
  
  
  

 

                  
   

 

 
        

   
     
 
 

                         
 

                               
                               

                         
 

     
 

                       
                       

       
 

   
 

                         
                         
               

 
                       
 

                           
               

 
   

 
                         
                     

 
                 
                        
                       

    
 

                     
 

California State Board of Pharmacy 
1625 N. Market Blvd, N219, Sacramento, CA 95834 
Phone: (916) 574-7900  
Fax: (916) 574-8618 
www.pharmacy.ca.gov 

BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

ENFORCEMENT AND COMPOUNDING COMMITTEE
 
MEETING MATERIALS
 
MARCH 26, 2015
 

I.	 PUBLIC COMMENT FOR 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 recommend whether to place the 
matter on the agenda of a future meeting. [Government Code Sections 11125, 11125.7(a)] 

II.	 ENFORCEMENT MATTERS 

a.	 PRESENTATION: Kim Fleming on EMD Serono’s Program to Permit Patients to 
Authenticate Medication Via Checking a Serial Number on a Medication Container Against 
a Manufacturer’s Data Base 

Attachment 1 

At this meeting, Ms. Fleming has requested the opportunity to provide information about 
EMD Serono’s smartphone application that allows a patient to scan the two dimensional 
barcode to verify the authenticity of a prescription. 

A copy of EMD Serono’s brochure is provided in Attachment 1. 

b.	 PRESENTATION: Michael Galloway of MatchRx on Its Model to Enable the Transfer of 
Prescription Medication in Short Supply Between Two Pharmacies 

Attachment 2 

At this meeting, a PowerPoint presentation will be provided by Michael Galloway regarding 
the transfer of prescription medication in short supply between two pharmacies. 

MatchRx is a private web‐based inter‐pharmacy marketplace for non‐controlled, non‐
expired overstocked prescription drugs and drugs in short supply. MatchRx maintains safe, 
secure and detailed electronic transaction records, providing track and trace compliance for 
dispenser‐to‐dispenser transactions. 

A copy of the PowerPoint is provided in Attachment 2. 

Enforcement and Compounding Committee Meeting – March 26, 2015
 
Page 1
 

http:www.pharmacy.ca.gov


                  

   
 

                            
                       

                         
                     

 
   
 

 
                       
                             
                       

                                 
                              

                            
 
                           
                             

                        
                         
                            
                         

 
                       

                             
                             

                          
                           
                                 

 
                           
                             
                         

 
                               

                    
                         

                             
   

 
                   

     
 

c.	 PRESENTATION: Jan Hirsch, BSPharm, PhD of UCSD on a Research Proposal Pursuant to 16 
California Code of Regulations Section 1706.5 to Permit Patients to Access Medications 
from an Automated Storage Device Not Immediately Adjacent to a Pharmacy, and an 
Assessment of the Research Design by Board Member Ramon Castellblanch, PhD 

Attachment 3 

Background 
Several years ago, the board promulgated regulations (16 California Code of Regulation 
section 1713) to allow for the use of automated delivery devices, which are markedly like 
vending machines, to permit the furnishing of refill medication in specified circumstances, 
to include the requirement that the patient must opt in to use the machine and that the 
medication to be refilled through the machine is appropriate. [A copy of the regulation is 
included in Attachment 3. The relevant section of the regulation is in bold.] 

In recent years, the board has received several requests to use automated delivery devices 
in a variety of settings including workplace clinics, hospital lobbies, other areas on a hospital 
campus, and in employment locations. During each of these discussions, several concerns 
were raised about whether the request would comply with current regulations and whether 
the board had the authority to approve the request without specific regulatory changes. To 
date the board has not approved any waivers since enactment of the regulation. 

At the June 2013 committee meeting, representatives from Asteres and Sharp Healthcare 
requested a revision to section 1713 to allow three separate pilot studies on the campuses 
of Sharp, UCSD Health System and USC Hospital to expand the use of automated delivery 
devices. At the July 2013 board meeting, Mr. Burgess, representing Asteres reminded the 
board that section 1713(b) already allows the delivery of prescriptions to employees at their 
worksite. An excerpt of the minutes of this part of the meeting is provided in Attachment 3. 

Mr. Burgess proposed to revise section 1713(d)(6) to allow for the placement of automated 
devices in a secure building controlled by a Board licensee at an alternate location readily 
accessible for Board inspection, but not adjacent to a secure pharmacy area. 

At the July 2013 board meeting where this proposal was discussed, the board asked that Dr. 
Castellblanch provide assistance in developing a more traditional research protocol. 
Following the meeting, Dr. Castellblanch did provide this review and his comments were 
sent to the lead researcher at UCSD, Charles Daniels, for incorporation into a more robust 
research proposal. 

In November 2014, UCSD approved the Experimental Program/Research Study on
 
Automated Delivery Systems.
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At this meeting, Dr. Hirsh will provide a PowerPoint presentation that provides an overview 
of the research study. A copy of the PowerPoint presentation is provided in Attachment 3. 
Also in Attachment 3 is a copy of the Experimental Program/Research Study Proposal 
Approval and Research Plan. 

d.	 DISCUSSION: Drug Enforcement Administration’s Regulations for the Take Back of 
Prescription Medication and Development of Regulations for Pharmacies and Reverse 
Distributors Who Take Back Prescription Medication from Patients 

Attachment 4 

Background 
On September 9, 2014, the DEA released its regulations on the take back of drugs from the 
public – specifically the take back of controlled substances. 

The final rule authorizes certain DEA registrants (manufacturers, distributors, reverse 
distributors, narcotic treatment programs, retail pharmacies, and hospitals/clinics with an 
on‐site pharmacy) to modify their registration with the DEA to become authorized 
collectors. All collectors may operate a collection receptacle at their registered location, and 
collectors with an on‐site means of destruction may operate a mail‐back program. Retail 
pharmacies and hospitals/clinics with an on‐site pharmacy may operate collection 
receptacles at long‐term care facilities. A copy of the final rule is provided in Attachment 4. 

Also in Attachment 4 is a newspaper article providing information about one of the
 
country’s largest reverse distributors and criminal arrests.
 

At the December 2014 committee meeting, Ms. Herold provided an overview of the DEA’s 
new drug take‐back regulations. Committee discussion included how an average person 
would know which drugs are acceptable for disposal. The committee heard comments from 
the public in which the board was asked not to place the collection burden on pharmacists. 
A copy of Ms. Herold’s PowerPoint presentation is also provided in Attachment 4. 

At the January Board Meeting, the board was advised that the committee would be working 
on draft regulations for drug take back. 

At this meeting, the committee will have a chance to review proposed components for a 
California regulation for drug take back from pharmacies and reverse distributors. The 
proposed components will be provided at the committee meeting. 
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e.	 DISCUSSION: Evaluation of 16 CCR Section 1744 Regarding Required Warning Labels on 
Prescription Container Labels 

Attachment 5 
Background 
Prior to July 1, 2014, Pharmacy Law required a pharmacist to inform a patient orally or in 
writing of the harmful effects of a drug: (1.) if the drug posed a substantial risk to the 
person consuming the drug, when taken in combination with alcohol, or if the drug could 
impair a person’s ability to drive a motor vehicle, and (2.) the drug was determined by the 
Board of Pharmacy to be a drug or drug type for which the warning shall be given. 

Assembly Bill 1136 (Levine), signed by the Governor on September 9, 2013, amended 
existing law to require a pharmacist on or after July 1, 2014, to include a written label on a 
prescription drug container indicating that the drug may impair a person’s ability to operate 
a vehicle or vessel, if in the pharmacist’s professional judgment, the drug may impair a 
person’s ability to operate a vehicle or vessel. The required label may be printed on an 
auxiliary label that is affixed to the prescription container. The revised version of Business 
and Professions Code section 4074, which AB 1136 amended, is provided in Attachment 5. 

Section 1744 of the board’s regulations provides the specific classes of drugs which trigger a 
pharmacist’s verbal or written notice to patients where a patient’s ability to operate a 
vehicle (and now a vessel) may be impaired. This section has not been revised in a number 
of years, so recently the schools of pharmacy were asked to provide comments to the list of 
medications listed in this regulation. 

A number of California’s schools of pharmacy provided comments. Those comments were 
integrated in the first draft. This draft can be found in Attachment 5. 

At the September 2014 committee meeting, the committee revised those comments into 
the version that was referred to the board for action. This proposed version can be found in 
Attachment 5. 

However, at the October Board Meeting, the board sent the language back to the
 
committee for further discussion and review.
 

At the December 2014 committee meeting the committee heard legal guidance that the 
board needs to update 4074(a) with the drugs or drug classes it believes should require a 
warning label for posing a substantial risk when taken with alcohol, or for impairing one’s 
ability to safely operate a vehicle or vessel. 

Ms. Herold has proposed the following language for committee review and discussion 
regarding changes from the prior proposal and indicated below in double underscore and 
double strikeout. 
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1744. Drug Warnings 

Pursuant to Business and Professions Code Section 4074, a pharmacist shall inform the 

patient or his or her representative of the harmful effects of certain drugs dispensed by 

prescription. Whenever If a pharmacist exercising his or her professional judgment 

determines that a drug may impair a person’s ability to operate a vehicle or vessel, the 

pharmacist shall include a written label on the drug container indicating that the drug 

may impair a person’s ability to operate a vehicle or vessel. 

(a) The following classes are examples of drugs that may impair a person's ability to 

drive a motor vehicle, vessel or operate machinery when taken alone or in 

combination with alcohol and that require a written warning notice on the label: 

(1) Muscle relaxants. 

(2) Analgesics with central nervous system depressant effects. 

(3) Antipsychotic drugs with central nervous system depressant effects including 

phenothiazines. 

(43) Antidepressants with central nervous system depressant effects. 

(54) Antihistamines, motion sickness agents, antipruritics, antinauseants, 

anticonvulsants and antihypertensive agents with central nervous system 

depressant effects. 

(65) All Schedule II, III, IV and V agents with central nervous system depressant 

effects. or narcotic controlled substances as set forth in Health and Safety Code 

at Section 11055 et seq. prescribed in doses which could have an adverse effect 

on a person's ability to operate a motor vehicle. 

(76) Anticholinergic agents and other drugs which may that impair vision. 

(b) The following are examples of drugs which may have harmful effects when taken in 

combination with alcohol. While these These may or may not affect a person's 

ability to operate a motor vehicle they still require a written warning notice on the 

label to alert the patient about possible problems: 
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(1) Disulfiram and other drugs (e.g., chlorpropamide, metronidazole) which may 

cause a disulfiram‐like reaction. 

(2) Mono amine oxidase inhibitors. 

(3) Nitrates. 

(4) Cycloserine. 

(5) Insulin (hypoglycemia) antidiabetic agents including insulin and sulfonylureas 

(due to risk of hypoglycemia). 

f.	 DISCUSSION AND POSSIBLE ACTION: Proposed Regulation for Pharmacies Aimed at 
Reducing Losses of Controlled Substances 

Attachment 6 

Background 
At the March 2014 Enforcement and Compounding Committee meeting, Chairperson 
Gutierrez led a discussion of losses of controlled substances reported to the board as 
required by California Pharmacy law. A pharmacy or a wholesaler must report any loss of 
controlled substances to the board within 14 days. 

The board’s staff compiled some statistics regarding drug losses reported to the board over 
the last few years. Attachment 6 includes tables displaying the losses of controlled 
substances reported to the board. 

In 2013, 3.06 million dosage units of controlled substances were reported to the board as 
lost. This includes 1.7 million units that were from a major manufacturer who had a truck 
stolen. 

Note: These numbers are only estimates provided by the entity when they first realize 
there has been a loss. As such, the reported numbers are most likely significantly less than 
actual losses. 

The committee expressed concern about the significant losses and the need for more 
stringent inventory controls in pharmacies to identify losses resulting from employee 
pilferage. Comments from the committee included developing steps for inventory controls, 
which could be done either by regulation, statute or policy and perhaps reconciling the top 
ten drugs for the pharmacy. 

At the January Board Meeting, the board reviewed proposed language from the committee. 
The proposed language was rejected by the board and Chair Gutierrez and Ms. Herold 
reported that the committee would continue to revise the language. 
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At this meeting, after hearing comments from the board and the public at the January 
Board Meeting, board staff has revised the proposed language into the version below. 

1715.65 Monthly Inventory Counts of Controlled Substances 
(a)	 Every pharmacy, and every clinic licensed under sections 4180 or 4190, shall 

maintain a perpetual inventory for all controlled substances acquired by the 
licensee. A perpetual inventory as used in this article shall mean an inventory 
system whereby the pharmacy’s or clinic’s records about stock on hand for every 
controlled substance acquired and dispensed are continuously updated to reflect 
the actual quantity of stock on hand. Such an accounting will include all 
acquisitions and all dispositions for each controlled substance. 

(b)	 As an alternative to the maintenance of a perpetual inventory in subdivision (a), a 
pharmacy or clinic must have a written policy that identifies a monthly 
reconciliation process for the 10 highest volume controlled substances acquired by 
the licensee in the last year (or as determined by the last DEA biennial inventory, or 
as purchased by the pharmacy if there has been no biennial inventory taken). This 
policy shall address reconciliation of all purchases and acquisitions, dispensings, 
transfers and current inventory, including the inventory in quarantine for a reverse 
distributor. The pharmacy or clinic shall perform a count of these 10 controlled 
substances pursuant to this policy every month. 

(c)	 The pharmacist‐in‐charge of a hospital pharmacy or of pharmacy servicing skilled 
nursing homes wherever an automated drug delivery system is used shall review at 
least once each month all controlled substances removed from or added into each 
automated drug delivery machine operated by the pharmacy. Any discrepancy or 
unusual access identified shall be investigated. Controlled drugs inappropriately 
accessed or removed from the automated delivery shall be reported to the board 
within 14 days. 

(d)	 Losses of controlled substances identified by pharmacies from the perpetual 
inventory or monthly audit shall be reported to the board as required by section 
1715.6 and California Business and Profession Code section 4104. 

(e)	 A clinic shall report to the board all losses detected from the perpetual inventory or 
monthly audit undertaken pursuant to this section within 14 and no later than 30 
days. 

(f)	 The pharmacist‐in‐charge or consultant pharmacist for the clinic shall sign and date 
each monthly reconciliation within 14 days of completion. These signed 
reconciliations shall be retained by the licensed premises for three years and be 
readily retrievable for review by the board. 

(g)	 The pharmacist‐in‐charge or consultant pharmacist shall review all inventories and 
reconciliations to establish and maintain secure methods to prevent losses of 
dangerous drugs. 
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Attachment 6 also includes the prior proposed language from the September and
 
December 2014 Enforcement and Compounding Committee meetings.
 

g.	 PRESENTATION: Demonstration by Carefusion on Drug Diversion Deterrent Reports 
Available with Their Automation Storage Containers 

At this meeting, a representative from Carefusion will provide an overview of the drug 
diversion reports available with the use of their Pyxis automation. 

h.	 DISCUSSION: Proposed Regulations for Third‐Party Logistics Providers; Proposed 
Amendments to 16 California Code of Regulations Sections 1780 ‐1786 

Attachment 7 

Background 
In 2014, the board sponsored legislation to enact provisions to license third‐party logistic 
providers as a separate class and not as the board had previously done under the category 
of wholesaler. This legislation was enacted by AB 2605 (Bonilla, Chapter 507, Statutes of 
2014). This legislation was needed because federal law enacted in 2013 prohibited 
licensure of third‐party logistics providers as wholesalers. 

The board now needs to amend its regulations to ensure that third‐party logistics providers 
also must adhere to board regulations for all drug distributors, whether they are a 
wholesaler or third party‐logistics provider. 

At this meeting, the committee will review and discuss proposed regulation requirement for 
third‐party logistics providers that originate from drug wholesalers. The committee will also 
review and discuss a proposed revised self‐assessment form that will be part of the process. 

Attachment 7 contains a copy of the proposed regulation and self‐assessment for third‐
party logistics providers. 

i.	 PRESENTATION: CURES Data on the Impact of the Federal Rescheduling of Hydrocodone 
Combination Products from Schedule III to Schedule II 

Attachment 8 

The board’s staff has compiled the data regarding the number of oxycodone and 
hydrocodone prescriptions dispensed before and after hydrocodone was rescheduled to 
Schedule II in October. 

Also in Attachment 8 is data regarding losses reported for hydrocodone and oxycodone 
products during 2014. 
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j. DISCUSSION: Regarding the Adoption of e‐Prescribing 

Attachment 9 

Background 
E‐prescribing had been required for all New York State prescriptions effective March 27, 
2015, pursuant to regulations adopted by New York State. Recent legislation has delayed 
this implementation for one year, to March 27, 2016. At the last committee meeting, the 
committee heard a presentation by New York’s Board of Pharmacy Executive Officer Larry 
Mokhiber. A copy of the regulation is provided in Attachment 9. 

Provided as background on this topic was a 2013 project report of two locations in 
California that were pilot testing e‐prescribing. This report is provided in Attachment 9. 

Attachment 9 also includes a copy of SureScripts, “Second Update Regarding Industry 
Progress in Implementing Electronic Prescribing for Controlled Substances (EPCS).” 

k. DISCUSSION: Regarding Duty Inspector 

At the October 2014 Board Meeting, Ms. Herold reported that the board had reinstated the 
duty inspector wherein one inspector is assigned to respond to emergent inquiries. The 
duty inspector takes called from 9 AM to 11 AM on Monday, Wednesday and Friday. 

At this meeting, Dr. Dang will provide an update regarding how the duty inspector program 
is progressing. 

III. COMPOUNDING MATTERS 

a. INFORMATION: Report of Sterile Compounding Pharmacy Inspections Conducted 

Attachment 10 

Supervising Inspector Janice Dang will provide information about sterile compounding 
inspections and violations identified from December 1, 2014 through March 18, 2015. 

Attachment 10 includes the data found as a result of sterile compounding inspections. 

IV. REMAINING MEETING DATES FOR 2015 
 June 24, 2015
 

 September 2, 2015
 

 December to be determined
 

Enforcement and Compounding Committee Meeting – March 26, 2015
 
Page 9
 



 
 
 
 
 
 
 
 
 
 

Attachment 1 








 
 
 
 
 
 
 
 
 
 

Attachment 2 




3/20/2015
�

Compliance, Transparency, Traceability
�

for
�

Dispenser-to-Dispenser Transactions
�

Introduction: Ron Bone, Ron N. Bone Consulting, LLC 

Presenters: John Kello, CEO 
Gabe Zawaideh R.Ph., President 
Mike Galloway, COO 

1 

MatchRX
 
Traceability Compliance 

An Established Supply Chain Solution Providing Traceability Compliance 

For NonControlled, NonExpired DispenserToDispenser Transactions.  

2 

CA Enforcement & Compounding Committee 1 
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3/20/2015
�

Our Mission 
Enhance Access, Transparency and Compliance 

Connect independent dispensers to resolve three longstanding problems: 

• Eliminate costly overstock before it expires. 

• Locating small quantities of difficult to find medications. 

• Minimize pharmaceutical waste. 

Members purchase small quantities of non-controlled, non-expired overstock from 

other members to: 

• Satisfy specific patient requirements. 

• Locate items temporarily in short supply. 

• Supplement limited buying resources. 

• Mitigate dramatic price increases of certain drugs. 

A growing community of members utilizing the marketplace to: 

• Improve patient safety. 

• Satisfy patient need. 

• Mitigate supply chain constraints. 

• Sustain the financial health of their 

small business. 

Improved Agency reporting 

• Transaction information stored in perpetuity. 

• Data is provided within 48 hours of request in paper or electronic form. 

The Result 
Improved Drug Supply and Reporting 

CA Enforcement & Compounding Committee 2 
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3/20/2015
�

MatchRX Statistics
 

• Established February 2010 

• Operate in over 30 states including: 
• Nevada 
• Arizona 
• Utah 
• Oregon 
• Washington 

• 3,700+ active members 

• Processed over 250,000 transactions 

• Average transaction is 2 bottles (containers) 

• Daily Average 50,000 NDC’s in the marketplace 

• MatchRX does not take possession or title of the prescription medications 

Affiliations & Associations 

CA Enforcement & Compounding Committee 3 
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3/20/2015
�

Advisors
 
Ron Bone 
Ron Bone, Principal
�
Ronald N Bone consulting LLC
�
38511 Pinewood Drive
�
Polson, MT 59860
�
p. 650-303-0724 

e. ronaldnbone@gmail.com 

Practice & Background: Ron Bone, recently retired from McKesson Corporation, spent 41 years with McKesson Corporation in various operations, sales, 

and financial management positions. His responsibilities included regulatory affairs and leading the company's product security initiatives through the use 

of electronic track-and-trace. Mr. Bone was a member of the Leadership Teams of GS1 Global Healthcare and GS1 US Healthcare and a Member of the 

Industry Relations Council of HDMA.  In 2007 he received the NEXUS Award for Lifetime Achievement from HDMA which is the industry’s highest honor 

in the healthcare industry. In 2008, he spoke in support of the Safeguarding America’s Pharmaceutics Act before the Health Subcommittee, Energy and 

Commerce Committee, US House of Representatives. He received his Bachelor of Science and MBA degrees from San Jose State University. 

Nathan A. Brown 
Nathan A Brown, Partner
�
Akin Gump Strauss Hauer & Feld LLP
�
1333 New Hampshire Ave, N.W.
�
Washington DC 20036-1564
�
p. 202-887-4245 

f. 202-887-4288 

e. nabrown@akingump.com 

Practice & Background: Nathan A. Brown advises health industry participants with regard to medical devices, drugs and biologics, as well as 

cosmetics and food products regulated by the U.S. Food and Drug Administration (FDA). His practice covers regulatory, compliance and policy 

advice. 

Prior to joining the firm, Mr. Brown served in several prominent roles with the FDA. Most recently, he was detailed by the FDA to serve as health 

policy advisor to the Senate Health, Education, Labor and Pensions (HELP) Committee to cover FDA issues. On behalf of HELP Committee 

Chairman Tom Harkin (D-IA), Mr. Brown played a lead role negotiating and drafting the Drug Quality and Security Act of 2013 (drug 

compounding and track and trace legislation). He advised committee leadership on a broad range of FDA-related legislative and oversight 

matters, including device, drug and biologics issues, and met with stakeholders across the FDA-regulated industries. Education:  J.D., Harvard 

Law School, 1999; B.S., University of Maryland, College Park, 1996; B.A., University of Maryland, College Park, 1995. 

Advisors
 

Donnie Calhoun 
Donnie Calhoun R.Ph., President
�
Calhoun Compounding Pharmacy
�
1525 Greenbrier Dear Rd.
�
Anniston, AL 36207
�
p. 256-237-8139 

e. donniecalhoun@cableone.net 

Practice & Background: Donnie Calhoun, 1987 graduate of Samford University School of Pharmacy, owns 2 pharmacies in Calhoun County. He serves on the 

executive committee for the National Community Pharmacists Association and as a national director for Pharmacist’s Mutual Insurance Company. He served 

as the past President of the National Community Pharmacists Association and 2012 President of the Alabama Board of Pharmacy. He also has served on the 

National Home Infusion Association board of directors and Member Health’s P&T committee. He has served as President of the Alabama Independent 

Drugstore Association and as a board member of the Alabama Pharmacy Association.  He has been involved with teaching pharmacy students as an adjunct 

professor of Samford and Auburn Schools of Pharmacy.  Donnie has served on many pharmacy committees at a local, state and national level. He has been a 

recipient of many awards including distinguished young pharmacist (1991) and the Alabama Pharmacy Association Pharmacist of the year award (2005). 

Brian Dickerson 
Brian Dickerson, Attorney at Law
�
Roetzel & Andress
�
600 14th Street NW, Suite 400
�
Washington, DC 20005
�
p. 202-625-0600 

f. 202-338-6340 

e. bdickerson@ralaw.com 

Practice & Background: Brian Dickerson’s experience includes the representation of domestic and international manufacturers, suppliers and 

distributors in defending governmental agency investigations into the manufacturing and distribution process and third party transactions causing 

exposure to false claims and FCPA violations. He regularly conducts internal investigations to identify areas of risk and insure compliance. He provides 

counsel on developing and implementing compliance programs for companies and their global operations. 


CA Enforcement & Compounding Committee 4 
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3/20/2015
�

Advisors
 
Ned Milenkovich 
Ned Milenkovich, Pharm.D, Attorney at Law 

Much Shelist, P.C 

191 North Wacker Drive, Suite 1800 

Chicago, IL 60606 

p. 312-521-2482 

f. 312-521-2382 

e. Nmilenkovich@muchshelist.com 

Practice & Background: Ned Milenkovich is an Equity Principal of the Health, Drug & Pharmacy Practice at the Chicago office of Much Shelist, P.C. He 

has extensive knowledge of all segments of the drug supply chain and assists manufacturers, distributors, retailers, and pharmacy benefit managers in 

all facets of legal representation including regulatory, transactional, government investigation, and litigation matters.  Previously, he was affiliated with 

the Chicago office of Roetzel & Andress as Head of Drug & Pharmacy Practice and Partner, and earlier McDermott Will & Emery and Jones Day where 

he practiced in health law groups.  In addition to being a licensed attorney, Mr. Milenkovich is a registered pharmacist in Illinois and Ohio.  Mr. 

Milenkovich serves as a Member in Healthcare Practice at McDonald Hopkins Co. LPA's Chicago office.  He is a member of the Illinois State Board of 

Pharmacy in which he serves as a public official and is one of seven Illinois pharmacists charged with the public duty to protect the citizens of Illinois 

with respect to pharmacy matters.  He is a frequent lecturer at both legal and pharmaceutical industry events and is vice-chairman of the Illinois State 

Board of Pharmacy.  In addition, he writes a monthly legal/regulatory news column for the drug and pharmacy news magazine, Drug Topics.  Mr. 

Milenkovich received his J. D. from The John Marshall Law School (2000), Doctor of Pharmacy from The University of Illinois-Chicago (1997) and B.S. in 

Pharmacy from The Ohio State University (1992). 

Bob Carey 
Bob Carey, President 

Abraham & Roetzel LLC 

600 14th Street NW, Suite 400 

Washington, DC 20005 

p. 202-216-8727 

f. 202-393-7701 

e. bcarey@argovaffairs.com 

Practice & Background: Bob Carey is the President of Abraham & Roetzel.  He joined the firm in May 2012 bringing more than 27 years of government, 

military, and private sector experience.  Abraham & Roetzel is a bipartisan, full service government affairs and issue management firm, focusing on 

energy and natural resources, regulatory affairs, transportation and civil infrastructure, health care, pharmaceuticals, tax policy, government budgets, 

telecommunications, technology, defense, disaster and emergency management, crisis management, and government investigations. 

TRANSACTION TRANSPARENCY 

AND COMPLIANCE
�

HOW IT WORKS
�

10 
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11 

Posting New Items to the Marketplace 

NDC Posting 
Lot No. Page 
Exp Date 

NDC Verification through Medi-Span providing: 

Name 

Image 

Valid NDC 
Dose form 

Posting Rejected No 
Original Packaging 

Visible Lot Number 

Not expired 

Route of administration 

Strength 

Proprietary drug identifiers, packaging 

Pricing – AWP, WAC, AAWP 

Yes 
Ingredients 

Storage 

Posting Rejected Yes Schedule I – IV and REM 
Controlled Schedule I – IV and REM drugs 

are prohibited from the marketplace. 

No 

The maximum sold of any NDC is 30 

Posting Rejected Yes 12 Month Sales Limitation 
containers during a rolling 12 month 

period.  The marketplace will 

automatically restrict any posting in 

excess of 30. 
No 

Members cannot sell an item that was 
Posting Rejected Yes 

Previously Purchased 

on MatchRX previously purchased from the 

marketplace. 

Member sets price, quantity, and 

Set price, quantity, shipping method.  Price is required to be 
shipping method 

at least 10% below prevailing WAC or 

25% below AAWP. 

Posting Submitted 

to Markeplace 

12 

CA Enforcement & Compounding Committee 6 
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3/20/2015
�

The Posting Page
 

I confirm this item was not purchased using a government 

discount program (ie 340b) or preferential pricing, and was 

acquired from an Authorized Trading Partner per the 

DSCSA. 

The MatchRX Marketplace 

CA Enforcement & Compounding Committee 7 
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�

The MatchRX Marketplace 

Buyer Checkout 

CA Enforcement & Compounding Committee 8 
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3/20/2015
�

Seller Packing Slip and Shipping Label 

CA Enforcement & Compounding Committee 9 
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3/20/2015
�

Transaction Information 

CA Enforcement & Compounding Committee 10 
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3/20/2015
�

MatchRX Operating in California
 

Third Party Logistics Provider: Business and Professions Code 4045 

Definition: “Third-party logistics provider” means an entity that provides or 

coordinates warehousing or other logistics services for a dangerous drug or 

dangerous device in intrastate or interstate commerce on behalf of a manufacturer, 

wholesaler, or dispenser of the dangerous drug or dangerous device, but does not 

take ownership of the dangerous drug or dangerous device, nor have responsibility to 

direct its sale or disposition. 

Nonresident Third-Party Logistics Provider Requirements: Business and Professions 

Code 4161(a) 

A person located outside this state that (1) ships, sells, mails, warehouses, distributes, 

or delivers dangerous drugs or dangerous devices into this state or (2) sells, brokers, 

warehouses, or distributes dangerous drugs or devices within this state shall be 

considered a nonresident wholesaler or a nonresident third-party logistics provider. 

Questions and Next Steps
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16 CCR 1713 




   
  

     
   

     
  

     
   

  
  

  
     

    
  

  
  

  
   

 
    

   
  

  
 

   
   

 
   

   
   

    
    

  
     

      
  

   
         

     
   

  
   

   

1713 Receipt and Delivery of Prescriptions and Prescription Medications Must be To 
or From Licensed Pharmacy 

(a)  Except as otherwise provided in this Division, no licensee shall participate in 
any arrangement or agreement, whereby prescriptions, or prescription medications, 
may be left at, picked up from, accepted by, or delivered to any place not licensed as a 
retail pharmacy. 

(b)  A licensee may pick up prescriptions at the office or home of the prescriber 
or pick up or deliver prescriptions or prescription medications at the office of or a 
residence designated by the patient or at the hospital, institution, medical office or clinic 
at which the patient receives health care services. In addition, the Board may, in its sole 
discretion, waive application of subdivision (a) for good cause shown. 

(c)   A patient or the patient’s agent may deposit a prescription in a secure 
container that is at the same address as the licensed pharmacy premises. The pharmacy 
shall be responsible for the security and confidentiality of the prescriptions deposited in 
the container. 

(d)  A pharmacy may use an automated delivery device to deliver previously 
dispensed prescription medications provided: 

(1)  Each patient using the device has chosen to use the device and signed a 
written consent form demonstrating his or her informed consent to do so. 

(2) A pharmacist has determined that each patient using the device meets 
inclusion criteria for use of the device established by the pharmacy prior to delivery of 
prescription medication to that patient. 

(3)  The device has a means to identify each patient and only release that 
patient’s prescription medications. 

(4)  The pharmacy does not use the device to deliver previously dispensed 
prescription medications to any patient if a pharmacist determines that such patient 
requires counseling as set forth in section 1707.2(a)(2). 

(5) The pharmacy provides an immediate consultation with a pharmacist, 
either in-person or via telephone, upon the request of a patient. 

(6)  The device is located adjacent to the secure pharmacy area. 
(7)  The device is secure from access and removal by unauthorized individuals. 
(8)  The pharmacy is responsible for the prescription medications stored in the 

device. 
(9)  Any incident involving the device where a complaint, delivery error, or 

omission has occurred shall be reviewed as part of the pharmacy's quality assurance 
program mandated by Business and Professions Code section 4125. 

(10) The pharmacy maintains written policies and procedures pertaining to the 
device as described in subdivision (e). 

(e)   Any pharmacy making use of an automated delivery device as permitted by 
subdivision (d) shall maintain, and on an annual basis review, written policies and 
procedures providing for: 

(1) Maintaining the security of the automated delivery device and the dangerous 
drugs within the device. 



  
  

  
    

     
 

    
    

 
   

  
    

 
     

  
    

  
 

    
 

    
  

 

(2) Determining and applying inclusion criteria regarding which medications are 
appropriate for placement in the device and for which patients, including when 
consultation is needed. 

(3) Ensuring that patients are aware that consultation with a pharmacist is 
available for any prescription medication, including for those delivered via the 
automated delivery device. 

(4)  Describing the assignment of responsibilities to, and training of, pharmacy 
personnel regarding the maintenance and filing procedures for the automated delivery 
device. 

(5) Orienting participating patients on use of the automated delivery device, 
notifying patients when expected prescription medications are not available in the 
device, and ensuring that patient use of the device does not interfere with delivery of 
prescription medications. 

(6) Ensuring the delivery of medications to patients in the event the device is 
disabled or malfunctions. 

(f) Written policies and procedures shall be maintained at least three years 
beyond the last use of an automated delivery device. 

(g)   For the purposes of this section only, "previously-dispensed prescription 
medications" are those prescription medications that do not trigger a non-discretionary 
duty to consult under section 1707.2(b)(1), because they have been previously 
dispensed to the patient by the pharmacy in the same dosage form, strength, and with 
the same written directions. 



 
 
 
 

 
 

Presentation 




Study of Expanded 
Use of an Automated 
Delivery Device 

26 March 2015 

Jan D. Hirsch, BPharm, PhD 

UCSD Skaggs School of Pharmacy & Pharmaceutical Sciences 

Kim Allen, BPharm Sharp Rees-Stealy Pharmacy 



 

Overview
 

Public Board Meeting – July 31, 2013 

Motion: Waive California Code of Regulations Section 1706.5 and allow Asteres to 
install one automated dispensing machine in Sharp Headquarters for a period of 6 
month. As a provision of the waiver Asteres must provide a more substantive 
research report and Sharps Headquarters must become licensed as a pharmacy 
subject to waivers of certain conditions (i.e. bathrooms, skinks etc.) 

• M/s: Zee/Veale 

• Support: 8 Oppose: 1 Abstain: 0 

January, 2014 

Upon closer examination of the law, the board’s staff could not license a kiosk in a 
corporate office as a pharmacy. New proposal for placement of kiosk in licensed 
hospital (Sharp Memorial Hospital). 

March, 2014 - Sharp IRB Approval 

November, 2014 - UCSD IRB Approval 



Overview
 

• ScriptCenter kiosk will be placed on ground floor of secured 
licensed facility [Sharp Memorial Hospital (SMH)] 

• Prescriptions will be filled by Sharp
Rees-Stealy (SRS) & transported daily 
to kiosk (0.2 mi. away) 

• SMH Employees and dependents 
volunteer to use Kiosk 

• 18 month waiver request 

• 6 month active study period 

ScriptCenter = “kiosk” remainder of slides 



 

Sharp Memorial Hospital
 

Sharp Memorial Hospital employee entrance located on ground 

floor.  Secure access only.
 



Patient Issues
 

Risks to Kiosk Participants Benefits to Kiosk Participants
 

• May not routinely come to 	 • Rapid & convenient access to 
pharmacy for face-to-face new prescriptions following 
interaction phone consultation 

• May be concerned about use 	 • Convenient 24/7 access to 
of phone consultation and refill medications 
reduce # of questions • 24/7 access to a pharmacist 

Study to examine benefits vs. risks 



UCSD IRB Approval
 



Sharp IRB Approval
 



Study Intent
 

Examine prescription retrieval & medication 
information-seeking behavior 

- kiosk vs. regular counter pharmacy patients
 

Principal Investigator Co-Principal Investigator 

Jan D. Hirsch, BSPharm, PhD Charles Daniels, BSPharm, PhD 
Associate Professor of Clinical Pharmacy Professor of Clinical Pharmacy 

University of California, San Diego 
Skaggs School of Pharmacy and Pharmaceutical Sciences 

• Co-Investigators: 
Kim Allen BPharm. Sharp Rees-Stealy (SRS) Pharmacy Manager 

Sheila Alignay-Rivera, PharmD. SRS Pharmacy 

ESA and Medication Safety pharmacist 



 

Study Rationale
 

• 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 will improve 
their ability to start quickly, and refill regularly 

• A dispensing pharmacy at most places of work is not practical 
• Use of an automated delivery device may provide more timely 

access to prescribed medications 
• Study is to observe behavior of SMH employees and dependents 

who have volunteered to use Kiosk 
• No informed consent for the study 

• Study uses only de-identified data from normal operations of SRS 

• Qualifies for waiver of consent (e.g. No PHI, impractical to consent in workflow) 



Research Questions
 

Primary: Is patient primary adherence (prescription retrieval 
rate; all prescriptions) greater for kiosk vs. 

- Historical and concurrent regular counter rate? 

- Rx retrieval rate based on Return to Stock (RTS) rate per month 

RTS rate = # Rxs RTS after 14 days/# Rxs filled 

Secondary: Kiosk vs. Regular Counter Patients 

- Is number or nature of questions for pharmacists during consultation 
for new prescriptions different? (consultation log) 
- What is mean time from fill (RPh verified) to pick up? 

Kiosk patients: 
- Satisfaction with access to pharmacist for questions & convenience 

Sharp Memorial Hospital employees: 


- Would kiosk be beneficial and increase primary adherence? 




Quasi-experimental with 
non-randomized control groupStudy Design 

- Pre-Kiosk Implementation Survey (Sharp Employees)
 

Kiosk Start
 

6 months pre-kiosk 

Regular Counter 

- RTS rate*  

Month 1 Month 6 

Kiosk 

- RTS rate  
- Consultation Log 
- Time to Pick-up 
- Kiosk Patient Satisfaction 

Regular Counter 

- RTS rate* 
  
- Consultation Log (1 week sample pts w/ new Rxs)
 

- Time to Pick-up*
 

RTS = Return to Stock * For employees and dependents 



Pre-Kiosk Implementation 
Survey 



Quasi-experimental with 
non-randomized control groupStudy Design 

- Pre-Kiosk Implementation Survey (Sharp Employees)
 

Kiosk Start
 

6 months pre-kiosk 

Regular Counter 

- RTS rate*  

Month 1 Month 6 

Kiosk 

- RTS rate  
- Consultation Log 
- Time to Pick-up 
- Kiosk Patient Satisfaction 

Regular Counter 

- RTS rate* 
  
- Consultation Log (1 week sample pts w/ new Rxs)
 

- Time to Pick-up*
 

RTS = Return to Stock * For employees and dependents 



Is number or nature of questions for 
pharmacists during consultation 

for new prescriptions different? 
Consultation Log 

Based on Medication‐Related consultation Framework (MRCF)
 
Tawab AT, et al. Patient Education and Counseling. 2011. 83 (3), 451-7.
 



Quasi-experimental with 
non-randomized control groupStudy Design 

- Pre-Kiosk Implementation Survey (Sharp Employees)
 

Kiosk Start
 

6 months pre-kiosk 

Regular Counter 

- RTS rate*  

Month 1 Month 6 

Kiosk 

- RTS rate  
- Consultation Log 
- Time to Pick-up 
- Kiosk Patient Satisfaction 

Regular Counter 

- RTS rate* 
  
- Consultation Log (1 week sample pts w/ new Rxs)
 

- Time to Pick-up*
 

RTS = Return to Stock * For employees and dependents 



Kiosk Patient Satisfaction
 



Sample Size Calculation
 

• Based on primary outcome – Return to Stock rate
 
• Mean = 5.5% (Dec 2012-Nov 2013) 

• Hypothesize for kiosk 2.0% 

• Sample size estimate: 820 prescriptions 
• About 140 Rxs/month at kiosk 

• Current Rxs regular counter per 6 months = 18,000 
• 6,000 for employees/dependents 
• Assume 60% Sharp Memorial Hospital 
• 3,600 in 6 months = 600 per month 
• 140 Rxs about 20% current monthly volume to switch to kiosk 

• About 6 months kiosk operation 



Projected Timetable
 

• Q3 2015 

• Q4 2015 

• Q1 & Q2 2016
 

• Q3 2016 

Pre-kiosk data collection 
Invitation to participate in new program 

Implement Kiosk device 
Refine data collection tools & process 
Deployment of program/enroll patients 

Post-kiosk implementation
 
Data collection and analysis
 

Report Results to Board 



Questions?
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b.	 Request from Sharp Healthcare on a Waiver of 16 California Code of Regulations Section 
1713(d) to Permit Expanded Use of Automated Prescription Dispensing Machines 

Relevant Regulation
 
California Code of Regulations Section 1713 establishes the requirements for use of an
 
automated prescription delivery device and provides the condition under which it can be used.
 
Under the current regulation the device can be used to furnish refill medications in specified
 
circumstances. These circumstances include, that the patient must opt in to use the machine,
 
the medication to be refilled through the machine is appropriate.
 

California Code of Regulations Section 1706.5 allows the board to waive particular regulation 
requirements to allow for experimental plans or programs for drug handling, teaching, and 
research or to develop better moths involving the ethical practice of pharmacy. 

Background and Previous Committee Discussion 
In 2009‐10, Pharmacist Consultant Philip Burgess, on behalf of a manufacturer of one of these 
machines (Asteres), sought an exemption to permit the use of these machines in areas away 
from adjacent to the licensed pharmacy premises. The board did not approve the request, and 
requested more information about how and where the kiosks would be used. One concern was 
that the board considered that it lacked the ability to provide the exemption sought (which 
would have required a regulation change). There was no further interest pursued by Asteres 
after the January 2010 meeting. 

Further, at the Committee’s March 14, 2013 meeting, Al Carter, representing Walgreens, 
discussed a request that would allow for Walgreens to place kiosks in workplace clinics. 
Mr. Carter provided an overview of the types of services that are provided at the clinic and how 
Walgreens would provide medication. Mr. Carter highlighted that the kiosk would not be 
stored in the clinic, but would be housed across the street in a separate building. The board did 
not approve the request, indicating there was insufficient evidence to act. 

During the committee meeting, the committee heard a presentation from representatives from 
Asteres and Sharp HealthCare discussing the need to revise CCR section 1713 to expand the use 
of automated delivery devices. The presentation included a request to allow three separate 
pilot studies on the campuses of Sharp, UCSD Health System and USC Hospital to review the use 
of automated delivery devices. The committee was reminded that section 1713(b) already 
allows the delivery of prescriptions to employees at their worksite. 

Specifically the proposal would revise section 1713(d)(6) to allow for the placement of 
automated devices in a secure building controlled by a board licensee at an alternate location 
readily accessible for board inspection, but not adjacent to a secure pharmacy area. 



                           
                                   

                     
 
                               

                           
                          

                      
                                 
           

 
                              
                                 
   

 
                         

                                 
                                   

                       
         

 
                       

                          
                           

                       
                                 
                              
                                 

                   
 
                         
                               
                               

 
                             

                                  
                           
                                   
               

 
                           
                           

 

In response to questions by the committee members about the location of the devices, 
members were advised that the devices would not have to be on the premises of a licensee but 
could be at corporate offices, for example, a non‐licensed facility. 

In addition, the proposal seeks to revise section 1713(d) to also allow the dispensing of new 
prescriptions delivered from automated devices as the delivery system allows the ability to load 
filled prescriptions in the device. This would only occur after a pharmacist provided 
consultation, and proper documentation has been reviewed and saved. The prescriptions 
would not be released to the patients until the patients had been counseled by a pharmacist via 
telephone (adjacent to the device). 

The committee heard information on the uses of these devices and was provided pictures. It 
was noted that in one location employee utilization of the device had grown from 13 percent to 
44 percent. 

The committee was provided information about the security measures for the device including 
a camera which takes a photo of every patient as well as the requirement to collect signatures 
of the patient. The device also weighs over 1,350 pounds and is bolted to the ground. The 
committee was advised that more than 700,000 prescriptions have been delivered without 
incident in other states. 

The committee was provided with information about Sharp’s current structure including seven 
hospitals, seven retail pharmacies and 22 clinics in San Diego serving 200,000 patients. 
Representatives stated that use of the automated devices align with their vision of providing 
patient/employee‐centered care to the 3000 employees who work in their corporate offices 
and noted that although their pharmacy is only two miles away, getting to the pharmacy can be 
difficult due to work schedules and heavy traffic. The committee was provided photos of the 
proposed location of the device and advised that that the building in which the device would be 
placed has 24‐hour security and requires a badge for entry. 

The committee discussed the logistics from the patient’s perspective including that a patient 
could drop off a paper prescription through a slot in the device which would subsequently be 
picked up and delivered to the pharmacy the following day when the device is serviced. 

Counsel discussed whether the board could act on the request because current law does not 
allow for the storage of dangerous drugs at a location not licensed by the Board. In response 
proponents of the proposal argued that current law allows for the delivery of prescription 
medications to a patient at his or her office and that the Board should focus on delivery of 
medications as opposed to the storage of medications. 

In response to committee questions, the committee was advised that Sharp planned to have 
only one pharmacy responsible for filling and delivering prescriptions to an automated device. 



                             
                         
                          

                             
                                
                            
                               

                               
 
                               
                              
                             

 
                             

                         
                                  
                     

  
                             
                            
                           
                       

                             
                         

                     

       

                            
                             
                         
               

                         
                   

                                   
                             

                             
                      

                       
                             

  

The committee heard a second proposal in which Sharp would use the same pharmacy to 
deliver prescriptions to an automated device located at Sharp Memorial Hospital Campus to 
dispense discharge medications. Sharp envisions a patient being counseled by a pharmacist at 
the bedside or over the phone, receiving an access code, then being discharged and obtaining 
their prescriptions from the automated device. The device allows for the use of a credit or 
debit card for payment. The committee was advised that Sharp does provide next‐day home 
delivery via mails, but prefers delivery via an automated device because the device is secure in 
that it allows for the tracking of who picks up their medications and who does not. 

The committee was advised that delivery transaction date is kept forever and there is no purge 
criteria. Further, the committee was advised that the data includes a full audit trail which 
includes a photo of the person picking up the prescription and the signature log. 

The presenters were advised to create a formal proposal for the board to review including 
specifying some parameters from the school explaining parts such as what measurements they 
would take and how long the pilot study would last. It was also suggested that two separate 
proposal may be appropriate based on the proposed locations being licensed. 

The committee was reminded that the board has limited authority to waive a regulation based 
on an experimental program pursuant to the requirements listed in section CCR 1706.5. The 
results of the experimental program would have to demonstrate to the board that the 
automated device is safe and that a regulation revision would be advantageous. 

Included in the meeting materials were the relevant regulations as well as the written proposal 
and supporting materials submitted by Asteres, Sharp HealthCare and UCSD as well as 
information on prior board discussion on the use of these machines. 

Discussion at Board Meeting 

Phil Burgess, consultant for Asteres, Kim Allen, Sharp Health Care, and Sara Lake, Asteres, 
provided a formal presentation on the waiver request to allow for new prescriptions to be 
delivered from an automated kiosk location in a non‐pharmacy location. The presentation and 
related documents were provided in the meeting materials. 

Dr. Gutierrez asked if the proposal would include new prescriptions for employees being 
dispensed at the machine. Mr. Burgess confirmed that it would. 

Ms. Veale asked where the phone that would be used if a patient needed to talk to a 
pharmacist. Ms. Lake answered that no phone would be attached to the machine, an alert 
would appear on the machine providing the phone number for someone to call and the 
prescription would be placed on hold until the call was made. 

Dr. Castellblanch asked if controlled substances would be dispensed. Mr. Burgess answered 
that they would. Ms. Allen provided that at this time controlled substances would not be 
dispensed. 



                           
                

                                     
        

                              

                       
                           
                                 

                      

                                   
                        

                             
                         
                            

                       
              

                             
                                   

      

                                   
                                   
                             
                               

                               
          

                             
                                 

                               
            

                                   
                         

                                   
                                 

                                       
      

Mr. Law asked if refrigerated medications would be dispensed. Mr. Burgess responded that no 
refrigerated items would be dispensed at the machine. 

Mr. Burgess clarified that this system is “opt‐in” and the patient is told what will and will not be 
dispensed from the machine. 

Ms. Allen reported that Sharps feels the machine will offer easier access to their medications. 

President Weisser and Dr. Castellblanch expressed concern that anyone with a Sharps 
employee badge could get to the machine and get medication for someone other than 
themselves. Mr. Burgess clarified that there is 24/7 security on site and you need a pin number 
and thumb print to be dispensed your medication from the machine. 

Dr. Wong asked if there was a cost saving for the patients to use the machine. Ms. Allen 
responded that there is no incentive, except convenience, to use the machine. 

Chairperson Gutierrez asked what the physical pharmacy hours are and what would happen if a 
patient needed a consultation after hours. Ms. Allen reported that they are 8:30am‐5:30pm 
Monday through Friday and a pharmacist would be on call for after hour needs. 

Mr. Burgess commented that increased access to medications improves patient health, and 
that is the goal of the machine. 

Dr. Castellblanch asked if patient health would be measured in the study. Ms. Lake responded 
that a survey would be on the machine, but it would focus on satisfaction with the machine, not 
improvement in health. 

Mr. Zee asked council to clarify if the board had the authority to grant the waiver. Ms. Shellans 
expressed her opinion that the board does not have the authority to allow drugs to be stored or 
dispensed from a location not associated with a licensed pharmacy because it is a statutory 
requirement in 1410 and 1437. She also commented that she is concerned about how the study 
is being conducted, in that a private corporate entity is running the experiment while the school 
is simply monitoring and reporting. 

Mr. Burgess disagreed with counsel’s opinion that the location of the machine would need to 
be licensed as a pharmacy as the drugs are being kept there solely for patient pick‐up. He 
explained that in his opinion using the same logic, drug delivery companies like UPS would have 
to be licensed with the board. 

Mr. Room asked if Sharps would be willing to become licensed as it may address some of the 
board’s concerns. Ms. Allen responded that they would be willing to consider it. 

Dr. Wong asked if the board approved the waiver then any pharmacy would be able to use a 
machine. Mr. Burgess responded that the request was only for a 6 month pilot of one machine 
and at the end of the 6 months the board could review the results and deny the request for the 
program to continue. 



                         
                                 

                        

                             
                                   

                      

                                   
                               
          

                                     
                         
                

                               
                               

                         

                               
                                 

  

                                     
                  

                         
                               

          

                           
                             

        

                         
    

                           
                  

                           
                             

                              
                        

 

Dr. Castellblanch expressed his concern that the study proposal does not meet academic 
standards. Ms. Lake commented that in order for UCSD and Sharp to fully get behind the study 
they need indication from the board that the project could move forward. 

Ms. Herold commented that she feels the board needs to recognize that council has advised 
that the board does not have the authority because they are asking to waive a statute not a 
regulation. She agreed that the study needs to be more robust. 

Mr. Burgess provided that they are willing to work on the issues raised by the board and come 
before the board again prior to beginning the study to ensure that the issues have been 
resolved to the board’s satisfaction. 

Ms. Veale asked if Sharps chooses to get licensed as a pharmacy if they would have to meet all 
the requirements required for a pharmacy (sinks, bathrooms, etc.). Ms. Herold commented that 
the board could waive some of these requirements. 

Dr. Castellblanch asked counsel what the board’s liability would be if they vote to violate a 
statute. Mr. Room responded that he did not think the board would have any liability; however, 
Ms. Shellans expressed her opinion that they could be held criminally liable. 

Mr. Law commented that new technology is a good way to give patients more access; however, 
he is concerned about the possibility of language barriers being a problem with the use of the 
machines. 

Ms. Herold asked who would be at fault if there was an error in the dispensing at the machine. 
Mr. Burgess commented that the pharmacist‐in‐charge would be responsible. 

Elizabeth Shitaki, registered nurse, commented that she feels there are too many uncertainties 
for the board to approve the waiver and added that taking away direct contact with a 
pharmacist will harm the patient. 

Dr. Steve Grey, Kaiser Permanente, commented that current law allows for the delivery of 
medications to a patient’s place of employment and the use of technology will make this 
already existing practice safer. 

Allison Fuller, pharmacist‐in‐charge, expressed her concern with the use of these machines in 
retail pharmacies. 

Dennis McAllister, Arizona Board of Pharmacy, commented that this is not new technology and 
he does not feel that a study is needed. 

Motion: Waive California Code of Regulations Section 1713(b) and allow Asteres to install one 
automated dispensing machine in Sharp Headquarters for a period of 6 months. As a provision 
of the waiver Asteres must provide a more substantive research report and draft an agreement 
giving the board unlimited access to the location and study data. 



    

 

                                                         

 

                           
                    

 

                           
                             

                         
                           

                             
                           

 

 

   

 

                                                                  

 

M/S: Zee/Veale 

Support: 4 Oppose: 5 Abstain: 0 

Ms. Veale and Chairperson Gutierrez asked if adding the requirement for the location to 
become licensed as a pharmacy would change the board’s decision. 

Motion: Waive California Code of Regulations Section 1706.5 and allow Asteres to install one 
automated dispensing machine in Sharp Headquarters for a period of 6 month. As a provision 
of the waiver Asteres must provide a more substantive research report (meeting academic 
standards and approved by the board) and draft an agreement giving the board unlimited 
access to the location and study data. In addition the location at Sharps Headquarters must 
become licensed as a pharmacy subject to waivers of certain conditions (i.e. bathrooms, skinks 
ect.) 

M/s: Zee/Veale 

Support: 8 Oppose: 1 Abstain: 0 
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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 

1. 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 

18 months 
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 



 
 

 

 

 

 
 

 

 

 
 

 
 

 

 
  

 
 

 

 
 

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 
improve efficiency, safety and accuracy 2 . 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 
when placed in the pharmacy but outside of the locked prescription area.3  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. 

UCSD researchers will be involved in design of the study, analysis of the data, development of the research 
report for presentation or publication. 
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The study period for the kiosk (ScriptCenter) stationed at Sharp Memorial Hospital (SMH) will be six months.  
The kiosk will be delivering both new and 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 
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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: 
- 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. 

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) 

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. 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. 

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 
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. 
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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.  

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.  
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.. 
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- 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. 
- 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. 

Biomedical IRB Application Instructions 

Page 6
 



 
 

 

 
  

 

  

 
  

 
   

   
 

 

  
 

 

 
 

 
 

 
 
 

 
 
 

 
  
   
  
  

 
 

   
 

  
   

 
 

 

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; 

 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.  

22. BIBLIOGRAPHY 
1- Novek J (2000). Hospital pharmacy automation: collective mobility or collective control? Social Science & Medicine. 51(4):491–503. 
2- Shack, J., Tulloch, S. (2008), Integrated pharmacy automation systems lead to increases in patient safety and significant reductions in 

medication inventory costs [Shore Memorial Hospital] (Case Study). Fairport, NY: Shack & Tulloch, Inc 
3- State Board Of Pharmacy Department Of Consumer Affairs Enforcement Committee Meeting Minutes Date: June 4, 2013. 
4- California Code of Regulations 
5- The Arizona State Board Of Pharmacy, Minutes Of  A Regular Meeting Held On November 14, 2012. 
6- Section 1330.510 Telepharmacy: Automated Pharmacy Systems; “Kiosk” To Go Into Effect 2014 

Illinois Register, 2009.33(39):12904-13571 
7- Methods for evaluation of medication adherence and persistence using automated databases. By Andrade.S, et.al. Pharmacoepidemiology and 

Drug Safety,2006. 15(8):565–574 
8- Improving Prescription Medicine Adherence Is Key To Better Health Care. Taking Medicines as Prescribed Can Lower Costs and Improve 

Health Outcomes [PDF document]. The Pharmaceutical Research and Manufacturers of America (PhRMA). Jan 2011. 
9- Medication Adherence: WHO Cares? By Marie T. Brown and Jennifer K. Bussell. Mayo Clin Proc. 2011 April; 86(4): 304–314 
10- Hirsch J, Oen A, Robertson S, Nguyen N, Daniels CE.  Patient request for pharmacist counseling and satisfaction: Automated Prescription 

Delivery System vs. Regular Pick-Up Counter.  Journal of the American Pharmacists Association.  2009; 49:73-77. 
11- Campbell DT and Stanley JC.  Experimental and Quasi-Experimental Designs for Research.  Haughton Mifflin, 1963 
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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 

30. PROCEDURES FOR SURROGATE CONSENT AND/OR DECISIONAL CAPACITY ASSESSMENT 

Not applicable 

Version date: May 11, 2011 
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Patient has: 

(write in number) 

_____________ 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 

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: 
Not Able Partially Able   Fully Able

 0  1  2  3  4 

Ability to establish a management plan with patient: 
Not Able Partially Able       Fully Able 

0  1  2  3  4 

Ability to negotiate “safety netting” strategies with patient: 
Not Able Partially Able      Fully Able

 0  1  2  3  4 

Comments 

Patient has: 

(write in number) 

_____________ 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 

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: (circle one) 

Counter 

Phone 

Initiated by: (circle one) 

Pharmacist 

Patient 

Rx Pickup: (circle one) 

Counter 

Kiosk 

Pharmacist-Assessment 
Ability to build therapeutic relationship with patient: 
Not Able Partially Able   Fully Able 

Ability to establish a management plan with patient: 
Not Able Partially Able       Fully Able 

Ability to negotiate “safety netting” strategies with patient: 
Not Able Partially Able      Fully Able 



 
 

 

                                                                                                                                                   
 

  
 

  
 

 

 0  1  2  3  4  0  1  2  3  4  0  1  2  3  4 

Comments 
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DEA Drug Take Back
 
Requirements
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DEA Regulations 

• Released in early September 2014.
 



    

 
 

 
 
 

Who May Donate Drugs to Take Back
 

• Patients 
• Estate 
• Long-Term Care 



 

  
   

  
   

 
  

  
  

  
 

 

Generally
 

•	 Do not count or sort collected drugs 
•	 Do not store “liners” that have been filled and 

removed from the locked and secured containers 
(receptacles) more than 3 days in secure, locked 
locations 

•	 “Employees” are specifically defined in the 
requirements, and collectors cannot employ 
anyone convicted of a felony related to controlled 
substances, or had a DEA permit denied, 
surrendered or revoked 



  

 
 

 
 

  
   

 

Who Can Operate Drug Take Back
 

• Law Enforcement 
• Manufacturers 
• Distributors 
• Reverse Distributors 
• Narcotic Treatment Programs, 
• Hospitals /Clinics with Onsite Pharmacies 
• Retail Pharmacies 



 

 
 

  
 

    
 

  
   

Law Enforcement
 

•	 Through take-back events 
•	 Mail Back 
•	 Collection Receptacles inside their facilities 

•	 Must maintain records of removal, storage and 
destruction. 

•	 Must store in a manner to prevent diversion and 
consistent for storing illicit controlled substances 



 

   
  

 

Law Enforcement
 

•	 Items collected by law enforcement and 
transferred to reverse distributors shall e 
recorded and maintained in records 



 
 
 
 
 
 
 

 
  

  
 

Manufacturers, Distributors
 
Reverse Distributors, Narcotic
 

Treatment Programs, Hospitals /Clinics 

with Onsite Pharmacies, Retail 


Pharmacies
 



 

 
    

  
    

 

Requirements
 

•	 Must obtain collector status from DEA, and 
notify DEA if cease to collect 

•	 Hospital/clinic with pharmacy or retail 
pharmacy may operate collection receptacles 
at long-term care facilities 



 

  
  

   
   

 
   

Collectors
 

• Collectors may 
– Receive and destroy mail back IF onsite 

destruction exists at location 
– Install, manage and maintain collection 

receptacles 
– Promptly dispose of sealed liners 



 

 
 

  
   

 
 

Collection Receptacles
 

•	 Only authorized and DEA registered entities 
may use 

• Once drug is placed in receptacle, the item 

cannot be counted or removed separately
 



 

   
 

 
    

 

Location of Receptacles
 

•	 Must be securely installed so the container 
cannot be removed 

•	 Placed in an inside location 
•	 Visible to employees, but not in emergency 

areas 



 

   
   

    
 

   
  

 
 
 

Receptacles
 

•	 Be locked, with an inner liner 
•	 Receptacle shall allow deposit of drugs into 

inner liner, without removal or access to drugs 
already deposited 

•	 Outside container shall have text advising it is 
OK to collect Schedule II-V drugs, but not 
Schedule I drugs 



 

 
   

   
   

 
 

 
  

 

Inner Liners
 

Must be: 
•	 waterproof, tamper evident and tear resistant 
•	 Removable and sealable without emptying 
•	 Able to prevent viewing of contents when 

removed from collection receptacles 
•	 Size of liner must be clearly marked (e.g., in 

gallons) 
•	 Bear a permanent, unique identification number
 



 

    
     

 
  

   
 

 

Inner Liners
 

•	 Access to liner must be restricted to 
employees of the collector (“employees” are 
defined in the act) 

•	 Inner liner must be sealed and witnessed by 2 
employees upon removal from collection 
receptacle. 

•	 Liners shall not be opened, x-rayed, analyzed 
or penetrated 



 

 
 

   
    
 
  

  
  

  

Mail Back
 

•	 Any entity accepting mail back 
envelopes/packages containing drugs must have 
a method onsite appropriate to destroy the drugs 

•	 Packages shall be nondescript and not include 
markings 

•	 Packages must be water and spill proof, tamper 
evident, tear resistant and sealable 

•	 Packages must be preaddressed and delivered to 
collectors registered address 



 

 

  
 

 
 

 

Mail Back
 

•	 Postage prepaid 
•	 Unique identification number for each 

package 
•	 Contain instructions for users to mail back 

drugs 
•	 Patients and estates do not need to identify 

themselves 



 

  
 

 

Collectors with Mail Back
 

•	 Collect envelopes and packages 
•	 Advise DEA of receipt of packages that did not 

agree to receive 



 

 
   
  

  
  

  
   

 
 

Collection at Long-Term Care 

•	 Within 3 days of discontinuance, death or 
discharge of a patient, unused drugs must be 
inserted into the collection bin 

•	 Only a pharmacy or hospital/clinic with a 
pharmacy may install mange and maintain a 
collection bin in a long-term care facility 
(these entities must also become registered 
with the DEA as collectors) 



 

    
    

 
 

 
   

 
 

   

Long-Term Care
 

•	 Only DEA registered entities as collectors may 
remove drugs from receptacles 

•	 Removal of liner may occur only with two 
employees 
– One employee may be a supervisor of employee 

at the collector location and one of long-term care 
facility 

Or 
–	 2 employees of the collector location 



 

  
   
    

 
 

Long-Term Care
 

•	 Upon removal, sealed liners may only be
 
stored at long-term care facility up to 3 

business days in a securely locked cabinet
 



 

  
   

  
   
  

Reverse Distributors
 

•	 Requirements established for drugs collected 
from pharmacies (not take back from patients) 

These requirements are separate from 
drug take back requirements 

•	 Requirements establish if Rev Dist. accept mail 
back packages and liners 



 

   
    

 
  

    
   

   
 

Reverse Distributors
 

•	 Requirements established if Rev Dist. accept 
mail back packages and liners 
– Date of receipt of sealed liners or mail back 

packages, and quantity 
–	 Unique identifier of each liner or package 
–	 Size of sealed liner (e.g., 5 or 10 gallon) 
– Name and registration number of entity 


submitting
 



 

  
   

     
 

   
     

  
  

 
 

Record Keeping Requirements 

• Collectors must record and keep for 3 years 
– Number of liners obtained 
– Date of acquisition, capacity size (e.g., 5 or 10 

gallon) 
– Unit identifier of each liner 
– Name, address and DEA registration number of 

from whom the liner was received 
– Names of signatures of 2 employees of registrant 

witnessing destruction. 



 

   
  

  
  

   
  

 
 

Destruction
 

•	 2 employees must load or unload any 
controlled substances until the transfer is 
complete 

•	 When transferred to destruction location:
 
2 employees must transport or 

use of a common carrier 



  

  
   

   
  

 
    

 

Miscellaneous & Generally
 

•	 Sealed mail back packages and inner liners 
shall ONLY be stored at registered location in a 
securely locked cabinet or room 

•	 Every registrant who is a collector shall retain 
records and inventories and file reports. 
Records must be kept for 3 years 



 

 
   

 
 

    
  

  
 

 
 

The Future
 

•	 The board will develop regulations for its 
licensees involved in drug take back 
–	 Reverse distributors 
–	 Pharmacies 

•	 Work needs to be done on liners and unique 
identifiers for the liners 

•	 For immediacy, encourage the use of mail 
back envelopes 
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BUSINESS AND PROFESSIONS CODE - BPC
 

DIVISION 2. HEALING ARTS [500 - 4999.129]  ( Division 2 enacted by Stats. 1937, Ch. 
399. ) 

CHAPTER 9. Pharmacy [4000 - 4426]  ( Chapter 9 repealed and added by Stats. 1996, Ch. 
890, Sec. 3. ) 

ARTICLE 4. Requirements for Prescriptions [4070 - 4078]  ( Article 4 added by Stats. 1996, Ch. 890, Sec. 
3. ) 

(a) A pharmacist shall inform a patient orally or in writing of the harmful effects of a drug 
4074.  dispensed by prescription if both of the following apply: 

(1) The drug poses substantial risk to the person consuming the drug when taken in combination 
with alcohol or the drug may impair a person’s ability to drive a motor vehicle, whichever is 
applicable. 
(2) The drug is determined by the board pursuant to subdivision (c) to be a drug or drug type for 
which this warning shall be given. 

(b) In addition to the requirement described in subdivision (a), on and after July 1, 2014, if a 
pharmacist exercising his or her professional judgment determines that a drug may impair a person’s 
ability to operate a vehicle or vessel, the pharmacist shall include a written label on the drug container 
indicating that the drug may impair a person’s ability to operate a vehicle or vessel. The label required 
by this subdivision may be printed on an auxiliary label that is affixed to the prescription container. 

(c) The board may by regulation require additional information or labeling. 
(d) This section shall not apply to a drug furnished to a patient in conjunction with treatment or 
emergency services provided in a health facility or, except as provided in subdivision (e), to a drug 
furnished to a patient pursuant to subdivision (a) of Section 4056. 
(e) A health facility shall establish and implement a written policy to ensure that each patient shall 
receive information regarding each drug given at the time of discharge and each drug given pursuant 
to subdivision (a) of Section 4056. This information shall include the use and storage of each drug, 
the precautions and relevant warnings, and the importance of compliance with directions. This 
information shall be given by a pharmacist or registered nurse, unless already provided by a patient’s 
prescriber, and the written policy shall be developed in collaboration with a physician, a pharmacist, 
and a registered nurse. The written policy shall be approved by the medical staff. Nothing in this 
subdivision or any other law shall be construed to require that only a pharmacist provide this 
consultation. 
(Amended by Stats. 2013, Ch. 304, Sec. 1. Effective January 1, 2014.) 

http://leginfo.legislature.ca.gov/faces/printCodeSectionWindow.xhtml 9/11/2014
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Proposed 1744 Language 

with Comments From 


Pharmacy Schools 




             
 

      
                             

                            
 

                                   
                  

      
                
                   

              
                
                 

                
                               

                               
                               

          
                   

   
      
               
             

 
                             

                               
  

                 
               

        
          
    
   
         
                         

 
               
             
  
                           

                 
                 

 
 

                 
                  

 

Proposed Language with Comments from Pharmacy Schools 

1744. Drug Warnings.
 
Pursuant to Business and Professions Code Section 4074, a pharmacist shall inform the patient or
 
his or her representative of the harmful effects of certain drugs dispensed by prescription.
 

(a) The following classes of drugs may impair a person's ability to drive a motor vehicle or operate 
machinery when taken alone or in combination with alcohol: 
(1) Muscle relaxants. 
(2) Analgesics with central nervous system depressant effects. 
(3) Antipsychotic drugs with central nervous system depressant effects including
 

phenothiazines.(one commenter left the strike out in)
 
(4) Antidepressants with central nervous system depressant effects. 
(5) Antihistamines, motion sickness agents, antipruritics, antinauseants, anticonvulsants and 

antihypertensive agents with central nervous system depressant effects. 
(6) All Schedule II, III, IV and V central nervous system depressant or narcotic controlled 

substances opioids or sedative‐hypnotic as set forth in Health and Safety Code at Section 
11055 et seq. prescribed in doses which could have an adverse effect on a person's ability 
to operate a motor vehicle. 

(7) Anticholinergic agents and other drugs which may impair vision. 
(8)Ramelteon (Sedation) 
(9) Minoxidil (Hypotension) 
(10) Phosphodiesterase V inhibitors (hearing and visual impairment) 
(11) Bromocriptine (dizziness and fatigue exacerbates alcohol) 

(b) The following are examples of drugs which may have harmful effects when taken in 
combination with alcohol. These may or may not affect a person's ability to operate a motor 
vehicle. 
(1) Disulfiram and other drugs (e.g. chlorpropamide, sulfonylureas, cephalosporins, 

trimethoprim, isoniazid, isotretinoin, griseofulvin, ketoconazole, metronidazole) which may 
cause a disulfiram‐like reaction. 

(2) Mono amine oxidase inhibitors. 
(3) Nitrates. 
(4) Cycloserine 
(5) Verapamil (enhanced alcohol intoxication) 
(6) Insulin (hypoglycemia) antidiabetic agents including insulin and sulfonylureas (due to risk of 

hypoglycemia) 
(7) Niacin (increased risk of flushing and pruritis) 
(8) Erythromycin (may increase absorption of alcohol
 
Or/and
 
(b)(2) Monoamine oxidase inhibitors (due to the risk of hypertensive crisis if the alcohol
 

contains significant amounts of tyramine (some beer, red wine)
 
(b)(3)Nitrates due to the risk of additive cardiovascular effects.
 

Or/And 
(c) Cortiscosteroids (BEERS list to avoid in the elderly) 
(d) Dipydridamole (BEERS list to avoid in the elderly) 
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Proposed Language – September 2014 

1744. Drug Warnings. 
Pursuant to Business and Professions Code Section 4074, a pharmacist shall inform the patient 
or his or her representative of the harmful effects of certain drugs dispensed by prescription. If 
a pharmacist exercising his or her professional judgment determines that a drug may impair a 
person’s ability to operate a vehicle or vessel, the pharmacist shall include a written label on 
the drug container indicating that the drug may impair a person’s ability to operate a vehicle or 
vessel. 

(a) The following classes are examples of drugs that may impair a person's ability to drive a 
motor vehicle, vessel or operate machinery when taken alone or in combination with alcohol: 

(1) Muscle relaxants. 
(2) Analgesics with central nervous system depressant effects. 
(3) Antipsychotic drugs with central nervous system depressant effects including 
phenothiazines. 
(4) Antidepressants with central nervous system depressant effects. 
(5) Antihistamines, motion sickness agents, antipruritics, antinauseants, anticonvulsants 
and antihypertensive agents with central nervous system depressant effects. 
(6) All Schedule II, III, IV and V agents with central nervous system depressant effects. or 
narcotic controlled substances as set forth in Health and Safety Code at Section 11055 
et seq. prescribed in doses which could have an adverse effect on a person's ability to 
operate a motor vehicle. 
(7) Anticholinergic agents and other drugs which may impair vision. 

(b) The following are examples of drugs which may have harmful effects when taken in 
combination with alcohol. These may or may not affect a person's ability to operate a motor 
vehicle: 

(1) Disulfiram and other drugs (e.g., chlorpropamide, metronidazole) which may cause a 
disulfiram‐like reaction. 
(2) Mono amine oxidase inhibitors. 
(3) Nitrates. 
(4) Cycloserine. 
(5) Insulin (hypoglycemia) antidiabetic agents including insulin and sulfonylureas (due to 
risk of hypoglycemia). 
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DEA 106 Reports by License Category
 
Category 2011 2012 2013 2014 

Pharmacy 376 460 943 1,437 

Hospital 115 104 230 195 

Wholesaler 33 35 58 84 

Out of State Distributor 1 6 8 4 

Correctional Facility 10 5 2 9 

Clinic 1 2 0 2 

Non Resident Pharmacy 0 1 0 0 

Drug Room 0 0 1 0 

Other 0 0 2 1 

Totals 536 613 1,244 1,732 



 

 
     

   

  

  

   

   

  

  

Sum of Units by Loss Type - 2014 

Loss Type Sum of Quantity % of Grand Total 

Employee Pilferage 487,712 32% 

Night Break-In 452,360 29.8% 

Other 257,488 16.9% 

Armed Robbery 238,036 15.7% 

Lost In Transit 54,094 3.6% 

Customer Theft 30,502 2% 

Totals 1,520,192 100% 
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Proposed Language ‐ September 2014 

1715.65 Monthly Inventory Counts of Fastest Moving Controlled Substances 
(a) Every June 30th, each pharmacy and clinic licensed by the board shall identify its top 10 

controlled substances dispensed by the licensee as measured in dosage units in the 
prior 12 months (July 1 – June 30). 

(b) Effective July 1 and each month thereafter until the next June 30 (for a total of 12 
months), the pharmacy or clinic shall count and reconcile the inventory of the top 10 
controlled substances identified pursuant to subdivision (a). This reconciliation shall 
include for each of the controlled substances: 
(1) The inventory recorded on the first of the preceding month 
(2) The additions to inventory made in the preceding month (e.g., purchases, transfers 

in, will‐call items that were never handed out that were counted as dispositions the 
prior month) 

(3) The dispositions (e.g., dispensing, saleable returns to a wholesaler, drugs provided 
to a reverse distributor for destruction) from inventory made in the preceding 
month 

(4) The drugs in quarantine waiting for the reverse distributor, 
(5) The final inventory count on the first of the month 
(6) The pharmacy shall attempt to reconcile overages or shortages. Shortages must be 

reported to the board. 
(7) The name of the individual conducting the inventory and date the inventory
 

required by this subdivision was performed
 
(c) Losses of controlled substances identified from the monthly audit shall be reported to 

the board as required by section 1716.5 and Business and Professions Code section 
4104. 

(d) The pharmacist‐in‐charge or consultant pharmacist for the clinic shall sign each monthly 
inventory performed under this section indicating he or she has reviewed the inventory 
taken. 

(e) The pharmacist‐in‐charge or consultant pharmacist shall perform a quality assurance 
review of the monthly and annual inventories to establish secure methods to prevent 
losses of all dangerous drugs. 
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Proposed Language – December 2014 

1715.65 Monthly Inventory Counts of Fastest Moving Controlled Substances 
(a) Every pharmacy, and every clinic licensed under sections 4180 or 4190, shall maintain a 

perpetual inventory for all controlled substances acquired by the licensee. 
(b) As an alternative to the maintenance of a perpetual inventory, a pharmacy or clinic must 

have a policy that identifies a monthly reconciliation process for the ten highest volume 
controlled substances purchased by the licensee. This policy shall address 
reconciliation of all purchases and acquisitions, dispenses, pharmacy inventory, 
including inventory in quarantine for the reverse distributor for the previous 30‐day 
period. 

(c) Losses of controlled substances identified from the monthly audit shall be reported to 
the board as required by section 1716.5 and Business and Professions Code section 
4104. 

(d) The pharmacist‐in‐charge or consultant pharmacist for the clinic shall sign and date each 
monthly reconciliation within 14‐days of completion. 

(e) The pharmacist‐in‐charge or consultant pharmacist shall perform a quality assurance 
review of all inventories and reconciliations to establish and maintain secure methods to 
prevent losses of all dangerous drugs. 
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Article 10. Wholesalers Dangerous Drug Distributors 

1780. Minimum Standards for Wholesalers. 
The following minimum standards shall apply to all wholesale and third-party logistics provider 
establishments for which permits have been issued by the Board: 
(a) A wholesaler and a third-party logistics provider shall store dangerous drugs in a secured and lockable 

area. 
(b) All wholesaler and third-party logistics provider premises, fixtures and equipment therein shall be 

maintained in a clean and orderly condition. Wholesale and third-party logistics provider premises 
shall be well ventilated, free from rodents and insects, and adequately lighted. Plumbing shall be in 
good repair. Temperature and humidity monitoring shall be conducted to assure compliance with the 
United States Pharmacopeia Standards (1990, 22nd Revision). 

(c) Entry into areas where prescription drugs are held shall be limited to authorized personnel. 
(1) All facilities shall be equipped with an alarm system to detect entry after hours. 
(2) All facilities shall be equipped with a security system that will provide suitable protection against 

theft and diversion. When appropriate, the security system shall provide protection against theft 
or diversion that is facilitated or hidden by tampering with computers or electronic records. 

(3) The outside perimeter of the wholesaler premises shall be well-lighted. 
(d) All materials must be examined upon receipt or before shipment. 

(1) Upon receipt, each outside shipping container shall be visually examined for identity and to 
prevent the acceptance of contaminated prescription drugs or prescription drugs that are otherwise 
unfit for distribution. This examination shall be adequate to reveal container damage that would 
suggest possible contamination or other damage to the contents. 

(2) Each outgoing shipment shall be carefully inspected for identity of the prescription drug products 
and to ensure that there is no delivery of prescription drugs that have been damaged in storage or 
held under improper conditions. 

(e) The following procedures must be followed for handling returned, damaged and outdated prescription 
drugs.  

(1) Prescription drugs that are outdated, damaged, deteriorated, misbranded or adulterated shall be 
placed in a quarantine area and physically separated from other drugs until they are destroyed or 
returned to their supplier. 

(2) Any prescription drugs whose immediate or sealed outer or sealed secondary containers have been 
opened or used shall be identified as such, and shall be placed in a quarantine area and physically 
separated from other prescription drugs until they are either destroyed or returned to the supplier. 

(3) If the conditions under which a prescription drug has been returned cast doubt on the drug's safety, 
identity, strength, quality or purity, the drug shall be destroyed or returned to the supplier unless 
testing or other investigation proves that the drug meets appropriate United States Pharmacopeia 
Standards (1990, 22nd Revision). 

(f) Policies and procedures must be written and made available upon request by the board. 
(1) Wholesale and third-party logistics provider drug distributors shall establish, maintain, and adhere 

to written policies and procedures, which shall be followed for the receipt, security, storage, 
inventory and distribution of prescription drugs, including policies and procedures for identifying, 
recording, and reporting losses or thefts, for correcting all errors and inaccuracies in inventories, 
and for maintaining records to document proper storage. 



 
     

  
 

   
  

      
   

 
     

    
 

 

    
   
 
 

 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       

    
   

  

 

   
    

   
   

    

 
  

 

    
  

    
 

       
    

    
     

 
    

       
   

(2) The records required by paragraph (1) shall be in accordance with Title 21, Code of Federal
 
Regulations, Section 205.50(g). These records shall be maintained for three years after
 
disposition of the drugs. 


(3) Wholesale and third-party logistics provider drug distributors shall establish and maintain lists of 
officers, directors, managers and other persons in charge of wholesale drug distribution, storage 
and handling, including a description of their duties and a summary of their qualifications. 

(4) Each wholesaler and third-party logistics provider shall provide adequate training and experience 
to assure compliance with licensing requirements by all personnel. 

(g) The board shall require an applicant for a licensed premise or for renewal of that license to certify that 
it meets the requirements of this section at the time of licensure or renewal. 

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4043, 4051, 4053, 
4054, 4059, 4120, 4160, 4161 and 4304, Business and Professions Code. 

1780.1. Minimum Standards for Veterinary Food-Animal Drug Retailers. 
Not relevant to third-party logistics providers 

1781. Exemption Certificate. 
A registered pharmacist, or an designated representative or designated representative –3PL 
certified in accordance with Section 4053, 4053.1 or 4054 of the Business and Professions Code 
shall be present and in control of a manufacturer's or ,wholesaler's or a third-party logistics 
provider’s licensed premises during the conduct of business. 

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4053, 4053.1 or 4054, 
Business and Professions Code. 

1782. Reporting Sales of Drugs Subject to Abuse. 
All manufacturers, and wholesalers and third-party logistics providers shall report to the Board or its 
designee, up to twelve (12) times a year, all sales of dangerous drugs subject to abuse as designated by the 
Board for reporting, in excess of amounts to be determined by the Board from time to time. Reports shall 
be made within thirty (30) days of the request in the form specified by the Board. 

Authority cited: Section 4005, Business and Professions Code; and Section 26692, Health and Safety 
Code. Reference: Sections 4081 and 4332, Business and Professions Code; and Section 26692, Health 
and Safety Code. 

1783. Manufacturer, or Wholesaler or Third-Party Logistics Provider Furnishing Drugs and 
Devices. 
(a) A manufacturer, or wholesaler or third-party logistics provider shall furnish dangerous drugs or 
devices only to an authorized person; prior to furnishing dangerous drugs and devices to a person not 
known to the furnisher, the manufacturer, or wholesaler or third-party logistics provider shall contact the 
board or, if the person is licensed or registered by another government entity, that entity, to confirm the 
recipient is an authorized person. 
(b) “Authorized person” means a person to whom the board has issued a permit which enables the permit 
holder to purchase dangerous drugs or devices for use within the scope of its permit. “Authorized person” 
also means any person in this state or in another jurisdiction within the United States to the extent such 
furnishing is authorized by the law of this state, any applicable federal law, and the law of the jurisdiction 
in which that person is located. The manufacturer or wholesaler furnishing to such person shall, prior to 



   
  

       
     

      
      
   

  
  

   
    

  
   

  
     

   
     

     
     

   
 

     
    

   
  
 

 

 

  
 

 
   

 
    

  
   

  
 

   
   

    
  

 
      
  

  
   

furnishing the dangerous drugs and devices, establish the intended recipient is legally authorized to 
receive the dangerous drugs or devices. 
(c) Dangerous drugs or devices furnished by a manufacturer, or wholesaler or third-party logistics 
provider shall be delivered only to the premises listed on the permit; provided that a 
manufacturer, or wholesaler or third-party logistics provider may furnish drugs to an authorized person or 
an agent of that person at the premises of the manufacturer, or wholesaler if (1) the identity and 
authorization of the recipient is properly established and (2) this method of receipt is employed only to 
meet the immediate needs of a particular patient of the authorized person. Dangerous drugs or devices 
may be furnished to a hospital pharmacy receiving area provided that a pharmacist or authorized 
receiving personnel signs, at the time of delivery, a receipt showing the type and quantity of the 
dangerous drugs or devices so received. Any discrepancy between the receipt and the type and quantity of 
dangerous drugs and devices actually received shall be reported to the delivering manufacturer, or 
wholesaler or third-party logistics provider by the next business day after the delivery to the pharmacy 
receiving area. 
(d) A manufacturer, or wholesaler or third-party logistics provider shall not accept payment for or allow 
the use of an entity's credit to establish an account for the purchase of dangerous drugs or devices from 
any person other than: (1) the owner(s) of record, chief executive officer, or chief financial officer listed 
on the permit for the authorized person; and (2) on an account bearing the name of the permittee. 
(e) All records of dangerous drugs or devices furnished by a manufacturer, or wholesaler or third-party 
logistics provider to an authorized person shall be preserved by the authorized person for at least three 
years from the date of making and shall, at all times during business hours, be open to inspection by 
authorized officers of the law at the licensed premises. The manufacturer, or wholesaler or third-party 
logistics provider shall also maintain all records of dangerous drugs or devices furnished pursuant to this 
section for at least three years from the date of making and shall, at all times during business hours, keep 
them open to inspection by authorized officers of the law at the premises from which the dangerous drugs 
or devices were furnished. 

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4043, 4059, 4059.5, 
4080, 4081, 4120, 4160, 4161, 4163 and 4304, Business and Professions Code; and Section 11209, 
Health and Safety Code. 

1784. Self-Assessment of a Wholesaler by the Designated Representative-in-Charge. 

This section will be modified to also establish a self assessment process for the third-party 
logistics provider by the responsible manager. The changes have not been incorporated below 

(a) The designated representative-in-charge of each wholesaler as defined under section 4160 of the 
Business and Professions Code shall complete a self-assessment of the wholesaler’s compliance with 
federal and state pharmacy law. The assessment shall be performed before July 1 of every odd-numbered 
year. The primary purpose of the self-assessment is to promote compliance through self-examination and 
education. 
(b) In addition to the self-assessment required in subdivision (a) of this section, the designated 
representative-in-charge shall complete a self-assessment within 30 days whenever: 
(1) A new wholesaler permit is issued, or 
(2) There is a change in the designated representative-in-charge. The new designated representative-in
charge of a wholesaler is responsible for compliance with this subdivision. 
(3) There is a change in the licensed location of a wholesaler to a new address. 
(c) The components of this assessment shall be on Form 17M-26 (Rev. 01/11) entitled “Wholesaler 
Dangerous Drugs & Dangerous Devices Self-Assessment” which is hereby incorporated by reference to 
evaluate compliance with federal and state laws and regulations. 



    
 

  
 

 

 
 

 

(d) Each self-assessment shall be kept on file in the licensed wholesale premises for three years after it is 
completed. 
(e) The wholesaler is jointly responsible with the designated representative-in-charge for compliance with 
this section. 

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4022.5,4043, 4053, 
4059, 4120, 4160, 4161, 4201, 4301 and 4305.5, Business and Professions Code. 



  
   

   
  

 
 

 

 

 
  

 

 

 
 

 

  

            
 

 

 
 

 

 

 
 

 

 

  

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

1625 N. Market Blvd., Suite N219 DEPARTMENT OF CONSUMER AFFAIRS 

Sacramento, California 95834 GOVERNOR EDMUND G. BROWN JR. 
(916) 574-7900  FAX (916) 574-8618 

Third-Party Logistics Provider 

DANGEROUS DRUGS & DANGEROUS DEVICES 


SELF-ASSESSMENT 


All legal references used throughout this self-assessment form are explained on page 21. 


All references to “drugs” throughout this self-assessment refer to dangerous drugs and dangerous 

devices as defined in Business & Professions Code (B&PC) section 4022. 

(http://www.pharmacy.ca.gov/laws_regs/lawbook.pdf). 


Third-Party Logistics Provider’s Name ____________________________________________ 


Address _____________________________________________________________________ 


Phone _______________________________________________________________________ 


Third-Party Logistics Provider’s e-mail address   _____________________________________ 


Ownership: Please mark one    


sole owner partnership corporation LLC 

non- licensed owner Other (please specify) ________________ 

CA 3PL Permit #________________________  Expiration Date______________ 

Other Permit #___________________________  Expiration Date______________ 
(Use additional sheets if needed.) 

DEA Registration #_______________________ Expiration Date______________ 


VAWD Accreditation # ___________________ Expiration Date______________ 


Date of most recent DEA Inventory ___________________ 


Hours: Weekdays  ____________Sat_______________ Sun____________ 24 Hours_______
 

Responsible Manager / pharmacist (RPH) _________________________  


Responsible Manager’s Designated Representative – 3PL License # / RPH  

License#___________________ 

Expiration Date______________ 

Website Address (optional):________________________________________________________ 


17M-26 (Rev. 01/11 10/14) Page 1 of 21 Responsible Manager/RPH Initials _________ 

http://www.pharmacy.ca.gov/laws_regs/lawbook.pdf


 

 
 

 
 
 

 
 

 
 

   
 

 
 

 
 

 
 

 
 

 
  

 
 
 
 
 
 
 
 
 
 
 
 
 
 

Licensed 3PL Staff (designated representative -3PL (DR-3PL), pharmacist): 

1. _________________________ DR-3PL#/RPH#_______________ Exp. Date ________ 

2. _________________________ DR-3PL#/RPH#_______________ Exp. Date ______ 

3. _________________________ DR-3PL#/RPH#_______________ Exp. Date ______ 

4. _________________________ DR-3PL#/RPH#________________Exp. Date ______ 

5. _________________________ DR-3PL#/RPH#_______________ Exp. Date _______ 

6. _________________________ DR-3PL#/RPH#_______________ Exp. Date ______ 

7. _________________________ DR-3PL#/RPH#________________Exp. Date ______ 

8. _________________________ DR-3PL#/RPH#_______________ Exp. Date ______ 

9. _________________________ DR-3PL#/RPH#________________Exp. Date ______ 

10_________________________ DR-3PL#/RPH#_________________Exp. Date _____ 

17M-26 (Rev. 01/11 10/14) Page 2 of 21 Responsible Manager/RPH Initials _________ 
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Please mark the appropriate box for each question.  If “NO,” enter an explanation on the 
“CORRECTIVE ACTION OR ACTION PLAN” lines at the end of the section.  If more 
space is needed, add additional sheets. 

1. Ownership/Location 

Yes No N/A 
1.1. Review the current third-party logistics provider permit for this business. Are the 

listed owners correct and is the listed address correct? If not, please indicate 
discrepancy. If either is incorrect, notify the board in writing immediately. 
(B&PC 4160[a][c][f]) Attach a copy of the notification letter to the board to 
this document. 

1.2. Have you established and do you maintain a list of officers, directors, managers 
and other persons in charge of drug distribution, handling and storage? The list 
must contain a summary of the duties and qualifications for each job listed. (CCR 
(CCR 1780[f][3]) Please attach a copy of the list to this document. (This list 
should be dated.) 

Note: Upon request, the owner must provide the board with the names of the owners, managers 
and employees and a brief statement of the capacity in which they are employed. (B&PC 4082)  

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

2. Facility 
2.1. Premises, fixtures and equipment: 

Yes No N/A 
2.1.1. Are clean and orderly 
2.1.2. Are well ventilated 
2.1.3. Are free from rodents and insects 
2.1.4. Are adequately lit 
2.1.5. Have plumbing in good repair 
2.1.6. Have temperature & humidity monitoring to assure compliance with USP 

Standards. (The standards for various drugs may differ, see USP 1990 22nd 

Edition) (CCR 1780[b]) 

2.2. Is there a quarantine area for outdated, damaged, deteriorated, or misbranded 
drugs, drugs with the outer or secondary seal broken, partially used containers, or 
any drug returned under conditions that cast doubt on the drugs safety, identity, 
strength, quality or purity? (CCR 1780[e]) 

17M-26 (Rev. 01/11 10/14) Page 3 of 21 Responsible Manager/RPH Initials ________ 
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Yes No N/A 
2.3. Are dangerous drugs and dangerous devices stored in a secured and locked area? 

(CCR 1780[a]) 

2.4. Is access to areas where dangerous drugs are stored limited to authorized 
personnel? (CCR 1780[c]) 

List personnel with keys to the area(s) where drugs are stored (list by name or job title): 

Yes No N/A 
2.5. Does this business operate only when a designated representative -3PL or 

pharmacist is on the premises? (CCR 1781) 

2.6. The third-party logistic provider’s premises is equipped with the following 
specific security features: 
2.6.1. There is an alarm to detect after-hours entry.  (CCR 1780[c][1]).

 2.6.2. The outside perimeter of the building is well lit (CCR 1780[c][3]). 
2.6.3. The security system provides protection against theft and diversion 

including tampering with computers and or electronic records. (CCR 
(CCR 1780[c][2]). 

Explain how your security system complies with these requirements.  

Yes No N/A 
2.7. Is this business a “reverse distributor,” that is, does the business act as an agent 

for pharmacies, drug wholesalers, manufacturers and others, by receiving, 
inventorying and managing the disposition of outdated or nonsalable drugs? 
(B&PC 4040.5, 4044.5) List Code section 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

17M-26 (Rev. 01/11 10/14) Page 4 of 21 Responsible Manager/RPH Initials ________ 
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Yes No N/A 
2.8. The facility is subscribed to the board’s e-mail notifications.  (B&PC 4013) 

Date Last Notification Received: ___________________________ 

    E-mail address registered with the board: ______________________ 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

Yes No N/A 
2.9. The facility receives the board’s e-mail notifications through the owner’s 

electronic notice system.  (B&PC 4013[c])

 Date Last Notification Received: ___________________________ 

    E-mail address registered with the board: ______________________ 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

Note: There are specific requirements for distribution  of controlled substances – these 
additional requirements are in Section 11 of this document. 

3. Designated Representative-in-Charge - 3PL / Owner Responsibilities 

Yes No N/A 
3.1. The responsible manager of the third-party logistics provider is licensed as a 

designated representative -3PL and maintains this licensure while serving as the 
responsible manager of the third-party logistics provider premises.  
(B&PC 4060[e]) 

Yes No N/A 
3.2. The owner and the responsible manager are both equally responsible for 

maintenance of the records and inventory.  (B&PC 4081[b]) 

3.3. The responsible manager is at least 18 years of age and is responsible for the 
third- party logistic provider’s compliance with all state and federal laws for the  
distribution of drugs?  The responsible manager may be a pharmacist. 
(B&PC 4160[e]) 

3.4. The owner must notify the board within 30 days of termination of the responsible 
manager or pharmacist. (B&PC 4305.5[a]) 
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3.5. The owner must identify and notify the board of the appointment of a new 
responsible manager within 30 days of the termination of the former responsible 
manager. (B&PC 4160[g], 4331[c])  The appropriate form for this notification is a 
“Change of Facility Manager for Third-Party Logistics Provider Premises,” which 
is available on the board’s website. 

Yes No N/A 
3.6. The responsible manager who ends his or her employment at a third-party 

logistics provider, must notify the board within 30 days.  (B&PC 4305.5[c], 
4101[c]). This notification is in addition to that required of the owner.  

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

4. Designated Representative-3PL/Pharmacist 

Yes No N/A 
If a designated representative -3PL or pharmacist changes his/her name or 
personal address of record, he/she must notify the board in writing within 30 days.  
(B&PC 4100, CCR 1704) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

5. Ordering Drugs by this Business for Future Sale/Transfer or Trade 

Yes No N/A 
5.1. Are drugs obtained only from a business licensed by this board or from a licensed 

manufacturer?  (B&PC 4163[b], 4169) 

5.2. If drugs are returned to your premises by a business to whom you had shipped the 
drugs, you document the return with an acquisition record for your business and a 
disposition record for the business returning the drugs? (B&PC 4081, 4332) 

5.3. For license verification, the third-party logistics provider  may use the licensing 
information displayed on the board’s Internet web site. (B&PC 4106) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

Note: There are specific requirements for handling controlled substances – these additional 
requirements are in Section 11 of this document. 
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6. Receipt of Drugs by this Business 

Yes No N/A 
6.1. When drugs are received by your business, are they delivered to the licensed 

secured premises of the third-party logistics provided, and received by and signed 
for only by a designated representative -3PL or a pharmacist?  (B & P 4059.5[a]) 

6.2. When drugs are received by your business, are the outside containers visibly 
inspected to identify the drugs and prevent acceptance of contaminated drugs by 
detecting container damage?  (CCR 1780[d][1]) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

Note: There are specific requirements for handling controlled substances – these additional 
requirements are in Section 11 of this document. 

7. Drug Stock 

Yes No N/A 
7.1. Is all drug stock open for inspection during regular business hours? 

(B&PC 4081[a]) 

7.2. Are all drugs you receive and store maintained in a secure manner at your 
licensed third-party logistics provider premises?  You cannot order, obtain or 
receive drugs that you are not able to store on your licensed premises. (B&PC 
4167) 

7.3. Do all drugs you distribute conform to the standards and tests for quality and 
strength provided in the latest edition of United States Pharmacopoeia or Sherman 
Food Drug and Cosmetic Act?  (B&PC 4342[a]) 

7.4. Do all drug containers you store on your premises have a manufacturer’s 
expiration date? Any drug without an expiration date is considered expired and 
may not be distributed. (CCR 1718.1)  

7.5. Are outdated, damaged, deteriorated or misbranded drugs held in a quarantine 
area physically separated from other drugs until returned to the supplier or sent 
for destruction?  (CCR 1780[e], CFR 1307.21) 

7.6. Are drugs with the outer or secondary seal broken, or partially used or returned 
drugs held in a quarantine area and physically separated from other drugs until 
returned to the supplier or sent for destruction? (CCR 1780[e], CFR1307.21) 
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Yes No N/A 
7.7. When the conditions under which drugs were returned to your premises cast 

doubt on the drugs’ safety, identity, strength, quality or purity, are the drugs 
quarantined and either returned to your supplier or destroyed?  If testing or 
investigation proves the drugs meet USP standards, the drugs may be returned to 
normal stock. (CCR 1780[e], CFR 1307.21) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

Note: There are specific requirements for distributing controlled substances – these additional 
requirements are in Section 11 of this document. 

8. Sale or Transfer of Drugs by this Business 

Yes No N/A 
8.1. Are drugs sold distributed only to businesses or persons licensed by this board, 

licensed by a prescriber board, licensed as a manufacturer, or to a licensed health 
care entity authorized to receive drugs? 

8.2. Describe how you verify a business or person is appropriately licensed. (B&PC 4059.5[a] 
[b][d], B&PC 4169) \ 

8.3. List any businesses or individuals that order drugs from you that are not licensed according 
to the list above: 

Yes No N/A 
8.4. Are drugs only furnished by your business to an authorized person? 

(B&PC 4166[b]) Note: An authorized person can be a business or natural person. 

8.5. Does your business only receive drugs from a pharmacy if: 
8.5.1. the pharmacy originally purchased the drugs from you? 
8.5.2. your business is a “reverse distributor”? 
8.5.3. the drugs are needed to alleviate a shortage? (and only a quantity sufficient 

to alleviate a specific shortage). (B&PC 4126.5[a]) 
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Yes No N/A 
8.6 Are all drugs that are acquired by your business acquired from another 

     business that is appropriated licensed? 
8.6.1. transacted with a business licensed with this board as a manufacturer, 

wholesaler or pharmacy? 
8.6.2. free of adulteration as defined by the CA Health & Safety Code 

section 111250? 
8.6.3. free of misbranding as defined by CA Health & Safety Code 

section 111335? 
8.6.4. confirmed to not be beyond their use date (expired drugs)? (B&PC 4169)  

8.7. List any incidents where adulterated, misbranded or expired drugs were received, shipped, 
stored or transferred by this business in the past 2 years. 

8.8. If your business sells, transfers, or delivers dangerous drugs or devices outside of 
California, either to another state within the United States or a foreign country, do 
you: 

Yes No N/A 
8.8.1. comply with all CA pharmacy laws related to the distribution of drugs? 
8.8.2. comply with the pharmacy law of the receiving state within the United 

States? 
8.8.3. comply with the statues and regulations of the Federal Food and Drug 

Administration and the Drug Enforcement Administration relating to the  
distribution of drugs? 

8.8.4. comply with all laws of the receiving foreign country related to the 
wholesale distribution of drugs? 

8.8.5. comply with all applicable federal regulations regarding the exportation of 
dangerous drugs? 

8.9. Describe how you determine a business in a foreign country is authorized to receive 
dangerous drugs or dangerous devices. (B&PC 4059.5[e]) 

Yes No N/A 
8.10. When you are not an authorized distributor for a drug, a pedigree must 

accompany the product when sold, traded, or transferred (Prescription Drug 
Marketing Act of 1987). 
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Yes No N/A 
8.11. If preferentially priced drugs are sold by your business, that sale complies with 

the Prescription Drug Marketing Act of 1987 and CA Pharmacy Law. 
(B&PC 4380) 

Yes No N/A 
8.12. Does your business’ advertisements for dangerous drugs or devices contain 

false, fraudulent, misleading or deceptive claims? (B&PC 4341, B&PC 651, 
CCR 1766) 

8.13. Do you offer or receive any rebates, refunds, commissions or preferences, 
discounts or other considerations for referring patients or customers? If your 
business has any of these arrangements, please list with whom. (B&PC 650) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

Note: There are specific requirements for wholesaling controlled substances – these additional 
requirements are in Section 11 of this document. 

9. Outgoing Shipments of Drugs 

Yes No N/A 
9.1  Before you ship drugs to a purchaser, do you inspect the shipment to assure the 

drugs were not damaged while stored by your business? (CCR 1780[d][2]) 

 9.2. Does your business use a common carrier (a shipping or delivery company — 
UPS, US Mail, FedEx, DHL) for delivery of drug orders to your customers? 
(B&PC 4166[b]) 
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 9.3 List the common carriers (shipping or delivery companies) you use.  

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

Note: There are specific requirements for wholesaling controlled substances – these additional 
requirements are in Section 11 of this document. 

10. Delivery of Drugs 

Yes No N/A 
10.1 Are all drugs ordered by a pharmacy or another wholesaler delivered to the 

address of the buyer’s licensed premises and signed for and received by a 
pharmacist or designated representative where allowed? ( 

B&PC 4059.5[a]) 

Yes No N/A
 10.2. Are all drugs ordered by a manufacturer or prescriber delivered to the 

manufacturer’s or prescriber’s licensed business address and signed for by a 
person duly authorized by the manufacturer or prescriber?  (B&PC 4059.5[d]) 

10.3. All drugs delivered to a hospital are delivered either to the pharmacy premises 
or to a central receiving area within the hospital. (B&PC 4059.5[c]) 

10.4 If drugs are delivered to a pharmacy when the pharmacy is closed and a 
pharmacist is not on duty, documents are left with the delivery in the secure 
storage facility, indicating the name and amount of each dangerous drug 
delivered. (B&PC 4059.5[f]) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

11. Controlled Substances 

Yes No N/A
 11.1. Are there effective controls to prevent theft or diversion of controlled 

substances? (CFR 1301.71) 

11.2. Are DEA requirements for storage of Schedule II controlled substances being 
met? (specific requirements are listed in CFR 1301.72[a]) 
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 11.3. Are DEA requirements for storage of Schedule III III, IV and V controlled 
substances being met? (specific requirements are listed in CFR 1301.72[b]) 

11.4. Is a DEA inventory completed by your business every two years for all 
schedules (II - V) of controlled substances?  (CFR 1304.11[a][c][e]) 

11.5. Is the biennial record of the DEA inventory required for Schedule II – V 
controlled substances conducted every 2 years, retained for 3 years? (CFR 
1304.11, CCR 1718, 1780(f)[2]) 

11.6. Does the biennial inventory record document that the inventory was taken at the 
“close of business” or “opening of Business.” (CFR 1304.11) 

11.7. Has the person within your business who signed the original DEA registration, 
or the last DEA registration renewal, created a power of attorney for each person 
allowed to order Schedule II controlled substances for this business? 
(CFR 1305.05) 

11.7.1. List the individuals at this location authorized by power of attorney to order controlled 
substances. 

Yes No N/A
 11.8. Does your business follow employee-screening procedures required by DEA to 

assure the security of controlled substances? (CFR 1301.90) 

11.9. If any employee of this business possesses, sells, uses or diverts controlled 
substances, in addition to the criminal liability, you must evaluate the 
circumstances of the illegal activity and determine what action you should take 
against the employee. (CFR 1301.92) 

11.10. Are all controlled substances stored and shipped by your business, done so for 
legitimate medical purposes? (H & S 11153.5[a][b][c]) 

11.11. If your business distributes controlled substances through an agent (i.e. detail 
person), do you have adequate security measures in place to prevent theft or 
diversion of those controlled substances (CFR 1301.74[f]) 

11.12. If a person attempts to purchase or secure a shipment of controlled substances 
from your business and the person is unknown to you, you make a good faith 
effort to determine the person (individual or business) is appropriately licensed to 
purchase controlled substances. (CFR 1301.74 [a], 4166) 

11.13. Explain how your business determines an unknown business or individual is 
appropriately licensed to purchase controlled substances  
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Yes No N/A

 11.14. If your business uses a common carrier to deliver controlled substances, your 
business determines the common carrier has adequate security to prevent the theft 
or diversion of controlled substances.  (CFR 1301.74[f]) 

11.15. If your business uses a common carrier to deliver controlled substances, are the 
shipping containers free of any outward indication that there are controlled 
substances within, to guard against storage or in-transit theft? (CFR 1301.74[e]) 

11.16. Are all Schedule II controlled substances ordered from your business using a 
fully completed DEA 222 order form? (CFR 1305.03, 1305.06)  

11.17. When your business fills orders for Schedule II controlled substances, is the 
date filled and the number of containers filled recorded on copies 1 and 2 of 
DEA 222 from?  Is copy 1 retained and copy 2 sent to DEA at the close of the 
month the controlled substance order was filled? (CFR 1305.13 [b]) 

11.18. If a Schedule II controlled substance order cannot be filled, does your business 
return copy 1 and 2 of the DEA 222 order form to the buyer with a letter 
indicating why the order could not be filled? (CFR 1305.15) 

11.19. When your business partially fills Schedule II controlled substances, is the 
balance provided within 60 days of the date of the order form?  After the final 
partial filling, is copy 1 retained in your files and copy 2 of the completed 
DEA 222 order form sent to DEA by the close of that month? (CFR 1309.13[b]) 
(CFR 1305.13[b]) 

11.20. For all Schedule II controlled substances received by your business, is copy 3 
of the DEA 222 order form completed by writing in for each item received, the 
date received and the number of containers received? (CFR 1305.13[e])

 11.21. Does your business use the online CSOS secure transmission system offered 
by the Drug Enforcement Administration in place of a paper DEA 222 Form for 
Schedule II controlled substances?  (CFR 1305.21, 1305.22) 

11.22. Does your business follow the procedure outlined by DEA to obtain 
Schedule II controlled substances when the original DEA 222 order form is lost or 
stolen? (CFR 1305.16(a)) 

11.23. Are all records of purchase and sale for all schedules of controlled substances 
for your business kept on your licensed business premises for 3 years from the 
making? (B&PC 4081, CCR 1718, CFR 1305.09[d], CFR 1305.17[c], 1305.17[a] 
[b], and H & S H&SC 11252, 11253, 1304.03) 
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Yes No N/A 

11.24. Are records of Schedule II controlled substances stored separate from all 
others? (CFR 1304.04 [f][1]) 

11.25. Are records for Schedule III-V controlled substances stored so that they are 
easily retrievable? (CFR 1304.04 [f][2]) 

11.26. Before your business distributes carfentanil etorphine HCL and or 
diprenorphine, do you contact the DEA to determine the person (individual or 
business) is authorized to receive these drugs? (CFR 1301.75[g], 1305.16[b])   

11.27. Do you separate records for the sale of carfentanil etorphine hydrochloride 
and or diprenorphine from all other records? (CFR 1305.16) (CFR 1305.17[d])

 11.28. Does the owner of your business notify the DEA, on a DEA 106 form, of any 
theft or significant loss of controlled substances upon discovery of the theft? 
(CFR 1301.74[c])

 11.29. Does the owner of your business notify the board of any loss of controlled 
substances within 30 days of discovering the loss?  (CCR 1715.6) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

12. Policies and Procedures 

12.1. Does this business maintain and adhere to policies and procedures for: 
(CCR 1780[f]) 

Yes No N/A 
12.1.1. Receipt of drugs? 

12.1.2. Security of drugs? 

12.1.3. Storage of drugs? (including maintaining records to document proper 
storage) 

12.1.4. Inventory of drugs? (including correcting inaccuracies in inventories) 

12.1.5. Distributing drugs? 

12.1.6. Identifying, recording and reporting theft or losses? 

12.1.7. Correcting errors and inaccuracies in inventories? 

Physically quarantining and separating: 

12.1.8. returned, damaged, outdated, deteriorated, misbranded or adulterated 
drugs? 

12.1.9. drugs that have been partially used? 

12.1.10. drugs where the outer or secondary seals on the container have been 
broken? 
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12.1.11. drugs returned to your business, when there is doubt about the safety, 
identity, strength, quality, or purity of the drug? 

12.1.12. drugs where the conditions of return cast doubt on safety, identity, 
strength, quality or purity? (CCR 1780[e][f]) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

14. Training 

Yes No N/A 
13.1 Are training and experience provided to all employees to assure all 
personnel comply with all licensing requirements? (CCR 1780[f][4])   

List the types of training you have provided to staff in the last calendar year and the dates of that 
training. 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

14. Record Keeping Requirements 

Yes No N/A 
14.1. Do your business records for receipt, storage and shipping of dangerous drugs 

include date of sale, your business name and address, the business name and 
address of the buyer, and the names and quantities of the drugs sold? (B&PC 
4081) 

 14.2 Are acquisition and shipping records for all transactions retained on your licensed 
premises for 3 years from the date of making? (B&PC 4081[a], 4105[c], 4081, 
4332) Note: A drug pedigree is considered to be a part of the records of purchase 
and sale and must be retained for three years from the making. 

 14.3 Are all purchase, receipt and shipping sales records retained in a readily 
retrievable form? (B&PC 4105) 

 14.4. Is a current accurate inventory maintained for all dangerous drugs? 
(B&PC 4081, 4332, 1718) 
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  14.5  If you temporarily remove acquisition or disposition records from your 
business, does your business retain on your licensed premises at all times, a 
photocopy of each record temporarily removed? (B&PC 4105[b])

 14.6 Are required records stored off-site only if a board issued written waiver has been 
granted? 

14.7 If your business has a written waiver, write the date the waiver was approved  
and the off-site address where the records are stored below. (CCR 1707[a]) 

Date _________ Address_________________________________________________________ 

Yes No N/A
  14.8  Is an off-site written waiver in place and is the storage area secure from 

unauthorized access? (CCR 1707[b][1]) 

 14.9 If an off-site written waiver is in place, are the records stored off-site retrievable 
within 2 business days? (CCR 1707[b][2]) 

 14.10. Can the records that are retained electronically be produced immediately in hard 
copy form by any designated representative – 3PL, if the responsible manager is 
not present? (B & P 4105[d])  

 14.11. Are records of training provided to employees to assure compliance with 
licensing requirements, retained for 3 years? (CCR 1780[f][4]) 
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Yes No N/A 
14.12 Has this licensed premises, or the designated representative-in-charge - 3PL or 

pharmacist, been cited, fined or disciplined by this board or any other state or 
federal agency within the last 3 years?  If so list each incident with a brief 
explanation (B&PC 4162[a][4]): 

Yes No N/A
 14.13  Has the licensed premises received any orders of correction from this board? A 

copy of the order and the corrective action plan must be on the licensed premises 
for 3 years. (B&PC 4083) 

 14.14  Has this business received a letter of admonishment from this board? A copy 
must be retained on the premises for 3 years from the date of issue. 
(B&PC 4315[e])

 14.15 If this business dispenses dialysis drugs directly to patients, are the prescription 
records retained for 3 years, including refill authorizations and expanded invoices 
for dialysis patients? (CCR 1787[c], 1790) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

Note: There are specific requirements for wholesaling controlled substances – these additional 
requirements are in Section 11 of this document. 

15. Reporting Requirements to the Board 

Yes No N/A
 15.1  A responsible manager who terminates employment at this business, must notify 

the board within 30 days of the termination (B&PC 4101[b], 4305.5[c]. 

 15.2 The owner must report to the board within 30 days the termination of the 
responsible manager or pharmacist (B&PC 4305.5[a]) 

15.3The owner must report to the board within 30 days of discovery, any loss of 
controlled substances, including amounts and strengths of the missing drugs. 
(CCR 1715.6) 

 15.4 The owner must notify the DEA, on a DEA form 106, any theft or significant loss 
of controlled substances upon discovery. (CFR 1301.74[c]) 
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Yes No N/A
 15.5 Do your employees know about their obligation to report any known diversion or 

loss of controlled substances to a responsible person within your business? (CFR 
1301.91) 

 15.6The owner must notify the board within 30 days of any change in the beneficial 
ownership of this business. (B&PC 4201[i], CCR 1709[b])  

 15.7When called upon by the board, your business can report all sales of dangerous 
drugs or controlled substances subject to abuse. (B&PC 4164[a])  

 15.8 I understand that this wholesaler license is not transferable to a new owner.  A 
change of ownership must be reported to this board, as soon as the parties have 
agreed to the sale. Before the ownership actually changes, an additional 
application for a temporary permit must be submitted to the board if the new 
owner wants to conduct business while the board is processing the change of 
ownership application and until the new permanent permit is issued. A company 
cannot transfer the ownership of the business via a contract with another 
individual or business, without the board’s approval (B&PC 4201[g])

 15,9The owner of this business must immediately notify the board in writing if any 
assignment is made for the benefit of creditors, if the business enters into any 
credit compromise arrangement, files a petition in bankruptcy, has a receiver 
appointed, or enters into liquidation or any other arrangement that might result in 
the sale or transfer of drugs. (CCR 1705) 

15.10 If this business is discontinued, the owner must notify the board in writing 
before the actual discontinuation of business. (CCR 1708.2).  If the business holds 
a DEA registration, the owner must notify the DEA promptly of the 
discontinuation of business and all unused DEA 222 order forms must be returned 
to the DEA. (CFR 1301.52[a], 1305.14) 

CORRECTIVE ACTION OR ACTION PLAN  ______________________________________ 

17. 18. Additional Licenses/Permits Required 

18.1. List all licenses and permits required to conduct this business, including local business 
licenses, wholesale licenses held in other states, permits or licenses required by foreign countries 
or other entities (B&PC 4059.5[e], 4107, CFR 1305.11[a])  Use additional sheets if necessary. 
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Add requirements for wholesalers and 3PLs co-located. 

DESIGNATED REPRESENTATIVE-IN-CHARGE / PHARMACIST CERTIFICATION: 

I, (please print) _____________________________________, DRIC# / RPH # ___________________ 
hereby certify that I have completed the self-assessment of this wholesale business of which I am the 
designated representative-in-charge (DRIC) / pharmacist (RPH).  I understand that all responses are 
subject to verification by the Board of Pharmacy.  I further state under penalty of perjury that the 
information contained in this self-assessment form is true and correct. 

Signature ____________________________________________ Date __________________________
 Designated Representative-in-Charge (DRIC) / Pharmacist (RPH) 

ACKNOWLEDGEMENT BY OWNER, PARTNER OR CORPORATE OFFICER: 

I, (please print) _____________________________________, hereby certify under penalty of perjury of 
the laws of the State of California that I have read and reviewed this completed self-assessment.  I 
understand that failure to correct any deficiency identified in this self-assessment could result in the 
revocation of the pharmacy’s license issued by the California State Board of Pharmacy. 

Signature ____________________________________________ Date __________________________ 

Legal References 

The following Legal References are used in the self-assessment form.  Many of these references 
can be viewed on the Board of Pharmacy Web site at www.pharmacy.ca.gov (see Laws and 
Regulations), at the California State Law Library, or at other libraries or Internet Web sites: 

California Code of Regulations (CCR), Title 16, unless otherwise noted 

Business and Professions Code (B&PC), Chapter 9, Division 2, unless otherwise noted 

Health and Safety Code (H&SC), Division 10, Uniform Controlled Substances Act 

Health and Safety Code (H&SC), Division 104, Part 5, Sherman Food, Drug and Cosmetic 
Laws 

United States Code of Federal Regulations (CFR), Title 21, Chapter II, Part 1300, Drug 
Enforcement Administration, Food and Drugs and Codified Controlled Substances Act 
(CSA) 
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California Board of Pharmacy 
1625 N. Market Blvd., Suite N219 

Sacramento, CA 95834
 
Phone: (916) 574-7900
 
Fax: (916) 574-8618
 
www.pharmacy.ca.gov 


Pharmacy Law may be obtained by contacting: 

LawTech Publishing Co.
 
1060 Calle Cordillera, Suite 105 

San Clements, CA 92673
 
Phone: (800) 498-0911 Ext. 5
 
www.lawtechpublishing.com 


Pharmacist Recovery Program 
Phone: (800) 522-9198 (24 hours a day) 

Prescriber Boards: 

Medical Board of California 
2005 Evergreen St., Suite 1200
 
Sacramento, CA 95815
 
Phone: (800) 633-2322
 
Phone: (916) 263-2382
 
Fax: (916) 263-2944
 
http://www.mbc.ca.gov 


Dental Board of California 
2005 Evergreen St., Suite 1550
 
Sacramento, CA 95815
 
Phone: (916) 263-2300
 
Fax: (916) 263-2140
 
http://www.dbc.ca.gov 


Board of Registered Nursing 
1625 N. Market Blvd., Suite N217 

Sacramento, CA 95834
 
Phone: (916) 322-7697
 
Fax: (916) 574-8637
 
http://www.rn.ca.gov/
 

Board of Optometry 
2420 Del Paso Road, Suite 255
 
Sacramento, CA 95834
 
Phone: (916) 575-7170
 
Fax: (916) 575-7292
 
http://www.optometry.ca.gov/
 

Osteopathic Medical Board of California 
1300 National Drive, Suite 150
 
Sacramento, CA 95834
 
Phone: (916) 928-8390
 
Fax: (916) 928-8392
 
http://www.ombc.ca.gov 


Physician Assistant Committee 
2005 Evergreen St., Suite 1100
 
Sacramento, CA 95815
 
Phone: (916) 561-8780
 
Fax: (916) 263-2671
 
http://www.pac.ca.gov 


Board of Podiatric Medicine 
2005 Evergreen St., Suite 1300
 
Sacramento, CA 95815
 
Phone: (916) 263-2647
 
Fax: (916) 263-2651
 
http://www.bpm.ca.gov 
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Veterinary Medical Board 
2005 Evergreen St., Suite 2250
 
Sacramento, CA 95815
 
Phone: (916) 263-2610
 
Fax: (916) 263-2621
 
http://www.vmb.ca.gov 


Federal Agencies: 

Food and Drug Administration 
– Industry Compliance 
http://www.fda.gov/oc/industry/centerlinks.html 
#drugs 

The Drug Enforcement Administration may 
be contacted at: 

DEA Website:  
http://www.deadiversion.usdoj.gov 
Online Registration – New Applicants: 
http://www.deadiversion.usdoj.gov/drugreg/reg_ 
apps/onlineforms_new.htm 
Online Registration - Renewal: 
www.deadiversion.usdoj.gov/drugreg/reg_apps/ 
onlineforms.htm 
Registration Changes (Forms): 
http://www.deadiversion.usdoj.gov/drugreg/chan 
ge_requests/index.html  
Online DEA 106 Theft/Loss Reporting: 
https://www.deadiversion.usdoj.gov/webforms/a 
pp106Login.jsp 
Controlled Substance Ordering System 
(CSOS):  http://www.deaecom.gov/ 

DEA Registration Support (all of CA): 
(800) 882-9539
 

DEA - Los Angeles 
255 East Temple Street, 20th Floor
 
Los Angeles, CA 90012
 
Registration: (888) 415-9822 or (213) 621-6960
 
Diversion or Investigation: (213) 621-6942
 

DEA – San Francisco 
450 Golden Gate Avenue, 14th Floor
 
San Francisco, CA 94102
 
Registration: (888) 304-3251
 
Theft Reports or Diversion: (415) 436-7900
 

DEA - Sacramento 
4328 Watt Avenue 

Sacramento, CA 95821
 
Registration: (888) 304-3251 or (415) 436-7900 

Diversion or Investigation: (916) 480-7250
 

DEA - Riverside 
4470 Olivewood Avenue
 
Riverside, CA 92501-6210 

Registration: (888) 415-9822 or (213) 621-6960
 
Diversion or Investigation: (951) 328-6200
 

DEA - Fresno 
2444 Main Street, Suite 240 

Fresno, CA 93721
 
Registration: (888) 304-3251 or (415) 436-7900
 
Diversion or Investigation: (559) 487-5406
 

DEA – San Diego and Imperial Counties 
4560 Viewridge Avenue 

San Diego, CA 92123-1637 

Registration: (800) 284-1152
 
Diversion or Investigation:  (858) 616-4100
 

DEA – Oakland 
1301 Clay Street, Suite 460N 

Oakland, CA 94612
 
Registration: (888) 304-3251
 
Diversion or Investigation: (510) 637-5600
 

DEA – San Jose 
One North First Street, Suite 405 

San Jose, CA 95113
 
Registration: (888) 304-3251
 
Diversion or Investigation: (408) 291-2631
 

DEA – Redding 
310 Hensted Drive, Suite 310
 
Redding, CA 96002
 
Registration: (888) 304-3251 or (415) 436-7900
 
Diversion or Investigation:  (530) 246-5043
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Prescriptions Dispensed 

Products 
10/01/2013 ‐
03/01/2014 

10/01/2014 ‐
03/01/2015 

Hydrocodone & Combination Drugs 6,454,789 5,136,787 

Oxycodone & Combination Drugs 1,338,876 1,367,048 

Number of Reports made to the CA Board of Pharmacy with Hydrocodone and Oxycodone Product Losses During 2014 

Hydrocodone Products January 1, 2014 ‐ September 30, 2014 October 1, 2014 ‐ December 31, 2014 

Loss Type Number of Reports 
Quantity of Loss* (All 

Units) Number of Reports 
Quantity of Loss* (All 

Units) 

Employee pilferage 30 346,458 12 61,837 
Night break in 41 94,389 10 36,420 

Other 157 128,901 185 30,815 
Armed robbery 15 23,132 19 17,287 
Lost in transit 40 8,665 7 7,134 

Customer theft 5 11,543 14 2,082 

Total: 288 613,088 247 155,575 

Oxycodone Products January 1, 2014 ‐ September 30, 2014 October 1, 2014 ‐ December 31, 2014 

Loss Type Number of Reports 
Quantity of Loss* (All 

Units) Number of Reports 
Quantity of Loss* (All 

Units) 

Employee pilferage 10 273 2 1,549 
Night break in 15 24,504 5 8,391 

Other 219 9,823 111 2,117 
Armed robbery 10 11,750 15 18,066 
Lost in transit 19 2,971 6 871 

Customer theft 1 60 1 295 

Total: 274 49,381 140 31,289 

*Note: These totals may not match the data in CURES since these numbers represent only the losses reported to the Board of Pharmacy. 
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Viewing Section 80.63 - Prescribing Page 1 of 4 

Effective Date: 08/27/2013 
Title: Section 80.63 - Prescribing 

80.63 Prescribing. (a) A prescription as defined by the Public Health Law means: 

(1) an official New York State prescription; 

(2) an electronic prescription; 

(3) an oral prescription; or 

(4) an out-of-state prescription, which means a prescription issued in lieu of an official prescription by 
a practitioner in another state who is licensed by that state to prescribe controlled substances. 

(b) The use of preprinted prescriptions which indicate the controlled substance or the strength, dosage 
and/or quantity of the controlled substance is prohibited. Such prohibition shall not apply to printed 
prescriptions generated by means of a computer or an electronic medical record system, provided 
such printed prescriptions are generated at the time a practitioner prescribes a controlled substance for 
a patient. 

(c)(1) Prior to prescribing for or dispensing to a patient any controlled substance listed on schedule II, 
III, or IV of section 3306 of the public health law, every practitioner shall consult the prescription 
monitoring program registry for the purpose of reviewing that patient's controlled substance history. 
The patient's controlled substance history shall be obtained from the prescription monitoring program 
registry no more than 24 hours prior to the practitioner prescribing or dispensing any controlled 
substance to that patient. A practitioner shall document such consultation in the patient's medical chart 
or, if the practitioner does not consult the prescription monitoring program registry, the practitioner 
shall document in the patient's medical chart the reason such consultation was not performed. Such 
documentation shall include the specific exception listed in paragraph (2) of this Subdivision. 

(i) When such consultation is not performed due to circumstances specified in subparagraph (2)(vii) 
of this Subdivision, the practitioner shall further document in the patient's medical chart the 
conditions, occurrences, or circumstances that caused such consultation in a timely manner to be 
unreasonable. Such documentation shall include a description of the barrier(s) to accessing the 
registry, and the efforts made by the practitioner to contact other designees. 

(ii) When such consultation is not performed due to circumstances specified in subparagraph (2)(viii) 
of this Subdivision, the practitioner shall further document in the patient's medical chart a description 
of the circumstances supporting the practitioner's conclusion that consultation of the registry would 
adversely impact the patient's ability to obtain a prescription in a timely manner and the relationship 
between that delay and the patient's medical condition. 

(2) The duty to consult the prescription monitoring program registry shall not apply to: 

(i) veterinarians; 

(ii) a practitioner dispensing pursuant to public health law section 3351(3); 

(iii) a practitioner administering a controlled substance, as defined in public health law section 3302 

http://w3.health.state.ny.us/dbspace/NYCRR10.nsf/11fb5c7998a73bcc852565a1004e9f8... 12/11/2014
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(2); 

(iv) a practitioner prescribing or ordering a controlled substance pursuant to public health law section 
3342(1) for a patient of an institutional dispenser as defined by public health law section 3302 for use 
on the premises of, or during an emergency transfer from, the institutional dispenser; 

(v) a practitioner prescribing a controlled substance in the emergency department of a general 
hospital, provided that the quantity of controlled substance prescribed does not exceed a five-day 
supply if the controlled substance were used in accordance with the directions for use; 

(vi) a practitioner prescribing a controlled substance to a patient under the care of a hospice, as 
defined by public health law section 4002; 

(vii) a practitioner when: 

(a) it is not reasonably possible for the practitioner to access the registry in a timely manner; 

(b) no other practitioner or designee authorized to access the registry, pursuant to public health law 
section 3343-a, is reasonably available; and 

(c) the quantity of controlled substance prescribed does not exceed a five-day supply if the controlled 
substance were used in accordance with the directions for use; 

(viii) a practitioner acting in circumstances under which consultation of the registry would, as 
determined by the practitioner, result in a patient's inability to obtain a prescription in a timely 
manner, thereby adversely impacting the medical condition of such patient, provided that the quantity 
of the controlled substance does not exceed a five-day supply if the controlled substance were used in 
accordance with the directions for use; 

(ix) a situation where the registry is not operational as determined by the department or where it 
cannot be accessed by the practitioner due to a temporary technological or electrical failure as defined 
in Section 80.64 of this Part. In the instance of a temporary technological or electrical failure, a 
practitioner shall, without undue delay, seek to correct any cause for the failure that is reasonably 
within his or her control; or 

(x) a practitioner to whom the commissioner has granted a waiver from the requirement to consult the 
registry. A waiver may be issued by the commissioner based upon a showing by a practitioner that his 
or her ability to consult the registry in accordance with this section is unduly burdened by: 

(a) technological limitations that are not reasonably within the control of the practitioner; or 

(b) other exceptional circumstance demonstrated by the practitioner. 
The practitioner's showing shall include a sworn statement of facts detailing the circumstances in 
support of a waiver, and should be accompanied by any and all other information which would be 
relevant to the commissioner's determination. As part of the application for a waiver, the practitioner 
shall also provide any information which would tend to negate the need for a waiver. A waiver shall 
be granted by the commissioner for a specified period of time, but in no event for more than one year. 
Subsequent waivers shall be applied for in the same manner and shall be subject to the same 
requirements as the original waiver. A practitioner who has been granted a waiver shall notify the 
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department in writing within five business days upon gaining the capability to consult the prescription 
monitoring program registry. Without regard to the original expiration date, the waiver granted to the 
practitioner shall terminate within a reasonable period of time as determined by the department, 
allowing for the practitioner to make accommodations to begin consulting the prescription monitoring 
program registry. 

(3) A practitioner may authorize a designee to consult the prescription monitoring program registry on 
his or her behalf, provided that the ultimate decision as to whether or not to prescribe or dispense a 
controlled substance remains with the practitioner and is reasonably informed by the relevant 
controlled substance history information obtained from the registry. A practitioner may only appoint a 
designee if: 

(i) such designee is located in the state of New York when accessing the prescription monitoring 
program registry; 

(ii) the designee is employed by the same professional practice or is under contract with such practice. 
For purposes of this subparagraph, professional practice shall include, but not be limited to, an 
institutional dispenser where the designating practitioner is employed, under contract, or otherwise 
has privileges or authorization to practice; 

(iii) the practitioner takes reasonable steps to ensure or has actual knowledge that such designee is 
sufficiently competent in the use of the registry and that such designee is aware of and conforms to all 
relevant federal and state privacy statutes; 

(iv) the practitioner remains responsible for ensuring that access to the registry by the designee is 
limited to authorized purposes and occurs in a manner that protects the confidentiality of the 
information obtained from the registry, and the practitioner remains responsible for any breach of 
confidentiality; and 

(v) the practitioner selects and maintains all active designees authorized to access the prescription 
monitoring program registry in a format acceptable to the department. Upon a designee's 
relinquishment or termination of employment or authorization as a designee, a designating 
practitioner shall immediately notify the department, in a fashion deemed appropriate by the 
commissioner, of the revocation of the designee's authorization to access the prescription monitoring 
program registry on the designating practitioner's behalf. 

(4) A pharmacist may consult the prescription monitoring program registry in order to review the 
controlled substance history of an individual for whom one or more prescriptions for controlled 
substances is presented to such pharmacist. A pharmacist may designate another pharmacist or a 
pharmacy intern as defined by section sixty-eight hundred six of the education law to consult the 
prescription monitoring program registry on the pharmacist's behalf, provided that: 

(i) such designee is located in the state of New York when accessing the prescription monitoring 
program registry and is employed by the same pharmacy or is under contract with such pharmacy; and 

(ii) the designating pharmacist selects and maintains all active designees authorized to access the 
prescription monitoring program registry in a format acceptable to the department. 
Upon relinquishment or termination of employment or authorization as a designee, a designating 
pharmacist shall immediately notify the department, in a fashion deemed appropriate by the 
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commissioner, of the revocation of the designee's authorization to access the prescription monitoring 
program registry on the designating pharmacist's behalf. 

(d)(1) No controlled substance prescription shall be issued prior to the examination of the patient by 
the practitioner except as otherwise permitted by this subdivision. 

(2) Once the initial examination has been completed, the frequency and necessity for future 
examinations prior to prescribing, either for the same acute or chronic condition, will be made by the 
practitioner utilizing generally accepted medical standards, including taking into account the drug to 
be prescribed and the patient's condition, history and disposition toward the use of controlled 
substances. 

(3) In the temporary absence of the initial prescriber, an authorized practitioner may issue a controlled 
substance prescription for a patient as part of a continuing therapy if the practitioner: (i) had direct 
access to the patient's medical records and such records warrant continued controlled substance 
prescribing, or (ii) had direct and adequate consultation with the initial prescriber, who assures the 
necessity of continued controlled substance prescribing and with which the practitioner concurs. If the 
patient record is not available, the practitioner shall document the activity for his or her own record 
and shall transmit to the initial prescriber the prescription information. The initial prescriber shall 
include the prescription information in the patient's record. 

(4) A practitioner may prescribe a controlled substance to his or her patient after review of the 
patient's record if the record contains the result of an examination performed by a consulting 
physician or hospital and such record warrants the prescribing. 

(5) If a patient develops a new condition that would warrant the issuance of a prescription for a 
controlled substance, a practitioner may issue such prescription prior to performing an examination if: 
(i) the prescribing practitioner has a previously established practitioner/patient relationship with the 
patient; and (ii) an emergency exists; and (iii) the prescription does not exceed a 5 day supply as 
determined by the directions for use. An emergency means that the immediate administration of the 
drug is necessary for the proper treatment of the patient and that no alternative treatment is available. 
If the practitioner prescribes such substance orally, the practitioner must comply with the 
requirements of section 80.68 and section 80.70 of this Part. 

Volume: A-1a 
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  12/1/2014 to 3/18/2015
 



  
  

 
 

Total Inspections by Type:
 
• N= 220 
Renewals…………. 200 
New………………… 20 



   
 

 
 

 
 

   
 

 

Total Inspections by Location and Type: 
N=220 
• Hospital: 
Renewal:125 
New: 12 
• Pharmacy: 
Renewal: 76 
New: 5 
• Out of State Pharmacy: 
Renewal:19 
New: 3 



 
 

 
 

 
     

   

 

Finding of 220 inspections: 
• 384 total corrections or violations at 165 

facilities: 
 55 Hospitals 
 96 Pharmacies 
 14 Out of State Pharmacy 



    
  

 
 

 

 

Findings Hospitals: N=55 sites
 
• 135 corrections 
• 9 violations 



   
   

 

 
  

  
 

 

Findings Hospitals: Top 3 corrections 
• 23 corrections for CCR 1751.4; Facility and 

Equipment Standards 
• 22 corrections for CCR 1735.3;Records for 

compounded drug products 
• 14 corrections for CCR 1735.8; Compounding 

Quality Assurance 



   

 
   

 
 

 
 

  
   

 
 

Findings Hospitals: 9 violations 
• 3 violations for CCR 1735.3; Records for 


compounded drug products
 
• 2 violations for CCR 1751.4; Facility and
 

Equipment Standards
 
• 1 violation for CCR 1751.3; Sterile injectable 

Policies and procedures 
• 1 violation for CCR 1735.2; Compounding 

Limitations and requirements; self-assessment 
• 1 violation for CCR 1250.4; Compounding Area 

for Parenteral Solutions 



   
  

 
 

 

Findings Pharmacy: N= 96 sites
 
• 174 corrections 
• 41 violations 



   
 

 

 
   

 
 

Findings Pharmacy: Top 3 corrections
 
• 19 corrections for CCR 1735.3; Records for 

compounded drug products 
• 18 corrections for CCR 1735.2(j); Failure to 

complete a self-assessment. 
• 18 corrections for CCR 1751.4; Facility and 

Equipment Standards 



   
 

  
   

 
  

 
 

Findings Pharmacy: Top 3 violations
 
• 5 violations for CCR 1735.2(j); Failure to 

complete a self-assessment 
• 4 violations for CCR 1751.4; Facility and 

Equipment Standards 
• 4 violations for CCR 1735.5; Compounding 

Policies and Procedures 



 
 

  
 

 

 

Findings Out of State Pharmacy: N= 14 
sites 
• 24 corrections 
• 1 violation 



  
 

   
 

 
 
  
  

 

Findings Out of State Pharmacy: Top 3 
corrections 
• 4 corrections for CCR 1751.4; Facility and 

Equipment Standards 
• 4 corrections for CCR 1735.3; Records for 

compounded drug products 
• 2 corrections for CCR 1735.2; Compounding 

Limitations and requirements; self-assessment 



  
  

    
 

Findings Out of State Pharmacy: violation
 
• 1 violations for B&PC 4127.2/4112:  Failure to 

notify the board of a change of location. 
Unlicensed location shipping into California. 
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