation, the board asked Ms. Allen and Dr. Hirsch questions regarding 
the outcome of the study. 

Board member Veale noted that she was surprised that patients delayed picking up their 
medications when they used the kiosk rather than picking it up right away. Ms. Allen 
stated that they were surprised as well; however, she noted that the kiosk allowed the 
patient more flexibility in deciding what time worked best for them to pick up the 
medication. 

Board member Lippe stated that the anticipated usage of the kiosk higher than the actual 
usage. Ms. Allen stated that there were some barriers 

Dr. Wong asked if there was a breakdown of new prescriptions vs. refill prescriptions. Dr. 
Hirsch stated that there were 1,484 prescriptions picked up from the kiosk. She explained 
that 474 were new prescriptions, 426 were refill prescriptions, and 584 were over-the-
counter medications. 

Ms. Sodergren asked what the definition of a new prescription was for the purposes of 
the study. Ms. Allen stated that Asteres views every new prescription number as a new 
prescription, however the law defines new prescriptions as any change in dose, new 
physician, or medication the patient has never received. 

Ms. Sodergren stated that the law currently allows the use of these machines for 
previously dispensed medications. She asked if of the prescriptions that were categorized 
as “new” in the study, how many were previously dispensed medications. Dr. Hirsch 



         
       

      
  

 
            

          
            

           
 

           
          

          
  

 
          

         
  

 
          

     
 

        
      

 
          
          

       
 

         
 

           
     

       
            

         
       

 
         

      
 

        
  

 

stated that they do not have that data. Sara Lake, representing Asteres, stated that in the 
study consultations were only given for prescriptions that were “new” as defined by the 
law, so the number of consultations would equal the number of new prescriptions as 
defined by the law. 

Ms. Sodergren stated that it would be helpful if the board could be provided with a 
breakout of the number of previously dispensed medications. She explained that when 
the board is considering changes in the law it is useful understand the expansion of new 
prescriptions so that the board could determine if there is a correlation with patient care. 

Board member Victor Law stated that many of the employees did not sign up for the 
program. Ms. Allen explained that they conducted outreach, but it is often difficult to 
onboard participants. Mr. Law stated that it did not seem that there was demand for 
these machines by the employees. 

Board member Weisser stated that given the fact that the participation was less than 
expected and the pick-up time was longer when using the kiosk, he wondered if these 
kiosks were necessary. 

Board member Albert Wong stated that employees may have been worried that their 
personal medical information would be used by their employer. 

Board member Greg Lippe stated that he didn’t see the downside of using the machines, 
however he questioned how economical the machines would be for the employer. 

Ms. Veale stated that these machines are the going be part of the future of pharmacy 
and the board needs to seriously look at their use and would like to see the parameters 
expanded to allow for more use of the machines. 

Board member Lavanza Butler stated that this study was a good starting point. 

Ms. Allen stated that they would like to continue to use the kiosk so they are requesting 
to continue the study while the board amends 1713 to allow for the use of the machines 
in locations not immediately adjacent to a pharmacy. Mr. Weisser asked what they 
would like to change in 1713. Ms. Allen responded that they would like to change it to 
allow for new prescriptions to be dispensed from the machines and to allow the 
machines to be in locations not immediately adjacent to a pharmacy. 

President Gutierrez stated that these ADDS machines are going to be the wave of the 
future and the board needs to determine how to regulate them. 

Staff counsel, Laura Freedman, stated that the board would need to agendize modifying 
1713 for a future meeting. 



           
          

 
 

            
          

            
        

    
 

         
          

        
          

 
           

           
  

 
        

     
 

       
        

 
           

          
      

 
           

     
 

            
   

 
        

   
 

        
      

          
 

           
  

 

Ms. Freedman stated that she would need to review the original study parameters to 
determine if the waiver can be extended, thus allowing the machine to continue to be 
used. 

Dr. Hirsch stated that she would be willing to work with the board on amending 1713 at 
future meetings. She also noted that if the study were to continue they would request 
that the board remove the requirement to compare the kiosk data to the data for 
patients that used the actual pharmacy. She explained that gathering the data from the 
pharmacy is time consuming and costly. 

Ms. Freedman explained that the provision that allows the board to waive the provisions 
of 1713 is intended to allow the board to gather data via a study. Now that the study if 
complete, she would need to consider if an extension can be granted.  She requested 
that the board give her time to review the original study parameters. 

President Gutierrez asked if 340B drugs are dispensed via the kiosk. Ms. Allen stated that 
they are a contract pharmacy for 340B entities so it is possible that there are 340B drugs 
in the machine. 

Sara Lake, stated that the only reason they are willing to extend the study so that 
patients can continue to use the kiosk. 

Ms. Sodergren stated that the board needs to determine if additional study is necessary 
in order to make an informed decision to modify 1713. 

President Gutierrez noted that 40 percent of the medications dispensed from the kiosk 
were for over-the-counter medications. She stated that the board could consider 
expanding the study to allow for non-employees to use the kiosk. 

Ms. Sodergren stated that it would be helpful to receive data on the number of new 
prescriptions vs. previously dispensed prescriptions. 

Ms. Freedman asked if the IRB has been extended. Dr. Hirsch stated that it had been 
extended to September. 

A representative from Scrippts Health stated that they are very interested in seeing the 
use of the kiosks expanded. 

Mark Curry, representing Asteres, stated that large organizations have begun using the 
Asteres machines, including the Department of Defense. He stated that he would be 
happy to provide board members with tours of military bases the use the machines. 

The board moved on to another agenda item to allow Ms. Freedman time to consider the 
study parameters. 



         
      

   
     

 
        

            
         

       
 

             
       
      

 
         

     
       

       
 

            
        

      
    

 
          

         
        

 
          

         
      

 
        

        
          

           
      

 
 

             
       

  
 

The board returned to agenda item XIII: Discussion and Consideration of the University of 
California, San Diego’s Pilot Program to Permit Patients to Access Medications from an 
Automated Drug Delivery System (ADDS) Not Immediately Adjacent to the Pharmacy, 
Including Medications Requiring Consultation by a Pharmacist. 

Ms. Freedman stated that following her review of the study parameters, she has 
concluded that the board could extend the study in its current form. She also stated that 
the board could modify specific aspects of the study in order to gather certain data. Ms. 
Freedman recommended against modifying the foundation of the study. 

President Gutierrez asked if the board if could extend the current study and ask Dr. 
Hirsch and Ms. Allen to return to the Enforcement Committee to discuss beginning a new 
study. Ms. Freedman responded that this was possible. 

Ms. Freedman expressed concern with the request from Dr. Hirsch to remove the data 
collection from the physical pharmacy because this was a core element of the original 
study approved by the board. She stated that the board could modify the study 
parameters to collect data on new vs. previously dispensed medications. 

Ms. Freedman again explained that in order for the board to waive requirements of a 
regulation, it must be done in order to gather data necessary to determine if 
modification of the regulation is appropriate. Waivers cannot be granted simply to allow 
patients to continue to use the kiosk. 

Ms. Allen asked if the board is agreeing to amend 1713 if they extend the study. Ms. 
Freedman stated that the board cannot agree to this, the board must receive and 
consider the data from the study and then make their determination. 

President Gutierrez explained that the board is concerned that the study size is not large 
enough and too many of the medications that were dispensed were over-the-counter for 
the board to use the study data as a justification to modify 1713. 

Ms. Lake, stated that Asteres can provide the board with data from the other major 
organizations that use the machines. She stated that they do not want to continue the 
study if in the end the board will not be modifying 1713. President Gutierrez responded 
that the additional studies may be helpful, but it will not help the board determine if it is 
appropriate to extend the study. Ms. Freedman added that modifying regulations takes 
time. 

Ms. Freedman stated that the board can extend the study if the board believed that that 
new information will be obtained that will assist them in making the determination to 
modify the study. 



 

 

 

 

 Attachment 6 



 

 

 
 

        

        

 

     

   
 

 

 

 

 

 

    

 
 

 
 

 
  

  
 

  
   

      
           

       
        

      
            

         
        

         
       

         
      

 

  
   

   

                                                      
          

           
          

     
    

 

  
 

    
   

 

        
        

UCSD Human Research Protections Program 

COVER LETTER FOR REQUEST 

CHANGE/MODIFICATION TO AN APPROVED STUDY 

All modifications/changes in a project must be received and approved by the Institutional Review Board 

before they are initiated except where necessary to eliminate apparent immediate hazard to the subject. 

If the request for change/modification is only for a personnel change 

use the Personnel Changes Only cover letter 

Identifying Information 

Project 

Number: 140464 Principal Investigator: Jan D Hirsch 

Title: 
Experimental Program/Research Study on Automated Delivery 
Device  (Asteres ScriptCenter Kiosk) in a Licensed Facility for 
Employee Prescriptions 

Submitter 
Name: Jan D Hirsch 

E-mail: janhirsch@ucsd.edu 

1. Why are change(s)/modification(s) being requested? 
Clearly and specifically describe the rationale for each of the changes as determined by the PI. 

This study is being conducted to provide the California Board of Pharmacy (CA BOP) with more 
information about prescription retrieval and counseling associated with operation of an automated 
prescription delivery device (ScriptCenter kiosk). After reviewing data from the original study period 
(n=368 kiosk users) the CA BOP has requested information for more patients therefore we are 
extending the duration of the study data collection for one year (the estimated duration of the study in 
the research plan will be updated to read 2 years from IRB approval to allow for analysis and 
reporting).  To lessen data collection burden, data to identify therapeutic area for prescriptions will no 
longer be collected.  In addition, also to lessen burden, completion of counseling logs documenting 
counseling sessions for new prescriptions at the kiosk and regular counter will end at the end of 2017.  
To answer a specific question from the CA BOP data collection will be added to determine which kiosk 
prescriptions are “truly new” to the patient (as opposed to only having a new prescription number as 
had been the case in the original protocol). 

2. What change(s)/modification(s) are being requested? 
Clearly and specifically describe what change(s)/modification(s) are being requested as determined by the PI. If 
this is a multicenter study, only describe change(s)/modification(s) that directly affect this site. 

A. Removal of data collection and analyses by therapeutic class categories,  
B.  Removal of documentation of kiosk counseling sessions for new prescriptions after the end of 2017, 
C.  Addition of a “Truly New Checklist" to collect data to determine which kiosk prescriptions are “truly 
new” to the patient (as opposed to only having a new prescription number as had been the case in the 
original protocol)D. Addition of distinction in types of new rxs on Counseling Log 
E. Removal of two study research team members (2 pharmacy students who have now graduated) 

3. Specifically what revision(s) are being made to the Research Plan and why are those 
revisions being made? 

If no changes are being made to the Research Plan, please state the no changes to the Research Plan are 
required. Otherwise, clearly and specifically describe what revision(s) are being made to the Research Plan and 
why those revisions are being made. 

In addition to extending data collection period, the following will be changed to lessen data collection 
burden. A. Data will not be collected to allow analyses by therapeutic class categories, 



 

         
       

        
  

 

  
    

 

  

         

 
  

 
   

  
  

 

 

   

  
   

     

        

 

    
 

     

 
 

        
       

      
       

 

   

     

 
 

 

 

 

 

 

 
 

 

 

 

 

   

B.Documentation of kiosk counseling sessions for new prescriptions will only be conducted until the 
end of 2017.  C. Pharmacists will identify kiosk prescriptions that are “truly new” to the patient (as 
opposed to only having a new prescription number) using a “Truly New Checklist" and on the 
Consultation Log. 

4. Specifically what revision(s) are being made to the consent/permission/assent 
document(s) and why are those revisions are being made? 

If no changes are required to the consent/permission/assent document(s), please state that no changes are 
required to these documents. Otherwise, clearly and specifically describe what revision(s) are being made to the 
consent/permission/assent document(s) and why those revisions are being made. 

No revisions. There is no consent process since this is an analysis of de-identified retrospective data. 

5. Will reconsenting/reassenting of subjects be required? 
Indicate whether subjects will be reconsented/reassented, and if so, how many subjects. If subject will be 
reconsented/reassented, please ensure this item includes the procedure that will be used for 
reconsenting/reassenting including the timing/completion of the procedures. If enrolled subjects will not be 
reconsented/reassented, please provide the rationale for not reconsenting/reassenting. 

No revisions.  There is no consent process since this is an analysis of de-identified retrospective data. 

6. Specifically what documents are being submitted with this request? 
Specifically outline the documents that should be considered for review in association with the 
changes/modifications being requested. If study documents have been revised, two copies of a revised 
documents are required. One copy must clearly and specifically highlight all the changes made to the 
document including additions and deletions by using the track changes function in Microsoft Word (or a 
similar function in other word processing software), and one clean copy of the document must be submitted. 

Marked and a Clean version of revised Research Plan 

7. Do the requested changes(s)/modification(s) affect risk to subjects, risk management 
procedures, and/or risk/benefit ratio? 

Yes ☐ No ☒ 

Explain your 
determination 

Changes being requested in this extended study duration are only to lessen 
intensity of collection of retrospective data describing patient experiences that 
are occurring as part of the normal operating procedure of Sharp Rees-Stealy 
pharmacy operation of the ScriptCenter kiosk at Sharp Memorial Hospital. 

8. Do the requested change(s)/modification(s) affect the study in any other way? 

Yes ☐ No ☒ 
Explain your 
determination 

Changes being requested will lessen data collection burden and allow the 

addition of ability to categorize prescriptions as “truly new” to the patient. 

Signature 

Principal 
Investigator 

Date: 

10/26/17 

Version date: 7/1/16 



 

 
 

  
 

           
               

         
                

   

   

            

     

 

   

  

  

 

 

 

      

 

           

  

  

 

    

   

   

  

 

   

   

 

   

   

 

 

     

 

 

 

           

       

 

 

 

 

            

     

 

            

    

 

 

UCSD Human Research Protections Program 
New Biomedical Application 

RESEARCH PLAN 
Instructions for completing the Research Plan are available on the HRPP website. 

The headings on this set of instructions correspond to the headings of the Research Plan. 
General Instructions: Enter a response for all topic headings. 

Enter “Not Applicable” rather than leaving an item blank if the item does not apply to this project. 
Version date: 9/30/2013 

5. PROJECT TITLE 

Experimental Program/Research Study on Automated Delivery Device (Asteres ScriptCenter Kiosk) in a 

Licensed Facility for Employee Prescriptions 

2. PRINCIPAL INVESTIGATOR 

Jan D. Hirsch, BSPharm, PhD, Skaggs School of Pharmacy and Pharmaceutical Sciences 

3. FACILITIES 

Sharp Rees-Stealy Pharmacy 

Sharp Memorial Hospital, San Diego, CA 

UCSD Skaggs School of Pharmacy and Pharmaceutical Sciences 

4. ESTIMATED DURATION OF THE STUDY 

Two years 18 

5. LAY LANGUAGE SUMMARY OR SYNOPSIS (no more than one paragraph) 

Patients, or their agents, who are obtaining prescription medications from a pharmacy typically present 

themselves at the prescription counter of the filling pharmacy, to pick up their filled prescription.  At that point 

they may ask questions about the prescriptions from the pharmacist who is available on-site.  Some variations 

to this scenario include delivery to home. Most pharmacies have limited hours of operation that may limit the 

patient or family member from picking-up the prescription at a time that is most convenient for the patient, thus 

potentially causing delays or failure to pick-up new or refilled prescriptions. The investigators wish to study 

the impact of an existing technology on patient prescription related activity in a new setting, with 24 hour per 

day, 7 day per week access to improve access and potential adherence to medication regimen. 

6. SPECIFIC AIMS 

Examine the impact of a patient-specific, commercially available, automated prescription delivery device 

(kiosk), on study participant behaviors, when placed in a location with 24 hour per day, 7 day per week access.  

Investigators will examine subject prescription retrieval behavior, and medication information-seeking 

activities in this setting.  This will be compared to those behaviors in a traditional regular counter pharmacy 

pick-up setting. 

The questions to be studied are: 

Primary: 

Is patient prescription retrieval rate greater with 24/7 access through the automated prescription delivery device 

(kiosk) as compared to the historical and concurrent regular pharmacy counter rate? 

Secondary: 

Do employees of Sharp Memorial Hospital (SMH) believe ability to pick up prescriptions at work would be 

beneficial and increase their adherence to medications? 

Are patients who use the automated prescription delivery kiosk satisfied with their access to a pharmacist for 

questions and the convenience of the kiosk? 

What is the mean time from prescription fill, to patient pick-up at the automated prescription delivery kiosk as 

https://irb.ucsd.edu/SOMapplication2010Instructions.pdf


 

 

   
  

  

 

            

           
 

    

 

   

        

      

   

   

   

 

 

  

 

  

     

  

  

 

 

  

  

 

 
  

   

 
 

 

  

     

 

 

   

   

 

     

  

   

 

    

 

      

    

compared to the same time interval for prescriptions at the regular pharmacy counter? 

Is the number or nature of questions for the pharmacist during consultation for new prescriptions different for 

prescriptions obtained in an on-worksite automated prescription delivery kiosk vs. the regular pharmacy counter? 

7. BACKGROUND AND SIGNIFICANCE 

In the past ten years, pharmacies have incorporated automation technology to support improvements of safety 

and accountability1 .  Automation includes barcoding for filling, restocking, returns and dispensing in order to 
2 improve efficiency, safety and accuracy . In 2005 and 2006, the California State Board of Pharmacy granted 

a waiver to allow the use of automated delivery systems in pharmacies to deliver refill medications even after 

the pharmacy has closed3 . This was followed by changes in regulations to allow this on a long-term basis 
3 when placed in the pharmacy but outside of the locked prescription area. This allowed somewhat expanded 

prescription access hours within the commercial establishment.  In addition, states such as Arizona 5 and 

Illinois 6 have adopted their own regulations to allow for the delivery of not only previously dispensed 

prescriptions but also new prescriptions after appropriate counseling has taken place and the placement of 

these devices away from the pharmacy. 

Research indicates that low or non-adherence to medication therapy is a major healthcare cost and quality 

problem. Low medication adherence has clinical and economical outcomes7. The cost of non-adherence to the 

U.S healthcare system is estimated at $100-$300 billion annually8. One potential impact of prescription process 

automation is improved medication adherence behaviors. 

Study Logic: 

• One component of patient adherence behavior is related to their ability to have timely access to 

medications after prescribing. 

• Patient access to medications at their place of work may improve their ability to start their new 

medications quickly and refill them regularly. 

• A full scale dispensing pharmacy at most places of work is not practical. 

• Use of an automated prescription delivery kiosk may provide more timely access to prescribed 

medications. 

The intent of this study is to expand knowledge of the potential of the automated prescription delivery kiosk 

technology in a more accessible setting to improve patient behaviors through increased convenience, without 

reducing access to pharmacists for important consultation. 

8. PROGRESS REPORT 

Not applicable 

9. RESEARCH DESIGN AND METHODS 

The study will use a quasi-experimental research design (Campbell & Stanley) using a non-randomized control 

group.  Subjects will be Sharp Memorial Hospital employees and their dependents who have volunteered to 

utilize an automated prescription pick-up kiosk (not randomized assignment) vs. those who chose to continue to 

use the standard in-pharmacy pick-up process. 

The study data collection period for the kiosk (ScriptCenter) stationed at Sharp Memorial Hospital (SMH) will 

be initially six months and then extended for another one year.  The kiosk will be delivering both new and 

Biomedical IRB Application Instructions 
Page 2 



 

 

   
  

 

   

 

 

     

  

  

 

 

     

    

  

   

 

  

 

  

 

   

 

   

 

 

 

 

     

 

 

  

 

  

 

 

  

 

 

  

 

 

   

   

  

 

   

 

  

     

 

 

refilled medications to patients at all hours of the day according to SMH and Sharp Rees-Stealy (SRS) 

operating policy and procedures. As background information (not part of the study); new prescriptions in the 

kiosk require mandatory consultation with the pharmacist, and pharmacists will use their professional judgment 

to determine whether a refilled prescription will require consultation.  All consultations for new prescriptions 

will take place during pharmacy business hours.  For additional questions, a pharmacy service phone number 

will be noted on the kiosk; the call will be answered by the Sharp Rees-Stealy (SRS) Pharmacy during business 

hours and an on-call pharmacist after hours. 

The following measures will be used: 

1. A pre-kiosk implementation survey (via blast email to all SMH employees with link to Survey 

Monkey) will assess the needs of the employees. This 5-question survey will be conducted as part of 

the normal operating procedures of SMH on a completely voluntary basis.  No employee identifiers 

will be collected. The 5 questions are: 

1. Do you pick up your or your family’s prescriptions from a Sharp Rees-Stealy pharmacy? 

(Yes/No) 

2.If no, how do you get your prescriptions? (Mail order/Pick up at another Pharmacy/I don’t pick up 
any prescription medications) 

3. I would benefit from being able to pick up prescriptions at Sharp Memorial Hospital. (Strongly 

Agree, Agree, Neutral, Disagree, Strongly Disagree) 

4. If I had easier access to my prescriptions, I would be more likely to pick up my medications. 

(Strongly Agree, Agree, Neutral, Disagree, Strongly Disagree) 

5.Where is your usual work location? (Check one of 5 locations) 

2. A post-kiosk implementation survey will assess kiosk patient satisfaction.  The 4-question survey 

will be part of the normal operating procedures of the ScriptCenter at the completion of a kiosk 

session.  Participation is voluntary.  No patient identifiers will be collected with these questions. 

The 4 questions are: 

Do you feel your questions were answered regarding the prescriptions you picked up today? 

(Yes/No/Not Applicable) 

If you have questions for a pharmacist regarding the prescriptions you picked up today, do you 

know where to call? (Yes/No) 

Is the convenience of after-hours prescription pick up an important reason to use this pharmacy? 

(Yes/No) 

Is the ScriptCenter a main reason for you to use the SRS Pharmacy? (Yes/No) 

3. A proxy for primary adherence (i.e. patient does fill prescription) will be prescription return to stock 

rate in pre-kiosk period, and in the post-kiosk period for kiosk prescriptions and regular counter 

pick-up prescriptions. This is a summary measure, based on new and refill prescriptions, that is 

calculated as part of SRS pharmacy normal operating procedures. No patient identifiers will be 

recorded. 

The pre-kiosk return to stock rate will be calculated on a monthly basis over the 6 months prior to 

kiosk opening as monthly # Rxs returned to stock after 14 days/# Rxs filled over month period. 

The post-kiosk return to stock rates will be calculated for: 
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- Kiosk prescriptions over 6 months of kiosk operation, on a monthly basis, as # Rxs returned to 

stock after 14 days/# Rxs filled over month period. 

- Regular counter prescriptions over the same time period as the post-kiosk return to stock rate.  

Calculated on a monthly basis, as # Rxs returned to stock after 14 days/# Rxs filled over month 

period. 

These outcomes will also be described by therapeutic category classification (e.g. anti-infectives, 

anti-hypertensives) during the initial data collection. The extension portion of the study will not 

collect data nor analyze outcomes by therapeutic category classification. 

4. Time from prescription fill, to patient pick-up at the kiosk as compared to time from prescription fill 

to patient pick-up at regular pharmacy counter. This is a summary measure, including new and refill 

prescriptions, that is calculated as part of SRS pharmacy normal operating procedures. No patient 

identifiers will be recorded. 

- prescription fill defined as time when pharmacist verifies the prescription 

- this statistic will be calculated monthly only for employees or dependents at the regular counter 

(these patients already have a flag in the pharmacy dispensing system that is used to allow them 

to receive discounts) 

- the statistic will also be calculated monthly for all patients using the kiosk (who must by default 

be employees or dependents) 

These outcomes will also be described by therapeutic category classification (e.g. anti-infectives, 

antihypertensives) during the initial data collection. The extension portion of the study will not 

collect data nor analyze outcomes by therapeutic category classification. 

5. A pharmacist consultation log will be used by the pharmacist to document timing and nature of 

patient consultation sessions for new prescriptions.  (Log is attached at end of research plan) No 

patient identifiers will be recorded on this form. 

The pharmacist consultation log will be completed by the pharmacist for each patient at the kiosk 

with a new prescription during the initial data collection. An additional data collection period will be 

conducted for approximately 3 months (estimated as October through the end of 2017).  While 

prescription counseling for new prescriptions is part of the normal operating procedures of SRS 

pharmacy (and required by law), documentation of the counseling sessions is not as detailed as 

needed for this study.  Therefore a sampling plan to collect the pharmacist log information will be 

used for patients receiving new prescriptions at the regular pharmacy counter during the initial data 

collection; and the extended estimated 3-month period for the kiosk. 

The average kiosk volume is estimated to be approximately 35 prescriptions per week (see Human 

Subjects sample size calculation); with about 40% being new prescriptions that require counseling 

(i.e. not continuing medications with new prescription number; with no change in directions etc.;  

based on current regular counter proportion of new vs refill).  Thus the number of pharmacist 

consultations for new prescription at the kiosk is estimated to be about 14 per week (allowing for 

patients to have multiple new prescriptions but only one pharmacist consultation session). Thus, 

over the 6-month study period there will be approximately 336 (56/month x 6 months) pharmacist 

consultation sessions for new kiosk prescriptions. 

A sampling plan will be used to capture an equal number of pharmacist counseling sessions for 

patients with new prescriptions at the pharmacy regular counter. The current weekly volume at the 

regular pharmacy counter is about 471 new prescriptions (1,884 new Rxs per month) pharmacy 

operates 5 days per week).  The pharmacist will use the log to document each counseling session for 
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a patient with a new prescription during a one-week period at the mid-point of the study. Although 

this is expected to exceed the needed sample size (see below), collecting data for an entire week for 

all new prescription counseling sessions will reduce bias that may occur if specific times or day or 

days were selected. 

A total of 412 counseling sessions in each group will allow 90% power, alpha 0.05 to detect a 10 

point difference in percentage of patients responding “no” to the question “Do you have any more 
questions about your medication(s) I haven’t answered yet? At the end of the counseling session 
(assuming 80% vs. 70%). 

A pretest of the proposed log will be conducted prior to implementation.  Any changes will be sent 

to the IRB for final approval. 

New Check List” will be used to collect data to determine which kiosk prescriptions are “truly new” to 

the patient.  Pharmacists will identify kiosk prescriptions that are “truly new” to the patient as part of the 

normal prescription dispensing process at Sharp Rees-Stealy pharmacy. Only deidentified data will be 

provided to UCSD for analysis. 

The checklist will allow the pharmacist to indicate if a kiosk prescription: 

• Has not been previously dispensed to the patient (truly new) 

• Has not been previously dispensed to the patient in the same dosage form, strength or written 

directions (truly new) 

• Has been previously dispensed to the patient 

10. HUMAN SUBJECTS 

Employees or dependents of Sharp Healthcare who have prescriptions filled at Sharp Rees-Stealy (SRS) 

Pharmacy for themselves or family members during the study period using either the regular pharmacy counter 

or the automated prescription delivery kiosk (ScriptCenter).  We expect the participant mix will be similar to 

the Sharp Healthcare workforce with regard to age, gender, health status, and ethnic background. With the 

exception of age > 18 years old, which is standard operating procedure at SRS Pharmacy, there are no 

restrictions on which employees or dependents can utilize either prescription pick-up method. 

A total of 820 kiosk prescription release events is the estimated sample size needed for the comparison of return 

to stock rates (primary objective) over 6 months for the kiosk vs. regular counter: 0.9 power, alpha of 0.05 

based upon baseline return to stock rate of 5% at SRS Pharmacy regular counter and a hypothesize rate of 2% 

at the kiosk. This target will require an average of approximately 35 prescriptions per week (140/month) at the 

kiosk which is reasonable to expect given current pharmacy prescription volume. During the 6 month period 

from 4/01/14-9/30/14, 18,000 prescriptions were dispensed at the regular pharmacy counter; 6004 of these 

prescriptions were for Sharp employees (employees with discount attached to their profile; but not all of these 

are Sharp Memorial Hospital employees; may not include dependents if employees did not add the discount 

plan tagged to their prescription).  Assuming about 60% of these prescriptions were for Sharp Memorial 

Hospital employees (the target population for the kiosk) equates to 600 per month (3600/6mos).  The 

140/month kiosk volume would be slightly more than 20% of current volume moved to the kiosk.  This 

estimate does not include expected increased prescription volume in the kiosk due to its convenience for 

employees. 

Extension of the study data collection periodduration is expected to allow examination of another 840 kiosk 
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prescription release events based on approximately 70 prescriptions per month observed in the original study 

period. Assuming 2-3 prescriptions per person this would equate to approximately 280-420 patients over the 

12 month time period. 

11. RECRUITMENT AND PROCEDURES PREPARATORY TO RESEARCH 

There will be no recruitment for this study.  Study subjects will have already chosen to use either the regular 

pharmacy counter or the automated kiosk based on Sharp Healthcare marketing communications. This study 

will use retrospective de-identified data from the normal operations of the Sharp Rees-Stealy (SRS) Pharmacy. 

12. INFORMED CONSENT 

A waiver of informed consent is being requested.  The investigators believe that this study meets the 

requirements for a waiver: 

a) The use or disclosure of Protected Health Information (PHI) involves no more than minimal risk. 

- There will be no identifiable data (PHI or other) provided to researchers 

b) Granting of waiver will not adversely affect privacy rights and welfare of the individuals whose records 

will be used.  

- There will be no effect on patients using regular counter or kiosk prescription dispensing process.  

There will be no identifiable data (PHI or other) provided to researchers. 

c) The project could not practicably be conducted without a waiver.  

- Due to the patient workflow in the dispensing pharmacy, it is not practical to conduct a consent 

process for all patients using the regular counter nor the kiosk without major inconvenience to patients 

and disruption of the patient care process 

d) The project could not practicably be conducted without use of PHI.  

- This research study does not involve PHI or any other person-identifiable data.. 

- There will be no identifiable data (PHI or other) provided to researchers. 

e) The privacy risks are reasonable relative to the anticipated benefits of research.  

- The expected knowledge to be gained from this study outweighs the very low risk posed to patients 

using either prescription pick-up method since there will be no identifiable data (PHI or other) provided 

to researchers. 

f) There is an adequate plan to protect identifiers from improper use and disclosure.  

- There will be no identifiable data (PHI or other) provided to researchers. 

Data will be kept on a password protected database and individuals responding to any of the surveys 

will be coded with a study identification number with no linkage to any patient identifiers (PHI or other) 

All research staff will have completed the human research training module and HIPAA module that 

covers improper use and disclosure of data. 

g) There is an adequate plan to destroy the identifiers at the earliest opportunity. 

- There will be no identifiable data (PHI or other) provided to researchers. 

h) PHI will not be re-used or disclosed for other purposes. 

- There will be no identifiable data (PHI or other) provided to researchers. 

13. ALTERNATIVES TO STUDY PARTICIPATION 

There will be no recruitment for this study.  Study subjects will have already chosen to use either the regular 

pharmacy counter or the automated kiosk based on Sharp Healthcare marketing communications.  This study 

will use retrospective de-identified data from the normal operations of the Sharp Rees-Stealy (SRS) Pharmacy. 

14. POTENTIAL RISKS 

There is minimal risk to patients for which retrospective, de-identified data from their use of the either 

prescription pick-up method will be used for this study.  

- There will be no effect on patients using regular counter or kiosk prescription dispensing process. 
Biomedical IRB Application Instructions 

Page 6 



 

 

   
  

   

 

 

        

 

 

 

 

  

    

 
 

          

 

  

 

  

  

 

 

 

 

 

   

 

  

  

 

  

   

 

 

 

  

 

    

    

 

    

   

 

      

    

      

       

      

- The is a very low risk posed to patients using either prescription pick-up method since there will be no 

identifiable data (PHI or other) provided to researchers 

15. RISK MANAGEMENT PROCEDURES AND ADEQUACY OF RESOURCES 

This study will use retrospective de-identified data from the normal operations of the Sharp Rees-Stealy (SRS) 

Pharmacy.  There will be no identifiable data (PHI or other) provided to researchers. 

Data will be kept on a password protected database, on password protected computers, and individuals 

responding to any of the surveys will be coded with a study identification number with no linkage to any 

patient identifiers (PHI or other). Any hardcopy questionnaires will be kept in a locked file cabinet within the 

office of the Principal Investigator. All research staff will have completed the human research training module 

and HIPAA module that covers improper use and disclosure of data. 

16. PRIVACY AND CONFIDENTIALITY CONSIDERATIONS INCLUDING DATA ACCESS AND MANAGEMENT 

This study will use retrospective de-identified data from the normal operations of the Sharp Rees-Stealy (SRS) 

Pharmacy.  There will be no identifiable data (PHI or other) provided to researchers. 

Data will be kept on a password protected database, on password protected computers, and individuals 

responding to any of the surveys will be coded with a study identification number with no linkage to any 

patient identifiers (PHI or other). Only the Principal Investigator or her designee will have access to the study 

data for analyses. 

All research staff will have completed the human research training module and HIPAA module that covers 

improper use and disclosure of data. 

17. POTENTIAL BENEFITS 

This study is expected to provide actionable results that will better enable pharmacists in other settings to 

decide on the best use of automated prescription delivery systems. Patients using the automated kiosk or the 

regular pick-up counter will not derive direct benefits from this study.  However they may benefit indirectly 

from future automated prescription delivery interventions developed or implemented in the Sharp Memorial 

Hospital system based on results of this study. 

18. RISK/BENEFIT RATIO 

There is a very low risk posed to patients using either prescription pick-up method since there will be no 

identifiable data (PHI or other) provided to researchers.  The expected knowledge to be gained, and possible 

changes to pharmacy practice, from this study outweighs the very low risk posed to patients using either 

prescription pick-up method since there will be no identifiable data (PHI or other) provided to researchers 

19. EXPENSE TO PARTICIPANT 

Study subjects will not incur any added expense. 

20. COMPENSATION FOR PARTICIPATION 

No compensation will be provided to participants. 

21. PRIVILEGES/CERTIFICATIONS/LICENSES AND RESEARCH TEAM RESPONSIBILITIES 

• PI Dr. Hirsch is a Ph.D. on faculty at the School of Pharmacy and Pharmaceutical Sciences (SPPS) who will 

perform all study operational and oversight activities including directly overseeing the research project, 

including data collection, storage, analysis, and conclusions, protection of data, and management of the UCSD 

student working as research assistants on the project; 
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• Co-PI Charles E. Daniels, Ph.D. will serve as the co-PI and as such be involved with study design, 

interpretation of results and reporting. 

• Co-investigator Kim Allen, Pharmacist, Manager of Sharp Rees-Stealy Pharmacy will serve as study liaison 

to Sharp Rees-Stealy staff; 

• Co-investigator Sheila Alignay-Rivera, Pharm.D., Sharp Rees-Stealy Pharmacy will supervise data collection 

on site at SRS Pharmacy; 

• Casee Barnes, PharmD Candidate 2016, will participate in study design, data analysis and reporting. 

• Kimberly San-Agustin, PharmD Candidate 2018, will participate in data analysis and reporting. 

• Akash Agarwal, PharmD Candidate 2017, will participate in data analysis and reporting. 

22. BIBLIOGRAPHY 
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23. FUNDING SUPPORT FOR THIS STUDY 

Supported by SSPPS Start Up Funds 

24. BIOLOGICAL MATERIALS TRANSFER AGREEMENT 

Not applicable 

25. INVESTIGATIONAL DRUG FACT SHEET AND IND/IDE HOLDER 

Not applicable 

26. IMPACT ON STAFF 

None 

27. CONFLICT OF INTEREST 

None of the investigators have financial interest in the automated dispensing kiosk or other known related 

organizations. There are no known conflicts of interest. 

28. SUPPLEMENTAL INSTRUCTIONS FOR CANCER-RELATED STUDIES 

Not applicable 

29. OTHER APPROVALS/REGULATED MATERIALS 

Not applicable 
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30. PROCEDURES FOR SURROGATE CONSENT AND/OR DECISIONAL CAPACITY ASSESSMENT 

Not applicable 

Version date: May 11, 2011 
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Patient has: 

Introduction (Build a Relationship) Action (Incorporate Patient’s Understanding) Closing (Safety Net Strategy) 

(write in number) 

_____________ New Rxs (drug 

new to pt) 

____New Rxs (new form, 

strength, directions), 

_____________ Refill Rxs 

Call day & time: 

1. Introduce self Yes or No 

2. Explain role of pharmacist Yes or No 

3. Confirm patient ID Yes or No 

4. Discuss consult purpose: Yes or No 

• Structure Yes or No 

• Desired length Yes or No 

5. Has the patient previously talked with a 

pharmacist about this/these medication(s)? Yes or No 

6. Invite patient to discuss: Yes or No 

• Medication concerns Yes or No 

• Health related concerns Yes or No 

1. What med is for: Yes or No 

2. How to take med: Yes or No 

• Time of day Yes or No 

• Length of therapy Yes or No 

• Missed dose Yes or No 
3. What to expect: Yes or No 

• Efficacy Yes or No 

• DDI Yes or No 

• S/E Yes or No 
4. Invite patient to teach back: Yes or No 

• Patient understands Yes or No 

• Questions answered Yes or No 
5. Lifestyle and prevention: Yes or No, N/A 

• Additional information Yes or No, N/A 

• Referral Yes or No, N/A 

1. What to do if patient had difficulties following the plan: Yes or No 

2. Future appointment or contact provided: Yes or No 

3. Opportunity to ask additional questions: Yes or No 

PHARMACIST ASK PATIENT 
Do you have any more questions about your medication(s) I 
haven’t answered yet? (check No/Yes and write in number) 
________ No 
________ Yes 
Write in Number of Questions _______________ 

What questions did the patient have? 

Call duration: 

Consult: (check one) 

____Counter for regular patient 

____Phone for regular patient 

____ Phone for kiosk patient 

Consult Initiated by: 

(circle one) 

Pharmacist 

Patient 

Pharmacist-Assessment 

Ability to build therapeutic relationship with patient: N/A 

Not Able Partially Able Fully Able 

0 1 2 3 4 

Ability to establish a management plan with patient: N/A 

Not Able Partially Able Fully Able 

0 1 2 3 4 

Ability to negotiate “safety netting” strategies with patient: N/A 

Not Able Partially Able Fully Able 

0 1 2 3 4 

Comments 

Patient has: 

(write in number) 

____New Rxs (drug new to pt) 

____New Rxs (new form, 

strength, directions), 

____Refill Rxs 

_____________ New Rxs 

_____________ Refill 

Rxs 

Introduction (Build a Relationship) Action (Incorporate Patient’s Understanding) Closing (Safety Net Strategy) 

Call day & time: 

1. Introduce self Yes or No 
2. Explain role of pharmacist Yes or No 

3. Confirm patient ID Yes or No 

4. Discuss consult purpose: Yes or No 

• Structure Yes or No 

• Desired length Yes or No 

5. Has the patient previously talked with a 

pharmacist about this/these medication(s)? Yes or No 

6. Invite patient to discuss: Yes or No 

• Medication concerns Yes or No 

• Health related concerns Yes or No 

1. What med is for: Yes or No 
2. How to take med: Yes or No 

• Time of day Yes or No 

• Length of therapy Yes or No 

• Missed dose Yes or No 
3. What to expect: Yes or No 

• Efficacy Yes or No 

• DDI Yes or No 

• S/E Yes or No 
4. Invite patient to teach back: Yes or No 

• Patient understands Yes or No 

• Questions answered Yes or No 

1. What to do if patient had difficulties following the plan: Yes or No 
2. Future appointment or contact provided: Yes or No 

3. Opportunity to ask additional questions: Yes or No 

PHARMACIST ASK PATIENT 

Do you have any more questions about your medication(s) I 
haven’t answered yet? (check No/Yes and write in number) 
________ No 
________ Yes 
Write in Number of Questions _______________ 

Call duration: 

Consult: (circle one) 

Counter 

Phone 

Initiated by: (circle one) 

Pharmacist 

Patient 



 

 

   
  

   

 

 

        

                           

       
 

   

  

         

         

                                                       

 

                  

             

                                                        

 

                     

            

                                                       

 

  

 

  

 

 

Rx Pickup: (circle one) 

Counter 

Kiosk 

5. Lifestyle and prevention: Yes or No, N/A 

• Additional information Yes or No, N/A 

• Referral Yes or No, N/A 

What questions did the patient have? 

Pharmacist-Assessment 

Ability to build therapeutic relationship with patient: N/A 

Not Able Partially Able Fully Able 

0 1 2 3 4 

Ability to establish a management plan with patient: N/A 

Not Able Partially Able Fully Able 

0 1 2 3 4 

Ability to negotiate “safety netting” strategies with patient: N/A 

Not Able Partially Able Fully Able 

0 1 2 3 4 

Comments 
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Board of Pharmacy Enforcement Statistics 

Fiscal Year 2017/2018 

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 17/18 

Complaints/Investigations 

Received 676 676 

Closed 676 676 

4301 letters 6 6 

Pending (at the end of quarter) 2283 2258 

Cases Assigned & Pending (by Team) at end of quarter* 

Compliance / Routine Team 992 992 

Drug Diversion/Fraud 370 370 

RX Abuse 185 185 

Compounding 130 130 

Outsourcing 43 43 

Probation/PRP 63 63 

Mediation/Enforcement ** 190 190 

Criminal Conviction 320 320 

Application Investigations 

Received 228 228 

Closed 

Approved 92 92 

Denied 17 17 

Total *** 126 126 

Pending (at the end of quarter) 192 131 

Letter of Admonishment (LOA) / Citation & Fine 

LOAs Issued 30 30 

Citations Issued 425 425 

Total Fines Collected **** $535,944 $535,944 

* This figure includes reports submitted to the supervisor and cases with SI awaiting assignment. 

** This figure include reports submitted to the citation and fine unit, AG referral, as well as cases assigned to enf. Staff 

*** This figure includes withdrawn applications. 

****Fines collected (through 9/30/2017 and reports in previous fiscal year.) 



Board of Pharmacy Enforcement Statistics 

Fiscal Year 2017/2018 

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 17/18 

Administrative Cases (by effective date of decision) 

Referred to AG's Office* 83 83 

Accusations Filed 78 78 

Statement of Issues Filed 10 10 

Petitions to Revoke Filed 2 2 

Pending 

Pre-accusation 204 204 

Post  Accusation 245 245 

Total* 471 471 

Closed 

Revocation 

Pharmacist 7 7 

Intern Pharmacist 1 1 

Pharmacy Technician 22 22 

Designated Representative 0 0 

Wholesaler 0 0 

Sterile Compounding 1 1 

Pharmacy 2 2 

Revocation,stayed; suspension/probation 

Pharmacist 2 2 

Intern Pharmacist 0 0 

Pharmacy Technician 0 0 

Designated Representative 0 0 

Wholesaler 0 0 

Sterile Compounding 0 0 

Pharmacy 1 1 

Revocation,stayed; probation 

Pharmacist 9 9 

Intern Pharmacist 1 1 

Pharmacy Technician 0 0 

Designated Representative 1 1 

Wholesaler 0 0 

Sterile Compounding 3 3 

Pharmacy 9 9 

Surrender/Voluntary Surrender 

Pharmacist 2 23 

Intern Pharmacist 0 0 

Pharmacy Technician 4 4 

Designated Representative 0 0 

Wholesaler 1 1 

Sterile Compounding 2 2 

Pharmacy 6 6 



Board of Pharmacy Enforcement Statistics 

Fiscal Year 2017/2018 

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 17/18 

Public Reproval/Reprimand 

Pharmacist 5 5 

Intern Pharmacist 0 0 

Pharmacy Technician 0 0 

Designated Representative 0 0 

Wholesaler 0 0 

Sterile Compounding 1 1 

Pharmacy 3 3 

Licenses Granted 

Pharmacist 1 1 

Intern Pharmacist 1 1 

Pharmacy Technician 1 1 

Designated Representative 0 0 

Wholesaler 0 0 

Sterile Compounding 0 0 

Pharmacy 0 0 

Licenses Denied 

Pharmacist 0 0 

Intern Pharmacist 0 0 

Pharmacy Technician 0 0 

Designated Representative 0 0 

Wholesaler 0 0 

Sterile Compounding 1 1 

Pharmacy 0 0 

Cost Recovery Requested** $357,388 $357,387.59 

Cost Recovery Collected** $238,133 $238,133.07 

* This figure includes Citation Appeals 

** This figure includes administrative penalties 

Immediate Public Protection Sanctions 

Interim Suspension Order 

Automatic Suspension / 

Based on Conviction 

0 

2 

0 

2 

Penal Code 23 Restriction 
Cease & Desist - Sterile 

Compounding 

3 

1 

3 

1 



 

Board of Pharmacy Enforcement Statistics 

Fiscal Year 2017/2018 

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 17/18 

Probation Statistics 

Licenses on Probation 

Pharmacist 194 194 

Intern Pharmacist 5 5 

Pharmacy Technician 32 32 

Designated Representative 1 1 

Pharmacy 68 68 

Sterile Compounding 15 15 

Wholesaler 3 3 

Probation Office Conferences 27 27 

Probation Site Inspections 145 145 

6 6 

Probationers Referred to AG

          for non-compliance 1 1 

Successful Completion 

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. 

As of September 30, 2017. 



SB 1441 – Program Statistics 

Licensees with substance abuse problems who are either on board probation and/or 

participating in the Pharmacist Recovery Program (PRP) 

Board of Pharmacy July -Sep Oct – Dec Jan-Mar Apr-Jun Total 16/17 

PRP Intakes 

PRP Self-Referrals 
PRP Board Referrals 5 5 
PRP Under Investigation 2 2 
PRP In Lieu Of 1 1 
Total Number of PRP Intakes 8 8 

New Probationers 

Pharmacists 5 5 

Interns 

Technicians 

Total New Probationers 5 5 

PRP Participants and Contracts 

Total PRP Participants 49 N/A 

Contracts Reviewed 40 40 

Probationers and Inspections 

Total Probationers 77 N/A 

Inspections Completed 145 145 

PRP Referrals to Treatment 

Referrals to Treatment 1 1 

Drug Tests  

Drug Test Ordered 858 858 

Drug Tests Conducted 844 844 

Relapse 

Relapsed 1 1 

Major Violation Actions 

Cease Practice/Suspension 9 9 

Termination - PRP 2 2 

Referral for Discipline 1 1 

Exit from PRP or Probation 

Successful Completion 6 6 
Termination - Probation 1 1 
Voluntary Surrender 4 4 
Surrender as a result of PTR 

Public Risk 2 2 

Non-compliance 15 15 

Other 3 3 

Patients Harmed 

Number of Patients Harmed None None None None None 



SB 1441 – Program Statistics 

Licensees with substance abuse problems who are either on board probation and/or 

participating in the Pharmacist Recovery Program (PRP) 

Board of Pharmacy July -Sep Oct – Dec Jan-Mar Apr-Jun Total 16/17 

Drug of Choice at PRP Intake or Probation 

Pharmacists July-Sep Oct-Dec Jan-Mar Apr-Jun Total 16/17 

Alcohol 5 5 

Ambien 

Opiates 

Hydrocodone 

Oxycodone 

Morphine 

Benzodiazepines 

Barbiturates 

Marijuana 

Heroin 

Cocaine 

Methamphetamine 

Pharmaceutical Amphetamine 

Phentermine 

Methadone 

Zolpidem Tartrate 

Hydromorphone 

Clonazepam 

Tramadol 

Carisprodol 

Phendimetrazine 

Promethazine w/Codeine 

Intern Pharmacists July-Sep Oct-Dec Jan-Mar Apr-Jun Total 16/17 

Alcohol 1 1 

Opiates 

Hydrocodone 

Oxycodone 

Benzodiazepines 

Barbiturates 

Marijuana 

Heroin 

Cocaine 1 1 

Methamphetamine 1 1 

Pharmaceutical Amphetamine 

Phentermine 

Methadone 

Zolpidem Tartrate 

Hydromorphone 

Clonazepam 

Tramadol 

Carisprodol 

Phendimetrazine 

Promethazine w/Codeine 

Pharmacy Technicians July-Sep Oct-Dec Jan-Mar Apr-Jun Total 16/17 

Alcohol 

Opiates 

Hydrocodone 

Oxycodone 

Benzodiazepines 

Barbiturates 

Marijuana 

Heroin 

Cocaine 

Methamphetamine 

Pharmaceutical Amphetamine 

Phentermine 

Methadone 

Zolpidem Tartrate 

Hydromorphone 

Clonazepam 

Tramadol 

Carisprodol 

Phendimetrazine 

Promethazine w/Codeine 



Drug Of Choice - Data entered from July 2016 to June 2017 

1 Alcohol 

2 Opiates 

3 Hydrocodone 

4 Oxycodone 

5 Benzodiazepines 

6 Barbiturates 

7 Marijuana 

8 Heroin 

9 Cocaine 

10 Methamphetamine 

11 Pharmaceutical Amphetamine 

Pharmacist 

Intern 

Technician 

Printed on 10/12/2017 



 

  

   
 

 
 

 
   

 
 

  
 

   

         

 
  

 
    

         
 
 

   
 

   

California State Board of Pharmacy 

Citation and Fine Statistics 

July 1, 2017 -  September 30, 2017 

425 Citations Issued this Quarter 

Citation Breakdown by license type 

Total issued RPH with fine RPH no fine PHY with fine PHY no fine PIC with fine** PIC no fine** TCH with fine TCH no fine 

425 189 14 59 70 79 21 42 2 

Citation Breakdown by Miscellaneous license type 

Wholesalers Exemptee's Clinics Drug Room Exempt Hosp. Hosp. Pharmacy Misc.* Unlicensed PremisesUnlicensed person 

3 2 0 0 2 8 26 7 1 

*Intern Pharmacist, Licensed Correctional Facilities, Exempt Pharmacies, Non-Resident Pharmacies, and Vet Retailers 

**These numbers are also represented in the RPH columns, but reflect how many RPHs were cited as PICs 



  
 

      
   

 
 

  
  

  
  

 
  

  
  

 
  

 

 
 

  
 

 
 

 

   
  

 

       

        
    

      
    

 

 
 

 
 

  
 

 

 

     
    

  
 

 

  
 

 

 

 
  

 

   
   

 

 
   

  

 

 
 

 

 
 

 

  
 

 

 
  

    
  

 

  
  

 

 

 

Top Ten Violations by license type 

Pharmacists % Pharmacies % Pharmacists In Charge % 
1716 - Variation from prescription 26% 1716 - Variation from prescription 33% 1716 - Variation from prescription 19% 

11164(a)/1761(a) - Prescriptions for schedule II, III, IV, and 
controlled substance: form and content; record of 

practitioner dispensing schedule II controlled substance/No 
pharmacist shall compound o 

26% 11164(a)/1761(a) - Prescriptions for schedule II, III, IV, 
and controlled substance: form and content; record of 

practitioner dispensing schedule II controlled 
substance/No pharmacist shall compound o 

16% 11164(a)/1761(a) - Prescriptions for schedule II, III, IV, 
and controlled substance: form and content; record of 

practitioner dispensing schedule II controlled 
substance/No pharmacist shall compound o 

13% 

11164(a)/1761(a)(b) - Each prescription for a controlled 
substance classified in Schedule II, III, IV, or V, except as 

authorized by subdivision (b), shall be made on a 
controlled substance prescriptions 

8% 1714(b) - Operational Standards and Security; pharmacy 
responsible for pharmacy security 

13% 1714(d) - Operational Standards and Security; Pharmacist 
responsible for pharmacy security 

13% 

1761(a)&(b)/11164(a) - No pharmacist shall compound or 
dispense any prescription, which contains any significant 
error or omission…/A pharmacist shall not compound or 

dispense a prescription for a con 

7% 1761(a) - No pharmacist shall compound or dispense any 
prescription, which contains any significant error or 

omission… 

8% 1761(a) - No pharmacist shall compound or dispense any 
prescription, which contains any significant error or 

omission… 

11% 

1761(a) - No pharmacist shall compound or dispense any 
prescription, which contains any significant error or 

omission… 

7% 1714(c) - Operational Standards and Security; the 
pharmacy must be maintained in a sanitary condition 

7% 1714(c) - Operational Standards and Security; the 
pharmacy must be maintained in a sanitary condition 

11% 

4231(d)/1732.5 - Failure to provide documentation 
substantiating completion of continuing education/Renewal 

Requirements for Pharmacist 

6% 11164(a)/1761(a)(b) - Each prescription for a controlled 
substance classified in Schedule II, III, IV, or V, except as 

authorized by subdivision (b), shall be made on a 
controlled substance prescriptions 

5% 11164(a) - Prescriptions for schedule II, III, IV, and 
controlled substance: form and content; record of 

practitioner dispensing schedule II controlled substance 

8% 

1714(c) - Operational Standards and Security; the 
pharmacy must be maintained in a sanitary condition 

5% 11164(a) - Prescriptions for schedule II, III, IV, and 
controlled substance: form and content; record of 

practitioner dispensing schedule II controlled substance 

5% 1715(a) - Self-assessment form of a pharmacy by the 
pharmacist-in-charge; shall complete a self-assessment of 

the pharmacy's compliance with federal and state 
pharmacy law 

6% 

4301(g) - Unprofessional Conduct - Knowingly making or 
signing any certificate or other document that falsely 

represents the existence or nonexistence of a state of facts 

5% 4113(d) - Every pharmacy shall notify the board in writing 
within 30 days of the date of a change in pharmacist-in-

charge 

4% 1707.2(b)(1)(A) - In addition to the obligation to consult…a 
pharmacist shall provide oral consultation to his or her 

patients…whenever the prescription drug has not 
previously been dispensed to a pat 

6% 

11164(a) - Prescriptions for schedule II, III, IV, and 
controlled substance: form and content; record of 

practitioner dispensing schedule II controlled substance 

5% 1707.2(b)(1)(A) - In addition to the obligation to 
consult…a pharmacist shall provide oral consultation to 
his or her patients…whenever the prescription drug has 

not previously been dispensed to a pat 

4% 1714(b) - Operational Standards and Security; pharmacy 
responsible for pharmacy security 

6% 

4301(j)(o)/1735.2(g) - Unprofessional Conduct -Violation of 
any statutes of this state or of the United States regulating 

controlled substances and dangerous drugs/Assist in or 
abetting the violation/ 

4% 1761(a)&(b)/11164(a) - No pharmacist shall compound or 
dispense any prescription, which contains any significant 
error or omission…/A pharmacist shall not compound or 

dispense a prescription for a con 

4% 4076(a)(9) - Prescription Container - Requirements for 
Labeling/The expiration date of the effectiveness of the 

drug dispensed 

5% 
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