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Meeting Summary
September 27, 2007

California Board of Pharmacy Review of
EPCglobal’s Electronic Pedigree Standard

Claremont Resort and Spa
41 Tunnel Road
Berkeley, CA 94705
7 a.m. —12:00 p.m.

Present: Bill Powers, Board President

Stan Goldenberg, RPh, Board Member

Virginia Herold, Executive Officer

Judi Nurse, Supervising Inspector

Joshua Room, Deputy Attorney General

Robert Ratcliff, Supervising Inspector

From EPCglobal:

Ron Bone, CoChair, EPCglobal Healthcare & Life
Sciences Industry Action Group

Mike Rose, CoChair, EPCglobal Healthcare & Life
Sciences Industry Action Group

Eric Douglass, EPCglobal Retail Representative

Grant Hodgkins, CoChair, EPCglobal Adoption Group

John Howells, CoChair, EPCglobal Track & Trace
Group

Ted Ng, Industry Member

Robert Celeste, Director, Healthcare, EPCglobal
North America

The meeting was a follow-up to a March 2007 Meeting, and started at 7:15 a.m.

The meeting focused on a 10-page PowerPoint document (attached) in which the
following topics were discussed in terms of whether the EPCglobal messaging standard
was capable of handling specific situations. Input had been developed by EPCglobal
from industry during periodic meetings on:

1. Unit Dose Serialization

2. Receipt of Partial Shipments

3. Drop Shipments
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Sign and Certify Inbound (inference issue)
Resale of Returned Products
Intra-Company Transfers

Voided Pedigrees

Inference

PN oA

The board may amplify some of these items into a question and answer framework,
along with other questions submitted to the board’s email address
(californiapedigree@pharmacy.ca.gov).

Another result of the September 27, 3007 discussion with EPCglobal representatives
was the identification of certain topic areas in which the board would benefit from (and
industry may wish to provide) additional input to the board regarding the prevalence,
problems and possible preferred industry solutions in these areas. These topics may be
scheduled as part of regularly scheduled Workgroup on E-Pedigree meetings or as
stand alone meetings as topical workgroups as implementation issues arise.

It is anticipated that these presentations will come, at least initially, from industry
associations or other representatives, so as to capture larger quantities of data or
experience and focus the discussions on systemic rather than individual solutions. It is
also anticipated that competing concerns of different industry players may need to be
suspended to advance the presentation.

For each of these issue areas, the board would welcome written submissions regarding
experience, difficulties, proposals, and other issues pertaining to implementation.
Again, while the board is not precluding submissions by individual companies, it would
be helpful for any written submission to be representative of more than an individual
experience or preference. '

To facilitate discussions of these topics, the board suggests the following "template" for
written presentations to be submitted to the board in advance of such meetings.

o Submitted by:

¢ Problem/conflict with California’s law: |

e Background: Historical overview/framework of current practices in the industry,
what are the different scenarios in which this practice or subject area has arisen
already, and what are the processes employed to date, what members of the
supply chain are involved?

¢ Frequency or prevalence of this practice or subject area:

* A specific discussion of the costs such implementation, on as many variables as
possible (per-unit, per-store, per-facility, per-company)
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¢ Can compliance with California’s law be met? Why or why not?
¢ Desired Solution:

o Without the desired solution, what is the potential impact?

For each of these, the board would welcome written submissions regarding experience,
difficulties, proposals, and other issues pertaining to implementation. While the Board is
not precluding submissions by individual companies, it would be most helpful for any
written submission to be representative of more than an individual experience or
preference.

This proposal will be provided for the board at the October Board Meeting for
discussion.

The meeting adjourned at 11:55 a.m.
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October 15, 2007

Notice:

The following are slides prepared by EPCglobal that were used to frame and guide the
discussion that occurred on September 27, 2007.

PLEASE NOTE: The following slides identify topics, issues, and/or responses
pertaining to implementation of the EPCglobal electronic pedigree standard, and should
not be relied upon as statements of California law. Though the board is satisfied that
the EPCglobal standard enables compliance with the California pedigree law, the two
are separate considerations. At all times, the law (of whatever jurisdiction, including
California) should be separately consulted to determine its requirements and how the
EPCglobal standard (or any other standard) may be relied upon or configured to ensure
lawful compliance.

As EPCGilobal has articulated, its pedigree standard is designed to be flexible enough
to enable compliance with several variations of pedigree laws, including for example
those that (unlike California) only require serialization to the lot or case level, those that
(unlike California) require paper pedigrees, and those that (unlike California) initiate the
pedigree with the wholesaler/distributor rather than with the manufacturer. For that
reason, some of what is in the following discussion of the capabilities of the standard
may discuss outcomes and possibilities not compliant with California law. One example
of this is on page 7 of the slides (Topic 5 - Resale of Returned Product): Though the
EPCglobal standard has the capability to permit a manufacturer to "restart" with a new
pedigree following a return, California law requires that every transaction resulting in
change of ownership of a particular drug, including returns to a wholesaler or a
manufacturer (and subsequent resale), be collected in a single pedigree record.
(Business and Professions Code, § 4034(c) and (e).)

There may be other examples, and the failure to identify them here does not imply that
the following slides are otherwise an accurate representation of California law. At all
times, industry participants should consult the law itself to determine its requirements
and how to configure their processes to come into compliance.

' gfnia erold
Executive Officer
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EPCglobal Update

Follow up ltems to the
California Board of Pharmacy

Follow Up ltems-
From
March 8, 2007 Pedigree Workshop
with
Subset of California Board of Pharmacy

September 27, 2007 @

1 EPCglobaI‘g‘%

Disclaimer

Supply chain participants should rely upon their
companies’ legal interpretations of regulatory
requirements.

— GS1 US and EPCglobal North America do not interpret
legislation nor recommend compliance postures.

—~ Guidance presented in this presentation and associated
documents is designed to provide a starting point for industry
collaboration to drive towards common solutions,

— Guidance and/or other team deliverables are not to be
considered as legal advice and are not intended to substitute for
competent legal counsel.

. @ tregora®




Current Status

Unit Dose Serializ‘afio‘n

Recelpt of Partial Shipments

Drop .hlpments

Sign & Cert Inbound.

Resalo of Returmed Product

lntra Company Transfers

Voided Pedlgrees

o Responslbﬂliy

Individual company | Business Practice

Follow Up ltems - Summary Update

Weekly conference calls to work on follow up |tems

Document& i
Identify [tem i

Practice

industry
Pedigree WG

enhancement

Individual company

Supported by

Current Standard

Completed

@ Fregona®

Question: Manufacturers SKUs comprised of sub-units (e.g. 10-pack pre-filled
syringes), may be broken-down, where sub-units are sold as eaches., What are the

implications re; serialization?
Issues:

—How are the eaches serialized
~What is the impact to Repackers
—~How will Repackers continue the pedigree

EPCglobal Response:

The current EPCglobal e-pedigree standard s capable of managing multiple levels of
serfalization, including serialized eaches. The standard does not contain a mechanism
to manage items beyond the lowest level of unique identification, such as individual,

unmarked or untagged, pills, tablets or syringes.

Additional Comments:

The original question was in reference to an item (syringe) that does not have a unique
identifier, being sold from the lowest unit (a pack) that does have a unique identifier.

1. Unit Dose Serialization




2. Receipt of Partial Shipments

Question; Orders are not always received complete & will likely have pedigree
implications, How often does this occur? What pedigree /business process changes may
be required?
Issues:

— How often does this occur

— What pedigree or business process

~ changes may be required
EPCglobal Response:
The current EPCglobal e-pedigree standard is capable of managing orders that are
separated in the delivery process. Pedigrees going forward will include the original
pedigree denoting the entire shipment. As each partial receipt will cause a new
pedigree to be created. Each partial receipt will result in a separate pedigree trail going
forward.
Additional comments; none
Reference: EPCglobal Pedigree standard version 1.0, section 12.1.6. This is the
guideline {non-normative) section of the standard.

; @ eregoba®

3. Drop Shipments

Question: Manufacturers ship certain products to the end-customer, but
billing goes through the Wholesaler, Where should the pedigree be sent and
what transaction information should it reflect?

Issues: o
—  Where should the Pedigree be sent?
—  What transaction information should it reflect?
EPCglobal Response:
The current EPCglobal e-pedigree standard is capable of managing drop
shipments. The standard provides guidance to the Wholesaler on how to
indicate the direct shipment in the Pedigree.
Additional comments: none
Reference: EPCglobal Pedigree standard version 1.0, sections 12.1.11 and
- 12.1.12. These sections are contained in the guideline (non-normative)
: section of the standard.
Starting at line 1066 ... “/n this scenario, the manufacturer initiates the start of
the drop ship pedigree dooument/nﬁ the sales transaction from the
manufacturer to the wholesaler with the shipping information indicating the
direct shipment to the pharmacy. The wholesaler adds only the second part of
the drop ship transaction to the pedigree documenting the sales transaction
from the wholesaler to the pharmacy.”

‘ @ epcgiona®




4. Sign & Certify Inbound

Question: The Law, as written, would require signature & certification of in-bound
shipments, as well as out-bound. Use of inference on in-bound would be prohibited
under strict interpretation of the Law.

Issues:
EPCglobal Response:

As this is not a Standards issue; the Industry Associations have decided to address this
question. The inference issue is responded in item 8.

Additional comments: None.
Reference: EPCglobal Pedigree standard version 1.0, section 6,

7 @ epcgona®

5. Resale of Returned Product

Question: If the product is returned to the manufacturer, can manufacturer initiate a
new pedigree?
Issues:

- Customers may not want returned product if the pedigree must reflect the
previous distribution of the product,

~ How should a pedigree treat this transaction; reflect all previous movement of the
product, or start anew when sold by the Manufacturer?

— What documents, processes, controls and enforcement would be required
EPCglobal Response:
The current EPCglobal e-pedigree standard is capable of documenting the return and
subsequent sale of items.
Additional comments: none
Reference: EPCglobal Pedigree standard version 1.0, section 12,1.9. This section is
contained in the guideline (non-normative) section of the standard. The guideline does
not read on the action of the Manufacturer after receiving the return and processing the
received pedigree. The Standard allows for the continuation of this pedigree or the
creation of a new pedigree when the item is shipped.
Starting at line 10562 ... “The pedigree flow is described for a sale from a manufacturer
to a wholesaler and then with a return from the wholesaler back to the manufacturer,
The party making the return applies the return transaction to the pedigree.”




y)l 6. Intra-Company Transfers

Question: Pedigree status for intra-company transfers into CA: Can the EPCglobal
pedigree standard support the product being shipped from an inter division location that
isn't shown as the receiving location (e.g, the product is received in one location and
shipped from a different location in the same entity)?
Issues:

- Product sold to a Wholesaler to an out-of-state location that does not require a

Manufacturer originated pedigree may be intra-company transferred to CA,

- What are the CA pedigree implications
EPCglobal Response;
The current EPCglobal e-pedigree standard is capable of documenting the receipt of an
item at one location and shipping from another. There is no requirement that the
location information in the “received pedigree” be the same as the subsequent "shipped
pedigree” when no change of ownership occurs,
Additional comments: none
Reference: EPCglobal Pedigree standard version 1.0.

. @1 EPCglobal &

7. Voided Pedigrees

Question: What is the process of voiding pedigrees where either an error in the
pedigree has occurred (e.g. typographical error), or product has been returned?

Issues:

—  What is the process of voiding pedigrees where an error has occurred, or a

product has been returned

— How are pedigrees for products marked for destruction managed
EPCglobal Response:
The EPCglobal e-pedigree standard provides usage guidelines for voiding and altering
pedigrees. The standard recommends that trading partners maintain a history (e.g.,
audit trail) of pedigree alterations and voids. Tracking of voided pedigrees is a
combination of software and business processes. Future versions of the standard may
provide some support for automating the communication of pedigree voids.

Additional comments: none

Reference: EPCglohal Pedigree standard version 1.0, section 12.2.

“The current revision of the EPCglobal Pedigree Standard does nof contain a mechanism to
automate the notification of trading partners when a void or alferation occurs. However, some
non—,blnd/n? best practices are provided as recommendations to assist the industry in handling
pedigree alterations and voids until a later revision of this standard may Include a'way fo
automate these activities.

Pedigree voiding and alterations should be avoided if at all possible since they will create labor
intensive activities at one or more trading partner sites.
The notification of trading partners that a pedigree hag beep altered or voided must be done manually
(phone call, email, elc.) since there is no standard nolification mechanism defined yet.
it is the responsibility of the {rading partners, fo maintain a hisrogy of pedigree alterations and voids as
specified by the various pedigree laws. Pedigree management Software may assist with this.
Pedigree alferations and voids should be initiated or;{g/ during the short window of time after the
document has been fransferred from one trading partner to another and prior to the inbound
certification of the product received,
5. Recalls should typically never be used as a reason to void or alter a pedigree.”

N LN




8. Inference

Question: Whether inference will be allowed at any ste[?1 req\uiring “certification of the
receipt’, meaning that the receipt is positively affirming that they received all of the
products specified in the pedigree without physically verifying all serial numbers.
Issues:

~ Does the pedigree std allow two separate signature events for one receipt step
(one to receive, one to certify at a later dateg

—  What is the Industry’s view on inference and it's application

— Is there a time limit from inbound receipt inference until all unique ID numbers
have been certified

EPCglobal Response:

The current EPCglobal e-pedigree standard is capable of can supporting the use of
inference but it is an individual company decision to implement an individual process.
Additional comments:

—~ Infer (Inference): Conclude from evidence (Webster's Dictionary),

— EPCglobal Working Definition: To infer the serialized number based on
information provided by the upstream supply chain partner and reasonable
inspection of the package security features.

Reference: EPCglobal Pedigree standard version 1.0, section 6.3,

y @ regona®

Questions?

@ tpcgona®
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Attachment 3

Federal Requirements for the FDA
Regarding Drug Pedigrees
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Summary of HR 3580

Analysis by Deputy Attorney General Joshua Room , September 28, 2007

This law is primarily about reauthorizing the FDA, and adding lots more post-approval
auditing/enforcement of approved drugs. In the 422-page bill, only 3-4 pages (pages 355-358)
are particularly relevant to recent activities of the Board of Pharmacy, and those are the pages
that have to do with standards for serialization, track-and-trace, and pharmaceutical product
security.

One thing that should be clear is that the federal legislation does NOT preempt or in any way
limit the Board's authority to enact or enforce the pedigree law(s) (or any other authority of the
Board). If anything, the timeline(s) given in the bill, and the "hands off" nature of the law,
would appear to be an implicit blessing of the Board's activities with regard to electronic
pedigree. If it in fact, as appears to be its aim, gets the federal government involved in
ferreting/separating out the best technologies for serialization and track-and-trace, it may even
significantly advance California electronic pedigree development.

FAkkk

The bill/law amends the FFDCA (21 USC § 351 et seq.):

(1) to require that the Secretary (of HHS) "develop standards and identify and validate effective
technologies for the purpose of securing the drug supply chain against counterfeit, diverted,
subpotent, substandard, adulterated, misbranded, or expired drugs."

(2) to require that the Secretary "develop standards for the identification, validation,
authentication, and tracking and tracing of prescription drugs," in consultation with other
(including state) agencies, and with manufacturers, distributors, pharmacies, etc.

(3) to require that within 30 months of enactment the Secretary develop "a standardized
numerical identifier (which, to the extent practicable, shall be harmonized with international
consensus standards for such an identifier) to be applied to a prescription drug at the point of
manufacturing and repackaging (in which case the numerical identifier shall be linked to the
numerical identifier applied at the point of manufacturing) at the package or pallet level,
sufficient to facilitate the identification, validation, authentication, and tracking and tracing of
the prescription drug."

(4) to require that such standards address "promising technologies, which may include" RFID,
nanotechnology, encryption technologies, and other track-and-trace or authentication
technologies.
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(5) to require that the Secretary "expand and enhance the resources and facilities" of the FDA "to
secure the drug supply chain against counterfeit, diverted, subpotent, substandard, adulterated,
misbranded, or expired drugs "including biological products," and that the Secretary undertake
"enhanced and joint" enforcement activities with other federal and state agencies, and "establish
regional capacities for the validation of prescription drugs and the inspection of the prescription
drug supply chain."

s okok ko

So this is primarily a technology-development/standards-setting bill, which is something I would
hope the industry would welcome.

Among other things, it is implicitly or explicitly supportive of the California legislation because
(a) it responds to a perceived need to enhance the security of the pharmaceutical supply chain,
the same need addressed by the California legislation (thus implicitly rejecting those who might
claim current chain of custody, even through ADRs, is sufficiently secure), (b) the 30-month
deadline for development of a standardized numerical identifier (by the way, many are assuming

that this 30-month deadine also applies to the other standards required by the bill, but there is no

explicit deadline on the others) would require that process to complete by April 2010,
approximately - one might presume that this is intended to benefit from the work that will be
done to get ready for the 2009 implementation in California, and (c) it is consistent with the
California law in presuming the application of the numerical identifier (what we would call the
"serialization") will take place at the manufacturer, and will therefore be tracked from the
manufacturer. So it seems to call for an infrastructure consistent with that required by California
law, where manufactures initiate tracking.

One significant question that will need to be resolved about the law is what it means when it says
that the numerical identifier is "to be applied to a prescription drug at the point of manufacturing
and repackaging (in which case the numerical identifier shall be linked to the numerical identifier
applied at the point of manufacturing) at the package or pallet level, sufficient to facilitate the
identification, validation, authentication, and tracking and tracing of the prescription drug."

Does this mean unit-level serialization, as is required by the California law? Or does it mean that
serialization/tracking at the pallet, or perhaps case, level is sufficient? I believe it is more
probable that this language envisions unit-level serialization. First, it says the identifier will be
applied to "a" prescription drug; to me that would be an odd nomenclature to use to denote a case
or pallet. Second, I believe that "package" will be read to mean the immediate container/saleable
unit. Third, even though the law says the identifier standard could call for its application to the
"package or pallet," I think ultimately the agency staff will push it toward unit-level serialization.
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1 the date of the enactment of the Food and

2 Drug Administration Amendments Act of 2007;

3 or

4 “(4) the drug is a new animal drug whose use

5 is not unsafe under section 512.”.

6 (b) CONFORMING CHANGES.—The IFederal Food,

7 Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) is amend-

8 ed—

9 (1) in section 304(a)(1), by striking ‘‘section
10 404 or 505" and inserting “section 301(11), 404, or
11 505”; and
12 (2) in section 801(a), by striking ‘“‘is adulter-
13 ated, misbranded, or in violation of section 505,”
14 and inserting ‘‘is adulterated, misbranded, or in vio-
15 lation of section 505, or prohibited from introduction
16 or delivery for introduction into interstate commerce
17 under section 301(11),”.

18 sEC. 913. ASSURIN G PHARMACEUTICAL SAFETY,.

19 Chapter V of the Federal Food, Drug, and Cosmetic
20 Act (21 U.S.C. 351 et seq.), as amended in section 403,
21 is amended by inserting after section 505C the following:
22 “SEC. 505D. PHARMACEUTICAL SECURITY.

23 “(a) IN GENERAL.—The Secretary shall develop
24 standards and identify and validate effective technologies
25 for the purpose of securing the drug supply chain against

£AV10\081907\091907.132.xm! (38801116)

September 19, 2007 (1:30 p.m.)
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1 counterfeit, diverted, subpotent, substandard, adulterated,

2 misbranded, or expired drugs.

3

O 3 N it b

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

“(b) STANDARDS DEVELOPMENT,—

“(1) IN GENERAL.—The Secretary shall, in con-
sultation with the agencies specified in paragraph
(4), manufacturers, distributors, pharmacies, and
other supply chain stakeholders, prioritize and de-
velop standards for the identification, validation, au-
thentication, and tracking and tracing of prescrip-
tion drugs.

“(2) STANDARDIZED NUMERAL IDENTIFIER.—
Not later than 30 months after the date of the en-
actment of the Food and Drug Administration
Amendments Act of 2007, the Secretary shall de-
velop a standardized numerical identifier (which, to

the extent practicable, shall be harmonized with

international consensus standards for such an identi-

fier) to be applied to a prescription drug at the point
of manufacturing and E'epacka,g‘ingﬂ (in which case
the numerical 1dentifier shall be linked to the numer-
ical identifier applied at the point of manufacturing)
at the Qackage pr pallet 1e\>@l, sufficient to facilitate
the identification, x‘ralidatiog‘;q authentication, and

tracking and tracing of the preseription drug.

(38801116)
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“(3) PROMISING TRECHNOLOGIES.—The stand-
ards developed under this subsection shall address
promising technologies, which may include—

“(A) radio frequency identification tech-
nology;

“(B) nanotechnology;

“(C) encryption technologies; and

“(D) other track-and-trace or authentica-
tion technologies.

“(4) INTERAGENCY COLLABORATION.—In car-
rying out this subsection, the Secretary shall consult
with Federal health and security agencies, includ-
ng—

“(A) the Department of Justice;
“(B) the Department of Homeland Secu-
rity;
“(C) the Department of Commerce; and
“D) other appropriate Federal and State
agencies.
“(¢) INSPECTION AND ENFORCEMENT,—

“(1) In gENERAL.—The Secretary shall expand
and enhance the resources and facilities of agency
components of the Food and Drug Administration
involved with regulatory and criminal enforcement of

this Act to secure the drug supply chain against

(38801116)
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1 counterfeit, diverted, subpotent, substandard, adul-
2 terated, misbranded, or expired drugs including bio-
3 logical products and active pharmaceutical ingredi-
4 ents from domestic and foreign sources.
5 “(2) ActiviTies.—The Secretary shall under-
6 take enhanced and joint enforcement activities with
7 other Federal and State agencies, and establish re-
8 gional capacities for the validation of prescription
9 drugs and the ingpection of the preseription drug
10 supply chain,
11 “(d) DEFINITION.—In this section, the term ‘pre-
12 seription drug’ means a drug subject to section
13 503(b)(1).”.
14 SEC. 914. CITIZEN PETITIONS AND PETITIONS FOR STAY OF
15 AGENCY ACTION.
16 (a) IN GENERAL.—Section 505 of the Federal Food,
17 Drug, and Cosmetic Act (21 U.S.C. 355), as amended by
18 section 901(a), is amended by adding at the end the fol-
19 lowing;
20 “(q) PETITIONS AND CIVIL ACTIONS REGARDING AP-
21 PROVAL OF CERTAIN APPLICATIONS.—
22 “(1) IN GENBRAL.—
23 “(A) DETERMINATION.—The Secretary
24 shall not delay approval of a pending applica-
25 tion submitted under subsection (b)(2) or (j)
£:\V10\091907\091907.132.xml (38801118)

September 19, 2007 (1:30 p.m.)




Attachment 4

Development of an Ethics Course for
Pharmacists



Registraticn & Attendance Fee:

An application which includes a background
assessment must be completed to register.
This form is available at www.img.org click
on Education Programs/”Professionalism
Program.”

Resource Materials:

Participants will be sent information about
meeting location, the course schedule, a
copy of the AMA Code of Medical Ethics
and other reading materials that are
required for the course.

Fee:

Registration fee $1900 includes all three (3)
components of the program, all required
reading materials and continental breakfast
and breaks at the two-day session.

Refund:

Cancellation must be received 21 calendar
days prior to the reserved seminar date for
registrants to receive a refund. The refund,
less a $500 service fee, will be mailed after
the seminar. There is no refund if the
cancellation notice is received at IMQ
between 21 days before the seminar, and
the date of the seminar. A registrant can
transfer to another seminar date at no
charge if the request is made at least 21
days prior to the reserved seminar.

Participants should phone (415) 882-3387
to reserve a place in one of the upcoming
programs. Sessions are limited fo 12
participants. Once a session has filled with
pre-paid participants, others must choose
an alternative date. A letter of confirmation

- will be mailed after receipt of the completed

application with a copy of the Accusation
and Decision and/or Stipulated Agreement
and the program fee.

Send the application and payment to:

Institute for Medical Quality
Medical Ethics Seminar
221 Main Street, Suite 210
San Francisco, CA 94105

Learning Obijectives:

»  Describe the ethics and law of
medicine in California.

= Describe the foundations of the
physician as a professional.

= Appply a variety of resources when
future problems arise.

= Describe the legal and ethical
dimensions of the practice of medicine
in California.

lidentify and resolve ethical issues.

INSTITUTE FOR MEDICAL
QUALITY

A subsidiary of the California Medical Association

Presents:

IMQ
Professionalism
Program

The Professionalism Program is designed to
comply with the new requirements
established by the Medical Board of
California. The program centers on both the
legal and ethical dimensions of medical
practice in California. It introduces
participants to a range of resources to
address present or future problems.

The two-day portion of the Program will be
held on Saturdays and Sundays at locations
conveniently located to airports in Southern
California

The class shall not exceed a maximum of 12 participants.

Program Overview
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This Progrem consists of a Pre-Course
Assessment and Testing component, a two-
day Ethics Course and Longitudinal Follow-
up after the Course.

Classes will include case presentations,
break out groups, experiential exercises and
role-playing. All class sessions must be

attended. Full participation and fulfillment of -

all assignments are required for completion
of the Program.

Course Plan

Pre-Program Requirements:

= Background Assessment - Application

= Baseline Assessment of Knowledge Test
= Reading Assignment

= Participant Expectation of Program

Day One: Saturday

Day Two: Sunda

Faculty

William May, PhD is a faculty member at

Group Reports 8:00 - 8:45
The Interplay of Law & Ethics 8:45-10:00 |
Break 10:00 - 10:15
Individual Work on Participant 10:15-11:00
Violations

Small Group Application of 11:00 - 12:00
Decision Model

Lunch (on your own) 12:00 - 1:00
Report out on Small Group 1:00 - 2:00
Application

Role Play Exercise 2:00 - 3:00
Break 3:00 - 3:15
Concluding Session — review of 3:15-4:00
seminar methods and concepts

Post Course Test 4:00 - 5:00

Introduction - Program Qutline 8:00 - 8:30

What Ethical Issues are & when 8:30 - 10:00

do they arise?

Break 10:00 - 10:15

Accessing legal resources, 10:15-12:00
where to look and how to use

Lunch (on your own) 12:00 - 1:00
The physician as a Professional 1:00 - 2:00
Using sources to analyze a 2:00 - 3:00

situation & an introduction to
resources list

Break 3:00-3:15

Decision Making Model on how 3:15-5:00
to resolve Ethical Decisions —

Presentations

Break 5:00 - 5:15
Group Project Assignment 5:15-6:15

Longitudinal Follow-Up:
= 6 Month Follow-up
= 12 Month Follow-up

Accreditation

The California Medical Association (CMA) is
accredited by the Accreditation Council of
Continuing Medical Education (ACCME) to
sponsor continuing medical education for
physicians.

The CMA designates The Professionalism
Program for a maximum of 22 4MA PRA
Category 1 Credits™ . Physicians should only
claim credit commensurate with the extent
of their participation in the activity. The
credit may also be applied toward the CMA
Certification in Continuing Medical
Education.

the University of Southern California where
he specializes in medical ethics and
business ethics. His primary teaching is on
the main campus, but he participates in the
bioethics program at the Medical School as
well.

He has published books and articles on
professional ethics. He has served on three
hospital ethics committee and institutional
review boards at LAC+USC Medical Center
and the California State Human Subjects
Committee from 1992 to 2004. Professor
May taught an Ethics Seminar sponsored
jointly by the CMA/IMQ and the Medical
Board of California.

Greqgory M. Abrams, JD received his Juris
Doctor degree from University of California,
Hastings College of Law in San Francisco.

Mr. Abrams is an attorney with California
Medical Association and has worked on a
variety of issues including professional
liability and MICRA, physician reporting and
warning requirements and Medical Board of
California issues regarding physician
discipline and unprofessional conduct. He
is a contributing author of the California
Medical Association’s California Physicians
Legal Handbook.
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Cal. Admin. Code tit. 16, s 1358.1

BARCLAYS OFFICIAL CALIFORNIA CODE OF REGULATIONS
TITLE 16. PROFESSIONAL AND VOCATIONAL REGULATIONS
DIVISION 13. MEDICAL BOARD OF CALIFORNIA [FNA1]
CHAPTER 2. DIVISION OF MEDICAL QUALITY
ARTICLE 3. PROBATION AND REINSTATEMENT OF SUSPENDED OR REVOKED CERTIFICATES
This database is current through 9/28/07, Register 2007, No. 39
s 1358.1. Ethics Course Required as Condition of Probation.

A licensee who is required, as a condition of probation, to complete an ethics course shall take and
successfully complete a professionalism program approved by the division that meets the requirements of
this section.

(a) Approved Provider. The program provider shall be accredited by the Accreditation Council of
Continuing Medical Education (ACCME), or by an entity qualified in Section 1337, to sponsor
continuing medical education for physicians and surgeons and shall provide satisfactory written
evidence that its professionalism program meets all of the requirements of this section.

(b) Criteria for Acceptability of Program.

(1) Duration. The course shall consist of a minimum of 22 hours, of which at least 14 are
contact hours and at least 8 additional hours are credited for preparation, evaluation and
assessment. The provider shall identify the number of continuing medical education hours that
will be credited upon successful completion of the program.

(2) Faculty. Every instructor shall either possess a valid unrestricted California professional
license or otherwise be qualified, by virtue of prior training, education and experience, to teach
an ethics or professionalism course at a university or teaching institution. The provider shall
submit with its application a curriculum vitae for each instructor for approval by the division or
its designee.

(3) Educational Objectives. There are clearly stated educational objectives that can be
realistically accomplished within the framework of the course.

(4) Methods of Instruction. The provider shall describe the teaching methods for each
component of the program, e.g., lecture, seminar, role-playing, group discussion, video, etc.
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(5) Content. The program shall contain all of the following components:

(A) A background assessment to familiarize the provider and instructors with the factors that
led to the prospective candidate's referral to the class.

(B) A baseline assessment of knowledge to determine the participant's knowledge/awareness
of ethical and legal issues related to the practice of medicine in California, including but not
limited to those legal and ethical issues related to the specific case(s) for which the
participant has been referred to the program.

(C) An assessment of the participant's expectations of the program, recognition of need for
change, and commitment to change.

(D) Didactic presentation of material related to those areas that were problems for the
participants based upon the results of the background assessments and baseline assessments
of knowledge.

(E) Experiential exercises that allow the participants to practice concepts and newly
developed skills they have learned during the didactic section of the class.

(F) A longitudinal follow-up component that includes (1) a minimum of two contacts at
spaced intervals (e.g., 6 months and 12 months) within one year after course completion or
prior to completion of the participant's probationary period if probation is less than one year,
to assess the participant's status; and (2) a status report submitted to the division within 10
calendar days after the last contact.

(6) Class Size. A class shall not exceed a maximum of 12 participants.

(7) Evaluation. The program shall include an evaluation method that documents that
educational objectives have been met - e.g. written examination or written evaluation - and that
provides for written follow-up evaluation at the conclusion of the longitudinal assessment.

(8) Records. The provider shall maintain all records pertaining to the program, including a
record of the attendance for each participant, for a minimum of 3 years and shall make those
records available for inspection and copying by the division or its designee.

(9) Program Completion. The provider shall issue a certificate of completion to a participant who
has successfully completed the program. The provider shall also notify the division or its
designee in writing of its determination that a participant did not successfully complete the
program. The provider shall fail a participant who either was not actively involved in the class or
demonstrated behavior indicating a fack of insight (e.g., inappropriate comments, projection of
blame). This notification shall be made within 10 calendar days of that determination and shall
be accompanied by all documents supporting the determination.

(10) Change in Course Content or Instructor. The provider shall report to the division any
change in course content or instructor within 30 calendar days after the date of that change.
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Attachment 5

Proposed Self Assessment Form for
Veterinary Food Animal Drug Retailers




VETERINARY FOOD-ANIMAL DRUG
RETAILER SELF ASSESSMENT

All legal references used throughout this self-assessment form are explained on Page 17

All references to “drugs” throughout this self-assessment refer to dangerous drugs and
dangerous devices as defined in Business & Professions Code (B&P) section 4022,
(http://www.pharmacy.ca.gov/laws_regs/lawbook.pdf) Dangerous drug or dangerous device
means any drug or device unsafe for self-use in humans or animals.

Definitions:

”Veterinary Food-Animal Drug Retailer” (vet retailer) is an area, place or premises, other
than a pharmacy that holds a valid license from the California State Board of Pharmacy as a
wholesaler and, in and from which veterinary drugs for food-producing animals are dispensed
pursuant to a prescription from a licensed Veterinarian. It is a separate and additional license
from a wholesaler license. Veterinary food—animal drug retailer includes but is not limited to any
arca, place or premises described in a permit issued by the board wherein veterinary food-animal
drugs (as defined in Business & Professions Code section 4042) are stored, possessed, or
repackaged, and from which veterinary drugs are furnished, sold, or dispensed at retail pursuant
to a prescription from a licensed veterinarian.

‘Veterinary Food—Animal Drugs” include any drug to be used in food-producing animals
bearing the legend “Caution: federal law restricts this drug to use by or on the order of a licensed
veterinarian” or words of similar import. Also included is any drug as defined in Section 14206
of the Food and Agriculture Code that is used in a manner that would require a veterinary
prescription.

Veterinary Food-Animal Drug Retailer Name

Address

Phone

E-mail address (optional)

Ownership: Please mark one
["] Sole owner [ 1 Partnership [] Corporation [ ] LLC

[ ] Non-licensed owner [ ] other (please specify)

CA Veterinary Food-Animal Drug Retailer Permit # Expiration Date
CA Wholesaler Permit # Expiration Date
DEA Registration # Expiration Date
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Date of most recent DEA Inventory

Hours: Daily Sat Sun 24 hours

Designated representative-in charge (DRIC) /pharmacist (RPH)

DRIC License # / RPH License # Expiration Date

Licensed Veterinary Food-Animal Drug Retailer Staff (designated representative (DRep,
pharmacist):

1. DRep/RPH# Exp. Date

2. DRep/RPH# Exp. Date

20f19




Please mark the appropriate box for each question. If “NQO,” 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

Hinn

Review the current veterinary food-animal drug retailer permit for this business.
Are the listed owners correct and is the listed address correct? If either is
incorrect, notify the board in writing. (B&PC 4196 [a] [d])

Attach a copy of the notification letter to the board to this document.

CORRECTIVE ACTION OR ACTION PLAN

2. Facility

Yes No N/A

.

|

L0od

(mim
O0n
|
Oon

Are only pharmacists, intern pharmacists, designated representatives, and
authorized officers of the law, or a person authorized to prescribe, permitted in the
area place or premises described in the permit as a veterinary food-animal drug
retailer without supervision? (B&P 4196[c])

Is a pharmacist or designated representative responsible for any person who enters
the premises for clerical, inventory control, housekeeping, delivery, maintenance,
or similar functions related to the business of a veterinary food animal drug
retailer? (B&P 4196[c])

Are all veterinary food-animal drugs stored in a secure, lockable area? (B&P
4197[al[1])

Premises, Fixtures and equipment: (B&P 4197[a][2])
Fixtures and equipment -Clean and orderly
Premises - dry
Premises - well ventilated
Premises - Adequately lighting

CORRECTIVE ACTION OR ACTION PLAN

30f19
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3. Designated Representative-in-Charge/Owner Responsibilities

Yes No N/A

Hnn

00

||

OO0

|

Are the owner and the designated representative-in-charge both equally
responsible for maintenance of the records and inventory? (B&P 4081[b])

Is the designated representative-in-charge responsible for the veterinary food-
animal drug retailer’s compliance with all state and federal laws related to
practice as a veterinary food-animal drug retailer? (B&P 4196[d]).

Has the owner notified the board within 30 days of the termination of the
designated representative-in-charge or pharmacist? (B&P 4305.5[a])

Has the owner identified and notified the board of the appointment of a new
designated representative-in-charge within 30 days of the termination of the
former designated representative-in-charge? (B & P 4196[d], 4331[b]. The
appropriate form for this notification is a “Change of Designated Representative-
in-Charge”, which is available on the board’s web site.

Has any designated representative-in-charge who ends his or her employment at a
wholesaler, notified the board within 30 days? (B & P 4305.5[c], 4101[b]. This
notification is in addition to that required of the owner.

CORRECTIVE ACTION OR ACTION PLAN

4. Designated Representative/Pharmacist

Yes No N/A

HInn

OO

Yes No N/A

a0

H|En
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Does your veterinary food-animal drug retailer operate only when a pharmacist or
veterinary designated representative is on the premises? (4053[c])

Is the address of the veterinary designated representative(s) current on their
printed permit? (B&P4100,1704)

If a veterinary designated representative or pharmacist changes his/her name or
personal address of record, he/she will notify the board in writing within 30 days?
(B&P 4100, CCR 1704)

A pharmacist or veterinary retailer designated representative only dispenses drugs
for use on food-producing animals on the basis of a written, electronically
transmitted or oral order received from a licensed veterinarian? (CCR 1780.1[d])

DRIC Initials




100 Only a pharmacist or the veterinary designated representative receives an oral
order for a veterinary food-animal drug from the veterinarian? (CCR 1780.1[d])

a0 A written copy of any oral prescription is sent or electronically transmitted to the
prescribing veterinarian within 72 hours? (CCR 1780.1[d])

CORRECTIVE ACTION OR ACTION PLAN

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

Yes No N/A

ad Are drugs ordered only from a business licensed by this board or from a licensed
manufacturer? (B&P 4163[b], 4169)

CORRECTIVE ACTION OR ACTION PLAN

6. Receipt of Drugs by this Business

Yes No N/A

NN When drugs are received by your business, are they delivered to the licensed
wholesale premises, and received by and signed for only by a designated
representative or a pharmacist? (B&P 4059.5[a])

CORRECTIVE ACTION OR ACTION PLAN

7. Drug Stock

Yes No N/A

o0 Is all drug stock open for inspection during regular business hours? (B&P
, 4081[a])

OO0 Do all drugs you sell 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&P 4342[a})
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Hinin

If dangerous drugs, legend drugs or extra label use drugs are returned to the
veterinary food-animal drug retailer from a client are they treated as damaged or
outdated prescription drugs and stored in the quarantine area specified in
California Code of Regulations section 1780(3)(1) and are not returned to stock,
or dispensed, distributed or resold? (CCR 1780.1)

CORRECTIVE ACTION OR ACTION PLAN

8. Prescription Dispensing

Yes No N/A

OO0

H|E|n

O0n

Ood

OO0

Yes No N/A

HIEn
OO
||
Oan

i
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Are dangerous drugs and extra label use drugs for use on food producing animals
dispensed to clients pursuant to a prescription written by a veterinarian? (CCR
1780.1[a][d])

Are dangerous drugs, and extra label use drugs prepared and labeled by a
pharmacist or designated representative only? (CCR 1781.1[d])

A veterinarian’s prescription for a food-producing animal can only be refilled if
the initial prescription issued indicated a specific number of refills. If no refills
are indicated on the initial prescription, no refills may be dispensed. Instead a
new prescription must be obtained from the veterinarian? (CCR 1780.1[g][1])

No veterinary food-animal drug prescriptions are refilled over six months from
the date of issuance of the initial order? (CCR 1780.1[g][2])

Are prescriptions partially filled? If unable to fill the full quantity of drugs
prescribed, fill and ship a portion of the order, so long as the full quantlty is
shipped within 30 days? (CCR 1780.1[j])

When partially filling a prescription, does the pharmacist or veterinary designated
representative note the following information on the written prescription for each
date the drugs are shipped: (CCR 1780.1[j])

Quantity shipped?

Date shipped?

Number of containers shipped?

If multiple containers, each container must be sequentially numbered?

If unable to fill the full quantity of a prescription within 30 days, has a new
veterinarian’s prescription been written to fill the remainder of the drugs
originally prescribed? (CCR 1780.1[j])

DRIC Initials




CORRECTIVE ACTION OR ACTION PLAN

9. Prescription Labeling

Yes No N/A

.

M
Ba0n
00
OO0
O
|
oo
Cod
Hnin
O0a
I
Oon
Hnn
H|En

Yes No N/A

]

00O

Does only a pharmacist or veterinary designated representative prepare and affix
the label to a veterinary food-animal drug product?

Pursuant to a veterinarian’s prescription, are prescription labels affixed to all drug
containers that include: (CCR 1780.1[h][1-14])

Active ingredients or the generic name(s) of the drug?
Manufacturer of the drug?

Strength of the drug dispensed?

Quantity of the drug dispensed?

Name of the client?

Species of food-producing animal for which the drug is described?
Condition for which the drug is prescribed?

Directions for use?

Withdrawal time?

Cautionary statements, if any?

Name of the veterinarian prescriber?

Date dispensed?

Name and address of the veterinary food-animal drug retailer?
Prescription number or another means of identifying the prescription?

If an order is filled in multiple containers, a sequential numbering system
to provide a means to identify multiple units if shipped to the same client
from the same prescription? (container 1 of 6, container 2 of 6)

Manufacture’s expiration date?

CORRECTIVE ACTION OR ACTION PLAN
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10. Repackaging

Definition - Repackaging within the meaning of B&P 4041 means that a veterinary food-
animal drug retailer may break down case lots of dangerous drugs as described in 4022(a)
or extra label use drugs, so long as the seals on the individual containers are not broken.

Yes No N/A

N

Are only sealed original manufacturer’s containers labeled for distribution to
clients? Veterinary retailers or wholesalers cannot open a container and count out
or measure out any quantity of a dangerous legend or extra label use drug. (CCR
1780.1[b])

CORRECTIVE ACTION OR ACTION PLAN

11. Sale or Transfer of Drugs by this Business

Yes No N/A

OO0

A0O

OO0

Yes No N/A

OO

OO

OO
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Are all dangerous drugs and extra label drugs that are sold, only sold pursuant to a
prescription issued by a veterinarian to a veterinarian’s client for use on food-
producing animals? (CCR 1780.1[a])

No dangerous drugs or extra label drugs are sold, traded or transferred at
wholesale by the veterinary retailers? (B&P 4041)

Are practices in place to prevent dangerous drugs from being sold, traded or
transferred if the vet retailer or wholesaler knew or reasonably should have known
the drugs were adulterated as defined by CA Health & Safety Code section
111250, misbranded as defined by CA Health & Safety Code section 111335, or
beyond the use date on the label? (B&P 4169[a])

List any incidents where adulterated, misbranded or expired drugs were
purchased, sold, traded or transferred by this business in the past 2 years.

Do your advertisements for dangerous drugs or devices contain false, fraudulent,
misleading or deceptive claims? (B&P 4341, 4651, CCR 1766)

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

DRIC Initials




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

comply with:

O00Od All CA pharmacy and veterinary laws related to the distribution of drugs?

a0 The pharmacy law and veterinary laws of the receiving state within the
United States?

00 The statutes and regulations of the Federal Food and Drug Administration
and the Drug Enforcement Administration?

[ All laws of the receiving foreign country related to drugs for food
producing animals?

100 All applicable federal regulations regarding the exportation of dangerous
drugs?

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

CORRECTIVE ACTION OR ACTION PLAN

12. Delivery of Drugs

Yes No N/A

RN Upon delivery of appropriately labeled prescription drugs or extra label drugs to a
client, pursuant to a veterinarian’s prescription, do you obtain the signature of the
client, or the client’s agent, on the invoice with notations of any discrepancies,
corrections or damage? (CCR 1780.1[k])

CORRECTIVE ACTION OR ACTION PLAN

13. Controlled Substances

Yes No N/A

O If a controlled substance is dispensed, are the labels on the containers

countersigned by the prescribing veterinarian before being provided to the
client? (CCR1780.1[e])
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Note: Please refer to “Controlled Substances” section of the Wholesaler Self Assessment
for additional controlled substance statutes, regulations, and requirements your business
must follow

CORRECTIVE ACTION OR ACTION PLAN

14. Consultant Pharmacist

Yes No N/A

00

|

oog
ooo

|

H|E{n

Does your consulting pharmacist assure compliance with all statutes and
regulations governing veterinary food-animal drug retailers? (B&P 4198[e])

Does your consultant pharmacist visit routinely, but at least quarterly? (B&P
4198]e])

Does your consultant pharmacist: (B&P 4198[e])
Review and revise policies and procedures?

Assure compliance with state and federal statutes and regulations for
labeling, storage and dispensing of veterinary food-animal drugs?

Provide a written report twice yearly certifying whether or not the
veterinary food-animal drug retailer is operating in compliance with the
requirements of this chapter?

Are these written reports readily available for inspection upon request?

CORRECTIVE ACTION OR ACTION PLAN

15. Designated Representative Training.

Yes No N/A

OO0

|

Does your business prepare and maintain records of training and demonstrated
competence for each individual employed or retained by you? (B&P 4198[b])

Are records of training and demonstrated competence for each employee
maintained for 3 years after the last date of employment? (B&P 4198[b])

CORRECTIVE ACTION OR ACTION PLAN
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16. Quality Assurance Program

Does your business have an ongoing, documented quality assurance program,
which includes but is not limited to: (B&P 4198 [c])

Yes No N/A

a04d Monitoring personnel performance?
OO0 Storage of veterinary food-animal drugs?
OO Maintenance of equipment?

OO0 Dispensing of veterinary food-animal drugs?

CORRECTIVE ACTION OR ACTION PLAN

17. Policies and Procedures

Does your business maintain and adhere to policies and procedures for: (B&P

4198)
Yes No N/A
a0 Handling of veterinary food animal drugs?
100 Dispensing of veterinary food animal drug?
OO0 Staff training records?
OO0 Cleaning of equipment?
00d Storage and maintenance of veterinary food —animal drugs?
O0nO Storage and maintenance of equipment?
Yes No N/A
00 Record keeping requirements?
[ Storage requirements?
L1010 Security requirements?
OO0 Quality assurance?

CORRECTIVE ACTION OR ACTION PLAN

18. Record Keeping Requirements

Purchase and Sales Records

Yes No N/A

N Are all records of acquisition and disposition of dangerous drugs, retained on the
premises, open for inspection, during regular business hours? (B&P 4081, 4332,
CCR 1718)
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O0a0a Are all prescription documents and other disposition records for dangerous drugs
or extra label use drugs dispensed by a vet food-animal drug retailer kept on file
and maintained on the premises for 3 years? (B&P 4198[b])

L1010 Are all records of prescription refills retained by your business on the premises
for 3 years? (CCR1780.1[I], B&P 4081[a], 4332)

NN Are all purchase and sales records retained in a readily retrievable form? (B&P
4105[a])

N Are records of shipment of labeled dangerous drugs to clients (also known as an
expanded invoice) included in the client’s shipment? This document includes:
(CCR1780.1[i])

HEin Drug name?

OO Quantity shipped?

00 Manufacturer’s name and lot number?

00 Date of shipment?

IO Name of the pharmacist or vet retailer exemptee who is responsible for the
distribution?

H00 Are copies of the records of shipment (also known as the expanded invoice)
distributed to the prescribing veterinarian? (CCR 1780.1 [i])

L1000 Are copies of the records of shipment (also known as the expanded invoice) of
labeled dangerous drugs retained by your business for 3years? (CCR 1780.1[1])

Inventory
Yes No N/A .
OO0 Is a current, accurate inventory maintained for all dangerous drugs (B&P 4081[a],
CCR 1718)

Consultant Pharmacist

Yes No N/A
OO0 Are consultant pharmacist semi-annual reports retained by your business for 3 ‘
years from the making? (B&P 4198 [e]) |
Quality Assurance
Yes No N/A
Q04d Is quality assurance documentation retained for 3 years from the making? (B&P

4198[d])

12 of 19 DRIC Initials




Policies and Procedures

Yes No N/A

L0

L0

Are all policies and procedures specified in section 4198(a) maintained for 3
years from the making? (B&P 4198(b)

Are all policies and procedures, documents related to the quality assurance

program, and all records of employee training and demonstrated competency open
for inspection by authorized officers of the law? (B&P 4198[b])

Temporary removal of records

Yes No N/A

L100

If you temporarily remove purchase or sales records from your business, does
your business retain, on your licensed premises at all times, a photocopy of each
record temporarily removed? (B&P 4105[b])

Off-site storage waiver

Yes No N/A

H|E[n

HEn

Are required records stored off-site only if a board issued written waiver has been
granted? (CCR 1707[a])

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])

Yes No N/A

Oan

OO0

If an off-site written waiver is in place, is the storage area secure from
unauthorized access? (CCR 1707[b][1])

If an off-site waiver is in place, are the records stored off-site retrievable within 2
business days? (1707[b][1])

CORRECTIVE ACTION OR ACTION PLAN
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19. Reporting Requirements to the Board

Ownership
Yes No N/A
N I understand this veterinary retailer license is not transferable to a new owner. A

L1010

L0

HInn

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, in addition to an
application for a permanent new permit, 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&P 4201[h][I], 4196[b], CCR 1709]b])

Are transfers, in a single transaction or a series of transactions, of 10% or more of
the beneficial interest in a business licensed by the board to a person who did not
hold beneficial ownership interest at the time of the initial permit was issued,
reported in writing to the board within 30 days of the transaction? (CCR 1709[b])

Any transfer of a beneficial interest in a business licensed by the board, in a single
transaction or series of transactions, to a person or entity, which results in the
transferee holding 50% or more shall constitute of change of ownership and an
application must be submitted to the board for a change of ownership. (CCR 1709

[e])

When called upon by an inspector, can the business owner or manager, produce
information indicating the names of the business owners, managers and
employees and a brief statement of the capacity for each person employed by the
business? (B&P 4082)

Veterinarian

Yes No N/A

]

OO0

O0n
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Whenever a veterinary designated representative dispenses to the same client for
use on the same production class of food-animals, dangerous drugs, or extra label
use drugs prescribed by multiple veterinarians, does the veterinary designated
representative contact the prescribing veterinarians for authorization before
dispensing any drugs? (CCR 1780.1[f])

Are copies of expanded invoices, documenting sales of dangerous drugs,
distributed to the prescribing veterinarian within 72 hours of dispensing? (CCR
1780.1[1]).

Is a written copy of any oral prescription received by either a pharmacist or
designated representative of the veterinary food-animal drug retailer sent or

DRIC Initials




electronically transmitted to the prescribing veterinarian within 72 hours? (CCR
1780.1[d])

Consultant Pharmacist
Yes No N/A
O0a Does the consultant pharmacist provide written certification every 6 months that

OO0

your business is or is not in compliance with all applicable statutes and
regulation? (B&P 4198[e])

Does your business submit the most recent consultant pharmacist report with the

annual application to renew the veterinary food-animal drug retailer license with
this board? (B&P 4198[e])

Designated Representative in Charge/ Designated Representative

Yes No N/A

HEIn

OO

00

150f 19

If a designated representative-in-charge terminates employment at this business,
does the business notify the board within 30 days of the termination? (B&P
4101[b], 4305.5[c])

When a veterinary designated representative leaves the employ of a veterinary
food-animal drug retailer, would the business owner immediately return the
exemptee license to the Board of Pharmacy? (CCR 1780.1[1])

When a designated representative in charge terminates employment at this
business, does the designated representative in charge notify the board within 30
days of the termination.? This requirement is in addition fo the requirement for
the owner to notify this board. (B&P 4101[c])

DRIC Initials




Discontinuation of Business

Yes No N/A

Hinn

L0

I understand if this business is discontinued, the owner must notify the board in
writing before the actual discontinuation of business? (CCR 1708.2).

I understand the 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)

Controlled substances (if applicable)

Yes No N/A

L

Cn

H|E]n

Hnn

Does the owner 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)

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

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)

If the business holds a DEA registration, does the owner understand the
requirement to notify the DEA promptly of the discontinuation of the business
and all unused DEA 222 order forms must be returned to the DEA?
(CFR1301.52[a], 1305.14)

CORRECTIVE ACTION OR ACTION PLAN

20. Additional Licenses/Permits Required

List all licenses and permits required to conduct this business, including local
business licenses, wholesaler licenses held in other states, permits or licenses
required by foreign countries or other entities (B&P 4107, 4059[a], CFR
1305.11[a])
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Designated Representative-in-Charge/Pharmacist Certification:

iy Ay p -
certify that | have completed
the designated representative

Board of Pharmacy. | furth

Legal References used in the self-assessment forms (California Code of Regulations [CCR], Title 16 and
Title 24, and Business and Professions Code [B&P], Chapter 9, Division 2) can be found in the California
Pharmacy Law (below) or visit the Board of Pharmacy Web site at www.pharmacy.ca.gov under California
Pharmacy Law and Index.

The Health and Safety Code (H&SC), Division 10, Uniform Controlled Substances Act is also in the
California Pharmacy Law (below) or you can visit the Board of Pharmacy Web site at
www.pharmacy.ca.gov under California Pharmacy Law and Index.

California Code of Regulations (CCR), Chapter 1, Division 5, Title 22, and other references can be found
in the California State Law Library or county law libraries.

Code of Federal Regulations (CFR), Title 21, Chapter 1l, Drug Enforcement Administration, may be found
at www.dea.gov.
Fax: 877-508-6704

California Board of Pharmacy

1625 N. Market Blvd., Suite N219 Bureau of Narcotic Enforcement
Sacramento CA 95834 Security Prescription and CURES Programs
(916) 574-7900 1102 Q Street, 6™ FI.
fax: (916) 574-8618 Sacramento, CA 95817
www.pharmacy.ca.gov (916) 319-9062

Fax: (916) 319-9448
California Pharmacy Law may be obtained by http://www.ag.ca.gov/bne
contacting:
Law Tech CURES Patient Activity Report Request Forms:
1060 Calle Cordillera, Suite 105 http://www.ag.ca.gov/bne/trips.php

San Clements CA 92673
(800) 498-0911 Ext. 5

www.lawtech-pub.com PRESCRIBER BOARDS:

Pharmacist Recovery Program Medical Board of California

(800) 522-9198 (24 hours a day) 1426 Howe Avenue, Suite 54
Sacramento CA 95825

Atlantic Associates, Inc. (CURES) (800) 633-2322

Prescription Collection (916) 263-2499

8030 S. Willow Street, Bldg. Ill, Unit 3 Fax: (916) 263-2387

Manchester NH 03103 http://www.mbc.ca.gov

Phone: (888) 539-3370
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Dental Board of California
1432 Howe Ave. #85
Sacramento, CA 95825
(916) 263-2300

fax: (916) 263-2140
http://iwww.dbc.ca.gov

Board of Registered Nursing
1625 N. Market Blvd., Suite N217
Sacramento, CA 95834

(916) 322-3350

fax: (916) 574-8637
http://www.rn.ca.gov/

Board of Optometry

2420 Del Paso Road, Suite 255
Sacramento, CA 95834

(916) 575-7170

fax: (916) 575-7292
http://www.optometry.ca.gov/

Osteopathic Medical Board of California
2720 Gateway Oaks Drive, #350
Sacramento, CA 95833

(916) 263-3100

fax: (916) 263-3117
http://www.ombc.ca.gov

Physician Assistant Committee
1424 Howe Avenue, #35
Sacramento, CA 95825

(916) 561-8780

fax: (916) 263-2671
http://www.physicianassistant.ca.gov

Board of Podiatric Medicine
1420 Howe Avenue, #8
Sacramento, CA 95825

(800) 633-2322

(916) 263-2647

fax: (916) 263-2651
http://www.bpm.ca.gov

Veterinary Medical Board
1420 Howe Avenue, #6
Sacramento, CA 95825
(916) 263-2610

fax: (916) 263-2621
http://lwww.vmb.ca.gov
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FEDERAL AGENCIES:

Food and Drug Administration

~ Industry Compliance
http:/iwww.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/
change_requests/index.html

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

Online DEA 106 Theft/Loss Reporting:
https://www.deadiversion.usdoj.gov/webforms/
app106Login.jsp

Online DEA 222 Controlled Substance
Ordering System (CSOS):
http://www.deaecom.gov/

DEA - Fresno

2444 Main Street, Suite 240

Fresno, CA 93721

Registration: (888) 304-3251 or

(415) 436-7900

Diversion or Investigation: (559) 487-5402

DEA - Los Angeles

255 East Temple Street, 20th Floor

Los Angeles CA 90012

(888) 415-9822 or (213) 621-6960 (Registration)
(213) 621-6942 or 6952

(Diversion or Investigation)

DEA - Oakland

1301 Clay Street, Suite 460N

Oakland, CA 94612

Registration: (888) 304-3251 or

(415) 436-7900

Diversion or Investigation: (510) 637-5600



http:http://www.deaecom.gov
https://www.deadiversion.usdoj
http://www.deadiversion.usdoj.gov/drugreg
www.deadiversion.usdoj.gov/drugreg/reg_apps
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http:http://www.bpm.ca.gov
http:http://www.physicianassistant.ca.gov
http:http://www.ombc.ca.gov
http:http://www.optometry.ca.gov
http:http://www.rn.ca.gov
http:http://www.dbc.ca.gov

DEA - Redding

310 Hensted Drive, Suite 310

Redding, CA 96002

Registration: (888) 304-3251 or

(415) 436-7900

Diversion or Investigation: (530) 246-5043

DEA - Riverside

4470 Olivewood Avenue

Riverside, CA 92501-6210

Registration: (888) 415-9822 or

(213) 621-6960

Diversion or Investigation: (909) 328-6000 or
(909) 328-6200

DEA - Sacramento

4328 Watt Avenue

Sacramento CA 95821

Registration: (888) 304-3251 or

(415) 436-7900

Diversion or Investigation: (916) 480-7100 or
(916) 480-7250

DEA — San Diego and Imperial Counties
4560 Viewridge Avenue

San Diego, CA 92123-1637

Registration: (800) 284-1152

Diversion or Investigation: (858) 616-4100
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Proposed Disciplinary Guidelines




State of California Department of Consumer Affairs

Memorandum
To: BOARD MEMBERS Date: October 15, 2007

From: SUSAN CAPPELLO
Enforcement Coordinator
Board of Pharmacy

Subject: Proposed Revisions to the Disciplinary Guidelines

Enclosed is the proposed revision to the Disciplinary Guidelines for your review.

These guidelines are being revised to clarify language, ensure that terms and conditions
are consistent for all license types (where appropriate), to define consequences for non-
compliances and to include new terms of probation. Strikeouts indicate deleted language and
underlines indicate new language.

Pharmacist/Intern Conditions; pages 34-56

Significant changes made to standard conditions are as follows:
¢ No Supervision of Interns, Serving as Pharmacist-in-Charge (PIC) or Designated
Representative-in-Charge (DRIC), or Serving as a Consultant (pg 36) — better
defines the language for this provision. Restricts the pharmacist from serving as
DRIC in a wholesaler or veterinary food-animal drug retailer.
e Tolling of Probation (pg 38) — allows for an option that would require a
pharmacist to practice in a licensed pharmacy dispensing medications

Significant changes made to optional conditions:

e Pharmacist Examination (pg 40) — changed to reflect the new exam structure
(CPJE & NAPLEX).

e Mental Health Examination (pg 41) — changes made to broaden the definition of
the licensed health practitioner who can complete the mental health exam.
Additionally, this term now better defines the condition under which the ongoing
therapy must occur, if recommended.

» Psychotherapy (pg 43) - changes made to broaden the definition of the licensed
health practitioner who can complete the mental health exam. Additionally, this
term now better defines the condition under which the ongoing therapy must
occur if recommended.

e Medical Evaluation (pg 44) — details more specifically the procedures to carry out
this term.




Board Members

Proposed Revisions to the Disciplinary Guidelines
October 15, 2007

Page Two

o Pharmacists Recovery Program (pg 47) — this term now includes the automatic
suspension for any confirmed positive test for drugs or alcohol under certain
conditions and details the suspension provisions.

* Random Drug Screening (pg 49) - details more specifically the procedures to
carry out this term.

e Abstain from Drugs and Alcohol Use (pg 49) — expands the definition of this term
to include the prohibition of physical proximity to persons using illicit substances.

» Tolling of Suspension (pg 55) — details more specifically the procedures to carry
out this term.

New optional terms and conditions of probation:

* Prescription Coordination and Monitoring of Prescription Use (pg 50) — this term
will be recommended for individuals whose violations indicate chemical
dependencies or psychiatric disorders. Designates a single health care
practitioner to coordinate and monitor prescriptions. Also defines the procedures
to carry out this term.

e Pharmacy Self-Assessment Mechanism (PSAM) (pg 52) — this term will be
recommended to provide a self-assessment mechanism to aide the pharmacist in
identifying deficient areas of practice. Options were included to allow the board
to have access to the examination results for recommendation of remedial
education if needed.

o Surrender of DEA Permit (pg 56) — this term will be recommended for
pharmacists to prevent him or her from prescribing.

Pharmacy Technician Conditions; pages 63-72

Significant changes made to standard conditions are as follows:
e Obey All Laws (pg 63) — this term will be recommended to make consistent with
other license types.
e License Surrender While on Probation/Suspension (pg 66) - this term was
relocated within the standard terms to be consistent with the other license types.

Significant changes made to optional conditions:

* Random Drug Screening (pg 69) - details more specifically the procedures to
carry out this term.

» Abstain from Drugs and Alcohol Use (pg 70) — expands the definition of this term
to include the prohibition of physical proximity to persons using illicit substances.

e Tolling of Suspension (pg 72) — details more specifically the procedures to carry
out this term.

o Restitution (pg 72) — this term will be recommended for those cases where drug
diversion, theft fraudulent billing or patient harm resulting from negligence or
incompetence occurred.




Board Members
Proposed Revisions to the Disciplinary Guidelines
October 15, 2007

Page Three

Designated Representative Conditions; pages 80-91

Significant changes made to standard conditions are as follows:

Reexamination Prior to Resuming Work — this term was deleted because an
exam is no longer a requirement for licensure.

Obey All Laws (pg 80) — this term will be recommended to make consistent with
other license types.

No Being Designated Representative-in-Charge (pg 83) — this term is similar to
the No Being PIC and will be recommended to prohibit a designated
representative from serving as a desighated representative-in-charge in a
wholesaler or veterinary food-animal drug retailer.

License Surrender While on Probation/Suspension (pg 84) - this term was
relocated within the standard terms to be consistent with the other license types.

Significant changes made to optional conditions:

Random Drug Screening (pg 89) - details more specifically the procedures to
carry out this term.

Abstain from Drugs and Alcohol Use (pg 90) — expands the definition of this term
to include the prohibition of physical proximity to persons using illicit substances.
Tolling of Suspension (pg 91) — details more specifically the procedures to carry
out this term.

Restitution (pg 91) — this term will be recommended for those cases where drug
diversion, theft fraudulent billing or patient harm resulting from negligence or
incompetence occurred.

Premises Conditions; pages 115-120

Significant changes made to standard conditions are as follows:

Model language for Suspension modified - includes that failure to comply with the
suspension term is a violation of probation.

Model language for Revocation (pg 111), Surrender (pg 112) and standard
condition License Surrender while on Probation/Suspension (pg 116) — requires
pharmacy to notify its patients of the location of the transferred records

Posted Notice of Probation (pg 118) — this term will be recommended for all
premises to post to alert the consumer of the discipline imposed by the board.
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RONALD S. MARKS

A Professional Law Corporation
21900 Burbank Boulevard, Suite 300
Woodland Hills, California 91367
Telephone: (818) 3478112
Facsimile: (818) 347-3834

June 15. 2007

Susan Cappello -

State Board of Pharmacy

1625 North Market Blvd., Suite N 219
Sacramento, CA 95834

RE: PROPOSED DISCIPLINARY GUIDELINES

Dear Susan:

I'm not able to make the Enforcement Committee meeting on June 20™ in Sacramento but ‘

1 have some concerns about the Proposed Disciplinary Guidelines that I hope you can
pass on,

I believe it serves little public benefit for a pharmacy to have to post a notice of probation
for the entire time of probation which is typically three years. It might tend 10 unduly
alarm customers resulting mn the failure of the business or significant financial loss. Ifa
customer is concerned enough to check out a pharmacy, they can go to the Board's
website.

T arn concerned about the optional condition of automatic revocation for missing a cost
payment deadline. Aside from raising due process issues that will no doubt be litigated,
jtis too draconian. There is no ability 1o present mitigating circumstances. Another issue
that concerns me is that there are no factors to consider in when to impose that optional
condition. In other words, under what circumstances should an ALJ or the Board decide
that a particular licensee should be subject to an automatic revocation? Should it be
based on the underlving violation. the amount of the costs, the financial ability of the
licensee to pay costs? How can there be any uniformity between ALJ's when there are no
guidelines or factors to base the optional condition on?

I am similarly concerned about a failed drug test. There should be some provision for
having a drug sample re-tested. | have been apprised of so many instances of false
positive drug tests. A more sophisticated (and, of course, costly) test which would be
recognized as more reliable should be utilized to confirm or dispute a failed sample.
And, of course. any type of automatic action would be subject to due process challenges.

816 3473834 97
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[ don't know why a licensee who is on a suspension cannot resume working until notified
by the Board., Suspensions are usually weeks or months and waiting for formal
notification will just serve to extend suspensions in a random fashion. This may also
involve a due process issue if the Board declines to notify the licensee that the suspension
is over because of a suspected violation. The licensee could be subjected to an
unwarranted lengthy suspension without notice and opportunity to be heard in violation
of his due process rights.

I have had concerns for some time now about the condition of probation that prohibits the
supervision of pharmacy technicians. If a probationer cannot be a PIC or supervise
technicians. coupled with the fact that he or she is on probation, he or she is precluded
from about 99% of jobs in Califormia. With such a condition. probation is tantamount to
a revocation. Since a probationer is usually prohibited from being a PIC. then there
would be a PIC in a supervisory role. Technicians also have there own license 1o protect
and therefore can act as informal monitors of the pharmacist on probation. There is little
public protection to be gained and the condition makes it almost impossible for a
probationer to find employment.

Thank you for allowing me to offer my thoughts on the proposed guidelines. 1 have more
but I think these are my main concerns that the committee might want to consider.

L

wicerely.

RONALD S, MARKS

R1A R47RRR4L



Summary of Written Comments Received from Ron Marks:

1.

2.

Posted Notice of Probation for Premises, page 118.

“.... serves little public benefit for a pharmacy to post a notice of probation
for the entire time of probation and would .....alarm customers resulting in
the failure to the business or significant financial loss.....to check out a
business customer can go to board’s website.”

Response

This term is recommended in order to provide another avenue in which to
alert the consumer of the probationary status imposed by the board. The

board currently requires a premise to post a notice of suspension, page
120.

Automatic Revocation of License for Missing Cost Recovery, pages 36-37.

“....concerned about the optional condition of automatic revocation for
missing a cost payment deadline.”

Response

This is optional language that may be imposed either by the administrative
law judge as part of a decision or by the board in cases of a settlement.
The optional language is appropriate for this term, as compliance does not
require judgment; probationer either is or is not making payments. Also,
this option does not preclude the probationer from making a presentation

of hardship or mitigating circumstances to the board’s probation monitor or
to the executive officer.

Automatic Suspension for Confirmed Positive test, page 47.

“...concerned about a failed drug tesf. There should be some provision for
having a drug sample re-tested. ..”

Response

A confirmed positive test for alcohol or any drug does mean that the
“failed” drug test had been retested and may have been retested more
than once through an appropriate and reliable process as directed by the
Board’s Pharmacist Recovery Program (PRP). The board’s statutory
mandate is the protection of the public, this term allows that protection to
occur by the automatic suspension of the license and allows the PRP the

time needed to confirm when a licensee may safely resume the practice of
pharmacy.




4. Notification of the Resumption of Practice After Suspension, page 28

...."Don’t know why a licensee who is on suspension cannot resume working
until notified by the Board. *

Response

The language on page 28 currently reads “As part of probation, respondent is
suspended from the practice of pharmacy for , beginning the
effective date of this decision. Respondent shall not resume the practice of
pharmacy until notified by the board.”

Before the effective date of the penalty, the board does notify the respondent
in writing when their suspension begins and ends. Board staff feels that this
initial notification is sufficient. It is planned to eliminate this sentence from the
proposed suspension language.

5. No Supervision of Technicians, page 53.

..."concerns about the condition of probation that prohibits the supervision of
pharmacy technicians. If a probationer cannot be a PIC or supervise
technicians...he or she is precluded from about 99% of the jobs in California.”

Response

Currently the standard term and condition for pharmacist-in-charge
restrictions (page 36) states that respondent shall not supervise any intern
pharmacist, be the pharmacist-in-charge...” The standard term does allow
the respondent to supervise technicians.

The optional terms for pharmacist-in-charge, page 53, allows a respondent to
be a PIC with a consultant. This term also allows the respondent to supervise
technicians.

Optional term #31, page 53, does not allow a respondent to supervise
ancillary personnel, including, but not limited to pharmacy technicians or
designated representatives. This is an optional term, not a standard, and is
employed by an ALJ or by the board in appropriate circumstances.
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RONALD S. MARKS

A Professional Law Corporation
21900 Burbank Boulevard, Suite 300
Woodland Hills, California 91367
Telephone: (818) 347-8112
Facsimile: (818) 347-3834

FAX MESSAGE
DATE: SEPTEMBER 14, 2007
TO: SUSAN CAPPELLO
FROM: RONALD S. MARKS
RE: PROPOSED DISCIPLINARY GUIDELINES
NUMBER OF PAGES: 2

MESSAGE: I would appreciate it if the enclosed letter and this fax could be provided
to the committee for my input on proposed disciplinary guidelines since I am unable to
attend unless my schedule changes.

Also, with respect to the proposed Ethics Caurse modeled after the Medical Board, I do
a substantial amount of Medical Board cases. One of the problems is that Board staff
seems to propose an Ethics course in settlement offers when the case has nothing to do
with honesty or morality (it may just involve quality of care issues.) The problem it
raises is that anyone reading the settlement agreement and seeing an Ethics course
ordered, naturally assumes that there was some dishonest or immoral conduct
involved. QOften, a settlement cannot be reached for this reason. The guidelines should
spell out that the condition is appropriate for dishanesty or similar conduct and should
not be recommended or imposed indiscriminately.

THE INFORMATION CONTAINED IN THIS MESSAGE IS CONFIDENTIAL AND IS INTENDED ONLY FORTHE USE
OF THE INDIVIDUAL OR ENTITY NAMED ABOVE, IF THLE READER OF THIS MESSAGE [S NOT THE INTENDED
RECIPIENT, OR TIIE EMPLOYEE OR ACENT RESPONSIBLE TO DELIVER IT TO THE INTENDED RECIPIENT, OR
JE YOU HAVE RECEIVED THIS COMMUNICATION IN ERROR, PLEASE NOTIFY US IMMEDIATELY BY
TELEPHONE AND RETURN THE MESSAGE TO 1S BY MAIL OR FACSIMILE AT THE ADDRESS OR FACSIMILE
NUMBER LISTED ABOVE.

818 3473834 : 98%
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DISCIPLINARY GUIDELINES

A Manual of Disciplinary Guidelines
and Model Disciplinary Orders

BE AWARE & TAKE CARE:
Talk to your pharmacist!

California State Board of Pharmacy
Department of Consumer Affairs
(Rev. 1/20016/2007)



STATE BOARD OF PHARMACY

DEPARTMENT OF CONSUMER AFFAIRS

SteveLitseyWilliam Powers
PRESIDENT

Tarcio—Z=Ter

PatrictaF—HarrisVirginia K. Herold
EXECUTIVE OFFICER

400-R-Street-Suite- 40701625 N. Market Blvd, Suite N-219
Sacramento, CA 958314
(916) 445-5014574-7900

ATSS:-8-485-5014
Fax-(916) 327-6308574-8618 Fax
8-467-6308www.pharmacy.ca.gov



http:8-467-6308www.pharmacy.ca.gov

Additional copies of these disciplinary guidelines
may be ordered-from-thedownloaded from the board’s website
address-above




BOARD OF PHARMACY

DISCIPLINARY GUIDELINES

TABLE OF CONTENTS
0o (8o (o] o USROS 1
Factors to be Considered in Determining Penalties ...........ccocevieriineninin e 3
Mitigating EVIAEINCE ...ttt 4
Pharmacist/Intern PRArmMaciSt ..o 5
Terms of Probation — Pharmacist/Intern Pharmacist ...........ccccovinnininicicies 5
Categories of Violation and Recommended Penalties .........ccccceovveveeienceenncnene 5
Category | — PENAILY .....cceoiieeeee et s 56
Category Il — PENAILY ..o e 11
Category Il — PENAILY ......coeiiee e 15
Category IV — PENAILY.......ccoi ettt s 17
Model Disciplinary Language — Pharmacist/Intern Pharmacist ............ccccc...... 1819
Standard CONAILIONS ......cccveiiriiriee e s e e naeenees 2223
(@] 0110 gF=1 I @] oo [110] o IS S 2527
Pharmacy TeCNNICIAN ..o e 3442
Terms of Probation — Pharmacy Technician..........cccccoveveeieieevecce e 3442
Category [l — PeNAIY .....oceeiee et 3543
Model Disciplinary Language — Pharmacy Technician .........c.cccceoeieiinciennne 3543
Standard CONAILIONS .......cccieiiiiiiccee e s e ebe e e e sreesaneens 3947
(@010 gF=1 I @] oo [110] o IS S 4251
ExempteeDesignated Representative .....ccoeiereneneseseseeee e 4554
Terms of Probation —ExempteeDesignated Representative ..........ccccceeeeeneeen. 4554
Category Il — PENAILY .......coeeeeeee et 4554
Model Disciplinary Language —ExempteeDesignated Representative .......... 4655
Standard CONAILIONS ........cciiiiiiiiccie e sre e sre e ebeesreesreesareens 4959
(@ 0] 1To] g = LI @] g To {1110 o 1S3OS PP SR 5263
g =10 0T = OSSR 5566
Terms of Probation — PrEMISES .......ccceeiiieiee ettt 5566
Category | — PENAILY .....ooeeeeeeeee e s 5567
Category Il — PENAILY ..o e 6172
Category I — PENAILY ........cceeeceece ettt e 6676
Category IV — PeNaltY.......oo ettt ene e 6878
Model Disciplinary Language — PremiSes ........cccccveiirinereneneeeeeeseesie s 6979
Standard CONAILIONS .......cccieiiiiiiececee e sre e ebeesreesreesareens 4282

OptioNal CONAILIONS ....eoveeieeecee et e e sreeereens +485



DEPARTMENT OF CONSUMER AFFAIRS
STATE BOARD OF PHARMACY

DISCIPLINARY GUIDELINES
(Rev. 1/20016/2007)

INTRODUCTION

The Board of Pharmacy (board) is responsible for the enforcement of statutes and regulations
related to the practice of pharmacy (the Pharmacy Law) and to the regulation of controlled
substances (the Uniform Controlled Substances Act). The board serves the public by:

O protecting the health, safety, and welfare of the people of California with integrity and
honesty;

O advocating the highest quality of affordable pharmaceutical care;
a providing the best available information on pharmaceutical care; and
O promoting education, wellness and quality of life.
Pharmacists are patient advocates who provide pharmaceutical care and exercise clinical

judgment for the citizens of California, enlightening them about their drug therapy through
effective communicating and listening, assessing, collaborating, understanding and intervening.

n-additien—eEnforcement officials are-provided-thereseurces-to-act quickly, consistently and
efficiently in the public’s interest to ensure the safe, effective delivery of these services.

The board recognizes the importance of ensuring the safe and effective delivery of dangerous
drugs and controlled substances for therapeutic purposes. At the same time, and given the
historical and current abuse and diversion of drugs, particularly controlled substances, the board
believes there should be no tolerance for licensees who traffic in drugs or who, in the absence of
appropriate evidence of rehabilitation, personally abuse drugs or alcohol.

In accordance with seetion-Section 1760 of the California Code of Regulations, the board has
produced this booklet for those involved in and affected by the disciplinary process: the general
public, attorneys from the Office of the Attorney General, administrative law judges from the
Office of Administrative Hearings, defense attorneys, board licensees, the courts, board staff
and board members who review and vote on proposed decisions and stipulations.

These guidelines are to be followed in Board of Pharmacy disciplinary actions. Subject to
judicial review, the Fhe-board has the final authority over the disposition of its cases, and, to
complete its work, it uses the services of the Office of the Attorney General and the Office of
Administrative Hearings. The board recognizes that individual cases may necessitate a
departure from these guidelines. In such cases, the mitigating or aggravating circumstances
shall be detailed in any proposed decision or any transmittal memorandum accompanying a
proposed stipulation, especially where Category Il violations are involved.

Tho-bearebasfouncthat socnicarione aroparaly flocl cveome iy sovione casos N general, the

position of the board is that revocation should always be an option whenever grounds for




discipline are found to exist. Board policy is that revocation is generally an appropriate order
where a respondent is in default, such as when he or she fails to file a notice of defense or fails
to appear at a disciplinary hearing.

Board policy is that a suspension, where imposed, should be at least 30 days for an individual
and at least 14 days for a licensed premises.

The board seeks recovery of all investigative and prosecution costs up to the hearing in all
disciplinary cases. This includes all charges of the Office of the Attorney General, including, but
not limited to, those for legal services, and includes charges by expert consultants. The board
believes that the burden of paying for disciplinary cases should fall on those whose conduct
requires investigation and prosecution, not upon the profession as a whole.

The board recognizes there may be situations where an individual licensee deserves a stronger
penalty than the pharmacy for which he or she works, but the board also believes in holding a
pharmacy owner, manager, and/or pharmacist-in-charge responsible for the acts of their
empleyees-wheo-eperate-the-pharmacy personnel. Similarly, the board recognizes that in some
cases a licensed premises may well be more culpable than any individual licensed by or
registered with the board.

| For purposes of these guidelines “board” includes the board and/-or its designees.



FACTORS TO BE CONSIDERED IN DETERMINING PENALTIES

Section 4300 of the Business and Professions Code provides that the board may discipline the
holder of, and suspend or revoke, any certificate, license or permit issued by the board.

In determining whether the minimum, maximum, or an intermediate penalty is to be imposed in a
given case, factors such as the following should be considered:

actual or potential harm to the public

actual or potential harm to any consumer

prior disciplinary record, including level of compliance with disciplinary order(s)

prior warning(s)-etreeerd{s}, including but not limited to citation(s) and fine(s), letter(s) of

admonishment, and/or correction notice(s)

number and/or variety of current violations

nature and severity of the act(s), offense(s) or crime(s) under consideration

._aggravating evidence

+8.mitigating evidence

8-9.rehabilitation evidence

9.10. compliance with terms of any criminal sentence, parole, or probation

46:11. overall criminal record

11.12. if applicable, evidence of proceedings for case being set aside and dismissed
pursuant to seetien-Section 1203.4 of the Penal Code

12.13. time passed since the act(s) or offense(s)

13.14. whether the conduct was intentional or negligent, demonstrated incompetence, or, if
the respondent is being held to account for conduct committed by another, the respondent
had knowledge of or knowingly participated in such conduct

14.15. financial benefit to the respondent from the misconduct.
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No single one or combination of the above factors is required to justify the minimum and/or
maximum penalty in a given case, as opposed to an intermediate one.




MITIGATING EVIDENCE

A respondent is permitted to present mitigating circumstances at a hearing or in the settlement
process and has the burden of demonstrating any rehabilitative or corrective measures he or
she has taken. The board does not intend, by the following references to written statements,
letters, and reports, to waive any evidentiary objections to the form_or admissibility of such
evidence. The respondent must produce admissible evidence in the form required by law in the
absence of a stipulation to admissibility by the complainant.

The following are examples of appropriate evidence a respondent may submit to demonstrate
his or her rehabilitative efforts and competency:

a.

Recent, dated written statements and/or performance evaluations from persons in
positions of authority who have on-the-job knowledge of the respondent’s current
competence in the practice of pharmacy including the period of time and capacity in
which the person worked with the respondent. Such reports must be signed under
penalty of perjury and will be subject to verification by board staff.

Recent, dated letters from counselors regarding the respondent's participation in a
rehabilitation or recovery program, which should include at least a description and
requirements of the program, a psychologist's diagnosis of the condition and current
state of recovery, and the psychologist's basis for determining rehabilitation._Such
letters and reports will be subject to verification by board staff.

Recent, dated letters describing the respondent's participation in support groups, (e.g.,
Alcoholics Anonymous, Narcotics Anonymous, professional support groups, etc.).
Such letters and reports will be subject to verification by board staff.

Recent, dated laboratory analyses or drug screen reports, confirming abstention from
drugs and alcohol._Such analyses and reports will be subject to verification by board
staff.

Recent, dated physical examination or assessment report by a licensed physician,
confirming the absence of any physical impairment that would prohibit the respondent
from practicing safely._Such assessments and reports will be subject to verification by
board staff.

Recent, dated letters from probation or parole officers regarding the respondent's

participation in and/or compliance with terms and conditions of probation or parole,
which should include at least a description of the terms and conditions, and the officer’'s
basis for determining compliance. Such letters and reports will be subject to
verification by board staff.




TERMS OF PROBATION — PHARMACIST/INTERN PHARMACIST

A minimum three-year probation period has been established by the board as appropriate in
most cases where probation is imposed. A minimum five-year probation period has been
established by the board as appropriate where self-administration or diversion of controlled
substances is involved. Terms and conditions are imposed to provide consumer protection and
to allow the probationer to demonstrate rehabilitation. A suspension period may also be required
as part of the probation order. The board prefers that any stayed order be for revocation rather
than for some period of suspension.

Probation conditions are divided into two categories: (1) standard conditions that shall appear in
aH-all probation cases, and (2) optional conditions that depend on the nature and circumstances
of a particular case. These conditions may vary depending on the nature of the offense(s).

The board may also impose any other condition appropriate to the case where the condition is
not contrary to public policy.

CATEGORIES OF VIOLATIONS AND RECOMMENDED PENALTIES

The California Pharmacy Law speeifies-theidentifies offenses for which the board may take

disciplinary action_against the license. Fhe-following-are-categoeries-ofviolations-used-by-the
beoard-n-determining-appropriate-disciplnary-penalties:Included among grounds for discipline are

violations of the Pharmacy Law itself, violations of regulations promulgated by the board, and
violations of other state or federal statutes or regulations.

The following are categories of possible violations used by the board to determine appropriate
disciplinary penalties. These categories represent the judgment of the board as to the perceived
seriousness of particular offenses.

Under each category, the board has grouped statutes and regulations where violations would
typically merit the recommended range of minimum to maximum penalties for that category.
These lists are representative, and are not intended to be comprehensive or exclusive. Where a
violation not included in these lists is a basis for disciplinary action, the appropriate penalty for
that violation may be best derived by comparison to any analogous violation(s) that are included.
Where no such analogous violation is listed, the category descriptions may be consulted.

These categories assume a single violation of each listed statute or requlation. For multiple
violations, the appropriate penalty shall increase accordingly. Moreover, if an individual has
committed violations in more than one category, the minimum and maximum penalties shall be
those recommended in the highest category.

The board also has the authority, pursuant to Business and Professions Code section 4301(n),
to impose discipline based on disciplinary action taken by another jurisdiction. The discipline
imposed by the board will depend on the discipline imposed by the other jurisdiction, the extent of
the respondent's compliance with the terms of that discipline, the nature of the conduct for which
the discipline was imposed, and other factors set forth in these guidelines.



CATEGORY |

Minimum: Revocation; Revocation stayed; one year probation. All standard terms and
conditions shall be included and optional terms and conditions as appropriate.

Maximum: Revocation
Category | discipline is recommended for:
= violations which are relatively minor but are potentially harmful
» repeated violations of a relatively minor nature:

| Violations of the following codes are as-fellowsrepresentative of this category:




BUSINESS AND PROFESSIONS CODE

Article 3. Scope of Practice and Exemptions

4052.1 Skin Puncture by Pharmacist; Conditions Permitting

4052.5 Pharmacist May Select Different Form of Medication with Same Active Chemical
Ingredients; Exceptions

4052.7 Repackage Previously Dispensed Drugs; Requirements

4053 Exemptee Supervisienor of Manufacturers, Whelesalersand-Licensed-Labeorateries:
Veterinary-Food-Animal-Drug-Retailersetc.. Requirements

4054 Supplying-Bialysis BragsSupply by Manufacturer, etc. of Certain Dialysis Drugs and
Devices

4055 Sale of Devices to Licensed Clinics, etc.

4056 ExemptHospitalsPurchase of Drugs at Wholesale — Hospital Containing 100 Beds
or Less

4057 Exempt-ArticlesExceptions to Application of this Chapter

4058 License-to-be-DisplayedDisplay of Original License

4062 Furnishing-Drugs-during-EmergeneyFurnishing Dangerous Drugs During
Emergency

4064 Emergency Refills of Prescription Without Prescription Authorization

4065 Administration-through-njection-Card-SystemInjection Card System; Requirements
of Administration

4066 Furnishing-te-Ocean-YesselFurnishing Dangerous Drugs to Master or First Officer of
Vessel

4068 Dispense Dangerous Drug or Controlled Substance to Emergency Room Patient;

Requirements

Article 4. Requirements for Prescription

4070
4071

4072

4073
4074

4076
4077

Reductlon of Oral or Electronlc Prescrlptlon to Writing
' Prescriber May Authorize Agent to

Transmit Prescription; Schedule 1l Excluded
Fransmitting-Preseriptions-from-a-Health-Care-FaeilityOral or Electronic
Transmission of Prescription — Health Care Facility

Brug-Preduct SelectionSubstitution of Generic Drug — Requirements and Exceptions
BPrug-WarningsDrug Risk: Informing Patient; Providing Consultation for Discharge
Medications

Preseription-Label ReguirementsPrescription Container — Requirements for Labeling
LabelingDispensing Dangerous Drug in Incorrectly Labeled Container

Article 5. Authority of Inspectors

4082

Information-abeut-PersennelNames of Owners, Managers and Employees Open for
Inspection




Article 6. General Requirements

4100

Change of Name-er~Address or Name — Notification to Board

§ : . =

4103

Blood Pressure Measurement— Taking by Pharmacist

Article 7. Pharmacies

4114 Intern Pharmacist-Activities: Activities Permitted

4119 Emergeney-Kit-for Licensed-Health-Gare-FaeilitiesFurnish Prescription Drug to
Licensed Health Care Facility — Secured

4119.1 Pharmacy May Provide Services to Health Facility

41195 Fransferring-or-Repacking-Brugs Transfer or Repackaging Dangerous Drugs by
Pharmacy

4121 Prescription-Price-AdvedrisingAdvertisement for Prescription Drug: Requirements;
Restrictions

4122 ReguestsforPreseriptionPrice-rformationRequired Notice at Availability of
Prescription Price Information, General Product Availability, Pharmacy Services;
Providing Drug Price Information; Limitations on Price Information Requests

4123 Pharmaey-contractsfor-Compeunding-ef Parenteral- BrugsCompounding Drug for
Other Pharmacy for Parenteral Therapy; Notice to Board

4124

Contactlens-DispensingDispensing Replacement Contact Lenses: Requirements;

Patient Warnings; Reqistration with Medical Board; Application of Section to
Nonresident Pharmacies

Article 9. Hypodermic Needles and Syringes

4141
4142
4143
4144
4145

4148
4149

Leense-RegquiredFurnishing Without License

Prescription Required
Exemption: Whelesale-Sales Sale to Other Entity, Physician, etc.

Exemption—tndustrialUsesindustrial Use Exception
Exemption—Human-{nsulin-Adrenaline)-er-AnimaldseException: Furnishing for

Admmlstratlon of Insulln Adrenaline, or Specified Animal Uses; Conditions

Confiscation if Found Outside Licensed Premises
Nenresident-Sale by Distributor

Article 10. Pharmacy Corporations

4151
4152
4153
4156

Licensure Requirements fer-Shareholders-Directors;and-Officers
Corporate Name Requirements

Shareholder Income While Disqualified

Unprofessional Conduct by Corporation

Article 11. Wholesalers and Manufacturers

4161

4162
4163

Out-of-State ManufacturerorNonresident Wholesaler: When License Required;
Application

Registration—Agentlssuance or Renewal of Wholesaler License; Surety Bond
Salesto-Unauthorized RPersensFurnishing by Manufacturer or Wholesaler




4165 Sale or Transfer of Dangerous Drug or Device Into State: Furnishing Records to
Authorized Officer on Demand; Citation for Non-compliance

4166 Respensibility-Unti-BeliveryShipping of Dangerous Drugs or Devices — Wholesaler

or Dlstnbutor

{ses\Wholesaler: Bar
on Obtalnlnq Danqerous Druqs or Dewces It Cannot Malntaln on Licensed Premises

4167




Article 13.

4180

4181
4182

4183
4184
4186

Article 14.

4190

4191

4192
4193

4194

Article 15.

4196

4197
4198

Article 17.

4231

4232

Article 18.

4240

Article 20.

4341

4343

Non-Profit or Free Clinics

Lieense-Reguired{Non-Profit—ete-Clinies)Purchase of Drugs at Wholesale Only with

License: Eligible Clinics

License Requirements; Policies and Procedures; Who May Dispense
Application-Censulting-PharmaeistDuties of Professional Director; Consulting
Pharmacist Required

No Medi-Cal-Professional Dispensing Fee

Ne-Sehedule-H-Dispensing Schedule Il Substance Prohibited
Professional-DirectorAutomated Drug Delivery Systems

Surgical Clinics

Purchase of Drugs at Wholesale: Permitted Uses of Drugs; Required Records and

Policies; License Required-(Surgical-Clinie)
License-RegquirementsCompliance with Department of Health Services
Requirements; Who May Dispense Drugs

Duties of Professional Director; Providing Information to Board

Clinic Not Eligible for Professional Ne-Medi-Gat-Dispensing Fee; Ban on Offering
Drugs for Sale

No-Schedule-H-Dispensing of Schedule Il Substance by Clinic Prohibited; Physician
May Dispense; Administration Authorized in Clinic

Veterinary Food-Animal Drug Retailers

License Required;: Temporary License-Seeurity on Transfer of Ownership; Persons
Authorized in Storage Area

Minimum StandardsAfaiver: Security; Sanitation; Board Reqgulations; Waivers
Written Policies and Procedures Required:; Contents; Training of Personnel; Quality
Assurance; Consulting Pharmacist

Continuing Education

Renewal-Requirements _for Renewal of Pharmacist License: Clock Hours;
Exemption for New Licensee
GCoeurse-Content of Course

Poisons
Application of Act

Prohibitions and Offenses

Advertising-i-Comphanee-with-Sections-651-3Advertisement of Prescription Drugs

or Devices

Use-of-Sign-with—Pharmaecy—er-SimnitarFermsBuildings: Prohibition Against Use of

Certain Signs Unless Licensed Pharmacy Within

10



CALIFORNIA CODE OF REGULATIONS, TITLE 16

1704 Change of Addressaddress—reperting-a-change-of-address
1705 Notlflcatlon of Bankruptcy, Recelvershlp or quU|dat|on—FepeFHng—the—sale—+H¥emew
manuiaetu#er—wbankr:uptey
1708.2 Discontinuance of Businessbusiness—neotificationto-board-of-a-discontinuanceof
busese e sbrissien-aansresHate—omns
1708.4 Pharmacist kHandling rRadioactive dDrugs—trairing-efa-nuclearpharmaeist
1708.5 Pharmacy Furnishing Radioactive Drugs—nuclearpharmacyreguirements
1709 Names of Owners and Pharmaust in Charqephapmaeust—m—eharge—mqw;ed
1712 Use of Phar’macist Identifiers
1714 Operational Standards and Security
1715.6 Reporting dDrug {Loss—reportingloss-of-controlled-substances-to-the Board-within
thirty-(30-day
1716 Variation fFrom pPrescriptions—preseription-errors,-deviation-from-prescription
Mtheut—eensent—ef—pﬁeseﬁbeﬁ
1717 Pharmaceutlcal pPractlc
17171 Common7 Electronic Files---estabhshing-reommion-clockomee-to-mantomn
1717.4 Electronic Transmission of Prescriptions—transmitting-preseriptions-by-electronic
: " he ol
1718.1 Manufacturer's Expiration Date—handlng-ofpreseription-drugs-hotbearing-a
: , i otion.d rodoral |
1726 PreeceptorSupervision of Intern Pharmacists
I .
1728 ntern-Experience—Requirements for LieensureExamination
1732.1 Reqwrements for Reeegm-zed—Accredlted Prowders——peqa#emen%s—te—p#ewde
1732.3 Geu#seweﬂeAppFeval—ﬁePP-FewderRequwements for Contlnulnq Educatlon Courses
17324 Provider Audit Requirements
17325

Renewal Requwements for PharmaC|st

1751 Sterile Injectable Compounding Area

1751.01 Facility and Equipment Standards for Sterile Injectable Compounding from Non-
Sterile Ingredients

1751.02  Policies and Procedures

1751.1 Laminar Flow Biological Safety Cabinet

11



1751.2 Labeling Requirements

1751.3 Recordkeeping Requirements

1751.4 Attire

1751.5 Training of Staff, Patient, and Caregiver

1751.6 Disposal of Waste Material

1751.7 Quality Assurance and Process Evaluation

1751.9 Reference Materials

1751.11  Furnishing to Home Health Agencies and Licensed Hospices

1751.12  Obligations of a Pharmacy Furnishing Portable Containers

1771 Posting aNotice of sSuspension—suspended-pharmacy-mustposta-notice-of
S LOsan

1772 D|SC|pI|nary eCondltlons of sSuspenS|on——suspended—phaFmae|st—shaH—net—emepa

1780 Mlnlmum sStandards for wWhoIesaIers

1780.1 Minimum Standards for Veterinary Food-Animal Drug Retailers

1781 Exemption eCertlflcate-exemptee—musLbe—pFesem—m—a—manmaetwer—s-e;

1786

1787 Authorization to Dlstrlbute HemodlaIyS|s Drugs and Devices

1790 Assembling and Packaging

1791 Labeling

1792 Receipt ef-for Shipment

HEALTH AND SAFETY CODE;HTHLE22

11100

11100.1

11151

11158

11159
11159.1
11159.2
11167

11167.5

Report of Certain Chemlcal Chemlcals Included Exclu5|ons Penaltieseontrolied

Report of Chemicals Received eentrolled-substancesreceived-from eQutside

sState; Penalties—reperting-Rurchases-of restricted-chemicalsfrom-outside
Coleimn

Limitation on Filling Prescriptions From Medical Students ssued-By-Unlicensed

Prescription fRequired for Schedule I, lll, eIV, or V eControlled sSubstance;

Exception for Limited Dispensing, Administrations—preseriptionsforcontrolled
substorens mayst eomplrpitn voaniropnante sor fo dlesone e

Chart Order Exemption for pPatient in eCounty or iLicensed khHospital; Maintaining
Record for Seven Years—controlled-substance-ordersin-hospitals

Chart Order Exemption for Clinic ReeerdsPatient; Maintaining Record for Seven
Years

Exception to Triplicate Prescription RequirementFerminaly-H-Exception
Emergency dDispensing of Schedule Il sSubstance: Circumstances and
Requirements—emergency-oral-Schedule-H-preseriptionsmustreceive-a-triplicate

s oo buo L0 b
Emergeney-o0ral or Electronic pPrescriptions for Scheduled Il Controlled

Substances for Specified iln-patients, Residents, and Home Hospice Patients;

Regwrement —%e%d%dwgs—m—a—sl«”ed—nu&mg%eﬂw

12



sierodercoptotho shoemaey
11171 Prescribing, etc. -administering—orfurpishing-eControlled sSubstance Only as

Authorzed-—rshig-conieledsnbomneas st e consistenuiintaw
11172 Antedating or pPostdating pPrescription Prohibited

11175 Prohibition on Obtaining ard-or pPossessienng ANonconforming pPrescription;
Prohibition on eObtaining eControlled sSubstance by aANonconforming pPrescription

11180 Prohibition on Controlled sSubstance eObtalned or pPossessed by nNonconformlng
pPrescrlptlon :
11200 Restrictions on dDispensing or fRefilling; Refill of Schedule Il Prescription Barred—

: i :
11201 Emergency Refill by-Pharmaeistof Schedule Ill, 1V, or V Prescription; Circumstances;

Requirements

11205 Maintenance and £Retention of Records in Separate fFile—separate-preseription-file
forschodulo b oroseriotions

11206 Required ifermationinformation on Prescription—rfermationrequired-on-a
proserotontor copprallnd oybstaseoe

11209 Delivery and Receiving Requirements for Schedule |1, Ill, and IV efCentrolled
Substances; Violatoion

11210 ssumg Prescrlptlon By Whom For What Purpose Quantlty to Be Prescrlbed—bnorel&t

11250 Authorized Retail Sale by Pharmacists to Physicians, etc.; Required Order Form

11251 Authorized Wholesale Sale by Pharmacists

11252 Preservation of fFederally tfRequired fForms—a-whelesalerormanufacturermust
e e e

11253 Duration of ¥fRetention

11255 Actions eConstituting sSale—erdersforfuture-delivery-constitutesa-sale-of-a
controlled substance

11256 Required Report of Order bBy or Sale to Out-of-State Wholesaler or Manufacturer

1111225 to

111655 Adulterated or Misbranded Drugs or Devices

CODE OF FEDERAL REGULATIONS, TITLE 21

1301.11  Persons Rrequired to Rregister.

1301.12  Separate Rregistrations for Sseparate Llocations.

1301.71  Security requirements; generally.

1301.72  Physical security controls for non-practitioners; narcotic treatment programs and
compounders for narcotic treatment programs; storage areas.

1301.73  Physical security controls for non-practitioners; compounders for narcotic treatment
programs; manufacturing and compounding areas.

1301.74  Other security controls for non-practitioners; narcotic treatment programs and
compounders for narcotic treatment programs.

1301.75  Physical security controls for practitioners.

1301.76  Other Ssecurity Scontrols for Ppractitioners.

1301.90 Employee screening procedures.

1301.91 Employee responsibility to report drug diversion.

1301.92 lllicit activities by employees.

1302.03  Symbol required; exceptions.

13



1302.04  Location and size of symbol on label and labeling.

1302.05 Effective Bdates of Llabeling Rrequirements.

1302.06  Sealing of controlled substances.

1302.07 _ Labeling and packaging requirements for imported and exported substances.
Y - . - -

1304.11 Inventory requirements.

1304.31  Reports from manufacturers importing narcotic raw materials.

1304.32 Reports of manufacturers importing coca leaves.

1304.33 Reports to ARCOS.

1305.03 Distributions requiring a Form 222 or a digitally signed electronic order.

1305.04  Persons entitled to order Schedule | and Il controlled substances.

1305.05  Power of attorney.

1305.06  Persons entitled to fill orders for Schedule | and |l controlled substances.

1305.11 Procedure for obtaining DEA Forms 222.

1305.12 Procedure for executing DEA Forms 222.

1305.14  Procedure for endorsing DEA Forms 222.

1305.15  Unaccepted and defective DEA Forms 222.

1305.16 Lost and stolen DEA Forms 222.

1306.03  Persons entitled to issue prescriptions.

1306.05  Manner of issuance of prescriptions.

1306.14  Labeling of substances and filling of prescriptions.—Sehedulel-

1306.24  Labeling of substances_and filing of prescriptions.—Sehedule-Hl-and-H/

1306.25  Transfer between pharmacies of prescription information for e£Schedules I, 1V, and
V controlled substances for refill purposes.Rreseriptions

1306.26  Dispensing Wwithout a Pprescription.

1307.11  Distribution by dispenser to another practitioner or reverse distributor.—

1307.12  Distribution to supplier or Mmanufacture. and-distribution-of-narceotic-selutions-and

corpponnde by o shapmacie!
1307.13  Incidental manufacture of controlled substances.Bistribution-to-suppher
1307.21  Procedure for disposaling of controlled substances.
1700.1 to
1707.15  Child-resistant containers.

MleCEl AN g e A S AL S L O L =

11122510
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CATEGORY I

Minimum: Revocation; Revocation stayed, three years probation (five years probation where
self-administration or diversion of controlled substances is involved). All standard
terms and conditions shall be included and optional terms and conditions as
appropriate.

Maximum: Revocation

Category Il discipline is recommended for:
= violations with a serious potential for harm
= violations which involve greater disregard for pharmacy law and public safety
= violations which reflect on ethics, care exercised or competence or a criminal
conviction not involving dangerous drugs or controlled substances or involving
possession or use of dangerous drugs or controlled substances.

| Violations of the following codes are as-follewsrepresentative of this category:
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BUSINESS AND PROFESSIONS CODE

urnishing to Prescriber; Permissible Procedures
by Pharmacist in Health Care Facility or Clinic or for Other Health Care Provider

Refills of Prescription for Dangerous Drug or Device; Prescriber Authorization

Prescription-Dispensing-everthe-Internet; Dispensing Dangerous Drugs or Devices
Proof of Identity Required — Oral or Electronic Prescriptionet-ReeipientforControlled

Ferminationas-Pharmacist in Charge-Netice-te-Board, Exemptee: Termination of

650 Rebates or Discounts for Referral Prohibited
650.1 Lease Prohibition — Hospitals or Prescribers
651 Professional Advertising Requirements
Article 3. Scope of Practice and Exemptions
4051(b) Conduct Authorlzed by Pharmamst—#em—@u&yde-P-haFmaey
4052
4060 Possession-ef-Controlled Substance — Prescription Required; Exceptions
4061 Distribution of Drug as Sample; Written Request Required-Brugs
4063
4067
without Prescription
4075
4078 False or Misleading Labelirg on Prescription
Article 6. General Requirements
4101
Employment; Notification to Board
4104 Licensed Employee:, Theft or Impairment; Pharmacy Procedures
4105

Retaining Records en-Premisesof Dangerous Drugs and Devices on Licensed
Premises; Temporary Removal; Waivers; Access to Electronically Maintained
Records

Article 7. Pharmacies

4112

4113
4115

4115.5
4116

4117

4120
4125

Non-Rresident Pharmacy: Registration; Provision of Information to Board;
Maintaining Records; Patient Consultation

Pharmacist in Charge: Notification to Board; Responsibilities

Pharmacy Technician: Activities Permitted; Required Supervision; Activities Limited
to Pharmacist; Registration; Requirements for Registration; Ratios

Pharmacy Technician Trainee; Placement; Supervisions; Requirements

Security of Dangerous Drugs and Devices in Pharmacy: Pharmacist Responsibility
for Individuals on Premises; Regulations—Pharmaey
Seeurity—Heospital-PharmaeyAdmission to Area Where Narcotics are Stored, etc. —
Who May Enter

Non-Rresident Pharmacy. Registration Required

Pharmacy Quality Assurance Program Required; Records Considered Peer Review

Documents

Article 9. Hypodermic Needle and Syringes

4140
4147

Unlawful Possession
Disposal of Needle or Syringe
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Article 11. Wholesalers and Manufacturers

4160 Wholesaler: License Required
4163 Saleste-Unauthorized-Rersens Furnishing by Manufacturer or Wholesaler

4164 Reporting-by-Mandfacturerand-WhelesalersReports Required
4169(a)(1) Prohibited Acts

17



Article 13. Non-Profit of Free Clinics

4185

Inspections Permitted

Article 14. Surgical Clinics

4195

Inspections Permitted

Article 19. Disciplinary Proceedings

4301
4302

4303

4304
4305

4305.5

4306
4306.5

GeneraluUnprofessional eConduct and- subsections (a)-(h), (), and (I)-threugh--(q)
Pharmaey-CerpoerationDiscipline of Corporate Licensee for Conduct of Officer,
Director, Shareholder

Nonresident Pharmacy. Grounds for Discipline

Out-of-Sstate Distributors: Authority to Discipline

Disciplinary Grounds: Failure of Pharmacy, Pharmacist to Notify Board of
Termination of Pharmacist in Charge; Continuing to Operate Operation-of-Pharmacy
w\Without a-Pharmacist

Disciplinary Grounds: Failure of Other Entity Licensed by Board, of Pharmacist or
Exemptee to Notify Board of Termination of Pharmacist in Charge or Exemptee;

Continuing to Operate Wlthout PharmaC|st or Exempteete—la?eep—P—har—maerst—m

V|oIat|on of Meseene—Kne;eProfessmnal Corporatlon Act as UnprofeSS|onaI Conduct
Pharmacist-Misuse of Education, etc. by Pharmacist Outside Course of Practice of
Pharmacy as Unprofessional Conduct

Article 20. Prohibitions and Offenses

4326

4328

4330

4331

4333

4340

Hypodermics-Obtaining-FalselyMisuseMisdemeanor: Obtaining Needle or Syringe
by Fraud, etc.; Unlawful Use of Needle or Syringe Obtained from Another

wamg—@empeem&ng—bﬁﬁen—pharmaerst%sdemeanor Permitting Compounding,

Dlspensmq or Furnlshlnq by Non pharmamst

by—P-harmaerst—m—GhaFgeMlsdemeanor Non pharmaC|st Owner Falllnq to PIace

Pharmacist in Charge, Dispensing or Compounding Except by Pharmacist,

Interferlnq with Pharmamst in Charqe

Mlsdemeanor
Medical Devrce Retailer, Wholesaler, Veterinary Food-Animal Drug Retailer Failing to
Place Pharmacist or Exemptee in Charge, Permitting Dispensing or Compounding
Except by Pharmacist or Exemptee
Fallure-to-Maintain-Preseription-FilesMaintaining Prescriptions, Other Drug Records
on Premises, Open to Inspection; Waiver; Willful Failure to Keep or Permit
Inspectlon of Records of Prescrlptlons Other Records as Mlsdemeanor

PharmaeyUnIawful Advertlsmg by NonreS|dent Pharmacy Not Reglstered with Board

Article 22. Unfair Trade Practices

4380

Resale of Preferentially Priced Drugs+-Emergeney-Exception: Prohibition; Exceptions
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4382 Authorty-efBoard-to-Audi-fer-ComphaneeBoard May Audit Sales to Walk-in

Customers

19



CALIFORNIA CODE OF REGULATIONS, TITLE 16

1707.1 Duty to mMaintain mMedication pProfiles (pPatient mMedication fRecords)—

FOSLEomnoR s tor e stonane s ot satont paodie st o opat o

1707.2 Notice to eConsumers and dDuty to eConsult—reguirerments-ofpharmacistto

" : o

1707.3 Reviewing-the-patient-profile-prier-te-consultationDuty to Review Drug Therapy and
Patient Medication Record Prior to Delivery

1709.1 Designation of pPharmacist in eCharge

1714.1 Pharmacy Operations dDuring -the Temporary Absence of a Pharmacist

1715 Self-Assessment of a Pharmacy by the Pharmacist-in-Charge

17155 Fransmitting-Sehedule- HPreseription-trformationto-CURESImMplementation of
Electronic Monitoring of Schedule Il Prescriptions

1716.1 Compounding Unapproved dDrugs for pPrescriber eOffice uUse

1716.2 Record rRequirements--when-eCompounding for fFuture fFurnishing

1717.3 Preprinted, mMultiple eCheck-off pPrescription bBlanks
1723.1 Confidentiality of Examination Questions
1745 Partial fFilling of Schedule Il pPrescriptions

1751.10  Furnishing to pParenteral pPatient at RtHome—earrying-and-furpishing-dangerous
drnos o parnnineal pationie

1761(a) Erroneous or Uncertain Prescriptions—

1764 Unauthorized dDisclosure of pPrescriptions—reveahng-the-contents-of apreseription

ot dorzodsersons
1765 Commissions, gGratuities, and rFRebates—coemmission-gratuity-orrebate-to-a-health
”
1766 False or mMisleading aAdvertising
1775.3 Compliance with Orders of Abatement
1782 Reporting Sales of Drugs Subject to Abuse
1783 Manufacturer or Wholesaler Furnishing Drugs or Devices

e
3. il Lol haici . ! tas)

1793. Duties of a Pharmacist

1793.2 Duties of a Pharmacy Technician

1793.3 Other Non-Licensed Pharmacy Personnel

1793.7 Requirements for Pharmacies Employing Pharmacy Technicians
1793.8 Technicians in Hospitals with Clinical Pharmacy Programs

HEALTH AND SAFETY CODE—+HH-E22

11103 Report of tTheft, ILoss, or sShipping dDiscrepancy—repertinglosses-of restricted
homical z :

o cin o ¢ I i
11150 ssuing-Controlled-Substanee-Persons Authorized to Write or Issue a Prescription
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11152 Nonconforming pPrescriptions_Prohibited—filing-a-preseription-that-dees-not
Sortor-te-the—regiremanis-cithecade

11154 Prescription, etc, Must Be for Treatment; Knowingtssuing-Rreseriptions;
Solicitirgation of Unlawful Prescription, etc.

11156 Prescribing, etc.Administering-or-dispensing eControlled sSubstances to aAddict
Only as Authorized—prehibition-en-administering-er-dispensing-a-controlied
substance-to-an-addict-ora-habitual-user

11164 Gempletion-of-pPrescriptions for Schedule I, lll, IV and- V eControlled sSubstances:
Form and Content; Record of Practitioner Dispensing Schedule 1l Controlled
Substances-preseriptionrequirementsforcontrolled-substances

11166 Time Limit Ffor Filling Schedule 1l Prescriptions; Knowingly Filling Mutilated, Forged,
or Altered Prescriptions Prohibited

11170 Prohibition on Prescribing, etc. eControlled sSubstance for sSelf use—-prohibition-on

ibing.administeri rmichi led sl i

11179 Retention of Controlled Substance Prescriptionperiod—preseription-ile-to-be

intained for f 3

11207 Fthg—p#esenpﬂen—eOnly by—pPharmamst or 4Intern Authorlzed to F|II
Prescrlgtlo sla

11209 Delivery and Receiving Requirements for Schedule I, Ill, &and IV Substances;
Violation

11350 Possession of sSpecified eControlled sSubstance—illegal-possession-ofa-narcotic

11377 Unlawful pPossession of sSpecified sSubstance—illegal-poessession-of-a-nron-
narcotic-controlled-substance

11165(d) CURES Transmission

150204 Surplus Medication Collection and Distribution Program

CODE OF FEDERAL REGULATIONS, TITLE 21

1304.03  Persons required to keep records and file reports.

1304.04  Maintenance of records and inventories.

1304.11  Generaklnventory requirements ferinventories.

1304.21  General requirements for continuing records.

1304.22  Records for manufacturers.

1305.07 PewerotattorreySpecial procedure for filling certain orders.
1305.13  Preservation-of-orderformsProcedure for filling DEA Forms 222.
1306.04  Purpose of issue of prescription.

1306.06  Persons entitled to fill prescriptions.

1306.07  Administering or dispensing of narcotic drugs.

1306.11  Requirement of Sehedule-H-RPprescriptions.

1306.12  Refilling prescriptions—Sehedule-H.

1306.13  Partial filling of prescriptions—Sechedule-H.

1306.21  Requirement of prescription—Sehedule-tH-and-N.

1306.22  Refilling of prescriptions—Sehedule-tH-and-N.

1306.23  Partial filling of prescriptions—Sehedule-tH-and-\.
CATEGORY il

Minimum: Revocation; Revocation stayed, 90 days actual suspension, three to five years
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probation (five years probation where self-administration or diversion of controlled
substances is involved). All standard terms and conditions and optional terms
and conditions as appropriate.

Maximum: Revocation

Category Il discipline is recommended for:

most criminal convictions involving dangerous drugs or controlled substances
knowing or willfully violating laws or regulations pertaining to dispensing or distributing
dangerous drugs or controlled substances

fraudulent acts committed in connection with the licensee’s practice

drug shortages

violation of a licensee’s corresponding responsibility.

‘ Violations of the following codes are asfoellewsrepresentative of this category:
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BUSINESS AND PROFESSIONS CODE

Article 3. Scope of Practice and Exemptions

4034

Pedigree

4051(a)
4059
4059.5

Conduct Limited To Pharmacist
Furnishing Dangerous Drugs or Devices Prohibited Without Prescription: Exceptions
Who May Orderirg Dangerous Drugs or Devices: Exceptions

Article 5. Authority of Inspectors

4080 Stock of Dangerous Drugs and Devices Kept Open for Inspection

4081 Records of Acguisition-and-DispensingtaspeetionDangerous Drugs and Devices
Kept Open for Inspection; Maintenance of Records, Current Inventory

4085(a) Unlawful to Remove, Sell, Dispose of Embargoed Dangerous Drug or Dangerous
Device

Article 6. General Requirements

4105 Retaining Records of Dangerous Drugs and Devices on Licensed Premises;
Temporary Removal; Waivers; Access to Electronically Maintained Records

Article 7. Pharmacies

4110 Requirement-of- License;Fempeorary-LHeensesLicensed Required; Temporary Permit
Upon Transfer of Ownership

4111 Ownership-by-PreseribersProhibitedRestrictions on Prescriber Ownership

Article 11. Wholesalers and Manufacturers

4169(a)(2) to
4169(a)(5) Prohibited Acts

Article 15. Veterinary Food-Animal Retailers

4199

Labeling;-Recerdkeeping Requirements; Maintaining Prescription Records

Article 19. Disciplinary Proceedings

4301
4307

4308

Unprofessional Conduct - Ssubsections (i) and- (k) and (0)
Prohibition Agairst-Asseciation-with-a-Licenseof Association of Individual with Entity
License by Board: Length of Prohibition; Individuals Covered; Imposition of
Prohibition Through Administrative Act Proceeding

feat L - ibited f (ation:
ReplacementProhibited Association: Notification of Affected Licensees Known to
Board

Article 20. Prohibitions and Offenses
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4322 False-Representationto-Obtain-LicensureMisdemeanor or Infraction: False

Representations to Secure License for Self or Others; False Representation of

Licensure; Penalties

4323

Dmngsdemeanor False Representatlon of Self as PhyS|C|an Aqent of Phy5|C|an
etc. to Obtain Drug

4324 Forgery-or-AlterationFelony or Misdemeanor: Forgery of Prescription; Possession of
Drugs Obtained Through Forged Prescription

4325 Produeing-PreseriptionBlanks-Witheut-AutherizatienMisdemeanor: Manufacture,

Possession, etc. of False Prescription Blank

4327 Use-of Alechol-orBrugs-while-en-ButyMisdemeanor: Sale, Dispensing, or

Compounding While Under the Influence of Drugs or Alcoholic Beverages

4329 Nenpharmacist Faking-ChargeMisdemeanor: Non-pharmacist Acting as Manager,
Compounding, Dispensing or Furnishing Drugs

4332 Faillure-orRefusal-to-Produce-orProvide RecordsMisdemeanor: Failure or Refusal to
Maintain or Produce Required Drug or Device Records; Willful Production of False
Records

43354335 Failure-to-Arrange-for Fransferof Stock-after ClosureVoided License: Knowing

Failure to Arrange for Disposition of Stock as Misdemeanor

43364336 Use-of Minoras-Agentto-Vielate-Pharmacy-LawkFelony: Knowing or Willful Use of

Minor to Violate Specified Sections of Pharmacy Law: Exception for Pharmacist
Furnishing Pursuant to a Prescription

Article 22. Unfair Trade Practices

4380 Resale of Preferentially Priced Drugs: Prohibition; Exceptions

CALIFORNIA CODE OF REGULATIONS, TITLE 16

1707 Waiver Requirements for Off-Site Storage of Records

1718 Current ilnventory dDefined—audit-aceountability-of dangerous-drugs

1761(b)  Centrolled-substance-preseription—professionabjudgmentErroneous or Uncertain
Prescriptions

1771t

ol it : . hati
1771 Posting of Notice of Suspension
1772 Disciplinary Condition of Suspension
1773 Disciplinary Conditions of Probation of Pharmacist
1774 Disciplinary Conditions of Probation of Permit

HEALTH AND SAFETY CODEHHLE22

11104 Providing Chemical for lllicit Manufacturing; Evasion of Reporting Requirements;

Penaltiescontrolled-substances-formanufacturing
11105 False sStatement in tfReport

A Sioeen ot eosmolod aybotaneos

11150 Persons aAuthorized to w\Whrite or ilssue a pPrescription

11153 Responsibility for Legitimacy of eentrelled-substanee-pPrescription; —
eCorresponding fResponsibility of apPharmacist; Knowing Violation

11153.5 Wholesaler or Manufacturer Furnishing a-cControlled sSubstance fer-eOther tThan
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for alLegitimate mMedical pPurpose; Knowing Violation; Factors in Assessing

Legilinaey-—-ssresnondipgressonsibilibr ol oouhiolocalor op manalocres

11157 No False or fFictitious pPrescriptions—issuing-afalse-orfictitiouspreseription

11162.5  Counterfeiting or pPossession of eCounterfeit Triplicate pPrescription bBlank;
Penalty

11173 Fraud, dDeceit, mMisrepresentation or fFalse sStatement; False Representation;
False Label-—obtaining-contrelled Substances-by-fraud-or-decelt

11174 Prohibition on Providing False AName or aAddress in Connection with Prescription,
etc. e

11351 Possession or pPurchase for sSale of sSpecified eControlled sSubstance—illegal
pessestiehfersaleoioRarestis

11368 Forged or aAltered pPrescriptions-ferging-a-narcoticpreseription

11375 Possession for sSale or sSelling sSpecified sSubstance

11378 Possession for sSale-ilegal-possession-for-sale-of-a-honnarcetic

11550 Useing or bBeing eUnder the-iinfluence of eControlled sSubstance

11167.5 Pharmacy Generated Prescription for Schedule |l Controlled Substances in a Skilled
Nursing Facility

111295 Manufacturing, Selling, or Offering for Sale an Adulterated Drug or Device

111300 Unlawful to Adulterate a Drug

111305 Unlawful to Receive in Commerce an Adulterated Drug

111440 Unlawful Manufacturer, Selling a Misbranded Drug

111445 Unlawful for a Person to Misbrand

111450 Unlawful to Receive into Commerce a Drug that is Misbranded

CATEGORY IV

Penalty:  Revocation

Revocation is recommended for violations of the Uniform Controlled Substance Act (Heath and
Safety Code 11000 et seq.) whenrinvolving:

possession for sale

transportation

importation

sale

use of a minor for the unlawful sale of controlled substances

Revocation is also recommended when:

a respondent fails to file a notice of defense or to appear at a disciplinary hearing
where the board has requested revocation in the accusation

a respondent violates the terms and conditions of probation from a previous
disciplinary order

prior discipline has been imposed, as progressive discipline unless the respondent
can demonstrate satisfactory evidence of rehabilitation.

Violations of the following codes are asfellewsrepresentative of this category:
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HEALTH AND SAFETY CODE;—HTHLE22

11352
11353
11379

11380

Importing, sSelling, fFurnishing eControlled sSubstance—illegal-sale-ef-a-narcetic

Adult iinducing sMinor to ¥Violate eentrolled-substanrcespProvisions
Transporting, iimporting, sSelling eControlled sSubstances—illegal-sale-of-aren-
pareohe

Adult Using, sSoliciting or iintimidating srMinor for ¥Violation—vielatien-ef-nen-

e e
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MODEL DISCIPLINARY LANGUAGE — PHARMACIST/INTERN PHARMACIST

The following standardized language shall be used in every decision where the order or condition
is imposed.

Revocation-Sigle-Cause

License number , Issued to respondent is revoked.

Respondent shall relinquish his or her wall license and pocket renewal license to the board
within 10 days of the effective date of this decision. Respondent may not reapply or petition the
board for reinstatement of his or her revoked license for three years from the effective date of
this decision.

Respondent shall pay to the board its costs of investigation and prosecution in the amount of
$ within fifteen (15) days of the effective date of this decision.

Option: Ypen-As a condition precedent to reinstatement of his or her revoked license,
respondent shall reimburse the board for its costs of investigation and prosecution in the amount
of $ . Said amount shall be paid in full prior to the reapplication or reinstatement of his

or her license unless otherwise ordered by the board. Hrespondentfailstopay-the-amount

specified-his-or-herlicense-shallremain-revoked-

27



Suspension—-Sirgle-Gaduse

beginning the effective date of this decision.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and devices or controlled substances.

Respondent shall not engage in any activity that requires the professional judgment of a
pharmacist. Respondent shall not direct or control any aspect of the practice of pharmacy.
Respondent shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.
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Standard Stay/Probation Order

License number , Issued to respondent is_revoked : however,
the revocation is stayed and respondent is placed on probation for
years upon the following terms and conditions:

Issuance of Probationary License_(In cases where a Statement of Issues has been filed.)

Upon satisfaction of all statutory and regulatory requirements for issuance of a license, a license

shall be issued to respondent and immediately revoked; the order of revocation is stayed and

respondent is placed on probation for years upon the following terms and conditions:
Surrender
Respondent surrenders license number as of the effective date of this decision.

Respondent shall relinquish his or her wall license and pocket renewal license to the board
within ten (10) days of the effective date of this decision.

The surrender of respondent's license and the acceptance of the surrendered license by the
board shall constitute the imposition of discipline against respondent. This decision constitutes
a record of discipline and shall become a part of respondent's license history with the board.

Respondent understands and agrees that if he or she ever files an application for licensure or a
petition for reinstatement in the State of California, the board shall treat it as a new application for
licensure.

Respondent may not reapply for any license, permit, or registration from the board for three
years from the effective date of this decision. Respondent stipulates that should he or she apply
for any license from the board on or after the effective date of this decision, all allegations set
forth in the [accusation or petition to revoke probation] shall be deemed to be true, correct and
admitted by respondent when the board determines whether to grant or deny the application.
Respondent shall satisfy all requirements applicable to that license as of the date the application
is submitted to the board, including, but not limited to taking and passing the California
Pharmacist Licensure Examination prior to the issuance of a new license. Respondent is
obligated-required to report this surrender as disciplinary action.

Respondent further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution in the amount of $ within days of the effective
date of this decision.

Option: Respondent stipulates that should he or she apply for any license from the board on or

after the effective date of this decision the investigation and prosecution costs in the amount of
$ shall be paid to the board prior to issuance of the new license.
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Public Reprimand

It is hereby ordered that a public reprimand be issued against licensee,
Respondent is required to report this reprimand as a disciplinary action.

Adoption of Stipulation

It is understood by respondent that, in deciding whether to adopt this stipulation, the board may
receive oral and written communication from its staff and the Atterrey-Generals-Office of the
Attorney General. Communications pursuant to this paragraph shall not disqualify the board or
other persons from future participation in this or any other matter affecting respondent. In the
event this settlement is not adopted by the board, the stipulation will not become effective and
may not be used for any purpose, except this paragraph, which shall remain in effect.
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STANDARD CONDITIONS - To be included in all probation decisions/orders.

1 Obey aAll Laws

2 Reportirg to the Board

3. Interview with the Board

4. Cooperatiene with Board Staff

5 Continuing Education

6 Notice to Employers

7 No Preeeptorships;-Supervision of Interns, BeingServing as Pharmacist-In-Charge (PIC),
or Serving as a Consultant

8. Reimbursement of Board Costs

0. Probation Monitoring Costs

10. Status of License

11. License Surrender While on Probation/Suspension

12. Notification of a Change in Name, Residence Address, Employment/Mailing Address or
Employment-Change

13. Tolling of Probation

14. Violation of Probation

15. Completion of Probation

OPTIONAL CONDITIONS

LAclual Suspepaion
-16. Restricted Practice
3-17. Pharmacist Examination

4.18. Mental Health Examination

5.19. Psychotherapy

6:20. Medical Evaluation

+21. RehabilitationProgramPharmacists Recovery Program (PRP)
8:22. Random Drug Screening

9.23. Abstain from Drugs and Alcohol Use

24. Prescription Coordination and Monitoring of Prescription Use
10:25. Community Service Program

11.26. Restitution

12.27. Remedial Education

28. Pharmacy Self-Assessment Mechanism (PSAM)

13.29. Pharmaey-Intern Pharmacist Experience

14-30. Supervised Practice

45:31. No Supervision of Ancillary Personnel

146-32. No Ownership of Licensed Premises

17.33. Separate File of Records

18.34. Report of Controlled Substances

19.35. No Access to Controlled Substances

20:36. Criminal Probation/Parole Reports

2%.37. Consultant for Owner or Pharmacist-In-Charge
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22-38. Tolling of Suspension
39. Surrender of DEA Permit
40. Ethics Course

33



STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS

11. Obey All Laws

Respondent shall obey all state and federal laws and regulations-substantialhyrelated-to-or
i il , ol .

Respondent shall report any of the following occurrences to the board, in writing, within seventy-
two (72) hours of such occurrence:
= an arrest or issuance of a criminal complaint for violation of any provision of the Pharmacy
Law, state and federal food and drug laws, or state and federal controlled substances
laws
= aplea of guilty or nolo contendre in any state or federal criminal proceeding to any criminal
complaint, information or indictment
= aconviction of any crime
= discipline, citation, or other administrative action filed by any state and-or federal agency
which involves respondent’s license or which is related to the practice of
pharmacy or the manufacturing, obtaining, handling, erdistributien-distributing, e+billing,
or charging for ef-any drug, device or controlled substance.

Failure to timely report such occurrence shall be considered a violation of probation.

2.2. __Reporting to the Board
Respondent shall report to the board quarterly, on a schedule as directed by the board or its
designee. The report shall be made either in person or in writing, as directed. Among other
requirements, Rrespondent shall state in each report under penalty of perjury whether there has
been compliance with all the terms and conditions of probation. Failure to submit timely reports
in a form as directed shall be considered a violation of probation. Any period(s) of delinquency in
submission of reports as directed may be added to the total period of probation. Moreover, lif the
final probation report is-retis not made as directed, probation shall be automatically extended
adtomaticalh-until such time as the final report is made and accepted by the board.

3-3. __Interview with the Board

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with the
board or its designee, at such upenreguestat-various-intervals and at-a-locations as are -to-be
determined by the board or its designee. Failure to appear for any scheduled interview without
prior notification to board staff, or failure to appear for two (2) or more scheduled interviews with
the board or its designee during the period of probation, shall be considered a violation of
probation.

4.4. Cooperatione with Board Staff

Respondent shall cooperate with the board's inspectional program and #-with the board's
monitoring and investigation of respondent's compliance with the terms and conditions of his or
her probation. Failure to eemply-cooperate shall be considered a violation of probation.

5.5. Continuing Education
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Respondent shall provide evidence of efforts to maintain skill and knowledge as a pharmacist as
directed by the board_or its designee.
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6. Notice to Employers

During the period of probation, Rrespondent shall notify all present and prospective employers of
the decision in case number and the terms, conditions and restrictions imposed on
respondent by the decision, as follows:-

Within thirty (30) days of the effective date of this decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause his or her direct
supervisor, pharmacist-in-charge (including each new pharmacist-in-charge employed during
respondent’s tenure of employment) andfer owner to report to the board in writing acknowledging
that the listed individual(s) has/have empleyerhas-read the decision in case number )
and terms and conditions imposed thereby. It shall be respondent’s responsibility to ensure that
his or her employer(s) and/or supervisor(s) submit timely acknowledgment(s) to the board.

If respondent works for or is employed by or through a pharmacy employment service,
respondent must notify the-his or her direct supervisor, pharmacist-in-charge, andfer owner at
every pharmaey-entity licensed by the board of the ang-terms and conditions of the decision in
case number in advance of the respondent commencing work at each-pharmaey
licensed entity. A record of this notification must be provided to the board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen (15)
days of respondent undertaking any new employment by or through a pharmacy employment
service, respondent shall cause his or her direct supervisor with the pharmacy employment
service to report to the board in writing acknowledging that he or she has read the decision in
case number and the terms and conditions imposed thereby. It shall be respondent’s
responsibility to ensure that his or her employer(s) and/or supervisor(s) submit timely
acknowledgment(s) to the board.

Failure to timely notify present or prospective employer(s) or to cause that/those employer(s) to
submit timely acknowledgments to the board shall be considered a violation of probation.

"Employment” within the meaning of this provision shall include any full-time, part-time,
temporary, relief or pharmacy management service as a pharmacist or any position for
which a pharmacist license is a requirement or criterion for employment, whether the
respondent is eensidered-an employee,-er independent contractor or volunteer.

+7. __No Preceptorships;-Supervision of Interns, Beirg-Serving as Pharmacist-in-
Charge (PIC), Serving as Designated Representative-in-Charge, or Serving

as a Consultant

During the period of probation, Rrespondent shall not supervise any intern pharmacist,-e¢
perorm-any-of the-duties-of a-preceptor—hoershallrespoendent be the pharmacist-in-charge or
designated representative-in-charge of any entity licensed by the board nor serve as a consultant
unless otherwise specified in this order._Assumption of any such unauthorized supervision
responsibilities shall be considered a violation of probation.

8.8. Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Rrespondent shall pay to the
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board its costs of investigation and prosecution in the amount of $ . Respondent shall
make said payments as follows:

There shall be no deviation from this schedule absent prior written approval by the board or its
designee. Failure to pay costs by the deadline(s) as directed shall be considered a violation of

probation.

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to
reimburse the board its costs of investigation and prosecution.

Option: If respondent fails to make any payment by the directed deadline(s), the stay shall
terminate and the license shall be revoked without further notice or opportunity to be heard.

9.9. Probation Monitoring Costs
Respondent shall pay the-any costs associated with probation monitoring as determined by the
board each and every year of probation. Such costs shall be payable to the board-atthe-end-of
each-yearofprobatien on a schedule as directed by the board or its designee. Failure to pay
such costs by the deadline(s) as directed shall be considered a violation of probation.

10:10. Status of License

Respondent shall, at all times while on probation, maintain an active, current license with the
board, including any period during which suspension or probation is tolled._Failure to maintain an
active, current license shall be considered a violation of probation.

If respondent'’s license expires or is cancelled by operation of law or otherwise at any time during
the period of probation, including any extensions thereof due to tolling or otherwise, upon renewal
or reapplication; respondent'’s license shall be subject to all terms and conditions of this
probation not previously satisfied.

11.__ -License Surrender wWhile on Probation/Suspension

Following the effective date of this decision, should respondent cease practice due to retirement
or health, or be otherwise unable to satisfy the terms and conditions of probation, respondent
may tender his or her license to the board for surrender. The board or its designee shall have
the discretion whether to grant the request for surrender or take any other action it deems
appropriate and reasonable. Upon formal acceptance of the surrender of the license,
respondent will no longer be subject to the terms and conditions of probation._This surrender
constitutes a record of discipline and shall become a part of the respondent’s license history with
the board.

Upon acceptance of the surrender, respondent shall relinquish his or her pocket and wall license
to the board within ten (10) days of notification by the board that the surrender is accepted.
Respondent may not reapply for any license from the board for three (3) years from the effective
date of the surrender. Respondent shall meet all requirements applicable to the license sought
as of the date the application for that license is submitted to the board, including any outstanding
costs.
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12. Notification of a Change in Name, Residence Address, Employment/Mailing
Address or EmploymentGShange

Respondent shall notify the board in writing within ten (10) days of any change of employment.
Said notification shall include the reasons for leaving, andferthe address of the new employer,
the name of the supervisor erand owner, and the work schedule if known. Respondent shall
further notify the board in writing within ten (10) days of a change in name, residence address,
mailing address, or phone number.

Failure to timely notify the board of any change in employer(s), name(s), address(es), or phone
number(s) shall be considered a violation of probation.

13.13. Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
employed as a pharmacist in California for a minimum of hours per calendar month.
Any month during which this minimum is not met shall toll the period of probation, i.e., the period
of probation shall be extended by one month for each month during which this minimum is not
met. During any such period of tolling of probation, respondent must nonetheless comply with all
terms and conditions of probation.

Should respondent, regardless of residency, for any reason (including vacation) cease practicing
pharmaey-as a pharmacist for a minimum of hours per calendar month in California,
respondent must notify the board in writing within ten (10) days of the cessation of the-practice-of
pharmacy-or, and must further notify the board in writing within ten (10) days of the resumption

of sre-practice-s—aharirasy. Sderzehedsoimeshalnetopsh—e-trereccton-o-ie
probation-peried—Any failure to provide such notification(s) shall be considered a violation of

probation.

It is a violation of probation for respondent's probation to remain tolled pursuant to the provisions
of this condition for a total period, counting consecutive and non-consecutive months, exceeding

three-years thirty-six (36) months.
“Cessation of practice” means any perod-of-time-exceeding-30-days-calendar month in

during which respondent is not practicing as a pharmacist for at least hours,

as deflned by Busmess and Professmns Code sectlon 4000 et seq engaged—m—the

"Resumptlon of practlce means any calendar month durlnq WhICh respondent is
practicing as a pharmacist for at least hours as a pharmacist as defined by
Business and Professions Code section 4000 et seq.

Option: Respondent is required to practice as a pharmacist in a licensed pharmacy setting that
dispenses medication for a minimum of one year prior to the completion of probation. After the
first year of probation, the board or its designee may consider a modification of this requirement.
If respondent fails to comply with this requirement or a subsequent modification thereto, such

fallure shaII be considered a V|olat|on of probatlon
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14-14. Violation of Probation

If a respondent has not complied with any term or condition of probation, the board shall have
continuing jurisdiction over respondent, and probation shall automatically be extended, until all
terms and conditions have been satisfied or the board has taken other action as deemed
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and to
impose the penalty that was stayed.

If respondent violates probation in any respect, the board, after giving respondent notice and an
opportunity to be heard, may revoke probation and carry out the disciplinary order which-that was
stayed. Notice and opportunity to be heard are not required for those provisions stating that a
violation thereof may lead to automatic termination of the stay and/or revocation of the license. If

a petition to revoke probation or an accusation is filed against respondent during probation, the
board shall have continuing jurisdiction and the period of probation shall be automatically
extended; until the petition to revoke probation or accusation is heard and decided.

15.15. Completion of Probation

Upon written notice by the board or its designee indicating successful completion of probation,
respondent's license will be fully restored.

OPTIONAL CONDITIONS OF PROBATION
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imposed)

Respondent's practice of pharmacy shall be restricted to [specify setting or type of practice] for
the first years of probation. Respondent shall submit proof satisfactory to the board of
compliance with this term of probation.

Option: Respondent shall not prepare, oversee or participate in the preparation of injectable
sterile products during the first year(s) of probation. Respondent shall submit proof
satisfactory to the board of compliance with this term of probation. Failure to abide by this
restriction or to timely submit proof to the board of compliance therewith shall be considered a
violation of probation.

3-17. Pharmacist Examination

Respondent shall take and pass the —seeﬂen{-s)—ef—me—phanmaelst-heensum

ewn—e*pense[Callfornla Pharmamst Junsprudence Examlnatlon (CPJE) and/or the North

American Pharmacist Licensure Examination (NAPLEX)] within six (6) months of the effective
date of this decision. If respondent fails to take and pass the examination(s) within six (6)
months after the effective of this decision, respondent shall be automatically suspended from
practice-upen-written-netice. Respondent shall not resume the practice of pharmacy until he or
she takes and passes the same-sectioh{s)-ata-subsegquentexamination-[CPJE and/or NAPLEX]
and is notified, in writing, that he or she has passed the examination(s) and may resume
practice. Respondent shall bear all costs of the examination(s) required by the board.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, e+or be a consultant to any licensee of
the Bboard, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or ar-exemptee-a
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
pharmaey-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.
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If respondent fails to take and pass the [CPJE and/or NAPLEX] after four attempts, respondent
shall successfully complete, at a minimum, sixteen (16) additional semester units of pharmacy
education as approved by the board. Failure to complete coursework as required shall be
considered a violation of probation. Failure to take anrd-pass-the examination(s) within one (1)

year of the effective date of th|s decision shall be considered a V|0Iat|on of probatlon

4.18. Mental Health Examination (Appropriate for those cases where evidence demonstrates that
mental illness or disability was a contributing cause of the violations.)

Within thirty (30) days of the effective date of this decision, and on a periodic basis as may be
required by the board or its designee, respondent shall undergo, at his or her own expense,
psychiatric evaluation(s) by a board-appointed or board-approved-psychiatristorpsychologist
licensed mental health practitioner. The approved evaluator shall be provided with a copy of the
board’s [accusation or petition to revoke probation] and decision. Respondent shall sign a
release authorizing the evaluator to furnish the board with a current diagnosis and a written
report regarding the respondent's judgment and ability to function independently as a pharmacist
with safety to the public. Respondent shall comply with all the recommendations of the evaluator
if directed by the board or its designee.

If the psychiatrist-orpsychotherapist-evaluator recommends, and the board or its designee
dlrects respondent shaII undergo psychotherapy Respendent—shau—\m—sg-days—ef—mmtten

recommendation for psychotherapy has been accepted, respondent shall submit to the board or
its designee, for prior approval, the name and qualification of a licensed mental health
practitioner of respondent’s choice. Within thirty (30) days of approval thereof by the board,
respondent shall submit documentation to the board demonstrating the commencement of
psychotherapy with the approved licensed mental health practitioner. Should respondent, for any
reason, cease treatment with the approved licensed mental health practitioner, respondent shall
notify the board immediately and, within thirty (30) days of ceasing treatment therewith, submit
the name of a replacement licensed mental health practitioner of respondent's choice to the
board for its prior approval. Within thirty (30) days of approval thereof, respondent shall submit
documentation to the board demonstrating the commencement of psychotherapy with the
approved replacement. Failure to comply with any requirement or deadline stated by this
paragraph shall be considered a violation of probation.

Upon approval of the initial or any subsequent licensed mental health practitioner, respondent
shall undergo and continue treatment with that therapist, at respondent's own expense, until the
therapist recommends in writing to the board, and the board or its designee agrees by way of a
written notification to respondent, that no further psychotherapy is necessary. Upon receipt of
such recommendation from the treating therapist, and before determining whether to accept or
reject said recommendation, the board or its designee may require respondent to undergo, at
respondent’s expense, a mental health evaluation by a separate board-appointed or board-
approved evaluator. If the approved evaluator recommends that respondent continue
psychotherapy, the board or its designee may require respondent to continue psychotherapy.
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Psychotherapy shall be at least once a week unless otherwise approved by the board.
Respondent shall provide the therapist with a copy of the board’s [accusation or petition to
revoke probation] and decision no later than the first therapy session. Respondent shall take all
necessary steps to ensure that the treating therapist submits written quarterly reports to the
board concerning respondent’s fitness to practice, progress in treatment, and other such
information as may be required by the board or its designee.

If at any time the approved evaluator or therapist determines that respondent is determined-to-be
unable to practice safely or independently as a pharmacist, the licensed mental health
practitioner shall notify the board immediately by telephone and follow up by written letter within
three (3) working days. Upon notification from the board or its designee of this determination,

upon-hetification-respondent shall imediately-ceasepractice-be automatically suspended and

shall not resume practice until notified by the board that practice may be resumed.

Option: Commencing on the effective date of this decision, respondent shall not engage in the
practice of pharmacy until notified in writing by the board that respondent is-has been deemed
psychologically fit to practice pharmacy safely, and the board or its designee approves said
recommendation.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, e+or be a consultant to any licensee of
the board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an-exemptee-a
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
pharmacy-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

(Option language to be used in addition to standard language)

Option: If recommended by the evaluating psyehiatrist-orpsychotherapistlicensed mental
health practitioner and approved by the board, respondent shall be suspended from practicing
pharmacy until the-respondent’s treating psyehetherapist recommends, in writing, stating the
basis therefor, that respondent can safely practice pharmacy, and the board or its designee
approves said recommendation.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs

which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
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involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, e+or be a consultant to any licensee of
the board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an-exemptee-a
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
pharmaey-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

5.19. Psychotherapy (Appropriate for those cases where the evidence demonstrates mental illness
or alcohol or drug abuse was involved in the violations.)

Within thirty (30) days of the effective date of this decision, respondent shall submit to the board
or its designee, for its-prior approval, the name and qualifications of a licensed mental health
practitioner of respondent's choice. Within thirty (30) days of approval thereof, respondent shall
submit documentation to the board demonstrating the commencement of psychotherapy with
the approved licensed mental health practitioner. Should respondent, for any reason, cease
treatment with the approved licensed mental health practitioner, respondent shall notify the board
immediately and, within thirty (30) days of ceasing treatment, submit the name of a replacement
psychotherapist or licensed mental health practitioner of respondent's choice to the board for its
prior approval._Within thirty (30) days of approval thereof, respondent shall submit
documentation to the board demonstrating the commencement of psychotherapy with the
approved replacement. Failure to comply with any requirement or deadline stated by this
paragraph shall be considered a violation of probation.

Upon approval of the initial or any subsequent licensed mental health practitioner, respondent
shall undergo and continue treatment with that therapist, at respondent's own expense, until the
therapist recommends in writing to the board, and the board or its designee agrees by way of a
written notification to respondent, that no further psychotherapy is necessary. Upon receipt of
such recommendation from the treating therapist, and before determining whether to accept or
reject said recommendation, the board or its designee may require respondent to undergo, at
respondent’s own expense, a mental health evaluation by a board-appointed or board-approved
psychiatrist or psychologist. If the approved evaluator recommends that respondent continue
psychotherapy, the board or its designee may require respondent to continue psychotherapy.

Fherapy-Psychotherapy shall be at least once a week unless otherwise determined-approved by
the board. Respondent shall provide the therapist with a copy of the board’s accusation and
decision no later than the first therapy session. Respondent shall take all necessary steps to
ensure that the treating therapist submits written quarterly reports to the board concerning
respondent’s fitness to practice, progress in treatment, and teprevide-such other information as
may be required by the board or its designee.

If at any time the treating therapist finds-determines that respondent cannot practice safely or
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independently, the therapist shall notify the board immediately by telephone and followed up by
written letter within three (3) working days._Upon notification from the board or its designee of
this determination, respondent shall be automatically suspended and shall not resume practice
until notified by the board that practice may be resumed.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension, respondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply W|th th|s suspensmn shall be conS|dered a violation of probation.

6-20. Medical Evaluation (Appropriate for those cases where the evidence demonstrates that the
respondent has had a physical problem/disability which was a contributing cause of the violations
and which may affect the respondent's ability to practice.)

Within thirty (30) days of the effective date of this decision, and on a periodic basis thereafter as
may be required by the board or its designee, respondent shall undergo a medical evaluation, at
respondent's own expense, by a board-appointed or board-approved physician who shall furnish
a medical report to the board._The approved physician shall be provided with a copy of the
board’s [accusation or petition to revoke probation] and decision. A record of this notification
must be provided to the board upon request. Respondent shall sign a release authorizing the
physician to furnish the board with a current diagnosis and a written report regarding the
respondent's ability to function independently as a pharmacist with safety to the public.
Respondent shall comply with all the recommendations of the physician if directed by the board
or its designee.

If respoendentisrequired-by-the-beard-the physician recommends, and the board or its designee
directs, that respondent te-undergo medical treatment, respondent shall, within thirty (30) days of

written notice from the board, submit to the board or its designee, for prior approval, the name

and quallflcatlons of a Ilcensed phyS|C|an of respondent s choice. fer—ms—pner—applteval—the—name
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approval thereof respondent shall submit documentation to the board demonstrating the

commencement of treatment with the approved physician. Should respondent, for any reason,
cease treatment with the approved physician, respondent shall notify the board immediately and,
within thirty (30) days of ceasing treatment, submit the name of a replacement physician of
respondent’s choice to the board or its designee for prior approval. Within thirty (30) days of
approval thereof, respondent shall submit documentation to the board demonstrating the
commencement of treatment with the approved replacement. Failure to comply with any
deadline stated by this paragraph shall be considered a violation of probation.

Upon approval of the initial or any subsequent physician, respondent shall undergo and continue
treatment with that physician, at respondent's own expense, until the treating physician
recommends in writing to the board, and the board or its designee agrees by way of a written
notification to respondent, that no further treatment is necessary. Upon receipt of such
recommendation from the treating physician, and before determining whether to accept or reject
said recommendation, the board or its designee may require respondent to undergo, at
respondent’s own expense, a medical evaluation by a separate board-appointed or board-
approved physician. If the approved evaluating physician recommends that respondent continue
treatment, the board or its designee may require respondent to continue treatment.

Respondent shall take all necessary steps to ensure that any treating physician submits written
quarterly reports to the board concerning respondent’s fitness to practice, progress in treatment,
and other such information as may be required by the board or its designee.

If at any time an approved evaluating physician or respondent’s approved treating physician
determines that respondent is unable to practice safely or independently as a pharmacist, the
evaluating or treating physician shall notify the board immediately by telephone and follow up by
written letter within three (3) working days. Upon notification from the board or its designee of
this determination, respondent shall be automatically suspended and shall not resume practice
until notified by the board that practice may be resumed.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension, respondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
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licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

(Option language to be used in addition to standard language)

Option: Yper-Commencing on the effective date of this decision, respondent shall not engage in
the practice of pharmacy until notified in writing by the board efits-determination-that respondent
has been deemed is-medically fit to practice safely and independently, and the board or its
designee approves said recommendation.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient

| consultation; nor shall respondent manage, administer, e+-or be a consultant to any licensee of
the board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs or controlled substances. Respondent shall not resume practice until notified by the
board.

| During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an-exempteea
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
| pharmaey-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

(Option language to be used in addition to standard language)

Option: If recommended by the evaluating physician and approved by the board, respondent
shall be suspended from practicing pharmacy until the treating physician recommends, in
writing, stating the basis therefor, that respondent can safely and independently resume the
practice of a pharmacist, and the board or its designee approves said recommendation.
Respondent shall not resume practice until notified by the board that practice may be resumed.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient

| consultation; nor shall respondent manage, administer, e+or be a consultant to any licensee of
the board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

| During suspension, Rrespondent shall not engage in any activity that requires the professional
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judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an-exempteea
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
pharmaey-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

%21. Rehabiitation-Program—Pharmacists Recovery Program (PRP) (Appropriate for

chemical dependency (alcohol, drugs), or psychiatric disorders (mental illness, emotional
disturbance, gambling)

Within thirty (30) days of the effective date of this decision, respondent shall contact the
Pharmacists Recovery Program (PRP) for evaluation, and shall immediately thereatfter enroll,
successfully participate in, and complete the treatment contract and any subsequent
addendums as recommended and provided by the PRP and as approved by the board or its
designee. The costs for PRP participation shall be borne by the respondent.

If respondent is currently enrolled in the PRP, said participation is now mandatory and as of the
effective date of this decision is no longer considered a self-referral under Business and
Professions Code section 43634362(c)(2);-as-ofthe-effective-date-of-this-deeision. Respondent
shall successfully participate in and complete his or her current contract and any subsequent
addendums with the PRP.

Failure to timely contact or enroll in the PRP, or successfully participate in and complete the
treatment contract and/or any addendums, shall be considered a violation of probation.

Probation shall be automatically extended until respondent successfully completes-his-er-her
treatment-contract the PRP. Any person terminated from the PRP _program shall be
automatically suspended upen-etice-by the board. Respondent may not resume the practice of
pharmacy until notified by the board in writing.

Any confirmed positive test for alcohol or for any drug not lawfully prescribed by a licensed
practitioner as part of a documented medical treatment shall result in the automatic suspension
of practice by respondent and shall be considered a violation of probation. Respondent may not
resume the practice of pharmacy until notified by the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension, respondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
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pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

Respondent shall pay administrative fees as invoiced by the PRP or its designee. Fees not
timely paid to the PRP shall constitute a violation for probation. The board will collect unpaid
administrative fees as part of the annual probation monitoring costs if not submitted to the PRP.

(Option language to be used in addition to standard language)

Option: Respondent shall work in a pharmacy setting with access to controlled substances for
six (6) consecutive months before successfully completing probation. If respondent fails to do
so, probation shall be automatically extended until this condition has been met. Failure to satisfy
this condition within six (6) months beyond the original date of expiration of the term of probation
shall be considered a violation of probation.
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8-22. Random Drug Screening (If PRP provision is required, this term is also to be included to
allow for continued fluid monitoring by the Board in cases where a respondent successfully
completes the PRP before completion of the probation period; terms is also appropriate for those
cases where the evidence demonstrates that the respondent may have a problem with chemical
dependency (drugs, alcohol) but where the PRP is not required.)

Respondent, at his or her own expense, shall participate in random testing, including but not
limited to biological fluid testing (urine, blood), breathalyzer, hair follicle testing, or a-other drug
screening program appreved-as directed by the board or its designee. Fhelength-of-time-shall
be-forthe-Respondent may be required to participate in testing for the entire probation period and
the frequency of testing will be determined by the board or its designee. At all times, respondent
shall fully cooperate with the board or its designee, and shall, when directed, submit to such
tests and samples for the detection of alcohol, narcotics, hypnotics, dangerous drugs or other
controlled substances as the board or its designee may direct. Failure to timely submit to testing
as directed shall eenstitute-be considered a violation of probation. Upon request of the board or
its designee, respondent shall provide documentation from a licensed practitioner that the
prescription for a detected drug was legitimately issued and is a necessary part of the treatment
of the respondent. Failure to timely provide such documentation shall be considered a violation
of probation. Any confirmed positive test for alcohol or for any drug not lawfully prescribed by a
licensed practitioner as part of a documented medical treatment shall be considered a violation
of probation and drug-test-shall result in the immediate-automatic suspension of practice of
pharmacy by respondent. Respondent may not resume the practice of pharmacy until notified
by the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension. respondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

9.23. Abstain from Drugs and Alcohol Use

Respondent shall completely abstain from the possession or use of alcohol, controlled
substances, dangerous drugs and their associated paraphernalia except when the drugs are
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon
request of the board or its designee, respondent shall provide documentation from the licensed
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practitioner that the prescription for the drug was legitimately issued and is a necessary part of

the treatment of the respondent Respenelent—sha“—ensu;e—thame—epshe—ts—net—m—the—same

pepsenally—mgestmg—the—elmgeFallure to tlmely prowde such documentatlon shaII be con5|dered
a violation of probation. Respondent shall ensure that he or she is not in the same physical

location as individuals who are using illicit substances even if respondent is not personally
ingesting the drugs. Any possession or use of alcohol, controlled substances, or their
associated paraphernalia not supported by the documentation timely provided, and/or any
physical proximity to persons using illicit substances, shall be considered a violation of probation.

24. Prescription Coordination and Monitoring of Prescription Use (Appropriate for
chemical dependency (alcohol. drugs). or psychiatric disorders (mental illness, emotional
disturbance, gambling)

Within thirty (30) days of the effective date of this decision, respondent shall submit to the board,
for its prior approval, the name and qualifications of a single physician, nurse practitioner,
physician assistant, or psychiatrist of respondent's choice, who shall be aware of the
respondent's history [with the use of alcohol, controlled substances, and/or dangerous drugs,
and/or of mental illness, and/or of gambling addiction] and who will coordinate and monitor any
prescriptions for respondent for dangerous drugs, controlled substances or mood-altering drugs.
The approved practitioner shall be provided with a copy of the board'’s [accusation or petition to
revoke probation] and decision. A record of this notification must be provided to the board upon
request. Respondent shall sign a release authorizing the practitioner to communicate with the
board about respondent’s treatment(s). The coordinating physician, nurse practitioner, physician
assistant, or psychiatrist shall report to the board on a quarterly basis for the duration of
probation regarding respondent's compliance with this condition. If any substances considered
addictive have been prescribed, the report shall identify a program for the time limited use of any
such substances. The board may require that the single coordinating physician, nurse
practitioner, physician assistant or psychiatrist be a specialist in addictive medicine, or consult a
specialist in addictive medicine. Should respondent, for any reason, cease supervision by the
approved practitioner, respondent shall notify the board immediately and, within thirty (30) days
of ceasing treatment, submit the name of a replacement physician, nurse practitioner, physician
assistant, or psychiatrist of respondent’s choice to the board or its designee for its prior
approval. Failure to timely submit the selected practitioner or replacement practitioner to the
board for approval, or to ensure the required reporting thereby on the quarterly reports, shall be
considered a violation of probation.

If at any time an approved practitioner determines that respondent is unable to practice safely or
independently as a pharmacist, the practitioner shall notify the board immediately by telephone
and follow up by written letter within three (3) working days. Upon notification from the board or
its designee of this determination, respondent shall be automatically suspended and shall not
resume practice until notified by the board that practice may be resumed.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
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board.

During suspension, respondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

10.25. Community Services Program

Within sixty (60) days of the effective date of this decision, respondent shall submit to the board
or its designee, for its-prior approval, a community service program in which respondent shall
provide free health-care related services on a regular basis to a community or charitable facility
or agency for at least hours per for the first of probation._Within
thirty (30) days of board approval thereof, respondent shall submit documentation to the board
demonstrating commencement of the community service program. A record of this notification
must be provided to the board upon request. Respondent shall report on progress with the
community service program in the quarterly reports. Failure to timely submit, commence, or
comply with the program shall be considered a violation of probation.

11.26. Restitution (ForPharmacist-and-Premises)— (Appropriate in cases of drug diversion, theft,

fraudulent billing, or patient harm resulting from negligence or incompetence.)

Within days of the effective date of this decision, respondent shall pay restitution to
in the amount of $ ._Failure to make restitution by this deadline shall be
considered a violation of probation.

12.27. Remedial Education

Within [thirty (30), sixty (60), ninety (90)] days of the effective date of this decision, respondent
shall submit to the board or its designee, for #s-prior approval, an appropriate program of
remedial education related to [the grounds for discipline]. The program of remedial education
shall con5|st ofatleast hours which shaII be completed within months/year at

prewded—te—the—bearel—All remedlal educatlon shaII be in addltlon to and shall not be credlted
toward, continuing education (CE) courses used for license renewal purposes.

Failure to timely submit or complete the approved remedial education-as-set-forth-hereinabove-is
greundsforthe-filing-of-apetitiontorevekeprobation shall be considered a violation of probation.
The period of probation will be automatically extended until such remedial education is
successfully completed and written proof, in a form acceptable to the board, is provided to the
board or its designee.

Following the completion of each course, the board may-administeror its designee may require
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the respondent, at his or her own expense, to take an approved an-examination to test the
respondent's knowledge of the course._If the respondent does not achieve a passing score on
the examination, this failure shall be considered a violation of probation. Any such examination
failure shall require respondent to take another course approved by the board in the same

subject area.

Option: Respondent shall be restricted from the practice of [areas where a serious deficiency
has been identified] until the remedial education program has been successfully completed.

28. Pharmacy Self-Assessment Mechanism

Within the first year of probation, respondent shall complete the Pharmacist Self-Assessment
Mechanism (PSAM) examination provided by the National Association of Boards of Pharmacy
(NABP). Respondent shall submit a record of completion to the board demonstrating he/she
has completed this examination. Respondent shall bear all costs for the examination.
Continuing education hours received for this examination shall not be used as part of the
required continuing education hours for renewal purposes.

Failure to timely complete the PSAM or submit documentation thereof shall be considered a
violation of probation.

Option A: Respondent shall waive any rights to confidentiality and provide examination results to
the board or its designee.

Option B: (This term must be accompanied by the “Remedial Education” term. [Include/Modify
Remedial Education Term to Conform].) Respondent shall waive any rights to confidentiality and
provide examination results to the board or its designee. Based on the results of the
examination, the board shall determine which courses are appropriate for remedial education.

13.29. Pharmaey-Intern Pharmacist Experience (FertnternPharmascist)

Within ninety (90) days of the effective date of this decision, respondent shall submit to the board
or its designee, for #s-prior approval, a pharmacy intern training program consisting of

hours to be served as an intern pharmacist in a community -and/or institutional pharmacy as
directed. Respondent shall successfully complete the intern hours within the first year of
probatlon and shall, by no later than one (1) year from the effective date of th|s deC|S|on submit-a

eu;@nﬂ%mensed—phan%aetst—net—e#p#ebaﬂen%&h—the—beard proof satlsfactory to the board of

completion of this experience signed under penalty of perjury by both the respondent and
supervising pharmacist. Failure to timely complete or document the required intern experience
shall be considered a violation of probation.

14-30. Supervised Practice

During the period of probation, rRespondent shall practice only under the supervision of a
licensed pharmacist not on probation with the board. Upon and after the effective date of this
decision, rRespondent shall not practice pharmacy and his or her license shall be automatically
suspended until the-a supervisor is approved by the board or its designee. The supervision shall
be, as required by the board or its designee, either:
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Continuous — At least 75% t6-100%-of a work week

Substantial - At least 50% of a work week

Partial - At least 25% of a work week

Daily Review - Supervisor's review of probationer's daily activities within 24 hours

Within thirty (30) days of the effective date of this decision, respondent shall have his or her
supervisor submit notification to the board in writing stating that the supervisor has read the
decision in case number and is familiar with the required level of supervision as
determined by the board or its designee._lt shall be the respondent’s responsibility to ensure that
his or her employer(s), pharmacist-in-charge and/or supervisor(s) submit timely
acknowledgement(s) to the board. Failure to cause the direct supervisor and the pharmacist-in-
charge to submit timely acknowledgements to the board shall be considered a violation of

probation.

If respondent changes employment, it shall be the respondent’s responsibility to ensure that his
or her employer(s), pharmacist-in-charge and/or supervisor(s) submit timely
acknowledgement(s) to the board. ¥rRespondent shall have his or her new supervisor, within
fifteen (15) days after employment commences, submit notification to the board in writing stating
the direct supervisor and pharmacist-in-charge have read the decision in case number

and is familiar with the level of supervision as determined by the board.
Respondent shall not practice pharmacy and his or her license shall be automatically suspended
until the board or its designee approves a new supervisor. Failure to cause the direct supervisor
and the pharmacist-in-charge to submit timely acknowledgements to the board shall be
considered a violation of probation.

Within ten (10); days of leaving employment, respondent shall notify the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension, respondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

Subiject to the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

15.31. No Supervision_of Ancillary Personnel

During the period of probation, Rrespondent shall not supervise any ancillary personnel,
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including, but not limited to, registeree-pharmacy technicians or-exemptees designated
representatives; efin any entity licensed by the board.

Failure to comply with this provision shall be considered a violation of probation.
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16-32. No Ownership of Licensed Premises

Respondent shall not own, have any legal or beneficial interest in, or serve as a manager,
administrator, member, officer, director, trustee, associate, or partner of any business, firm,
partnership, or corporation currently or hereinafter licensed by the board. Respondent shall sell
or transfer any legal or beneficial interest in any entity licensed by the board within ninety (90)
days following the effective date of this decision and shall immediately thereafter provide written
proof thereof to the board. _Failure to timely divest any legal or beneficial interest(s) or provide
documentation thereof shall be considered a violation of probation.

Option: Respondent shall not acquire any new ownership, legal or beneficial interest nor serve
as a manager, administrator, member, officer, director, trustee, associate, or partner of any
additional business, firm, partnership, or corporation licensed by the board. If respondent
currently owns or has any legal or beneficial interest in, or serves as a manager, administrator,
member, officer, director, trustee, associate, or partner of any business, firm, partnership, or
corporation currently or hereinafter licensed by the board, respondent may continue to serve in
such capacity or hold that interest, but only to the extent of that position or interest as of the
effective date of this decision._Violation of this restriction shall be considered a violation of

probation.

17.33. Separate File of Records (For pharmacist owners and pharmacists-in-charge)

Respondent shall maintain and make available for inspection a separate file of all records
pertaining to the acquisition or disposition of all controlled substances. Failure to maintain such
file or make it available for inspection shall be considered a violation of probation.

18.34. Report of Controlled Substances (For pharmacist owners and pharmacists-in-charge)

Respondent shall submit quarterly reports to the board detailing the total acquisition and
disposition of such controlled substances as the board may direct. Respondent shall specify the
manner of disposition (e.g., by prescription, due to burglary, etc.) or acquisition (e.g., from a
manufacturer, from another retailer, etc.) of such controlled substances. Respondent shall
report on a quarterly basis or as directed by the board. The report shall be delivered or mailed to
the board no later than ten (10) days following the end of the reporting period._Failure to timely
prepare or submit such reports shall be considered a violation of probation.

19.35. No Access to Controlled Substances

During the period of probation and as directed by the board or its designee, Rrespondent shall
not order, possess, dispense or otherwise have access to any controlled substance(s) in
Schedule 11, 1lI, IV or V (Health and Safety Code sections 11055-11058 inclusive). Respondent
shall not order, receive or retain any triphcate-security prescription forms. Failure to comply with
this restriction shall be considered a violation of probation.

20--36. Criminal Probation/Parole Reports
Respondent shall provide a copy of the conditions of any criminal probation/parole to the board,

in writing, within ten (10) days of the issuance or modification of those conditions. Respondent
shall provide the name of his or her probation/parole officer to the board, in writing, within ten (10)
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days after that officer is designated or a replacement for that officer is designated. Respondent
shall provide a copy of all criminal probation/parole reports to the board within ten (10) days after
respondent receives a copy of such a report._Failure to timely make any of the submissions
required hereby shall be considered a violation of probation.

23-37. Consultant for Owner or Pharmacist-in-Charge

(Option #1 for pharmacist owners - primarily intended for appropriate cases where the
respondent is the sole owner and pharmacist-in-charge of his or her own pharmacy, the
standard language should be used in most cases.)

During the period of probation, Rrespondent shall not supervise any intern pharmacist—perferm
any-of-the-duties-of-apreceptor or serve as a consultant to any entity licensed by the board.
Respondent may be a pharmacist-in-charge. However, if during the period of probation
respondent serves as a pharmacist-in-charge, respondent shall retain an independent
consultant at his or her own expense who shall be responsible for reviewing pharmacy
operations on a [monthly/quarterly] basis for compliance by respondent with state and federal
laws and regulations governing the practice of pharmacy and for compliance by respondent with
the obligations of a pharmacist-in-charge. The consultant shall be a pharmacist licensed by and
not on probation with the board and whose name shall be submitted to the board or its designee,
for #s-prior approval, within thirty (30) days of the effective date of this decision. Respondent
shall not be a pharmacist-in-charge at more than one pharmacy or at any pharmacy of which he
or she is not the sole owner. Failure to timely retain, seek approval of, or ensure timely reporting
by the consultant shall be considered a violation of probation.

(Option #2 - appropriate for pharmacists who are not pharmacy owners, but who wish,
because of their current employment, to remain as the pharmacist-in-charge, and have
provided deeumentatior-documented mitigating evidence to warrant this option.)

During the period of probation, Rrespondent shall not supervise any intern pharmacist, perferm
the-duties-of-apreceptor-or serve as a consultant to any entity licensed by the board. In the
event that the respondent is currently the pharmacist-in-charge of a pharmacy, the pharmacy
shall retain an independent consultant at its own expense who shall be responsible for reviewing
pharmacy operations on a [monthly/quarterly] basis for compliance by respondent with state and
federal laws and regulations governing the practice of pharmacy and for compliance by
respondent with the obligations of a pharmacist-in-charge. The consultant shall be a pharmacist
licensed by and not on probation with the board and whose name shall be submitted to the board
or its designee, for its-prior approval. wWithin thirty (30) days of the effective date of this
decision. Respondent shall not be a pharmacist-in-charge at more than one pharmacy or at any
pharmacy of which he or she is not the current PIC. The board may, in case of an employment
change by respondent or for other reasons as deemed appropriate by the board or its designee,
preclude the respondent from acting as a pharmacist-in-charge._Failure to timely retain, seek
approval of, or ensure timely reporting by the consultant shall be considered a violation of

probation.

22.38. Tolling of Suspension

During the period of suspension, respondent shall not leave California for any period exceeding
ten (10) days, regardless of purpose (including vacation). Any such absence in excess of the
(10) days during suspension shall be considered a violation of probation. Moreover, any
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absence from California during the period of suspension exceeding ten (10) days shall toll the
suspension, i.e., the suspension shall be extended by one day for each day over ten (10) days
respondent is absent from California. During any such period of tolling of suspension,
respondent must nonetheless comply with all terms and conditions of probation.

Respondent must notify the board in writing within ten (10) days of departure, and must further
notify the board in writing within ten (10) days of return. The failure to provide such notification(s)
shall constitute a violation of probation. Upon such departure and return, respondent shall not
resume the practice of pharmacy until notified by the board that the period of suspension has
been satisfactorily completed.

39. Surrender of DEA Permit

Within thirty (30) days of the effective date of this decision, respondent shall surrender his or her
federal Drug Enforcement Administration (DEA) permit to the DEA, for cancellation. Respondent
shall provide documentary proof of such cancellation to the board or its designee. Respondent
is prohibited from prescribing until the board has received satisfactory proof of cancellation.
Thereafter, respondent shall not apply/reapply for a DEA registration number without the prior
written consent of the board or its designee.

Option: Respondent may obtain a DEA permit restricted to Schedule(s) controlled

substance(s).

Option: Respondent shall not order, receive, or retain any federal order forms, including 222
forms, for controlled substances.

40. Ethics Course

Within sixty (60) calendar days of the effective date of this decision, respondent shall enroll in a
course in ethics, at respondent’s expense, approved in advance by the board or its designee.
Failure to initiate the course during the first year of probation, and complete it within the second
year of probation, is a violation of probation.

Respondent shall submit a certificate of completion to the board or its designee within five days
after completing the course.
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PHARMACY TECHNICIAN

The board files cases against pharmacy technicians where the violation(s) involve significant
misconduct on the part of the licensee. The board believes that revocation is typically the
appropriate penalty when grounds for discipline are found to exist. Grounds for discipline
include, but are not limited to the following violation(s) of law(s) involving:

» Possession of dangerous drugs and/or controlled substances

= Use of dangerous drugs and/or controlled substances

= Possession for sale of dangerous drugs and/or controlled substances
= Personal misuse of drugs or alcohol

If revocation is not imposed, the board recommends a minimum efa-Category Il level of
discipline be imposed on the pharmacy technician. This would include suspension and
probation.

In addition, a pharmacy technician would be required to obtain certification from-the-Pharmacy
Fechnician-Certification-Board(PTCB)as defined by Business and Professions Code section

4202(a)(4) prior to resuming work as a pharmacy technician. The board believes that
certification prior to resuming work is always warranted in cases where a pharmacy technician
registration-license is disciplined but not revoked.

Pharmacy technicians are issued a registration;license based on minimal education, -e+training
requirements or certification. No examination is required for issuance of the registration.
Pharmacy technicians are not independent practitioners and must work under the supervision of
a pharmacist. To place a pharmacy technician on probation places an additional burden on the
pharmacist (who may or may not be on probation) to ensure that the respondent pharmacy
technician complies with the terms and conditions of his or her probation.

TERMS OF PROBATION — PHARMACY TECHNICIAN

A minimum three-year probation period has been established by the board as appropriate in
most cases where probation is imposed. A minimum five-year probation period has been
established by the board as appropriate where self-administration or diversion of controlled
substances is involved. Terms and conditions are imposed to provide consumer protection and
to allow the probationer to demonstrate rehabilitation. A suspension period may also be required
as part of the probation order. The board prefers that any stayed order be for revocation rather
than for some period of suspension.

Probation conditions are divided into two categories: (1) standard conditions that shall appear in
alk-all probation cases, and (2) optional conditions that depend on the nature and circumstances
of a particular case. These conditions may vary depending on the nature of the offense(s).

The board may also impose any other condition appropriate to the case where the condition is
not contrary to public policy.
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CATEGORY OF VIOLATIONS AND RECOMMENDED PENALTIES

CATEGORY Il - Penalty

Minimum: Revocation; Revocation stayed, 90 days actual suspension, three years
probation. All standard terms and conditions shall be included and optional terms
and conditions as appropriate.

Maximum: Revocation

Applies to all applicable statutes and regulations

MODEL DISCIPLINARY LANGUAGE — PHARMACY TECHNICIAN

The following standardized language shall be used in every decision where the order of condition
is imposed.

Revocation-Sirgle-Cause

Pharmacy Ftechnician registration-license number , iIssued to respondent

is revoked. Respondent shall relinquish his or her peeket-technician registration
license to the board within ten (10) days of the effective date of this decision. Respondent may
not reapply or petition the board for reinstatement of his or her revoked technician registration
license for three (3) years from the effective date of this decision.

A condition of reinstatement shall be that the respondent is certified as defined in Business and

Professions Code section 4202(a)(4)by-the-Pharmacy-TFechnician-Certification-Board (PTCB)

and provides satisfactory proof of certification to the board.

Respondent shall pay to the board its costs of investigation and prosecution in the amount of
$ within fifteen (15) days of the effective date of this decision.

Option: As a condition precedent to Ypen-reinstatement of his or her revoked technician

registration-license respondent shall reimburse the board for its costs of investigation and
prosecution in the amount of $ . and-sSaid amount shall be paid in full prior to the
reapplication or relnstatement of hIS or her revoked technician Ilcense unless other\lee ordered

by the board of-hi
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Suspension-Sigle-Cause
As part of probation, Fechnicianregistration-rumber———issued-te-respondent

is suspended_from working as a pharmacy technician for feraperiod-of
beqinning the effective date of this decision.

During suspension, respondent shall not enter any pharmacy area or any portion of or any other
board licensed premises (wholesaler, veterinary food-animal druq retailer or any other distributor
of drugs) any drug manufacturer, or any other location where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not do any act involving drug selection,
selection of stock, manufacturing, compounding or dispensing; nor shall respondent manage,
administer, or assist any licensee of the board. Respondent shall not have access to or control
the ordering, manufacturing or dispensing of dangerous drugs and devices or controlled
substances.

Respondent shall not direct, control or perform any aspect of the practice of pharmacy. Subject
to the above restrictions, respondent may continue to own or hold an interest in any licensed
premises in which he or she holds an interest at the time this decision becomes effective unless
otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

Standard Stay/Probation Order

Pharmacy Ftechnician registration-license number e — 1
revoked; however; the revocation is stayed and respondent is placed on probation for
years upon the following terms and conditions:

Issuance of Probationary License (In cases where a Statement of Issues has been filed.)

Upon satisfaction of all statutory and requlatory requirements for issuance of a license, a license
shall be issued to respondent and immediately revoked; the order of revocation is stayed and
respondent is placed on probation for years upon the following terms and conditions:
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Surrender

Respondent surrenders pharmacy technician registration-license number as of
the effective date of this decision. Respondent shall relinquish his or her pecketpharmacy
technician registration-license to the board within ten (10) days of the effective date of this
decision.

The surrender of respondent's license and the acceptance of the surrendered license by the
board shall constitute the imposition of discipline against respondent. This decision constitutes
a record of discipline and shall become a part of respondent's license history with the board.

Respondent understands and agrees that if he or she ever files an application for licensure or a
petition for reinstatement in the State of California, the board shall treat it as a new application for
licensure.

Respondent may not reapply for any license, permit, or technrician-registration ef-from the board
for three (3) years from the effective date of this decision. Respondent stipulates that should
respondent-he or she apply for any technicianregistration-license from the board on or after the
effective date of this decision, all allegations set forth in the [accusation or petition to revoke
probation] shall be deemed to be true, correct and admitted by respondent when the board
determines whether to grant or deny the application. Respondent shall satisfy all requirements
applicable to that license as of the date the application is submitted to the board, including, but
not limited to certification by a nationally recognized body prior to the issuance of a new license.
Respondent is required to report this surrender as disciplinary action.Sheuld-respendent-apply

Respondent further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution in the amount of $ within days of the
effective date of this decision.
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Option: Respondent stipulates that should he or she apply for any technician+egistration-license
from the board on or after the effective date of this decision, -thatinvestigation and prosecution
costs in the amount of $ shall be paid to the board prior to issuance of the

technicianregistration license.

Public Reprimand

It is hereby ordered that a public reprimand be issued against pharmacy technician license,
. Respondent is required to report this reprimand as a disciplinary action.

Adoption of Stipulation

It is understood by respondent that, in deciding whether to adopt this stipulation, the board may
receive oral and written communication from its staff and the Atterrey-Generals-Office of the
Attorney General. Communications pursuant to this paragraph shall not disqualify the board or
other persons from future participation in this or any other matter affecting respondent. In the
event this settlement is not adopted by the board, the stipulation will not become effective and
may not be used for any purpose, except this paragraph, which shall remain in effect.
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STANDARD CONDITIONS — To be included in all probation decisions/orders.

Certification Prior to Resuming Work

Obey aAll Laws

Reporting to the Board

Interview with the Board

Cooperatiene with Board Staff

Notice to Employers

Reimbursement of Board Costs

Probation Monitoring Costs

. Status of License

10. License Surrender While on Probation/Suspension

10:11. Notification of a Change in Name, Residence Address, Empleyment/Mailing Address or
Employment-Change

11.12. Tolling of Probation

12.13. Violation of Probation

13.14. Completion of Probation

©CoNoOkWNE

OPTIONAL CONDITIONS

2:15.  No Ownership of Licensed Premises

3:16. Attend Substance Abuse Recovery Relapse Prevention and Support Groups
4.17. Random Drug Screening

5:18. Work Site Monitor

6:19. Notification of Departure

+20. Abstain from Drugs and Alcohol Use

8:21. Tolling of Suspension

22. Restitution
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| STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS

| +:1. Certification Prior to Resuming Work

Respondent shall be automatically suspended from working as a pharmacy technician until he or
she is certified by-the-Pharmacy-TFechnician-Certification-Board (PTCB)as defined by Business
and Professions Code section 4202(a)(4) and provides satisfactory proof of certification to the
board. Respondent shall not resume working as a pharmacy technician until notified by the
board. Failure to achieve certification within one (1) year shall be considered a violation of
probation. Respondent shall not resume working as a pharmacy technician until notified by the
board.

During suspension, respondent shall not enter any pharmacy area or any portion of any other
board the-licensed premises efa-(wholesaler, veterinary food-animal drug retailer or any other
distributor of drugs) which-is-licensed-by-the-beard-er-any drug manufacturer, or any other
location where dangerous drugs and devices or controlled substances are maintained.
Respondent shall not do any act involving drug selection, selection of stock, manufacturing,
compounding or dispensing; nor shall respondent manage, administer, e+-be-a-consultantto-or
assist any licensee of the board;. Respondent shall not e~have access to or control the
ordering, manufacturing or dispensing of dangerous drugs and devices or controlled

| substances. Respondent shall not resume work until notified by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
entity-licensed premises by the board in which he or she holds an interest at the time this
decision becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

| 2.2. __Obey All Laws

Respondent shall obey all state and federal laws and regulations-substantiallyrelated-to-or
Respondent shall report any of the following occurrences to the board, in writing, within seventy-
two (72) hours of such occurrence:
= an arrest or issuance of a criminal complaint for violation of any provision of the Pharmacy
Law, state and federal food and drug laws, or state and federal controlled substances
laws
= aplea of guilty or nolo contendre in any state or federal criminal proceeding to any criminal
complaint, information or indictment
= aconviction of any crime
= discipline, citation, or other administrative action filed by any state or federal agency which
involves respondent’s license or which is related to the practice of pharmacy or
the manufacturing, obtaining, handling, distributing, billing, or charging for any drug, device
or controlled substance.

Failure to timely report any such occurrence shall be considered a violation of probation.

3-3. _Reporting to the Board
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Respondent shall report to the board quarterly, on a schedule as directed by the board or its
designee. The report shall be made either in person or in writing, as directed. Among other
requirements, Rrespondent shall state in each report under penalty of perjury whether there has
been compliance with all the terms and conditions of probation. Failure to submit timely reports
in a form as directed shall be considered a violation of probation. Any period(s) of delinquency in
submission of reports as directed may be added to the total period of probation. Moreover, {if the
final probation report is not made as directed, probation shall be automatically extended
adtermatically-until such time as the final report is made and accepted by the board.

4.4. Interview with the Board

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with the
board or its designee, upenreguestat various-such intervals and ata-locations as are te-be
determined by the board or its designee. Failure to appear for any scheduled interview without
prior notification to board staff, or failure to appear at two (2) or more scheduled interviews with

the board or its designee during the period of probation, shall be considered a violation of
probation.

5.5. Cooperatione with Board Staff

Respondent shall cooperate with the board's inspectional program and #-with the board's
monitoring and investigation of respondent's compliance with the terms and conditions of his or
her probation. Failure to eemply-cooperate shall be considered a violation of probation.
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6-6. Notice to Employers
During the period of probation, Rrespondent shall notify all present and prospective employers of
the decision in case number and the terms, conditions and restrictions imposed on
respondent by the decision, as follows:-

Within thirty (30) days of the effective date of this decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause his or her direct
supervisor, pharmacist-in-charge (including each new pharmacist-in-charge employed during
respondent's tenure of employment) and owner empleyerto report to the board in writing
acknowledging_that the listed individual(s) has/have empleyerhas-read the decision in case
number and the terms and conditions imposed thereby. It shall be respondent’s
responsibility to ensure that his or her employer(s) and/or supervisor(s) submit timely
acknowledgement(s) to the board.

If respondent works for or is employed by or through a pharmacy employment service,
respondent must notify the-his or her direct supervisor, pharmacist-in-charge andfer owner at
every pharmacy of the terms and conditions of the decision in case number in advance
of the respondent commencing work at each pharmacy._A record of this notification must be
provided to the board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen (15)
days of respondent undertaking any new employment by or through a pharmacy employment
service, respondent shall cause his or her direct supervisor with the pharmacy employment
service to report to the board in writing acknowledging that he or she has read the decision in
case number and the terms and conditions imposed thereby. It shall be respondent’s
responsibility to ensure that his or her employer(s) and/or supervisor(s) submit timely
acknowledgment(s) to the board.

Failure to timely notify present or prospective employer(s) or to cause that/those employer(s) to
submit timely acknowledgements to the board shall be considered a violation of probation.

“Employment" within the meaning of this provision shall include any full-time, part-time,
temporary or relief service or pharmacy management service as a pharmacy technician or in
any position for which a pharmacy technician license is a requirement or criterion for
employment, whether the respondent is considered an employee, erindependent contractor
or volunteer.

+7. Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Rrespondent shall pay to the
board its costs of investigation and prosecution in the amount of $ . Respondent shall
make said payments as follows: ._There shall be no deviation from this schedule
absent prior written approval by the board or its designee. Failure to pay costs by the deadline(s)
as directed shall be considered a violation of probation.

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to
reimburse the board its costs of investigation and prosecution.

Option: If respondent fails to make any payment by the directed deadline(s), the stay shall
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terminate and the license shall be revoked without further notice or opportunity to be heard.

8.8. Probation Monitoring Costs

Respondent shall pay the-any costs associated with probation monitoring as determined by the
board each and every year of probation. Such costs shall be payable to the board-atthe-end-of
each-yearofprobation on a schedule as directed by the board or its designee. Failure to pay
such costs by the deadline(s) as directed shall be considered a violation of probation.

9.9. Status of License

Respondent shall, at all times while on probation, maintain an active, current pharmacy
technician registration/ecertification-license with the board, including any period during which
suspension or probation is tolled. Failure to maintain an active, current license shall be
considered a violation of probation.

If respondent’'s pharmacy technician registrationfcertification-license expires or is cancelled by
operation of law or otherwise at any time during the period of probation, including any extensions

thereof due to tolling or otherwise, upon renewal or reapplication; respondent's license shall be
subject to all terms and conditions of this probation not previously satisfied.

10. License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent cease work due to retirement or
health, or be otherwise unable to satisfy the terms and conditions of probation, respondent may
tender his or her pharmacy technician license to the board for surrender. The board or its
designee shall have the discretion whether to grant the request for surrender or take any other
action it deems appropriate and reasonable. Upon formal acceptance of the surrender of the
license, respondent will no longer be subject to the terms and conditions of probation. This
surrender constitutes a record of discipline and shall become a part of the respondent’s license
history with the board.

Upon acceptance of the surrender, respondent shall relinquish his or her pharmacy technician
license to the board within ten (10) days of notification by the board that the surrender is
accepted. Respondent may not reapply for any license, permit, or registration from the board for
three (3) years from the effective date of the surrender. Respondent shall meet all requirements
applicable to the license sought as of the date the application for that license is submitted to the
board.

10-11. Notification of a Change in Name, Residence Address, EmpleymentiMailing
Address or EmploymentGShange

Respondent shall notify the board in writing within ten (10) days of any change of employment.
Said notification shall include the reasons for leaving,-andfer the address of the new employer,
the name of the supervisor erand owner, and the work schedule; if known. Respondent shall
further notify the board in writing within ten (10) days of a change in name, residence address
and mailing address, or phone number.

Failure to timely notify the board of any change in employer(s), name(s), address(es), or phone
number(s) shall be considered a violation of probation.
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11.12. Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
employed as a pharmacy technician in California for a minimum of hours per
calendar month. Any month during which this minimum is not met shall toll the period of
probation, i.e., the period of probation shall be extended by one month for each month during
which this minimum is not met. During any such period of tolling of probation, respondent must
nonetheless comply with all terms and conditions of probation.

phanmaey—teehmean#e*emptee—Should respondent regardless of reS|dency, for any reason

(including vacation) cease practicirg-working as a pharmacy technician eran-exemptee-for a
minimum of hours per calendar month in California, respondent must notify the

board in writing within ten (10) days of cessation of praetice-work and must further notify the
board in wntlnq W|th|n ten (10) days of er—the resumptlon of the-practice work. Such-periods—of
- Any failure to provide such

notlflcatlon(s) shaII be con5|dered a V|0Iat|on of probatlon

It is a violation of probation for respondent's probation to remain tolled pursuant to the provisions
of this condition for a total period, counting consecutive and non-consecutive months, exceeding

three-consecutive-years thirty-six (36) months.

"Cessation of practicework”" means any-period-of-time-exceeding-30-days-calendar

month during #-which respondent is not ergaged-in-the-practice-ef-working for at least
hours as a pharmacy technician, as defined in secioh————ofthe

Business and Professions Code section 4115. “Resumption of work” means any
calendar month during which respondent is working as a pharmacy technician for at least

hours as a pharmacy technician as defined by Business and Professions Code
section 4115.

12.13. Violation of Probation

If a respondent has not complied with any term or condition of probation, the board shall have
continuing jurisdiction over respondent, and probation shall automatically be extended, until all
terms and conditions have been satisfied or the board has taken other action as deemed
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and to
impose the penalty that was stayed.

If respondent violates probation in any respect, the board, after giving respondent notice and an
opportunity to be heard, may revoke probation and carry out the disciplinary order whieh-that was
stayed._Notice and opportunity to be heard are not required for those provisions stating that a
violation thereof may lead to automatic termination of the stay and/or revocation of the license. If

a petition to revoke probation or an accusation is filed against respondent during probation, the
board shall have continuing jurisdiction, and the period of probation shall be automatically
extended; until the petition to revoke probation or accusation is heard and decided.
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| 13.14. Completion of Probation

Upon written notice by the board indicating successful completion of probation, respondent's
pharmacy technician registration-license will be fully restored.

2:15. No Ownership of Licensed Premises

Respondent shall not own, have any legal or beneficial interest in, or serve as a manager,
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administrator, member, officer, director, trustee, associate, or partner of any business, firm,
partnership, or corporation currently or hereinafter licensed by the board. Respondent shall sell
or transfer any legal or beneficial interest in any entity licensed by the board within ninety (90)
days following the effective date of this decision and shall immediately thereafter provide written
proof thereof to the board. Failure to timely divest any legal or beneficial interest(s) or provide
documentation thereof shall be considered a violation of probation.

Option: Respondent shall not acquire any new ownership, legal or beneficial interest nor serve
as a manager, administrator, member, officer, director, trustee, associate, or partner of any
additional business, firm, partnership, or corporation licensed by the board. If respondent
currently owns or has any legal or beneficial interest in, or serve as a manager, administrator,
member, officer, director, trustee, associate, or partner of any business, firm, partnership, or
corporation currently or hereinafter licensed by the board, respondent may continue to serve in
such capacity or hold that interest, but only to the extent of that position or interest as of the
effective of this decision. Violation of this restriction shall be considered a violation of probation.

3.16. Attend Substance Abuse Recovery Relapse Prevention and Support
Groups_(Appropriate for those cases with chemical dependency (alcohol, drugs))

Within thirty (30) days of the effective date of this decision, respondent shall begin regular
attendance at a beard-appreved-recognized and established substance abuse recovery support
group in California, (e.g., Alcoholics Anonymous, Geeaire-Narcotics Anonymous, etc.;) which
has been approved by the board or its designee. Respondent must attend at least one group
meeting per week unless otherwise directed by the board or its designee. Respondent shall
continue regular attendance and submit signed and dated documentation confirming attendance
with each quarterly report for the duration of probation._Failure to attend or submit
documentation thereof shall be considered a violation of probation.

4:17. Random Drug Screening_(Appropriate for those cases with chemical dependency (alcohol,
drugs))

Respondent, at his or her own expense, shall participate in random testing, including but not
limited to biological fluid testing (urine, blood), breathalyzer, hair follicle testing, or a-other drug
screening program appreved-as directed by the board or its designee. Fhelength-oftime-shall
be-forthe-Respondent may be required to participate in testing for the entire probation period and
the frequency of testing will be determined by the board or its designee. At all times respondent
shall fully cooperate with the board or its designee, and shall, when directed, submit to such
tests and samples for the detection of alcohol, narcotics, hypnotics, dangerous drugs or other
controlled substances_as the board or its designee may direct. Failure to timely submit to testing
as directed shall eenstitute-be considered a violation of probation. Upon request of the board or
its designee, respondent shall provide documentation from a licensed practitioner that the
prescription for a detected drug was legitimately issued and is a necessary part of the treatment
of the respondent. Failure to timely provide such documentation shall be considered a violation
of probation. Any confirmed positive drug-test for alcohol or for any drug not lawfully prescribed
by a licensed practitioner as part of a documented medical treatment shall be considered a
violation of probation and shall result in the immediate-automatic suspension of praetice-work by

respondent. Respondent may not resume the-practice-ofpharmaecy-work as a pharmacy
technician until notified by the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of or any other
board licensed premises (wholesaler, veterinary food-animal drug retailer or any other distributor
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of drugs) any drug manufacturer, or any other location where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not do any act involving drug selection,
selection of stock, manufacturing, compounding or dispensing; nor shall respondent manage,
administer, or assist any licensee of the board. Respondent shall not have access to or control
the ordering, manufacturing or dispensing of dangerous drugs and devices or controlled
substances. Respondent shall not resume work until notified by the board.

Respondent shall not direct, control or perform any aspect of the practice of pharmacy. Subject
to the above restrictions, respondent may continue to own or hold an interest in any licensed
premises in which he or she holds an interest at the time this decision becomes effective unless
otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

5.18. Work Site Monitor_(Appropriate for those cases with chemical dependency (alcohol, drugs))

Within ten (10) days of the effective date of this decision, respondent shall identify a work site
monitor, for prior approval by the board, who shall be responsible for supervising respondent
during working hours. Fhre-Respondent shall be responsible for ensuring that the work site
monitor shalrepertreports in writing to the board quarterly. Should the designated work site
monitor determine at any time during the probationary period that respondent has not maintained
sobriety, he or she shall notify the board immediately, either orally or in writing as directed.
Should respondent change employment, a new work site monitor must be designated, for prior
approval by the board, within ten (10) days of commencing new employment._Failure to identify
an acceptable initial or replacement work site monitor, or to ensure guarterly reports are
submitted to the board, shall be considered a violation of probation.

6.19. Notification of Departure_(Appropriate for those cases with chemical dependency (alcohol,
drugs))

Hrespondentleaves-Prior to leaving the probationary geographic area designated by the board or
its designee for a period greater than twenty-four (24) hours, respondent shall notify the board
verbally and in writing of the dates of departure and return—prierte-leaving. Failure to comply
with this provision shall be considered a violation of probation.

7.20. _Abstain from Drugs and Alcohol Use_(Appropriate for those cases with chemical
dependency (alcohol, drugs))

Respondent shall completely abstain from the possession or use of alcohol, controlled
substances, dangerous drugs and their associated paraphernalia except when the drugs are
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon
request of the board or its designee, respondent shall provide documentation from the licensed
practitioner that the prescription for the drug was legitimately issued and is a necessary part of
the treatment of the respondent. Failure to timely provide such documentation shall be

con5|dered a V|o|at|on of probatlon Respendent—shatkensu#e—that—he—e%he—%qet—m—the—same

mdreanng—memaW&FenesseHheLehemreaLdependeneyRespondent shaII ensure that he or she

is not in the same physical location as individuals who are using illicit substances even if
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respondent is not personally ingesting the drugs. Any possession or use of alcohol, controlled
substances, or their associated paraphernalia not supported by the documentation timely
provided, and/or any physical proximity to persons using illicit substances, shall be considered a

violation of probation.
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8-21. Tolling of Suspension

During the period of suspension, respondent shall not leave California for any period exceeding
ten (10) days, regardless of purpose (including vacation). Any such absence in excess of ten
(10) days during suspension shall be considered a violation of probation. Moreover, any
absence from California during the period of suspension exceeding ten (10) days shall toll the
suspension, i.e., the suspension shall be extended by one day for each day over ten (10) days
respondent is absent from California. During any such period of tolling of suspension,
respondent must nonetheless comply with all terms and conditions of probation.

Respondent must notify the board in writing within ten (10) days of departure, and must further
notify the board in writing within ten (10) days of return. The failure to provide such notification(s)
shall constitute a violation of probation. Upon such departure and return, respondent shall not
return to work until notified by the board that the period of suspension has been satisfactorily

completed.

resulting from negligence or incompetence.)

Within days of the effective date of this decision, respondent shall pay restitution to
in the amount of $ . Failure to make restitution by this deadline shall be
considered a violation of probation.
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EXEMPTEEDESIGNATED REPRESENTATIVE

The board files cases against exemptees-designated representatives where the violation(s)
involve significant misconduct on the part of the licensee. The board believes that revocation is
typically the appropriate penalty when grounds for discipline are found to exist. Grounds for
discipline include, but are not limited to, the following violation(s) of law(s) involving:

= Possession of dangerous drugs and/or controlled substances

= Use of dangerous drugs and/or controlled substances

= Possession for sale of dangerous drugs and/or controlled substances
= Personal misuse of drugs or alcohol

If revocation is not imposed, the board recommends a minimum efa-Category Il level of
discipline be imposed on the-exemptee designated representative. This would include
suspension and probation.

TERMS OF PROBATION -— EXEMPTEEDESIGNATED REPRESENTATIVE

A minimum three-year probation period has been established by the board as appropriate in
most cases where probation is imposed. A minimum five-year probation period has been
established by the board as appropriate where self-administration or diversion of controlled
substances is involved. Terms and conditions are imposed to provide consumer protection and
to allow the probationer to demonstrate rehabilitation. A suspension period may also be required
as part of the probation order. The board prefers that any stayed order be for revocation rather
than for some period of suspension.

Probation conditions are divided into two categories: (1) standard conditions that shall appear in
aH-all probation cases, and (2) optional conditions that depend on the nature and circumstances
of a particular case. These conditions may vary depending on the nature of the offense(s).

The board may also impose any other condition appropriate to the case where the condition is
not contrary to public policy.

CATEGORY OF VIOLATIONS AND RECOMMENDED PENALTIES

CATEGORY Il - Penalty
Minimum: Revocation; Revocation stayed, 90 days actual suspension, three years
probation. All standard terms and conditions shall be included and optional terms
and conditions as appropriate.

Maximum: Revocation

Applies to all applicable statutes and regulations
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MODEL DISCIPLINARY LANGUAGE -- EXEMPTEEDESIGNATED
REPRESENTATIVE

The following standardized language shall be used in every decision where the order of condition
is imposed.

Revocation-Sirgle Cause

Designated Representative license Certificatior-number , Issued to respondent

is revoked. Respondent shall relinquish his or her designated representative
pocket-certification-license to the board within ten (10) days of the effective date of this decision.
Respondent may not petition the board for reinstatement of his or her revoked eertification
designated representative license for three (3) years from the effective date of this decision.

Respondent shall pay to the board its costs of investigation and prosecution in the amount of
$ within fifteen (15) days of the effective date of this decision.

Option: As a condition precedent to Ypen-reinstatement of his or her revoked designated
representative license eewtiication-respondent shall reimburse the board for its costs of
investigation and prosecution in the amount of $ . and-sSaid amount shall be paid in
full prior to the reinstatement of his or her-certification revoked designated representative license,

unless other\lee ordered by the hoard. Fre—respendenialctopoythe—abnonnispechiad—nisor

Suspension-Sigle-Cause

As part of probation,Gertification-number——issued-to respondent is
suspended from working as a designated representative for beginning the effective
date of this decisiona-periodof———.
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During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
licensed by the board, or any drug manufacturer, or any other location where dangerous drugs
and devices or controlled substances are maintained. Respondent shall not perform any of the
duties of a designated representative, nor do any act involving drug selection, selection of stock,
manufacturing, dispensing; nor shall respondent manage, administer, or be a consultant to any
licensee of the board, or have access to or control the ordering, manufacturing or dispensing of
dangerous drugs and devices and controlled substances. Respondent shall not resume work
until notified by the board.

Respondent shall not direct, control or perform any aspect involving the distribution of dangerous
drugs and devices and controlled substances. Subiject to the above restrictions, respondent
may continue to own or hold an interest in any licensed entity in which he or she holds an
interest at the time this decision becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.
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Standard Stay/Probation Order

Designated representative license Gertificatior-number issuedis
is revoked; however, the revocation is stayed and respondent is placed on
probation for years upon the following terms and conditions:

Issuance of Probationary License (In cases where a Statement of Issues has been filed.)

Upon satisfaction of all statutory and regulatory requirements for issuance of a license, a license
shall be issued to respondent and immediately revoked; the order of revocation is stayed and
respondent is placed on probation for years upon the following terms and conditions:

Surrender

Respondent surrenders certification-designated representative license number —
as of the effective date of this decision. Respondent shall relinquish his or her pecket
certification-designated representative license to the board within ten (10) days of the effective
date of this decision.

The surrender of respondent's license and the acceptance of the surrendered license by the
board shall constitute the imposition of discipline against respondent. This decision constitutes
a record of discipline and shall become a part of respondent's license history with the board.

Respondent understands and agrees that if he or she ever files an application for licensure or a
petition for reinstatement in the State of California, the board shall treat it as a new application for
licensure.

Respondent may not reapply for any eertification-ef-license, permit or registration from the board
for three (3) years from the effective date of this decision. Respondent stipulates that should he
or she respendentapply for any eertification-license from the board on or after the effective date
of this decision, all allegations set forth in the [accusation or petition to revoke probation] shall be
deemed to be true, correct and admitted by respondent when the board determines whether to
grant or deny the application. Respondent shall satisfy all requirements applicable to that license
as of the date the application is submitted to the board prior to issuance of a new license.
Respondent is required to report this surrender as disciplinary action.Sheuld-respendent-apply
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Respondent further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution in the amount of $ within days of the
effective date of this decision.

Option: Respondent stipulates that should he or she apply for any eertification-license from the
board on or after the effective date of this decision, thatinvestigation and prosecution costs in
the amount of $ shall be paid to the board prior to issuance of the-certification new
license.

Public Reprimand

It is hereby ordered that a public reprimand be issued against designated representative license,
. Respondent is required to report this reprimand as a disciplinary action.
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Adoption of Stipulation

It is understood by respondent that, in deciding whether to adopt this stipulation, the board may

| receive oral and written communication from its staff and the Atterrey-Generats-Office of the
Attorney General. Communications pursuant to this paragraph shall not disqualify the board or
other persons from future participation in this or any other matter affecting respondent. In the
event this settlement is not adopted by the board, the stipulation will not become effective and
may not be used for any purpose, except this paragraph, which shall remain in effect.
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STANDARD CONDITIONS — To be included in all probation decisions/orders.

. ot : : I
1.  Obey aAll Laws

6:2.—Reporting to the Board
+3. __Interview with the Board

5—— 14 Cooperatione with Board Staff
6—5. Notice to Employers
6. No Being Designated Representative-in-Charge

9.7. _ Reimbursement of Board Costs

10:8. Probation Monitoring Costs

45.9. Status of License

10. License Surrender While on Probation/Suspension

16:11. Notification of a Change in Name, Residence Address, Employment/Mailing Address or
Employment-Change

17:12. Tolling of Probation

18.13. Violation of Probation

19.14. Completion of Probation

OPTIONAL CONDITIONS

LAclualSucpepeioy
-15.  No Ownership of Licensed Premises
3:16. Attend Substance Abuse Recovery Relapse Prevention and Support Groups
4.17. Random Drug Screening
5:18. Work Site Monitor
6:19. Notification of Departure
+20. Abstain from Drugs and Alcohol Use
8:21. Tolling of Suspension
22. Restitution
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STANDARD CONDITIONS - TO BE INCLUDED IN ALL PROBATIONS

21. Obey All Laws

Respondent shall obey all state and federal laws and regulations-substantiallyrelated-to-or
Respondent shall report any of the following occurrences to the board, in writing, within seventy-
two (72) hours of such occurrence:
= an arrest or issuance of a criminal complaint for violation of any provision of the Pharmacy
Law, state and federal food and drug laws, or state and federal controlled substances
laws
= an arrest or issuance of a criminal complaint for violation of any state or federal law
= aplea of guilty or nolo contendre in any state or federal criminal proceeding to any criminal
complaint, information or indictment
= aconviction of any crime
= discipline, citation, or other administrative action filed by any state or federal agency which
involves respondent’s license or which is related to the practice of pharmacy or
the manufacturing, obtaining, handling or distribution or billing or charging for of any druqg,
device or controlled substance.

Failure to timely report any such occurrence shall be considered a violation of probation.

3-2. __Reporting to the Board

Respondent shall report to the board quarterly, on a schedule as directed by the board or its
designee. The report shall be made either in person or in writing, as directed. Among other
requirements, Rrespondent shall state in each report under penalty of perjury whether there has
been compliance with all the terms and conditions of probation. Failure to submit timely reports
in a form as directed shall be considered a violation of probation. Any period(s) of delinquency in
submission of reports as directed may be added to the total period of probation. Moreover, {if the
final probation report is not made as directed, probation shall be automatically extended
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autematically-until such time as the final report is made and accepted by the board.

4.3. Interview with the Board

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with the
board or its designee, upon request at variedssuch intervals ataand locations te-beas are
determined by the board or its designee. Failure to appear for any scheduled interview without
prior notification to board staff, or failure to appear for two (2) or more scheduled interviews with

the board or its designee during the period of probation, shall be considered a violation of
probation.

5.4. Cooperatione with Board Staff

Respondent shall cooperate with the board's inspectional program and #-with the board's
monitoring and investigation of respondent's compliance with the terms and conditions of his or
her probation. Failure to eemply-cooperate shall be considered a violation of probation.

82



83



6-5. Notice to Employers

During the period of probation, Rrespondent shall notify all present and prospective employers of
the decision in case number and the terms, conditions and restrictions imposed on
respondent by the decision, as follows:-

Within thirty (30) days of the effective date of this decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause his or her direct
supervisor, designated representative-in-charge (including each new designated representative-
in-charge employed during respondent’s tenure of employment) and owner empleyerto report to
the board in writing acknowledging that the listed individual(s) has/have empleyerhasread the
decision in case number and terms and conditions imposed thereby. It shall be
respondent’s responsibility to ensure that his or her employer(s) and/or supervisor(s) submit
timely acknowledgement(s) to the board.

If respondent works for or is employed by or through a pharmacy employment service,
respondent must notify the-pharmaecist-in-charge-his or her direct supervisor, designated
representative-in-charge andfer owner at everypharmacy-each entity licensed by the board of
the terms and conditions of the decision in case number in advance of the respondent
commencing work at each-pharmaey licensed entity. A record of this notification must be
provided to the board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen (15)
days of respondent undertaking any new employment by or through a pharmacy employment
service, respondent shall cause his or her direct supervisor with the pharmacy employment
service to report to the board in writing acknowledging that he or she has read the decision in
case number and the terms and conditions imposed thereby. It shall be the respondent’s
responsibility to ensure that his or her employer(s) and/or supervisor(s) submit timely
acknowledgment(s) to the board.

Failure to timely notify present or prospective employer(s) or to cause that/those employer(s) to
submit timely acknowledgements to the board shall be considered a violation of probation.

“Employment" within the meaning of this provision shall include any full-time, part-time,
temporary or relief service or pharmacy management service as a-pharmacy-technician
designated representative or in any position for which a designated representative license is
a requirement or criterion for employment, whether the respondent is considered an
employee or independent contractor or volunteer.

6. No Being Designated Representative-in-Charge

During the period of probation, respondent shall not be the designated representative-in-charge
of any entity licensed by the board unless otherwise specified in this order. Assumption of any
such unauthorized supervision responsibilities shall be considered a violation of probation.

7. —Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Rrespondent shall pay to the
board its costs of investigation and prosecution in the amount of $ . Respondent shall
make said payments as follows: ._There shall be no deviation from this schedule
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absent prior written approval by the board or its designee. Failure to pay costs by the deadline(s)
as directed shall be considered a violation of probation.

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to
reimburse the board its costs of investigation and prosecution.

Option: If respondent fails to make any payment by the directed deadline(s), the stay shall
terminate and the license shall be revoked without further notice or opportunity to be heard.

8. —Probation Monitoring Costs

Respondent shall pay the-any costs associated with probation monitoring as determined by the
board each and every year of probation. Such costs shall be payable to the board-atthe-end-of
each-yearofprobation on a schedule as directed by the board or its designee. Failure to pay
such costs by the deadline(s) as directed shall be considered a violation of probation.

9. —Status of License

Respondent shall, at all times while on probation, maintain an active, current certification
designated representative license with the board, including any period during which suspension
or probation is tolled._Failure to maintain an active, current license shall be considered a
violation of probation.

If respondent's eertification-designated representative license expires or is cancelled by
operation of law or otherwise at any time during the period of probation, including any extensions
thereof due to tolling or otherwise, upon renewal or reapplication; respondent's license shall be
subject to all terms and conditions of this probation not previously satisfied.

10. License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent cease work due to retirement or
health, or be otherwise unable to satisfy the terms and conditions of probation, respondent may
tender his or her designated representative license to the board for surrender. The board or its
designee shall have the discretion whether to grant the request for surrender or take any other
action it deems appropriate and reasonable. Upon formal acceptance of the surrender of the
license, respondent will no longer be subject to the terms and conditions of probation. This
surrender constitutes a record of discipline and shall become a part of the respondent’s license
history with the board.

Upon acceptance of the surrender, respondent shall relinquish his or her designated
representative license to the board within ten (10) days of notification by the board that the
surrender is accepted. Respondent may not reapply for any license, permit, or registration from
the board for three (3) years from the effective date of the surrender. Respondent shall meet all
requirements applicable to the license sought as of the date the application for that license is
submitted to the board.

10-11. Notification of a Change in Name, Residence Address, Empleyment/Mailing
Address or EmploymentChange
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Respondent shall notify the board in writing within ten (10) days of any change of employment.
Said notification shall include the reasons for leaving andfer the address of the new employer,
supervisor erand owner and work schedule, if known. Respondent shall further notify the board
in writing within ten (10) days of a change in name, residence address and mailing address, or
phone number.

Failure to timely notify the board of any change in employer(s), name(s), address(es), or phone
number(s) shall be considered a violation of probation.

11.12. Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
employed as a designated representative in California for a minimum of hours per
calendar month. Any month during which this minimum is not met shall toll the period of
probation, i.e., the period of probation shall be extended by one month for each month during
which this minimum is not met. During any such period of tolling of probation, respondent must
nonetheless comply with all terms and conditions of probation.

exemptee—ShouId respondent regardless of re5|dency, for any reason (|nclud|nq vacatlon)
cease practicirg-working as an-exemptee- designated representative for a minimum of

hours in California, respondent must notify the board in writing within ten (10) days of cessation
of praetice-work and must further notify the board in writing within ten (10) days of e~the
resumption of-the-practice Work Any fallure to prowde such notlflcatlon(s) shaII be conS|dered a
violation of probation.

It is a violation of probation for respondent's probation to remain tolled pursuant to the provisions
of this condition for a total period, counting consecutive and non-consecutive months, exceeding

three-consecutive-years thirty-six (36) months.

"Cessation of practicework” means any period-of-time-exceeding-30-days-calendar
month during #-which respondent is not engaged-in-the-practice-of-a-pharmacy

technician-working as a designated representative for at least hours as a
designated representative as defined in-sectioh———ofthe-by Business and
Professions Code section 4053eras-an-exemptee-as-definedin-section——of
the Business-and-Professions-Code. “Resumption of work” means any calendar month
during which respondent is working as a designated representative for at least

hours as a designated representative as defined by Business and Professions Code
section 4053.

12.13. Violation of Probation

If a respondent has not complied with any term or condition of probation, the board shall have
continuing jurisdiction over respondent, and probation shall automatically be extended until all
terms and conditions have been satisfied or the board has taken other action as deemed
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and to
impose the penalty that was stayed.

If respondent violates probation in any respect, the board, after giving respondent notice and an
opportunity to be heard, may revoke probation and carry out the disciplinary order which-that was
stayed. Notice and opportunity to be heard are not required for those provisions stating that a
violation thereof may lead to automatic termination of the stay and/or revocation of the license. If
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a petition to revoke probation or an accusation is filed against respondent during probation, the
board shall have continuing jurisdiction, and the period of probation shall be automatically
extended, until the petition to revoke probation or accusation is heard and decided.

13.14. Completion of Probation

Upon written notice by the board indicating successful completion of probation, respondent's
certificate-designated representative license will be fully restored.
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OPTIONAL CONDITIONS OF PROBATION

2:15. No Ownership of Licensed Premises

Respondent shall not own, have any legal or beneficial interest in, or serve as a manager,
administrator, member, officer, director, trustee, associate, or partner of any business, firm,
partnership, or corporation currently or hereinafter licensed by the board. Respondent shall sell
or transfer any legal or beneficial interest in any entity licensed by the board within ninety (90)
days following the effective date of this decision and shall immediately thereafter provide written
proof thereof to the board._Failure to timely divest any legal or beneficial interest(s) or provide
documentation thereof shall be considered a violation of probation.

Option: Respondent shall not acquire any new ownership, legal or beneficial interest nor serve
as a manager, administrator, member, officer, director, trustee, associate, or partner of any
additional business, firm, partnership, or corporation licensed by the board. If respondent
currently owns or has any legal or beneficial interest in, or serve as a manager, administrator,
member, officer, director, trustee, associate, or partner of any business, firm, partnership, or
corporation currently or hereinafter licensed by the board, respondent may continue to serve in
such capacity or hold that interest, but only to the extent of that position or interest as of the
effective date of this decision._Violation of this restriction shall be considered a violation of

probation.

3.16. Attend Substance Abuse Recovery Relapse Prevention and Support
Groups_(Appropriate for those cases with chemical dependency (alcohol, drugs))

Within thirty (30) days of the effective date of this decision, respondent shall begin regular
attendance at a beard-approved-recognized and established substance abuse recovery support
group in California, (e.g., Alcoholics Anonymous, Geeaire-Narcotics Anonymous, etc.;) which
has been approved by the board or its designee. Respondent must attend at least one group
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meeting per week unless otherwise directed by the board or its designee. Respondent shall
continue regular attendance and submit signed and dated documentation confirming attendance
with each quarterly report for the duration of probation._Failure to attend or submit
documentation thereof shall be considered a violation of probation.

4.17. Random Drug Screening_(Appropriate for those cases with chemical dependency (alcohol,
drugs))

Respondent, at his or her own expense, shall participate in random testing, including but not
limited to biological fluid testing (urine, blood), breathalyzer, hair follicle testing, or a-other drug
screening program appreved-as directed by the board or its designee. Fhelength-of-time-shall
beferthe-Respondent may be required to participate in testing for the entire probation period and
the frequency of testing will be determined by the board or its designee. At all times respondent
shall fully cooperate with the board or its designee, and shall, when directed, submit to such
tests and samples for the detection of alcohol, narcotics, hypnotics, dangerous drugs or other
controlled substances _as the board or its designee may direct. Failure to timely submit to testing
as directed shall eenstitute-be considered a violation of probation. Upon request of the board or
its designee, respondent shall provide documentation from a licensed practitioner that the
prescription for a detected drug was legitimately issued and is a necessary part of the treatment
of the respondent. Failure to timely provide such documentation shall be considered a violation
of probation. Any confirmed positive drug-test for alcohol or for any drug not lawfully prescribed
by a licensed practitioner as part of a documented medical treatment shall be considered a
violation of probation and shall result in the immediate-automatic suspension of practice-work by

respondent. Respondent may not resume the-practice-of pharmacy-work as a designated
representative until notified by the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
licensed by the board, or any drug manufacturer, or any other location where dangerous drugs
and devices or controlled substances are maintained. Respondent shall not perform any of the
duties of a designated representative, nor do any act involving drug selection, selection of stock,
manufacturing, dispensing; nor shall respondent manage, administer, or be a consultant to any
licensee of the board, or have access to or control the ordering, manufacturing or dispensing of
dangerous drugs and devices and controlled substances. Respondent shall not resume work
until notified by the board.

Respondent shall not direct, control or perform any aspect involving the distribution of dangerous
drugs and devices and controlled substances. Subject to the above restrictions, respondent
may continue to own or hold an interest in any licensed entity in which he or she holds an
interest at the time this decision becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

5.18. Work Site Monitor_(Appropriate for those cases with chemical dependency (alcohol, drugs))

Within ten (10) days of the effective date of this decision, respondent shall identify a work site
monitor, for prior approval by the board, who shall be responsible for supervising respondent
during working hours. Respondent shall be responsible for ensuring that Fthe work site monitor
shallrepoertreports in writing to the board quarterly. Should the designated work site monitor
determine at any time during the probationary period that respondent has not maintained
sobriety, he or she shall notify the board immediately, either orally or in writing as directed.
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Should respondent change employment, a new work site monitor must be designated, for prior
approval by the board, within ten (10) days of commencing new employment. Failure to identify
an acceptable initial or replacement work site monitor, or to ensure quarterly reports are
submitted to the board, shall be considered a violation of probation.

6.19. Notification of Departure_(Appropriate for those cases with chemical dependency (alcohal,
drugs))

Hrespondentleaves-Prior to leaving the probationary geographic area designated by the board or
its designee for a period greater than twenty-four (24) hours, respondent shall notify the board
verbally and in writing of the dates of departure and return-prierte-leaving. Failure to comply
with this provision shall be considered a violation of probation.

7.20. Abstain from Drugs and Alcohol Use_(Appropriate for those cases with chemical
dependency (alcohol, drugs))

Respondent shall completely abstain from the possession or use of alcohol, controlled
substances, dangerous drugs and their associated paraphernalia except when the drugs are
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon
request of the board or its designee, respondent shall provide documentation from the licensed
practitioner that the prescription for the drug was legitimately issued and is a necessary part of

the treatment of the respondent Respenelent—shaﬂ-ensu#e—that—he—epshe—lsnet—m—the—same

mdmaﬂng%et#an%ness—ef—the—ehemte&kdependeneyFallure to tlmely prowde such

documentation shall be considered a violation of probation. Respondent shall ensure that he or
she is not in the same physical location as individuals who are using illicit substances even if
respondent is not personally ingesting the drugs. Any possession or use of alcohol, controlled
substances, or their associated paraphernalia not supported by the documentation timely
provided, and/or any physical proximity to persons using illicit substances, shall be considered a
violation of probation.
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8-21. Tolling of Suspension

During the period of suspension, respondent shall not leave California for any period exceeding
ten (10) days, regardless of purpose (including vacation). Any such absence in excess of ten
(10) days during suspension shall be considered a violation of probation. Moreover, any
absence from California during the period of suspension exceeding ten (10) days shall toll the
suspension, i.e., the suspension shall be extended by one day for each day over ten (10) days
respondent is absent from California. During any such period of tolling of suspension,
respondent must nonetheless comply with all terms and conditions of probation.

Respondent must notify the board in writing within ten (10) days of departure, and must further
notify the board in writing within ten (10) days of return. The failure to provide such notification(s)
shall constitute a violation of probation. Upon such departure and return, respondent shall not
resume work until notified by the board that the period of suspension has been satisfactorily

completed.

22. Restitution (Appropriate in cases of drug diversion, theft, fraudulent billing, or patient harm
resulting from negligence or incompetence.)

Within days of the effective date of this decision, respondent shall pay restitution to
in the amount of $ . Failure to make restitution by this deadline shall be
considered a violation of probation.
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TERMS OF PROBATION — PREMISES

A minimum three-year probation period has been established by the board as appropriate in
most cases where probation is imposed. A minimum five-year probation period has been
established by the board as appropriate where self-administration or diversion of controlled
substances-is+avelved has occurred at a licensed premises. Terms and conditions are
imposed to provide consumer protection-and-te-allew-the-probationerto-demeonstrate
rehabilitation. A suspension period may also be required as part of the probation order. The
board prefers that any stayed order be for revocation rather than for some period of suspension.

Probation conditions are divided into two categories: (1) standard conditions that shall appear in
aH-all probation cases, and (2) optional conditions that depend on the nature and circumstances
of a particular case. These conditions may vary depending on the nature of the offense(s).

The board may also impose any other condition appropriate to the case where the condition is
not contrary to public policy.

CATEGORIES OF VIOLATIONS AND RECOMMENDED PENALTIES

The California Pharmacy Law speemes—theldentlfles offenses for WhICh the board may take
disciplinary action against a license.

m—de%%ng—appmp&a%e—dsemhn&w—pen&lﬂe&lncluded amonq qrounds for d|SC|pI|ne are

violations of the Pharmacy Law itself, violations of requlations promulgated by the board, and
violations of other state or federal statutes or regulations.

The following are categories of possible violations used by the board to determine appropriate
disciplinary penalties. These categories represent the judgment of the board as to the perceived
seriousness of particular offenses.

Under each category, the board has grouped statutes and regulations where violations would
typically merit the recommended range of minimum to maximum penalties for that category.
These lists are representative, and are not intended to be comprehensive or exclusive. Where a
violation not included in these lists is a basis for disciplinary action, the appropriate penalty for
that violation may be best derived by comparison to any analogous violation(s) that are included.
Where no such analogous violation is listed, the category descriptions may be consulted.

These categories assume a single violation of each listed statute or requlation. For multiple
violations, the appropriate penalty shall increase accordingly. Moreover, if an individual has
committed violations in more than one category, the minimum and maximum penalties shall be
those recommended in the highest category.

The board also has the authority, pursuant to Business and Professions Code section 4301(n),
to impose discipline based on disciplinary action taken by another jurisdiction. The discipline
imposed by the board will depend on the discipline imposed by the other jurisdiction, the extent of
the respondent's compliance with the terms of that discipline, the nature of the conduct for which
the discipline was imposed, and other factors set forth in these guidelines.
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CATEGORY |

Minimum: Revocation; Revocation stayed; one-year probation. All standard terms and
conditions shall be included and optional terms and conditions as appropriate.

Maximum: Revocation
Category | discipline is recommended for:
= violations which are relatively minor but are potentially harmful
» repeated violations of a relatively minor nature:

Violations of the following codes are as-fellowsrepresentative of this category:

BUSINESS AND PROFESSIONS CODE

Article 3. Scope of Practice and Exemptions

4053 Exemptee Supervisienor of Manufacturers, etc.: Requirements\Whelesalers;—and
; Lol ies: . | Avienal T
4054 Supphying-Dialysis BragsSupply by Manufacturer, etc. of Certain Dialysis Drugs and
Devices
4056 ExemptHespitalsPurchase of Drugs at Wholesale — Hospital Containing 100 Beds
or Less
4057 ExemptArticlesExceptions to Application of this Chapter

4058 License-to-be-DisplayedDisplay of Original License

4062 Furnishing-Brugs-during-EmergeneyFurnishing Dangerous Drugs During
Emergency

4064 Emergency Refills of Prescription Without Prescriber Authorization

4065 Administration-through-hjection-Card-SystemInjection Card System; Requirements
for Administration

4066 Furnishing te-Oeean-Dangerous Drugs to Master or First Officer of Vessel

Article 4. Requirements for Prescription

4070 Reduction of Oral or Electronic Prescription to Writing

4071 Prescriber's May Authorize Agent to Transmittirg Prescriptions; Schedule 1I
Excluded

4072 Oral or Electronic Fransmitting-Transmission of Prescriptions{frem-a - Health Care
Facility

4073 Substitution of Generic Drug Preduct-Selection- Requirements and Exceptions

4074 Drug WarningsRisk: Informing Patient; Providing Consultation for Discharge
Medications

4076 Prescription_Container - -tabelRequirements for Labeling

4077 LabelingDispensing Dangerous Drug in Incorrectly Labeled Container

Article 5. Authority of Inspectors

4082 Information-about-PersonnelNames of Owners, Managers and Employees Open for
Inspection
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Article 6. General Requirements

4100 Change of Name-er~Address or Name — Notification to Board
K : . =
4103 Blood Pressure Measurement- Taking by Pharmacist

Article 7. Pharmacies
4114 Intern Pharmacist. Activities_ Permitted

41195 Transferring or Repackaging Dangerous Drugs by Pharmacy

4120 Nonresident Pharmacy: Registration Required
4121 Advertisement for Prescription RPrice-AdvertisingDrug: Requirements; Restrictions
4122 Reguestsfor-Required Notice at Availability of Prescription Price Information,

General Product Availability, Pharmacy Services; Providing Drug Price Information;
Limitations on Price Information Requests

4123 Pharmacy-contractsfor-Compeounding-ofParenteral BrugsCompounding Drug for
Other Pharmacy for Parenteral Therapy; Notice to Board

4124 Goentaetkens-Dispensing Replacement Contact Lenses: Requirements; Patient
Warnings; Registration with Medical Board; Application of Section to Nonresident
Pharmacies

Article 9. Hypodermic Needles and Syringes

4141 Furnishing Without License Reguired

4142 Prescription Required

4143 Exemption: Whelesale-Sales to Other Entity, Physician, etc.
4144 Exemption-Industrial Uses Exception

4145 ExemptionHuman-(nsulin-Adrenaline)-er-AnimalbdseException: Furnishing for

Admlnlstratlon of Insulln Adrenaline, or Specified Animal Uses; Conditions

4148 Confiscation if Found Outside Licensed Premises
4149 Nenresident-Sale by Distributor

Article 10. Pharmacy Corporations

4151 Licensure Requirements-fer-ShareholdersDirectorsand-Officers
4152 Corporate Name Requirements

4153 Shareholder Income w\W hile Disqualified

4156 Unprofessional Conduct by Corporation

Article 11. Wholesalers and Manufacturers

4161 Out-of-State Manufacturer or Nonresident Wholesaler: When License Required;
Application

4162 Registratioh—Agentlssuance or Renewal of Wholesaler License; Surety Bond

4164 Salesto-Unauthorized-PersensReports Required

4165 Sale or Transfer of Dangerous Drug or Device Into State: Furnishing Records _to

Authorized Officer on Demand; Citation for Non-compliance

4166 Respensibility-unti-BeliveryShipping of Dangerous Drugs or Devices — Wholesaler
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or Distributor
4167 Wholesaler: Bar on Obtaining Dangerous Drugs or Devices It Mere-TFhar-Cannot
Maintain Be-Stered-on Licensed Premises

Article 13. Non-Profit or Free Clinics

. .
4180 Purchase of Drugs at Wholesale Only with License: Eligible Clinics

4181 License Requirements; Policies and Procedures; Who May Dispense

4182 ApphieationDuties of Professional Director; Consulting Pharmacist Required
4183 No Medi-CalProfessional Dispensing Fee

4184 Ne-Sehedule-H-Dispensing Schedule 1l Substance Prohibited

4186 Professional DirectorAutomated Drug Delivery Systems

Article 14. Surgical Clinics

4190 Purchase of Drugs at Wholesale: Permitted Uses of Drugs; Required Records and
Policies; License Required {Surgical-Clinic)

4191 Lieense-Compliance with Department of Health Services Requirements; Who May
Dispense Drugs

4192 Duties of Professional Director; Providing Information to Board

4193 Ne-Medi-GalClinic Not Eligible for Professional Dispensing Fee; Ban on Offering
Drugs for Sale

4194 Ne-Sehedule-H-Dispensing_of Schedule Il Substance by Clinic Prohibited; Physician

May Dispense; Administration Authorized in Clinic

Article 15. Veterinary Food-Animal Drug Retailers

4196 License Required;: Temporary License on Transfer of Ownership; Persons
Authorized in Storage Area-Seeurity

4197 Minimum Standards;: Security; Sanitation; Board Regulations; Waivers

4198 Written Policies and Procedures Required;: Contents; Training of Personnel; Quality

Assurance;; Consulting Pharmacist
Article 17. Continuing Education

A233Renewal-Reguirements

4234Course-Content

4231 Requirements for Renewal of Pharmacist License: Clock Hours; Exemption for New
Licensee

4232 Content of Courses

Article 18. Poisons

4240 Application of Act
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Article 20. Prohibitions and Offenses

4341

4343

Advertising-ir-Compliance-with-Seetions-651-3Advertisement of Prescription Drugs

or Devices

Use-of-Sign-with—Pharmaecy—er-SimnitarFermsBuildings: Prohibition Against Use of

Certain Signs Unless Licensed Pharmacy Within

CALIFORNIA CODE OF REGULATIONS, TITLE 16

1704 Change of aAddress—repeorting-a-change-of address
1705 Notlflcatlon of Bankruptcy, Recelvershlp or quwdatlon—-—Fepertmg—the—sale—mvemgw
1708.2 Discontinuance of bBusiness—netiication-to-board-of-a-discontindance-of-business
| cubrmiosi : et
1708.4 Pharmacist hHandling fRadioactive dDrugs—training-efa-nuclearpharmaeist
1708.5 Pharmacy Furnishing Radioactive Drugs—nuclearpharmacy-reguirements
1709 Names of Owners and pPharmamst— in- eCharge—-—Feqw;emmgHmanen—en—a
mperﬂng—ef—ee#pe#ate—e#ﬁeer—ehanges
1714 Building-Operational Standards and Security
1715.6 Reporting dDrug ILoss—repertingloss-of-controlled-substances-to-the Board-within
thirty {30} day
1716 Variation from pPrescriptions—preseription-errors,-deviation-from-preseription
s eopsnnt of srasen ey
1717 Phapmaeeuﬂeal—Pharmaceutlcal pPractlce—dlspen&ng—m—new—eenwneF&
1717.1 Common Electronic Files—establishing-a-common-electronic-file-to-maintain
rod i i i
1717.4 Electronic Transmission of Prescriptions—transmitting-preseriptions-by-electronic
"
1718.1 Manufacturer's Expiration Date—handling-ofprescription-drugs-netbearing-a
: , rotion.d todoral
1726 PreeeptorSupervision of Intern Pharmacists
I .
1728 nternExperierce—Requirements for HeensdreExamination
1732.1 Requwements for Reeegn&ed—Accredlted Prowders——mqumements—te—pmwde
1732.3 Geupsewe«ﬁ(—ApprevaHeFFlFewderRequwements for Contlnumq Educatlon Courses
17324 Provider Audit Requirements
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1732.5
1744

Renewal Requwements for Pharmamst

1751 Sterile Injectable Compounding Area

1751.01  Facility and Equipment Standards for Sterile Injectable Compounding from Non-
Sterile Ingredients

1751.02  Policies and Procedures

1751.11  Furnishing to Home Health Agencies and Licensed Hospices

1751.12  Obligations of a Pharmacy Furnishing Portable Containers

1771 Posting of ANotice of sSuspension—suspended-pharmacy-mustposta-notice-of
suspension

1772 Disciplinary eConditions of sSuspension—suspended-pharmacist shallnotentera

: S : I latod dut

1780 Minimum sStandards for w\Wholesalers

1780.1 Minimum Standards for Veterinary Food-Animal Drug Retailers

1781 Exemption eCertlflcate——exemptee—must—be—pFesem—m—a—manH#aeuﬁeps—e#

1786

1787 Authorization to Dlstrlbute Hemodlaly3|s Drugs and Devices

1790 Assembling and Packaging

1791 Labeling

1792 Receipt effor Shipment

HEALTH AND SAFETY CODE—FHHLE22

11100

11100.1

11151

11158

11159
11159.1
11159.2
11167

11167.5

Report of Certaln Chemlcal Chemlcals Included Exclu5|ons Penaltiescontrolled

Report of Chemicals eentrelled-substanees+Received from eQutside sState;
Fonalics-—resoping-Purelheces ol reclpoloc cionien s fropn onloide Colonns

Limitation on Filling Prescriptions From Medical Students-ssued-By-Unlicensed

Prescrlptlon rRequired for Schedule I—II I, eIV, or V VeControIIed sSubstances—-

dlspengng Exceptlon for lelted Dlspensmq Admlnlstratlon

Chart Order Exemption for pPatient in eCounty or iLicensed khHospital; Maintaining
Record for Seven Years—coentrolled-substance-ordersin-hospitals

Chart Order Exemption for Clinic ReeerdsPatient; Maintaining Record for Seven
Years

Exception to Triplicate Prescription RequirementFerminaly-H-Exeception
Emergency dDispensing of Schedule Il sSubstance: Circumstances and
Requirements---emergency-oral-Schedule Hprescriptions-mustreceive-a-triplicate

withie-sonopi s tare (7000 Rove
Emergeney-o0ral or Electronic pPrescriptions for Schedule Il Controlled Substance
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11171
11172
11175

11180

11200
11201
11205
11206
11209
11210
11250
11251

11252

11253
11255

11256
111225 to
111655

for Specified 4In-pat|ents ReS|dents and Home Hosplce Patlents Requwements—-

Antedating or pPostdating pPrescription Prohibited

Prohibition on Obtaining and-or pPossessienng ANonconforming pPrescription;
Prohibition on eObtaining eControlled sSubstance by asNonconforming pPrescription
Prohibition on Controlled sSubstance eObtalned or pPossessed by nNonconformlng

pPrescription
prescriptions
Restrictions on dDispensing or fRefilling; Refill of Schedule Il Prescription Barred-
Emergency Refill by-Pharmaeistof Schedule lll, 1V, or V Prescription; Circumstances;
Requirements

Maintenance and £Retention of Records in Separate {File—separate-preseription-file
for-Schedule Hpreseriptions

Required ilnformation_on Prescription—nfermation-required-on-a-preseriptionfor
controlled-substances

Delivery ef-Ceontrolledand Receiving Requirements for Schedule |l lll, and IV
Substances; Violation

<

ssumg Prescrlptlon By Whom For What Purpose Quantlty to Be PI’eSCI’Ibed—H-F}deF

Authorized Retail Sale by Pharmacists to Physicians, etc.; Required Order Form

Authorized Wholesale Sale by Pharmacists

Preservation of fFederally rfRequired fForms—a-whelesalerormanufacturermust
pasintainrecoide ofcales

Duration of fRetention

Actions eConstituting sSale—erdersforfuture-delivery-constitutes-a-sale-ofa
soptelodornomanee

Required Report of Order bBy or Sale to Out-of-State Wholesaler or Manufacturer

Adulterated or Misbranded Drugs or Devices

CODE OF FEDERAL REGULATIONS, TITLE 21

1301.13

1301.14

1301.71
1301.72

1301.73

PersoensReguired-to-RegisterApplication for registration; time for application;

expiration date; reqgistration for independent activities; application forms, fees,
contents and signature; coincident activities.
Separate-Registration-for-Separate-LocationsFiling of application; acceptance for
filing; defective applications.

Security requirements; generally.

Physical security controls for non-practitioners; narcotic treatment programs and
compounders for narcotic treatment programs; storage areas.

Physical security controls for non-practitioners; compounders for narcotic treatment
programs; manufacturing and compounding areas.

99



1301.74

1301.77

Other security controls for non-practitioners; narcotic treatment programs and
compounders for narcotic treatment programs.

PhysiealsSecurity controls for praetitionersfreight forwarding facilities.

g0 : 1o 9

Employee responsibility to report drug diversion.

Location and size of symbol on label and labeling.
Effective Bdates of Llabeling Rrequirements.

Labeling and packaging requirements for imported and exported substances.

Reports from manufacturers importing epigmnarcotic raw material.

Reports of manufacturers importing medieiral-coca leaves.

1301.90 Employee screening procedures.
1301.91

1301.92 lllicit activities by employees.
1302.03  Symbol required; exceptions.
1302.04

1302.05

1302.06  Sealing of controlled substances.
1302.07

1304.11 _ Inventory reguirements.
1304.31

1304.32

1304.33  Reports to ARCOS.

1305.03  Distributions requiring a Form 222 or a digitally signed electronic order.
1305.04  Persons entitled to order Schedule | and Il controlled substances.
1305.05  Power of attorney.

1305.06 Persons entitled to fill orders for Schedule | and Il controlled substances.
1305.11 Procedure for obtaining DEA Forms 222.

1305.12 Procedure for executing DEA Forms 222.

1305.14  Procedure for endorsing DEA Forms 222.

1305.15 Unaccepted and defective DEA Forms 222.

1305.16 Lost and stolen DEA Forms 222.

1306.03  Persons entitled to issue prescriptions.

1306.05  Manner of issuance of prescriptions.

1306.14  Labeling of substances and filling of prescriptions.—Sehedule-H-
1306.24  Labeling of substances and filing of prescriptions.—Sehedule-t-and-/

1306.25 Transfer between pharmacies of prescription information for Schedules lll, IV, and V
controlled substances for refill purposes.

1306.26  Dispensing ¥ without a Rprescription.

1307.11  Distribution by dispenser to another practitioner or reverse distributor.—

1307.12  Manufacture-and-dDistribution ef-narceticseolutions-and-compeundsby-a
pharmacistto supplier or manufacturer.

1307.13  Distribution-to-supplierincidental manufacture of controlled substances.

1307.21  Procedure for disposaling of controlled substances.

1700.1 to

1707.15  Child-resistant containers.
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CATEGORY I

Minimum: Revocation; Revocation stayed, three years probation (five years probation where
self-administration or diversion of controlled substances-is-+vehved occurred at
the licensed premises). All standard terms and conditions shall be included and
optional terms and conditions as appropriate.

Maximum: Revocation

Category Il discipline is recommended for:
= violations with a serious potential for harm
= violations which involve greater disregard for pharmacy law and public safety
= violations which reflect on ethics, care exercised or competence or a criminal
conviction not involving dangerous drugs or controlled substances or involving
possession or use of dangerous drugs or controlled substances.
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Violations of the following codes are as-foellowsrepresentative of this category:

BUSINESS AND PROFESSIONS CODE

650 Rebates or Discounts for Referral Prohibited
650.1 Lease Prohibition — Hospitals or Prescribers
651 Professional Advertising Requirements

Article 3. Scope of Practice and Exemptions

4051(b) Conduct Authorized by Pharmacistfrom-Outside-Pharmacy
4052 conduct-Authorized-by-PharmaeistFurnishing to Prescriber; Permissible Procedures

by Pharmacist in Health Care Facility or Clinic or for Other Health Care Provider

4060 Possession-of-Controlled Substance — Prescription Required; Exceptions
4061 Distribution of Sample-Drugs as Sample; Written Request Required

4064 Emergency Refills of Prescription Without Prescriber Authorization

4067 Internet; Preseription-Dispensing everthetnternetDangerous Drugs or Devices

without Prescription

4075 Proof of Identity Required — Oral or Electronic Prescription
4078 False or Misleading Label on Prescription

Article 6. General Requirements

4101 Ferminationas-Pharmacist in Charge, Exemptee: Termination of Employment; ;
Neotice-Notification to Board

4104 Licensed Employee, Theft or Impairment: Pharmacy Procedures

4105 Retaining Records of Dangerous Drugs and Devices on Licensed Premises;

Temporary Removal; Waivers; Access to Electronically Maintained Records

Article 7. Pharmacies

" I . .

4112 Nonresident Pharmacy: Registration; Provision of Information to Board; Maintaining
Records; Patient Consultation

4113 Pharmacist in Charge: Notification to Board; Responsibilities

4115 Pharmacy Technician: Activities Permitted; Required Supervision; Activities Limited
to Pharmacist; Registration; Requirements for Registration; Ratios

I hoic =
41155 Pharmacy Technician Trainee; Placement; Supervision; Requirements
4116 Security of Dangerous Drugs and Devices in —Pharmacy: Pharmacist

Responsibility for Individuals on Premises; Requlations

4117 Seeurity—Heospital-PharmaeyAdmission to Area Where Narcotics are Stored, etc. —
Who May Enter

4120 Non-Rresident Pharmacy: Registration Required
4125 Pharmacy Quality Assurance Program Required; Records Considered Peer Review
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Documents
Article 9. Hypodermic Needle and Syringes

4140 Unlawful Possession
4147 Disposal of Needle or Syringe

Article 11. Wholesalers and Manufacturers

4161 Nonresident Wholesaler: When License Required; Application
4163 Salesto-Unauthorized PersensFurnishing by Manufacturer or Wholesale

4164 Repering-by-Manufacturerand-WhelesalersReports Required
4169(a)(1) Prohibited Acts

Article 13. Non-Profit of Free Clinics
4185 Inspections Permitted

Article 14. Surgical Clinics

4195 Inspections Permitted

Article 19. Disciplinary Proceedings

4301 GeneraluUnprofessional eConduct ard-- subsections (a)-(h), (1), and (I) threugh- (q)

4302 Pharmaecy-CorperationDiscipline of Corporate Licensee for Conduct of Officer,
Director, Shareholder

4303 Nonresident Pharmacy. Grounds for Discipline

4304 Out-of- Sstate Dlstrlbutor s Authorlty to D|SC|pI|ne

4305 Disciplinary Grounds: Failure of Pharmacy, Pharmacist to Notify Board of

Termination of Pharmacist in Charge; Continuing to Operate Without Pharmacist
4305.5 Disciplinary Grounds: Failure of Other Entity Licensed by Board, ofte-keep

Pharmacist in-Gharge-or Exemptee in-ChargeFailure-to Notify Board of Termination
of SamePharmacist in Charge or Exemptee; Continuing to Operate Without

Pharmacist or Exemptee

4306 V|oIat|on of Professmnal Corporatlon Act as Unprofessmnal Conduct
4306.5 Pharmacist-Misuse of Education, etc. by Pharmacist Outside Course of Practice of
Pharmacy as Unprofessional Conduct

Article 20. Prohibitions and Offenses

4326 Hypodermics-Obtaining-FalselyMisuseMisdemeanor: Obtaining Needle or Syringe
by Fraud, etc.; Unlawful Use of Needle or Syringe Obtained from Another

4328 wamg—@empewdmg—by—N%—pha#maestMlsdemeanor Permitting Compounding,

Dlspensmq or Furnlshlnq by Non pharmamst

4330

by—P-haHmaeis{-m—GhaFgeMlsdemeanor Non pharmamst Owner Falllnq to Place
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4331

4333

4340

Pharmacist in Charge, Dispensing or Compounding Except by Pharmacist,

Interferrnq with Pharmacrst in Charqe

Exemptee—%m%eﬂaeeﬂqarmaeﬁpepéeempte&m—erargeMrsdemeanor

Medical Device Retailer, Wholesaler, Veterinary Food-Animal Drug Retailer Failing to
Place Pharmacist or Exemptee in Charge, Permitting Dispensing or Compounding
Except by Pharmacist or Exemptee

Failure-to-Maintain-PreseriptionFilesMaintaining Prescriptions, Other Drug Records
on Premises, Open to Inspection; Waiver; Willful Failure to Keep or Permit
Inspectlon of Records of Prescrlptlons Other Records as Mlsdemeanor

PharmaeyUnlavvful Advertrsmq by Nonresrdent Pharmacy Not Reqrstered with Board

Article 22. Unfair Trade Practices

4380

Resale of Preferentrally Priced Drugsl,—Emergeney Prohlbrtron Exceptlons

4382

Autherrty—ef—Board te-May Audlt fer—GemphaneeSales to Walk in Customers

CALIFORNIA CODE OF REGULATIONS, TITLE 16

1707.1

1707.2

1707.3

1709.1
1714.1

Duty to mMaintain seMedication pProfiles (pPatient mMedication fRecords) —

: : . ot cati il
Notice to eConsumers and dDuty to eConsult—reguirements-ofpharmaeistto

i - g
Reviewing-the-patient profile prior-to-consultationDuty to Review Drug Therapy and
Patient Medication Record Prior to Deliver
Designation of pPharmacist in eCharge
Pharmacy Operation dDuring Temporary Absence of a Pharmacist

i ‘o by the PharracistinCl

1715 Self-Assessment of a Pharmacy by the Pharmacist-in-Charge

1715.5 Fransmitting-Sehedule- HPreseription-trformationto-CURESImplementation of
Electronic Monitoring of Schedule |l Prescriptions

1716.1 Compounding Unapproved dDrugs for pPrescriber eOffice uUse

1716.2 Record rRequirements--when-eCompounding for fFuture fFurnishing

1717.2 Notice of Electronic Prescription Files

1717.3 Preprinted, mMultiple eCheck-off pPrescription bBlanks

1723.1 Confidentiality of Examination Questions

1745 Partial fFilling of Schedule Il pPrescriptions

1751.10  Furnishing to pParenteral pPatient at RHome—earrying-and-furpishing-dangerous
Sadgetopareniorel pelonls

1761(a) Erroneous or Uncertain Prescriptions—

1764 Unauthorized dDisclosure of pPrescriptions—revealing-the-contents-of-a-preseription
ot aerzedpeseRs

1765 Commissions, gGratuities, and rFRebates—coemmission-gratuity-orrebate-to-a-health
—  carefacility

1766 False or mMisleading aAdvertising

1775.3 Compliance with Orders of Abatement

1782 Reporting Sales of Drugs Subject to Abuse

1783 Manufacturer or Wholesaler Furnishing Drugs or Devices
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17931 to

1793. Duties of a Pharmacist

1793.2 Duties of a Pharmacy Technician

1793.3 Other Non-Licensed Pharmacy Personnel

1793.4 Qualifications for Registration as a Pharmacy Technician

1793.7 Requirements for Pharmacies Employing Pharmacy Technicians
1793.8 Technicians in Hospitals with Clinical Pharmacy Programs
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HEALTH AND SAFETY CODE;—HTHLE22

11103

Report of tTheft, ILoss, or sShipping dDiscrepancy—repertinglosses-ofrestricted

11150 lssuing-Controlled-Substance-PreseriptionPersons Authorized to Write or Issue a
Prescription

11152 Nonconforming pPrescriptions_Prohibited—filing-a-preseription-that-dees-not
Sororte-heresionepisathecode

11154 IssuiRg-Prescriptions, etc. Must Be for Treatment; Knowing Soliciting of Unlawful
Prescription, etc.

11156 Prescribing, etc. Administering-ordispensig-cControlled sSubstances to aAddict
Only as Authorized--prohibition-on-administering-or-dispensing-a-controlled
subotenec o an adoiet op o babinalpooy

11164 Completion-ofpPrescriptions for Schedule I, lll, IV and- V eControlled sSubstance:
Form and Content; Record of Practitioner Dispensing Schedule Il Controlled
Substance—preserphonreduionopistorcontrotod-subsiances

11165(d) CURES Transmission

11166 Time Limit Ffor Filling Schedule 1l Prescriptions; Knowingly Filling Mutilated, Forged,
or Altered Prescriptions Prohibited

11170 Prohibition on Prescribing, etc. eControlled sSubstance for sSelf-use—-prohibition-on

ibing.—administeri evmichi llod sul i

11179 Retention of Controlled Substance Prescription-peried—preseriptionfile-to-be

11207 Fuhng—ppesenpnen—eomy by—pPharmamst or +Intern Authorlzed to Fill Prescrlptlon

11209 Delivery and Receiving Requirements for Schedule II, 1ll, and-& IV Substances;
Violation

11350 Possession of sSpecified eControlled sSubstance—ilegal-poessession-ef-a-narcetic

11377 Unlawful pPossession of sSpecified sSubstance—illegal-poessession-efanon-

parcotic-controlled-substance

CODE OF FEDERAL REGULATIONS, TITLE 21

1304.03
1304.04
1304.11
1304.21
1304.22

1305.07
1305.13
1306.04

Persons required to keep records and file reports.

Maintenance of records and inventories.

General-Inventory requirements.forinventories

General requirements for continuing records.

Records for manufacturers, distributors, dispensers, researchers, importers and
exporters.

Power-of-attorreySpecial procedures for filling certain orders.
Preservation-of-orderformsProcedure for filling DEA Forms 222.

Purpose of issue of prescription.
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1306.06

Persons entitled to fill prescriptions.

B S A A S e R G- S SIS B RS R e R e s et s
1306.11  —Requirement efSchedule-H-RPprescriptions.

1306.12
1306.13
1306.21
1306.22
1306.23

Refilling prescriptions.—Schedule-H

Partial filling of prescriptions.—Sehedule-l}
Requirement of prescription.—Sehedule-tH-and-/
Refilling of prescriptions.—Sehedule-tH-and-/
Partial filling of prescriptions.—Sehedule-tH-and-V
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CATEGORY il

Minimum: Revocation; Revocation stayed, 90 days actual suspension, three to five years

probation (five years probation where self-administration or diversion of controlled
substances-is-velved occurred at the licensed premises). All standard terms
and conditions and optional terms and conditions as appropriate.

For a licensed premises, a minimum 14-28 days actual suspension.

Maximum: Revocation

Category Il discipline is recommended for:

most criminal convictions involving dangerous drugs or controlled substances
knowing or willfully violating laws or regulations pertaining to dispensing or distributing
dangerous drugs or controlled substances

fraudulent acts committed in connection with the licensee’s practice

drug shortages

violation of a licensee’s corresponding responsibility.

Violations of the following codes are as-follewsrepresentative of this category:

BUSINESS AND PROFESSIONS CODE

Article 3. Scope of Practice and Exemptions

4051(a) Conduct Limited Fto Pharmacist
4059 Furnishing Dangerous Drugs or Devices Prohibited Without Prescription: Exceptions
4059.5 Ordering-Who May Order Dangerous Drugs or Devices: Exceptions

Article 5. Authority of Inspectors

4080 Stock of Dangerous Drugs and Devices Kept Open for Inspection

4081 Records of-Acguisition-and-Dispensing: Dangerous Drugs and Devices Kept Open
for Inspection; Maintenance of Records, Current Inventory

4085(a) Unlawful to Remove, Sell, Dispose of Embargoed Dangerous Drug or Dangerous

Device

Article 7. Pharmacies

4110

4111

Reguirement-ef-License Required; Temporary LicenrsesPermit Upon Transfer of

Ownership
Restrictions on Prescriber Ownership-by-Preseribers-Prohibited

Article 11. Wholesalers and Manufacturers

4169(a)(2) to
4169(a)(5) Prohibited Acts
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Article 15. Veterinary Food-Animal Retailers

4199 Labeling:—Recerdkeeping Requirements; Maintaining Prescription Records

Article 19. Disciplinary Proceedings

4301 Unprofessional Conduct - Ssubsections (i) ard- (k) and (0)
4307 Prohibition against-of Association with-aof Individual with Entity License by Board:

Length of Prohibition; Individuals Covered; Imposition of Prohibition Through
Administrative Act Proceeding

4308 Netification-of Licensee-Person-is-Prohibited from-Association:;
ReplacementNotification of Affected Licensees Known to Board

Article 20. Prohibitions and Offenses

4322 Misdemeanor or Infraction: False Representations to ObtainSecure License for Self
or Others; False Representation of Licensure; Penalties

4323 Misdemeanor: False Representation of Self as Physician, Agent of Physician, etc. by
Felephone-orElectronic Hrahsmission-to Obtain a-Drug

4324 Felony or Misdemeanor: Forgery of Prescription; Possession of Drugs Obtained
Through Forged PrescriptionerAlteration

4325 Misdemeanor: Manufacture, Possession, etc. of False RPreducing-Prescription
Blanks-Without-Authorization

4327 Misdemeanor: Sale, Dispensing, or Compounding While Under the Influence Use-of
Aleehelor-Drugs while-en-Butyor Alcoholic Beverages

4329 Misdemeanor: Non-pharmacist Faking-ChargeActing as Manager, Compounding,
Dispensing or Furnishing Drugs

4332 Misdemeanor: Failure or Refusal to Maintain or Produce erPrevide-Required Drug or
Device Records; Willful Production of False Records

4335 Voided License: Knowing Failure to Arrange for Disposition of Stock as
Misdemeanor

4336 Felony: Knowing or Willful Use of Minor to Violate Specified Sections of Pharmacy

Law: Exception for Pharmacist Furnishing Pursuant to a Prescription
AzS oo te Mg oo n s s Bs e e e Clasuie
! ol :

Article 22. Unfair Trade Practices

4380 Resale of Preferentially Priced Drugs: Prohibition; Exceptions

CALIFORNIA CODE OF REGULATIONS, TITLE 16

1718 Current iinventory dDefined—audit-accountability-of dangerous-drugs
1761(b)  Centrolled-substance-presecription—professionaljudgmentErroneous or Uncertain
Prescriptions

1771 te
isciol it : . I bati
1771 Posting of Notice of Suspension
1772 Disciplinary Condition of Suspension
1773 Disciplinary Conditions of Probation of Pharmacist
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1774

Disciplinary Conditions of Probation of Permit

HEALTH AND SAFETY CODEFHH-E22

11104 Providing Chemical for lllicit Manufacturing; Evasion of Reporting Requirements;
Penaltiescontrolled-substancestor manutacturing

11105 False Statement in Report

11150 Persons aAuthorized to w\Write or ilssue a pPrescription

11153 Responsibility for Legitimacy ofeentrolied-substanee pPrescription; Corresponding
Responsibility of Pharmacist—eerresponding-responsibility-of-apharmacist

11153.5 Wholesaler or Manufacturer Furnishing acControlled sSubstance fer-eOther tThan
for alLegitimate mMedical pPurpose; Knowing Violation; Factors in Assessing

Legitimacy—soressondimetrosaonsiiyoowialesalar ormmainadocharer

11157 No False or fFictitious pPrescriptions—issuing-a-false-orfictitiouspreseription

11162.5 Counterfeiting or pPossession of eCounterfeit Triplicate pPrescription bBlank;
Penalty

11167.5  Pharmacy Generated Prescription for Schedule 1l Controlled Substance in a Skilled
Nursing Facility

11173 Fraud, dDeceit, mMisrepresentation or fFalse sStatement; False Representation;
False Label-ebtalmng—eemreued—&mstanees-by—#aud—epdeeeﬂ

11174 Prohibition on Providing False AName or aAddress in Connection with Prescription,
etc. —

11351 Possession or pPurchase for sSale of sSpecified eControlled sSubstance—illegal
possession-forsale of-a-narcotic

11368 Forged or aAltered pPrescriptions-ferging-a-harceticpreseription

11375 Possession for sSale or sSelling sSpecified sSubstance

11378 Possession for sSale-ilegal-possessionfor-sale-of-a-hronnarcetic

11550 Useing or bBeing eUnder the-influence of eControlled sSubstance

111295 Manufacturing, Selling or Offering for Sale an Adulterated Drug or Device

111300 Unlawful to Adulterate a Drug

111305 Unlawful to Receive in Commerce an Adulterated Drug

111440 Unlawful Manufacturer, selling a misbranded Drug

111445 Unlawful for a Person to Misbrand

111450 Unlawful to Receive into Commerce a Drug that is Misbranded

CATEGORY IV

Penalty:  Revocation

Revocation is recommended for violations _of the Uniform Controlled Substance Act (Heath and
Safety Code 11000 et seq.) involving:

possession for sale

transportation

importation

sale

use of a minor for the unlawful sale of controlled substances

Revocation is also recommended when:

a respondent fails to file a notice of defense or to appear at a disciplinary hearing
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where the board has requested revocation in the accusation

a respondent violates the terms and conditions of probation from a previous
disciplinary order

prior discipline has been imposed, as progressive discipline unless the respondent
can demonstrate satisfactory evidence of rehabilitation.

Violations of the following codes are as-follewsrepresentative of this category:

HEALTH AND SAFETY CODE;—HTFLE22

11352
11353
11379

11380

Importing, sSelling, fFurnishing eControlled sSubstance—illegal-sale-ef-a-narcetic
Adult iinducing sMinor to ¥Violate eentrelled-substaneespProvisions

Transporting, iimporting, sSelling eControlled sSubstances—illegal-sale-of-aren-
pareohe

Adult aUsing, sSoliciting or iintimidating srMinor for ¥Violation—vielatien-ef-nen-
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MODEL DISCIPLINARY LANGUAGE - PREMISES

The following standardized language shall be used in every decision where the order or condition
is imposed.

Revocation-Single-Cause

License number , Issued to respondent , Is revoked.

Forpremises-Respondent owner shall, by the effective date of this decision, arrange for the
destruction of, the transfer to, sale of or storage in a facility licensed by the board of all controlled
substances and dangerous drugs and devices. Respondent owner shall provide written proof of
such disposition, submit a completed Discontinuance of Business form and return the wall and
renewal license to the board within five days of disposition.

Respondent owner shall also, by the effective date of this decision, arrange for the continuation
of care for ongoing patients of the pharmacy by, at minimum, providing a written notice to
ongoing patients that specifies the anticipated closing date of the pharmacy and that identifies
one or more area pharmacies capable of taking up the patients' care, and by cooperating as may
be necessary in the transfer of records or prescriptions for ongoing patients. Within five days of
its provision to the pharmacy's ongoing patients, Respondent owner shall provide a copy of the
written notice to the board. For the purposes of this provision, "ongoing patients" means those
patients for whom the pharmacy has on file a prescription with one or more refills outstanding, or
for whom the pharmacy has filled a prescription within the preceding sixty (60) days.

Suspension -Sirgle-Cadse
License number , Issued to respondent is suspended for a
period of days begqinning the effective of this decision.

Respondent shall cease all pharmacy operations during the period of suspension. Failure to
comply with this suspension shall be considered a violation of probation.
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Standard Stay/Probation Order

License number , Issued to respondent is_revoked : however,
the revocation is stayed and respondent is placed on probation for
years upon the following terms and conditions:

Issuance of Probationary License_(In cases where a Statement of Issues has been filed.)

Upon satisfaction of all statutory and regulatory requirements for issuance of a license, a license

shall be issued to respondent and immediately revoked; the order of revocation is stayed and

respondent is placed on probation for years upon the following terms and conditions:
Surrender
Respondent owner surrenders license number as of the effective date of this

decision. Respondent owner shall relinquish his-er-herthe premises wall license and pecket
renewal license to the board within ten (10) days of the effective date of this decision.

The surrender of respondent's license and the acceptance of the surrendered license by the
board shall constitute the imposition of discipline against respondent. This decision constitutes
a record of discipline and shall become a part of respondent's license history with the board.

Respondent owner shall, within ten (10) days of the effective date, arrange for the destruction of,
the transfer to, sale of or storage in a facility licensed by the board of all controlled substances
and dangerous drugs and devices. Respondent owner shall further provide written proof of such
disposition and submit a completed Discontinuance of Business form according to board

quidelines.

Respondent owner shall also, by the effective date of this decision, arrange for the continuation
of care for ongoing patients of the pharmacy by, at minimum, providing a written notice to
ongoing patients that specifies the anticipated closing date of the pharmacy and that identifies
one or more area pharmacies capable of taking up the patients' care, and by cooperating as may
be necessary in the transfer of records or prescriptions for ongoing patients. Within five days of
its provision to the pharmacy's ongoing patients, Respondent owner shall provide a copy of the
written notice to the board. For the purposes of this provision, "ongoing patients" means those
patients for whom the pharmacy has on file a prescription with one or more refills outstanding, or
for whom the pharmacy has filled a prescription within the preceding sixty (60) days.

Respondent owner understands and agrees that if he or she ever files an application for a
licensed premises or a petition for reinstatement in the State of California, the board shall treat it
as a new application for licensure.

Respondent owner may not reapply for any license-permit-or+egistration from the board for
three (3) years from the effective date of this decision. Respondent owner stipulates that should
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he or she apply for any license from the board on or after the effective date of this decision, all

allegations set forth in the [accusation or petition to revoke probation] shall be deemed to be true,

correct and admitted by respondent when the board determines whether to grant or deny the
application. Respondent shall satisfy all requirements applicable to that license as of the date the

appllcatron is submltted to the board—rneledmg—but—net—lmuted%talengand—passmg—the

Respondent is elel+gated— eguwed to report thls surrender as d|SC|pI|nary actlon

Respondent owner further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution in the amount of $ within days of the effective
date of this decision.

Option: Respondent owner stipulates that should he or she apply for any license from the board
on or after the effective date of this decision the investigation and prosecution costs in the
amount of $ shall be paid to the board prior to issuance of the new license.

Public Reprimand

It is hereby ordered that a public reprimand be issued against licensee,
Respondent owner is required to report this reprimand as a disciplinary action.

Adoption of Stipulation

It is understood by respondent owner that, in deciding whether to adopt this stipulation, the board
may receive oral and written communication from its staff and the Attorney General’s Office.
Communications pursuant to this paragraph shall not disqualify the board or other persons from
future participation in this or any other matter affecting respondent. In the event this settlement is
not adopted by the board, the stipulation will not become effective and may not be used for any
purpose, except this paragraph, which shall remain in effect.
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STANDARD CONDITIONS - To be included in all probation decisions/orders.

Obey aAll laws

Reporting to the Board

Interview with the Board

Cooperatiene with Board Staff
Reimbursement of Board Costs

Probation Monitoring Costs

Status of License

License Surrender w\\ hile on Probation/Suspension
: Notice to Employees

10. Owners and Officers: Knowledge of the iLaw
11. Posted Notice of Probation

11.12. Violation of Probation

12— 13. Completion of Probation

©CoOoNOOA~WNE

OPTIONAL CONDITIONS

214. Community Services Program
3:15. Restitution

4.16. Separate File of Records

5.17. Report of Controlled Substances
6:18. Surrender of DEA Permit

+19. Posted Notice of Suspension
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STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS

1.1. Obey All Laws

Respondent owner shall obey all state and federal laws and regulations-substantiallyrelated-to-or
i il . ol .

Respondent owner shall report any of the following occurrences to the board, in writing, within
eveny—two (72) hours of such occurrence:

an arrest or issuance of a criminal complaint for violation of any provision of the Pharmacy
Law, state and federal food and drug laws, or state and federal controlled substances
laws

= aplea of guilty or nolo contendre in any state or federal criminal proceeding to any criminal
complaint, information or indictment

= aconviction of any crime

= discipline, citation, or other administrative action filed by any state and-or federal agency
which involves respondent’s license or which is related to the practice of
pharmacy or the manufacturing, obtaining, handling or distributieng, -e+billing, or charging
for ef-any drug, device or controlled substance.

Failure to timely report any such occurrence shall be considered a violation of probation.

2.2. __Reporting to the Board

Respondent owner shall report to the board quarterly, on a schedule as directed by the board or
its designee. The report shall be made either in person or in writing, as directed. Among other
requirements, Rrespondent owner shall state in each report under penalty of perjury whether
there has been compliance with all the terms and conditions of probation. Failure to submit
timely reports in a form as directed shall be considered a violation of probation. Any period(s) of
delinquency in submission of reports as directed may be added to the total period of probation.
Moreover, fif the final probation report iset-is not made as directed, probation shall be
automatically extended adutematicath-until such time as the final report is made and accepted by
the board.

3-3. Interview with the Board

Upon receipt of reasonable prior notice, respondent owner shall appear in person for interviews
with the board or its designee, upen-reguest-at varoussuch intervals at-aand locations te-be-as
are determined by the board or its designee. Failure to appear for any scheduled interview
without prior notification to board staff, or failure to appear for two (2) or more scheduled
interviews with the board or its designee during the period of probation, shall be considered a
violation of probation.

4.4. Cooperatione with Board Staff
Respondent owner shall cooperate with the board's inspectionat program and #-with the board's

monitoring and investigation of respondent's compliance with the terms and conditions of his or
her probation. Failure to eemply-cooperate shall be considered a violation of probation.
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55. Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Rrespondent owner shall pay to
the board its costs of investigation and prosecution in the amount of $ . Respondent
owner shall make said payments as follows: . _There shall be no deviation
from this schedule absent prior written approval by the board or its designee. Failure to pay
costs by the deadline(s) as directed shall be considered a violation of probation.

The filing of bankruptcy by respondent owner shall not relieve respondent of his or her
responsibility to reimburse the board its costs of investigation and prosecution.

Option: If respondent owner fails to make any payment by the directed deadline(s), the stay
shall terminate and the license shall be revoked without further notice or opportunity to be heard.

6-6. Probation Monitoring Costs

Respondent owner shall pay the-any costs associated with probation monitoring as determined
by the board each and every year of probation. Such costs shall be payable to the board-atthe

end-of-each-yearofprobation on a schedule as directed by the board or its designee. Failure to
pay such costs by the deadline(s) as directed shall be considered a violation of probation.

47. Status of License

Respondent owner shall, at all times while on probation, maintain a-current licensure with the
board. If respondent owner submits an application to the board, and the application is approved,
for a change of location, change of permit or change of ownership, the board shall retain
continuing jurisdiction over the license, and the respondent shall remain on probation as
determined by the board._Failure to maintain current licensure shall be considered a violation of

probation.

If respondent license expires or is cancelled by operation of law or otherwise at any time during
the period of probation, including any extensions thereof or otherwise, upon renewal or
reapplication respondent's license shall be subject to all terms and conditions of this probation
not previously satisfied.

8.8. License Surrender wWhile on Probation/Suspension

Followmg the effectlve date of this deC|S|on should respondent eeaee—ptaeﬂee—due—te—Fetwement

dlscontlnue busmess respondent owner may tender hts—ef—her—the Qremlses I|cense to the board
for surrender. The board or its designee shall have the discretion whether to grant the request
for surrender or take any other action it deems appropriate and reasonable. Upon formal
acceptance of the surrender of the license, respondent will no longer be subject to the terms and
conditions of probation.

Upon acceptance of the surrender, respondent owner shall relinquish his-er-herpocketthe
premises wall and renewal license to the board within ten (10) days of notification by the board
that the surrender is accepted. Respondent owner shall further submit a completed
Discontinuance of Business form according to board guidelines and shall notify the board of the
records inventory transfer.
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Respondent owner shall also, by the effective date of this decision, arrange for the continuation
of care for ongoing patients of the pharmacy by, at minimum, providing a written notice to
ongoing patients that specifies the anticipated closing date of the pharmacy and that identifies
one or more area pharmacies capable of taking up the patients' care, and by cooperating as may
be necessary in the transfer of records or prescriptions for ongoing patients. Within five days of
its provision to the pharmacy's ongoing patients, Respondent owner shall provide a copy of the
written notice to the board. For the purposes of this provision, "ongoing patients" means those
patients for whom the pharmacy has on file a prescription with one or more refills outstanding, or
for whom the pharmacy has filled a prescription within the preceding sixty (60) days.

Respondent owner may not reapply for any keense-new licensure from the board for three (3)
years from the effective date of the surrender. Respondent owner shall meet all requirements
applicable to the license sought as of the date the application for that license is submitted to the
board.

Respondent owner further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution prior to the acceptance of the surrender.

9.9. Notice to Employees
Respondent owner shall, upon or before the effective date of this decision, ensure that all
employees involved in permit operations are made aware of all the terms and conditions of
probation, either by posting a notice of the terms and conditions, circulating such notice, or both.
If the notice required by this provision is posted, it shall be posted in a prominent place and shall
remain posted throughout the probation period. Respondent owner shall ensure that any
employees hired or used after the effective date of this decision are made aware of the terms
and conditions of probation by posting a notice, circulating a notice, or both._Additionally,
respondent owner shall submit written notification to the board, within fifteen (15) days of the
effective date of this decision, that this term has been satisfied. Failure to submit such
notification to the board shall be considered a violation of probation.

"Employees" as used in this provision includes all full-time, part-time,_volunteer,
temporary and relief employees and independent contractors employed or hired at any
time during probation.
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10:10. Owners and Officers: Knowledge of the Law

Respondent shall provide, within thirty (30) days after the effective date of this decision, signed
and dated statements from its owners, including any owner or holder of ten percent (10%) or
more of the interest in respondent or respondent’s stock, and any officer, stating under penalty of
perjury that said individuals have read and are familiar with state and federal laws and
regulations governing the practice of pharmacy._The failure to timely provide said statements
under penalty of perjury shall be considered a violation of probation.

11. Posted Notice of Probation

Respondent owner shall prominently post a probation notice provided by the board in a place
conspicuous and readable to the public. The probation notice shall remain posted during the
entire period of probation.

Respondent owner shall not, directly or indirectly, engage in any conduct or make any statement
which is intended to mislead or is likely to have the effect of misleading any patient, customer,
member of the public, or other person(s) as to the nature of and reason for the probation of the

licensed entity.

Failure to post such notice shall be considered a violation of probation.

11.12. Violation of Probation

If a respondent owner has not complied with any term or condition of probation, the board shall
have continuing jurisdiction over respondent license, and probation shall be automatically
extended until all terms and conditions have been satisfied or the board has taken other action
as deemed appropriate to treat the failure to comply as a violation of probation, to terminate
probation, and to impose the penalty that was stayed.

If respondent owner violates probation in any respect, the board, after giving respondent owner

notice and an opportunity to be heard, may revoke probation and carry out the disciplinary order
which-that was stayed. Notice and opportunity to be heard are not required for those provisions
stating that a violation thereof may lead to automatic termination of the stay and/or revocation of

the license. If a petition to revoke probation or an accusation is filed against respondent during
probation, the board shall have continuing jurisdiction and the period of probation shall be
automatically extended; until the petition to revoke probation or accusation is heard and decided.

12.13. Completion of Probation

Upon written notice by the board or its designee indicating successful completion of probation,
respondents license will be fully restored.
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OPTIONAL CONDITIONS OF PROBATION

2.14. Community Services Program

Within sixty (60) days of the effective date of this decision, respondent owner shall submit to the
board or its designee, for its-prior approval, a community service program in which respondent
shall provide free health-care related services er-aregularbasisto a community or charitable
facility or agency for at least hours per for the first of probation.

Within thirty (30) days of board approval thereof, respondent owner shall submit documentation
to the board demonstrating commencement of the community service program. Respondent
owner shall report on progress with the community service program in the quarterly reports.

Failure to timely submit, commence, or comply with the program shall be considered a violation
of probation.

3:15. Restitution (Appropriate in cases of drug diversion, theft, fraudulent billing, or patient harm
resulting from negligence or incompetence.)

Within days of the effective date of this decision, respondent owner shall pay restitution
to in the amount of $ ._Failure to make restitution by this deadline shall be
considered a violation of probation.

4.16. Separate File of Records

Respondent owner shall maintain and make available for inspection a separate file of all records
pertaining to the acquisition or disposition of all controlled substances._Failure to maintain such
file or make it available for inspection shall be considered a violation of probation.

5.17. Report of Controlled Substances

Respondent owner shall submit quarterly reports to the board detailing the total acquisition and
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disposition of such controlled substances as the board may direct. Respondent owner shall
specify the manner of disposition (e.g., by prescription, due to burglary, etc.) or acquisition (e.g.,
from a manufacturer, from another retailer, etc.) of such controlled substances. Respondent
owner shall report on a quarterly basis or as directed by the board. The report shall be delivered
or mailed to the board no later than ten (10) days following the end of the reporting period.
Failure to timely prepare or submit such reports shall be considered a violation of probation.

6-18. Surrender of DEA Permit

Within thirty (30) days of the effective date of this decision, Rrespondent pharmacy shall
surrender its federal Drug Enforcement Administration (DEA) permit to the DEA, for cancellation
within-30-days-of the-effective-date-of thisdeeision. Respondent pharmacy shall provide
documentary proof of such cancellation to the board or its designee. Thereafter, respondent
pharmacy shall not apply/reapply for a DEA registration number without the prior written consent
of the board or its designee.

Option: Respondent pharmacy may obtain a DEA permit restricted to Schedule(s)
controlled substance(s).

Option: Respondent pharmacy shall not order, receive, or retain any federal order forms,
including 222 forms, for controlled substances.

+19. Posted Notice of Suspension

Respondent owner shall prominently post a suspension notice provided by the board in a place
conspicuous and readable to the public. The suspension notice shall remain posted during the
entire period of aetdal-suspension_ordered by this decision.

Respondent owner shall not, directly or indirectly, engage in any conduct or make any statement,
orally, electronically or in writing, which is intended to mislead or is likely to have the effect of
misleading any patient, customer, member of the public, or other person(s) as to the nature of
and reason for the closure of the licensed entity.

242H20016/2007
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Update on Medicaid Tamper Proof Prescriptions...

On Saturday, September 29, 2007, President Bush signed the TMA, Abstinence Education, and QI Programs
Extension Act of 2007 delaying the implementation date for all paper Medicaid prescriptions to be written on
tamper-resistant paper. Under the new law, as of April 1, 2008, all written Medicaid prescriptions must be on

tamper-resistant prescription pads.

CMS’ guidance on the tamper-resistant law, set forth in an August 17, 2007 State Medicaid Director letter, contains
two phases.For the first, a prescription must contain at least one of the three tamper-resistant characteristics in order
to be considered “tamper resistant.” For the second,prescriptions must contain all three characteristics. The
two-phased approach will still be in effect. At least one of the three tamper-resistant characteristics is required on
April 1, 2008, All three characteristics are required on October 1, 2008,

All other guidance that CMS has issued on this requirement contained in the State Medicaid Director letter and
Frequently Asked Questions will still apply once it is implemented. More info on the CMS guidance to States can be

found on our website.

Chris Worrall

Special Assistant

Centers for Medicare & Medicaid Services
Office of the Administrator

200 Independence Ave. SW

Washington, D.C.20201
Chris.Worrall@cms . hhs.gov
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California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
1625 N. Market Blvd., Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900 Fax (916) 574-8618 ARNOLD SCHWARZENEGGER, GOVERNOR
www.pharmacy.ca.gov

The following is a comparison of the new Medicare/MediCal prescription requirements and the
corresponding California controlled substance prescription form’s tamper resistant requirements:

CMS Requirements Corresponding California Protection
1) One or more industry- 1) Repetitive Void pattern appears across
recognized features designed face of prescription when the
to prevent the unauthorized prescription is copied.
copying of a completed or 2) Opaque feature, such as Rx, which fades
blank prescription. or disappears with repeated attempts to

lighten a prescription on a copiet.

2) One or more industry- 1) Repetitive Void Pattern or stain
recognized features designed “appears where attempts have been
to prevent the erasure or made to chemically alter the
modification of information prescription.
written on the prescription by 2) 6 quantity checkboxes allows quick
the prescriber. confirmation of the quantity ordered.

3) Prescription not valid without the number
of drugs prescribed written in by the

prescriber.
3) One or more industry — 1) California watermark
recognized features designed 2) Thermochromic Ink changes color or
to prevent the use of disappears temporarily with hot breath or
counterfeit prescription forms. when rubbed briskly.

3) Preprinted prescriber name, DEA and
State License number by approved
printer.

4) Use of a Dept. of Justice approved
security prescription vendor.

5) Unique batch and lot number assigned by
the approved vendor when printed.

Note: The thermochromic ink feature is the most effective in preventing counterfeit
prescription forms; however, the ink is expensive and very costly to apply.
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services
7500 Security Boulevard, Mail Stop 52-26-12

Baltimore, Maryland 21244-1850 CENTERS Tor MEDICARE & MEDICAID SERVICES

Center for Medicaid and State Operations

August 17, 2007 SMDL #07-012
Dear State Medicaid Director:;

The purpose of this letter is to offer guidance to State Medicaid agencies on section 7002(b) of
the U.S. Troop Readiness, Veterans® Care, Katrina Recovery, and Iraq Accountability
Appropriations Act of 2007, regarding use of tamper-resistant prescription pads, which was
signed into law on May 25, 2007,

Section 7002(b), which amends section 1903(i) of the Social Security Act (the Act) (42 U.S.C.
section 1936b(i)) by adding new paragraph (23), states that payment shall not be made for «, . .
amounts expended for medical assistance for covered outpatient drugs (as defined in section
1927(k)(2)) for which the prescription was executed in written (and non-electronic) form unless
the prescription was executed on a tamper-resistant pad.” This provision becomes effective on
October 1,2007. The tamper resistant pad requirement of section 7002(b) applies to all
outpatient drugs, including over-the-counter drugs in States that reimburse for prescriptions for
such items. Section 1927(k)(3) of the Act provides exceptions to section 1927(k)(2) for drugs
provided in nursing facilities, intermediate care facilities for the mentally retarded, and other
specified institutional and clinical settings. Such drugs in these settings (to the extent that they
are not separately reimbursed) are exceptions to section 1927(k)(2), and, therefore, are not
subject to the tamper-resistant pad requirement of section 7002(b). Section 7002(b) is applicable
regardless of whether Medicaid is the primary or secondary payor of the prescription being
filled.

The tamper-resistant pad requirement does not apply to refills of written prescriptions presented
at a pharmacy before October 1, 2007. In addition, the payment limitation does not apply to e-
prescriptions transmitted to the pharmacy, prescriptions faxed to the pharmacy, or prescriptions
communicated to the pharmacy by telephone by a prescriber. The Centers for Medicare &
Medicaid Services (CMS) particularly encourages the use of e-prescriptions as an effective and
efficient method of communicating prescriptions to pharmacists. Please note, however, that
Drug Enforcement Administration regulations regarding controlled substances may require a
written prescription.

Paragraph (23) of section 1903(i) is not included among the payment limitations in the last
paragraph of the section that are applicable “to items or services furnished and amounts
expended by or through a managed care entity.” Therefore, the requirement for the use of a
tamper-resistant prescription pad does not apply when a managed care entity pays for the
prescription.
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To the extent permissible under State and Federal law and regulation, our guidance does not
restrict emergency fills of non-controlled or controlled dangerous substances for which a
prescriber provides the pharmacy with a verbal, faxed, electronic, or compliant written
prescription within 72 hours after the date on which the prescription was filled.

To be considered tamper resistant on October 1, 2007, a prescription pad must contain at least
one of the following three characteristics:

1) one or more industry-recognized features designed to prevent unauthorized
copying of a completed or blank prescription form;

2) one or more industry-recognized features designed to prevent the erasure or
modification of information written on the prescription by the prescriber;

3) one or more industry-recognized features designed to prevent the use of
counterfeit prescription forms.

No later than October 1, 2008, to be considered tamper resistant, a prescription pad must contain
all of the foregoing three characteristics. Failure of a State to enforce the tamper-resistant pad
requirement of section 7002(b) may result in the loss of Federal financial participation.

States are free to exceed the above baseline standard as to what constitutes a tamper-resistant
prescription pad. States should make their own determination whether to allow pharmacists to
accept an out-of-State prescription that meets the tamper-resistant requirements of another State.
Several States have laws and regulations concerning mandatory, tamper-resistant prescription
pad programs, which were in effect prior to the passage of section 7002(b). CMS deems that the
tamper-resistant prescription pad characteristics required by these States’ laws and regulations
meet or exceed the baseline standard, as set forth above.

The payment limitation set forth in section 1903(i)(23) of the Act does not impose additional
requirements on States regarding retention of hard copy prescriptions. States may follow current
State and Federal laws and regulations for record retention.

The CMS strongly supports State program integrity measures and wants States to be aware that
both e-prescribing and use of tamper-resistant prescription pads may reduce instances of - '
unauthorized, improperly altered, and counterfeit prescriptions. If a State elects to purchase
compliant prescription pads for Medicaid prescriptions and provide them to prescribers at no cost
or at a discounted rate, the cost of the prescription pads is reimbursable as an administrative
expense.

States are not required to file a State plan amendment in connection with actions taken to comply
with section 1903(i)(23). It is up to each State to establish its own enforcement plan for ensuring
compliance with the payment restrictions contained in section 1903(i)(23).
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If you have any questions regarding this guidance, please contact Mr. David Frank, Director,
Medicaid Integrity Group, at 410-786-8874.

Sincerely,

/s/

Dennis G. Smith
Director

cC

CMS Regional Administrators

CMS Associate Regional Administrators
Division of Medicaid and Children’s Health

Martha Roherty
Director, Health Policy Unit
American Public Human Services Association

Joy Wilson
Director, Health Committee
National Conference of State Legislatures

Matt Salo
Director of Health Legislation
National Governors Association

Debra Miller
Director for Health Policy
Council of State Governments

Christie Raniszewski Herrera
Director, Health and Human Services Task Force
American Legislative Exchange Council

Jacalyn Bryan Carden
Director of Policy and Programs
Association of State and Territorial Health Officials
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 UNIVERSITYSPECIALTY
PHARMACY

AL

Septembend] 20675 Ak 11: 10

Virginia Herold, Executive Officer
California Board of Pharmacy
1625 N. Market Blvd., Suite N-219
Sacramento, CA 95834

Dear Ms, Herold:;

We are sending you this request at the direction of Bob Ratcliff, Pharm.D. Supervising Inspector,
with whom we originally spoke with regarding our request.

We hereby request a waiver of California Code of Regulations, title 16, section 1717, subdivision
(e), to deliver dispensed Synagis® prescriptions to a licensed home health agency (HHA) for the
administration by the HHA to the patient at his/her residence. We would like to note the following
highlights of our proposed program:

1. The medication involved requires refrigeration, and as a result, the medications will, at
all times be stored either in a refrigerator or in a cooler to maintain its integrity. By
allowing these medications to be delivered to the administering professional nurses
rather than direct delivery to patients, we believe that better such control can be
maintained, by avoiding the accidental and unattended delivery of the drugs (e.g. being
left on a doorstep) and the mishandling of the drugs once in the residence.

2. Transportation of the prescriptions to the designated nurses will be either delivery driver
(our employee) or via overnight courier. The nurses will, in turn, directly deliver the
prescriptions to the patients’ homes upon receipt. At all times following its delivery, the
prescribed medication will be under the direct supervision of the nurse(s) who receive
it.

3. If consultation is needed regarding the delivered prescriptions, it will be available
primarily through written drug information (provided in English and Spanish) and a
pharmacist will be available at all times for further consultation via phone.

We are currently working closely with Marcia Ehinger, M.D. & Barry Handon, M.D. with the
Medi-Cal Policy DlVlSlOIl to develop a comprehensive Medication Therapy Management (MTM)
program for Synagis® (by MedImmune) including immunizations of the serviced infants, which
will not only improve this medication’s coverage within the State, but also improve the
effectiveness of the medication therapy for each patient and drastically increase the recorded
immunization rates statewide. In conjunction with the Policy Division, we are beginning an
informal pilot program to develop checks and balances for the delivery and care of covered
patients.

Although we understand that a waiver of the type we are requesting is extraordinary and unique,
there is precedent for such waiver under similar circumstances, and it is imperative to the success
of the State’s pilot program that we obtain one. The season for Synagis commences in the early

2108 West Magnolia Blvd., Suite B, Burbank, CA 91506, Phone: (818)238-9544, (866)SYNAGIS
Facsimile: (866)728-4810




autumn (late Septembet/early October), and patient intake picks up sharply in the month prior to
the start of the season. We expect that the majority of the infants we will service will be dosed in
their homes, so the receipt of the subject waiver becomes of paramount importance to this program
in the coming year.

We have recently received our Medi-Cal and Medicare provider numbers, and are in the final
stages of developing a web-based patient information system which will give referral sources
unprecedented real-time access to patient status, and the State a way of accessing overview
statistics on demand. If there is anything we can do to help expedite the waiver approval process
for our pharmacy, please don’t hesitate to contact us.

We look forward to working with you and the entire staff at the California Board of Pharmacy in
the future.

Glenn H. Truitt, Esq.
Chief Operating Officer/General Counsel

Cc:  Bob Ratcliff, Pharm.D., Supervising Inspector
Marcia Ehinger, M.D.
Barry Handon, M.D.
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Board of Pharmacy Enforcement Statistics

Fiscal Year 2007/2008
Workload Statistics July-Sept Apr-dJune Total 07/08
Complaints/Investigations
Initiated 299 299
Closed 447 447
Pending (at the end of quarter) 803 803
Cases Assigned & Pending (by Team)
Compliance Team 55 55
Drug Diversion/Fraud 73 73
Mediation Team 146 148
Probation/PRP 71 71
Enforcement 216 216
Application Investigations
Initiated 69 69
Closed
Approved 26 26
Denied 14 14
Total* 4 1
Pending (at the end of quarter) 216 216
Citation & Fine
Issued 196 196
Citations Closed 141 141
Total Fines Collected $143,070.00 $143,070.00 '

* This figure includes withdrawn applications.

** Fines collected and reports in previous fiscal year.




Board of Pharmacy Enforcement Statistics

Workload Statistics

Administrative Cases (by effective date of decision)

Fiscal Year 2007/2008

July-Sept

Apr-June Total 07/08

Referred to AG's Office* 25 25
Pleadings Filed 20 20
Pending
Pre-accusation 64 64
Post Accusation 62 62
Total 141 141
Closed**
Revocation
Pharmacist 2 2
Pharmacy 1 1
Other 4 4
Revocation,stayed; suspension/probation
Pharmacist 4 4
Pharmacy 0 0
Other 0 0
Revocation,stayed; probation
Pharmacist 2 2
Pharmacy 1 1
Other 0 0
Suspension, stayed; probation
Pharmacist 0 0
Pharmacy 0 0
Other 0 0
Surrender/Voluntary Surrender
Pharmacist 0 0
Pharmacy 1 1
Other 1 1
Public Reproval/Reprimand
Pharmacist 0 0
Pharmacy 0 0
Other 0 0
Cost Recovery Requested $54,145.50 $54,145.50
Cost Recovery Collected $52,838.60 $52,838.60

* This figure includes Citation Appeals

** This figure includes cases withdrawn




Board of Pharmacy Enforcement Statistics
Fiscal Year 2007/2008

Workload Statistics July-Sept Oct-Dec  Jan-Mar Apr-June Total 07/08
Probation Statistics

Licenses on Probation

Pharmacist 108 108
Pharmacy 5 5
Other 16 18
Probation Office Conferences 18 18
Probation Site Inspections 44 44

Probationers Referred to AG
for non-compliance 1 1

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

These conferences are used as 1) an orientation to probation and the specific requirements of probation at the onset,
2) to address areas of non-compliance when other efforts such as letters have failed, and 3) when a licensee is scheduled to

end probation.
Pharmacists Recovery Program (as of 9/30/07)

Program Statistics

In lieu of discipline 0 0
In addition to probation 5 5
Closed, successful 3 3
Closed, non-compiiant 0 0
Closed, other 3 3

Total Board mandated
Participants 54 54

Total Self-Referred

Participants*® 18 18
Treatment Contracts Reviewed 53 53

Monthly the board meets with the clinical case manager to review treatment contracts for scheduled board mandated
participants. During these monthly meetings, treatment contracts and participant compliance is reviewed by

the PRP case manager, diversion program manager and supervising inspector and appropriate changes are made at that time
and approved by the executive officer. Additionally, non-compliance is also addressed on a needed basis e.g., all positive
urines screens are reported to the board immediately and appropriate action is taken.

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

As of September 30, 2007.

|
|
|
|
|




California State Board of Pharmacy
Citation and Fine Statistics

July 1, 2007 — October 1, 2007

198 Citations have been issued so far this fiscal year

Total dollar amount of fines issued this fiscal year

The average number of days from date case is

$ 389,600.00

Total dollar amount of fines collected
$143,070.00*

*This amount also reflects payment of the citations issued before July 1, 2007.

opened until a citation is issued is 156

Citation Breakdown by license type

Average number of days from date citation is
issued to date citation is closed is 48

Total issued | RPH with fine | RPHnofine | PHY withfine | PHY nofine | PICwith fine | PICno fine | TCH with fine | TCH no fine
198 64 2 50 23 25 0 7 0
Citation Breakdown by Miscellaneous license type
Wholesalers | Exemptee’s | Clinics | Drug room | Exempt Hosp. | Hosp. pharmacy | Misc. | Unlicensed Premises | Unlicensed person
8 6 0 2 0 3 2 1 0

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

California State Board of Pharmacy Citation Statistics
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Top Ten Violations for the first quarter of 2007/2008 by license type

Pharmacists % Pharmacies % Pharmacists in charge %
1716 - Variation from prescription 35% | 1716 - Variation from prescription 35% | 1716 - Variation from prescription 20%
1707.2 — Duty to consult 11% | 1707.2 — Duty to consult 10% | 1715 — Self-assessment of a pharmacy by the | 10%
pharmacist-in-charge
1716/1761(a) — Variation from 5% 1715 — Self-assessment of a pharmacy by the | 8% | 1707.3 — Duty to review drug therapy 10%
prescription/No pharmacist shall pharmacist-in-charge
compound or dispense any prescription,
which contains any significant error or
omission...
4342 - Actions by board to prevent sales of 5% 1716/1761 - Variation from Rx / Erroneous 8% | 4115(e) - Pharmacy technician license required 10%
preparations or drugs lacking quality or Rx
strength; Penalties for knowing or willful
violation of regulations governing those sales
1715 — Self-assessment of a pharmacy by | 5% | 4342 - Actions by board to prevent sales of 7% | 4127.1(a) - A pharmacy shall not compound 5%
the pharmacist-in-charge preparations or drugs lacking quality or strength; injectable sterile drug products...unless the
Penalties for knowing or willful violation of pharmacy has obtained a license from the
regulations governing those sales board.
1707.3 — Duty to review drug therapy 4% | 1707.3 — Duty to review drug therapy 6% | 1304.11- Inventory requirements 5%
1711(d) - Quality assurance program 4% 1301.52(e)(1)/1304.11 - Controlled Substance | 6% | 1714(b)- Operational standards and security; | 5%
finding shall be used to develop systems inventory/Inventory requirements pharmacy responsible for pharmacy security
to prevent medication errors...
1714(d) - Operational standards and 4% | 1714(b) - Operational standards and 6% | 1707.2 — Duty to consult 5%
security; pharmacist responsible for security; pharmacy responsible for
pharmacy security pharmacy security
4115(f) - Pharmacy Technician: Activities | 4% | 4125-1711 - Pharmacy quality assurance 6% | 4105 - Retaining records of dangerous drugs | 5%
Permitted; Required Supervision; program required/Quality assurance and devices on licensed premises
Activities Limited to Pharmacist; program '
Registration; Requirements for
Registration; Ratios; Supervision by
Pharmacist, verification of prescription
by initialing; Exceptions
4125-1711 - Pharmacy quality assurance 4% | 1711(d) - Quality assurance program finding | 4% | 4125-1711 - Pharmacy quality assurance 5%

program required/Quality assurance
program

shall be used to develop systems to prevent
medication errors...

program required/Quality assurance
program

California State Board of Pharmacy Citation Statistics
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Contested Citations Office Conference

(These statistics also include contested Letters of Admonishment)

There were three office conferences held this quarter

|

Number of requests | 37 |

|

Number appeared | 22 |

|

Number scheduled | 37

|

Number Postponed |  12*%

**Please note these are added back into the number of requests and scheduled case totals above.

Total number of requests withdrawn

Failed to appear

3
o

Office Conference between July 1, 2007 and September 17, 2007

[

Total number of citations affirmed

|

17

|

Decision Total citations Total dollar amount reduced
Modified 6 $4,500.00
Dismissed 4 $3,850.00
Reduced to Letter of Admonishment ) $0.00

California State Board of Pharmacy Citation Statistics
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GOALS, OUTCOMES, OBJECTIVES, AND MEASURES
ENFORCEMENT COMMITTEE

Goal 1: Exercise oversight on all pharmacy activities.
Outcome: Improve consumer protection,
Objective 1.1 Achieve 100 percent closure on all cases within 6 months.
Measure: Percentage of cases closed.
Tasks: 1. Mediate all complaints within 90 days (for cases closed during quarter).
l N <90days  <120days < 180days Longer Average Days
Quil | 2n 171 25 12 2 57
(81%) (12%) (6%) (1%)
Qtr2 ' ,
3 ' .h
i Qtr3
Qtr 4
2. In\/“estig‘ate all cases within 120 days (for cases closed during quarter).:
"N <120days < 180days . <270days  lLonger : Average Days
Qur1 § 235 167 20 37 11 9]
' ' (71%) (8%) (16%) (5%)
a2 | ' ‘
o Qtr3
Qtr4

FIRST QUARTER 07/08



3. Close (e.g., no violation, issue citation and fine, refer to the AG’s Office) all board
investigations and mediations within 180 days.

Qtr 1 N <180 <270 < 365 > 365
Closed, no additional action 184 171 1 2 0
Cite and/or fine » 237 209 21 7 0
letter of admonishment

Attorney General's Office 24 15 7 2 0
Qtr 2 N <180 <270 < 365 > 365

Closed, no additional action

Cite and/or fine
letter of admonishment

Attorney General's Office

Qtr 3
Closed, no additional action

<180 <270 < 365 > 365

=

Cite and/or fine
letter of admonishment

Attorney General's Office
Qtr4
Closed, no additional action

< 180 <270 < 365 > 365

=

Cite and/or fine
letter of admonishment

Attorney General's Office

FIRST QUARTER 07/08




Objective 1.2 Manage enforcement activities for achievement of performance expectations.
Measure: Percentage compliance with program requirements.
Tasks: 1. Administer the Pharmacists Recovery Program,
Noncompliant,
Participants Mandated Terminated Successfully
Voluntary Participants Into Program From Program Completed Program
Qur 18 54 0 3
Qtr 2
Qur 3
Qtr4
2. Administer the Probation Monitoring Program.
Qtr 1 Qtr 2 Qtr3 Qtr4
Individuals 123
Sites 6
Tolled 25
Inspections Conducted 44
Successfully Completed 2
Petitions to Revoke Filed 2
3. Issue all citations and fines within 30 days.
N 30 days 60 days 90 days >90days  Average Days
Qtr1 188 1 11 77 99 94
(5%) (6%) (41%) (53%)
Qtr 2
Qtr3
Qu 4
4 Issue letters of admonishment within 30 days.
N 30 days 60 days 90 days > 90 days Average
Qtr 1 50 20 24 4 2 38
(40%) (48%) (8%) (4%)
Qtr2
Qu3
Qu 4

FIRST QUARTER 07/08



5. Obtain immediate public protection sanctions for egregious violations.

Interim Suspension Automatic Suspension Penal Code 23
Orders Based on Conviction Restriction
Qtr 1 0 0 0
Qtr2
Qu 3
Qtr 4
6. Submit petitions to revoke probation within 30 days for noncompliance with
terms of probation,
30 days 60 days > 60 days N
Qtr 1 0 0 1 1
Qtr2
Qtr3
Qtr4

v, i
Objective 1.3 Achieve 100 percent closure on all administrative cases within 1 year.
Measure: Percentage of administrative cases closed within 1 year,
N 1 Year 1.5 Year 2 Yeay 2.5 Year >25Years  Average
Qtr1 13 5 3 4 1 o 448 days
(39%) (23%) (31%) (8%) (0%)
Qtr 2
Qtr3
Qtr 4
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Objective 1.4

Inspect

100 percent of all facilities once every 3 year inspection cycle ending 6/30/08.

Measure: Percentage of licensed facilities inspected once every 3 year cycle.
Tasks: 1. Inspect licensed premises to educate licensees proactively about legal requirements
and practice standards to prevent serious violations that could harm the public.
Number of Inspections  Aggregate Inspections This Cycle Percent Complete
Qtr 1 387 3,648 50%
Qtr2
Qu3
Qur4
2. Inspect sterile compounding pharmacies initially before licensure and annually
before renewal.
Number of Inspections Number Inspected Late
Qtr1 60 0
Qtr2
Qtr3
Qtr 4
3 Initiate investigations based upon violations discovered during routine inspections.
Number of Inspections  Number of Investigations Opened Percent Opened
Qtr 1 387 14 4%
Qtr2
Qtr3
Qtr4
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Objective 1.5

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

Measure: The number of issues.
Tasks: 1, Monitor the implementation of e-pedigree on all prescription medications sold in
California.

Sept. 28, 2006:

Sept. 30, 2006:

Oct. 6, 2006:

Dec. 2006:

Jan. 2007:
Feb., 2007:

March 2007:

May 2007:

June 2007:

Board convenes third Workgroup on Implementation of E-Pedigree Meeting.
Presentations provided by EPCglobal, MCKesson, Supervising Inspector Nurse
and Johnson and Johnson,

Governor signs SB 1476 which delays implementation of e-pedigree
requirements until 2009, requires serialization and interoperability and
notification to the board whenever counterfeit drugs are discovered.

FDA provides presentation on federal pedigree requirements at board-
hosted NABP District 7 & 8 Meeting.

Board convenes fourth Workgroup on Implementation of E-Pedigree
Meeting. Presentations made by EPCglobal, McKesson, AmerisourceBergen
and Cardinal. Pilot testing e-pedigree systems underway at each of the three
large wholesalers. Standards for electronic pedigree to be finalized by
January 2007 by EPCglobal.

EPCglobal finalizes electronic messaging standards for electronic pedigrees.
EPCglobal convenes regional meeting with hospitals to discuss
implementation issues of e-pedigree in these facilities. Hospitals are
encouraged to join the board’s Workgroup on Implementation of E-Pedigree
Meetings.

Two board members and executive staff meet with nine EPCglobal
representatives to walk through EPCglobal’s messaging standards and
business scenarios. The standard complies with California’s e-pedigree
requirements although some questions remain about situation-specific
criteria,

Board convenes fifth Workgroup on Implementation of E-pedigree Meeting.
Presentations are made by EPCglobal, AmerisourceBergen and SupplyScape.
Board presents information at the National Association of Boards of
Pharmacy annual meeting on California’s electronic pedigree requirements
in both a poster session and a full presentation to the full assembly.

Board convenes sixth Workgroup on E-pedigree Meeting, with the largest
attendance of any prior meeting. Presentations were made by EPCglobal,
Pfizer, Walgreens and PhRMA. Hospital pharmacies were specifically invited
to attend this meeting.

2. Implement federal restrictions on ephedrine, pseudoephedrine or
phenylpropanolamine products.

Sept. 2006:
Oct. 2006:

July 2007:

Final phase-in of federal requirements takes effect on September 30. Board
newsletter provides information for licensees.

Board adds Consumer friendly materials regarding sales of these drugs to its
Website.

Board hears presentations on EPCglobal standards.
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Sept. 2007:  Enforcement Meeting has large audience (200 people).

Presentations by PhRMA, GSK, Bracco, CPhA, EPCglobal, Walgreens, Rite Aid,
CVS, rfXcel, and HDMA.

Federal legislation enacted for the FDA supports California requirements.
Major presentations made on California’s standards to LogiPharma
(Philadelphia) and HDMA Subcommittee of board meets with EPCglobal
representatives on standards,

Oct, 2007: Major presentations at EPCglobal Conference in Chicago.

At Board Meeting, presentations made by IBM/Amerisource Bergen, Alien
Technology and EPCglobal on readiness of technology.

3. Monitor the efforts of the DEA and DHHS to implement electronic prescribing for
controlled substances.

Sept. 2006:  DEA releases proposed rule to allow prescribers to issue 90 days' worth of
Schedule Il prescriptions at one time,

Oct. 2006 Board considers proposed rule.

Nov. 2006: Board submits letter supporting change in DEA policy allowing prescribers
to write multiple prescriptions for Schedule Il drugs with "Do not fill before
(date)" at one time, eliminating the need for patients to revisit prescribers
merely to obtain prescriptions.

4, Evaluate establishment of an ethics course as an enforcement option.

June 2007 Subcommittee meets with ethicist trainer for Dental Board.

Aug. 2007: Subcommittee meets with Medical Boards Ethics course provider (Institute
for Medical Quality).

Oct. 2007: Institute for Medical Quality provides information to board about program;
recommendation of committee is to move forward with the specialized
program,

5. Participate in emerging issues at the national level affecting the health of
Californians regarding their prescription medicine.

May 2007: Board staff provides presentation at National Association of Boards of
Pharmacy annual meeting on California’s pedigree requirements.

June 2007:  Board works with Center for Medicare and Medicaid Services on security
prescription forms that will be required in only four months for all written
Medicaid and Medicare prescriptions.

6. Provide information about legal requirements involving e-prescribing to support the
Governor's Health Care Initiative and its promotion of e-prescribing.

Sept. 2007:  Provided comments on proposed statutory requirements,

7. Implement in California the Center for Medicare and Medicaid Service requirements
for security prescription forms that will be required in only four months for all written
Medicaid and Medicare prescriptions,

June - Oct. 2007;  Board works with the Department of Health Care Services to implement

security forms until subsequent federal legislation delays
implementation until April 2008
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