Dear Members of the Texas State Board of Pharmacy,

| am a pharmacist at ||| G the _area and | am writing to voice
my concerns about work conditions behind many community pharmacy counters in our
state. | believe that the pursuit of profits within Hhas reached a critical
point, where the lives and health of our patients are being put in danger regularly. [Nz
B = s kept our pharmacies operating on a skeleton crew for several years now,
and while prescription volume and responsibilities have gradually increased over the
years, staffing hours have only been cut, which is leading to an extremely fast-paced
and chaotic work environment. This in turn, increases the chances of dispensing errors,
which poses an increased risk to the safety of our patients. Pharmacists and pharmacy
technicians are simply unable to keep up with the demanding workflow. || EGcIzczIEzIN
I this litter will consist mainly of my concerns with|jjjlll but | am told that other
retail chains have similar policies and procedures.

In a fast-paced work environment with many tasks that require the presence of a
pharmacist in order to the completed, pharmacists are simply unable to remove
themselves from the process without the workflow coming to a complete stop. Because
of a constant staffing shortage (which is actively enforced by corporate), pharmacists
are responsible for all aspects of running the pharmacy, and we are now working with
half the technician help or with no technician help at all for the majority of the day. We
are responsible not just for verifying prescriptions, answering questions at consultation,
giving immunizations, clarifying prescriptions with doctor offices, and our legal duty of
counseling on every new prescription—in order to keep the pharmacy functioning, we
must perform many non-clinical duties in place of our technicians due to budget cuts.
We must be cashiers (in the drive-thru and at the pharmacy counter), enter prescription
information, count prescriptions, take out trash, answer constantly ringing phones, and
make ENDLESS unnecessary phone calls (which amount to high-pressure sales

calls). And therefore, since pharmacists are not allowed to close the pharmacy in order
to take an uninterrupted break, they often find themselves working on their feet
continuously for 12-14 hour shifts without a break. A fatigued and distracted pharmacist
in a fast-paced, chaotic environment is much more likely to make an error. The harm
from a medication error ranges from being a slight inconvenience to being fatal.

I, as well as many other pharmacy employees, have voiced our concerns to our
supervisors; we repeatedly expressed concerns about the safety of our patients, but
were told that this is the direction from our corporate managers.This direction puts profit
before patient safety. It is the same direction that places emphasis on business metrics
over accuracy. The same kind of metrics that could have been reason to terminate an
employee 1-2 years ago due to poor performance, only to become irrelevant this new
year. Furthermore, our supervisor demanded that for every hour we are over budget for
technicians, the pharmacist must work extra to "pay back" the payroll at no additional
pay because we are salaried employees. Not to mention, we already donate additionally
30 to 45 minutes daily—on our own prerogative, staying late just to keep up with the
workflow due to genuine concern for our patients.



Since there is no guidance yet put in place for the minimum technician staffing from the
state board, corporate managers will continue to have the autonomy to set up their own
budgets backed up by sales, which does does not function in interests of patient safety.
| have been told from my supervisor that my technician budget is based on the % of
sales vs budget data from last year. For example, if my store was budgeted to fill 1000
script a week, but | only made 500 scripts, | would expect about 50% less technician
hours the following year. Compared to a store with a budget of 250 scripts a week, but if
they made 500 scripts, they would be allowed 50% more technician hours, although we
are now both filling 500 scripts a week. As of week 5 of 2019, my actual script count is
about 700 with 22 tech hours a week (22 hours out of 82 hours of the pharmacy being
open =27% of technician coverage weekly) and our sister store filling about 750 scripts
is allowed 70 tech hours (85% technician coverage). Furthermore, our 24 hour store,
filling about 3000 scripts a week with normally 4-5 techs and a brief pharmacist overlap,
is now only allowed half the amount of techs and there is no longer a pharmacist
overlap. As you can see, there is no a set guideline for technician hours per 100
prescriptions as all data is relative to our sales performance.

Pharmacy inspectors for the sate board of pharmacy must assess work conditions
behind pharmacy counters by observing the existing workload relative to the number of
employees being scheduled. This could be accomplished by asking 2 simple questions:
1. What are the budgeted hours for pharmacy technicians being scheduled for every
100 prescriptions being dispensed?
2. Does the pharmacist on duty have the ability to take an uninterrupted 30 minute
break during shifts longer than 6 hrs as per labor guidelines?

| am writing this letter on the behalf of many community pharmacists and pharmacy
technicians who work for my employer at H We are increasingly finding

ourselves in the very painful position of not being able to provide our long-time regular
patients with the level of care they deserve.The level of care that we have been trusted
by our patients to deliver, and are expected to deliver by law. | hope this letter leads to a
change,

Sincerely,

A concerned citizen and pharmacy employee

Please allow me to stay anonymous in hopes of preventing legal actions from my
employer against my license and livelihood.



TEXAS STATE BOARD OF PHARMACY
POSITION STATEMENT REGARDING
WORKING CONDITIONS AND COMMUNICATION IN PHARMACIES

It is the purpose of this “Statement on Working Conditions and Communication in Pharmacies” to promote
the well-being of patients, and to help ensure licensees’ compliance with Board Rules relating to the
operational standards of Class A, B, and C Pharmacies, specifically Board Rules 291.32(b)(1)(A),
291.53(b)(1)(A) and 291.73(b)(1)(C), which relate to adequate staffing in Class A, B, and C Pharmacies.

The Texas State Board of Pharmacy (TSBP) has received numerous letters and telephone calls from
pharmacists regarding the inadequate conditions and environment in the pharmacies in which they work.
Frequently, the comments involve the following issues:
+ a pharmacist’s inability to take periodic breaks, such as a breaks for meals and basic human needs,
especially when working long hours; and
« the inability of a pharmacy manager or pharmacist-in-charge (who is not the owner of the pharmacy) to
make decisions about the operation of the pharmacy, such as the employment of a sufficient number of
trained, support staff to meet the needs of the pharmacy’s patients.

TSBP recognizes that unsatisfactory working conditions in a pharmacy may involve a two-fold problem: (1)
unsupportive employers; and (2) pharmacists who are allowed to take meal and rest breaks, but do not,
due to a myriad of reasons. However, in the interest of the health, safety and welfare of the public and the
pharmacists who are caring for the public, TSBP issues the following position statement:

« TSBP supports the concept that meal and rest breaks are basic conditions of employment in a
pharmacy. Accordingly, TSBP encourages all employers to provide reasonable breaks during a regular
workday for meals and rest.

« TSBP encourages all pharmacists to take meal and rest breaks when permitted. If the pharmacy has
only one pharmacist on duty, appropriate measures must be taken to ensure the security of the
prescription drugs in the pharmacy when the pharmacist is absent.

« TSBP discourages employers from establishing working conditions that tend to increase the stress on
the dispensing pharmacists, such as setting quotas on the number of prescriptions that a pharmacist is
required to dispense per hour in order to keep from being terminated or to achieve a favorable
performance evaluation.

« TSBP encourages employers to empower the pharmacist-in-charge to make decisions regarding the
pharmacy’s working environment, such as being able to employ additional support staff if needed.

+ TSBP encourages employers to increase the opportunities for communication between employees and
management. TSBP encourages employers to establish written policies and procedures to promote
communication between employees and management. Such policies and procedures should permit a
pharmacist to make written requests of management regarding working conditions and expect a
reasonably timely response to such request.

« TSBP encourages employers to establish peer review committees (composed of employee pharmacists
and management) to hear and make decisions regarding employee concerns relating to working
conditions and other practice issues.

 TSBP encourages pharmacists to recommend policies and procedures to employers to enhance the
efficiency and effectiveness of the pharmacy.

In summary, TSBP encourages pharmacists to be valuable employees and pharmacy owners to be good
employers.

Rev. 08/03



Rules of Various States Pertaining to Pharmacy Business Practices

The following document is a compilation of rules and regulations concerning various aspects of
pharmacy business practices in a variety of states. The document is a sampling of rules that other
state Boards of Pharmacy have implemented relating to staffing, workload, performance metrics
and quotas, meals and breaks, quality control, space for clinical services, transfer incentives, and
accountability.

This is an updated version of the compilation created by Stephen F. Anderson, RPh, Member of
Washington State Pharmacy Quality Assurance Commission, created March 9, 2015.1

! doh.wa.gov/Portals/1/Documents/2300/2015/RulesOtherStates.pdf.
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WORKLOAD

ALABAMA

AL Admin. Code 680-X-2-.22
Code of Professional Conduct

(2) Violations of any provisions of this rule shall be deemed grounds for disciplinary action
whenever the Board shall find a preponderance of evidence to such violations.

(f) A pharmacist and a pharmacy should not agree to practice under terms or conditions that
interfere with or impair the proper exercise of professional judgment and skill, that cause a
deterioration of the quality of professional services, or that require consent to unethical conduct.

Eff. 1-20-12; Supp 3/31/19, albop.com/StatutesAndRules.aspx.

NEBRASKA

Title 175 Ne Admin. Code Ch 8
Standards for the Operation of a Pharmacy

8-006.01 Staffing Requirements: Each pharmacy must maintain a sufficient number of staff with
the qualifications, training, and skills necessary to meet patient needs. The pharmacy must ensure
that the staff hired meets the following requirements:

Eff. 4-29-07; Regulations & Statutes, http://dhhs.ne.gov/licensure/Pages/Pharmacist.aspx.

OKLAHOMA

OK BReg 535:15-3-2
Pharmacy Responsibilities

(a) Pharmacy staffing responsibility. Each pharmacy shall employ an adequate number of
pharmacists to perform the practice of pharmacy as defined by the Oklahoma Pharmacy Act with
reasonable safety.

Eff. 9-14-18; ok.gov/pharmacy/Laws & Rules/Oklahoma Pharmacy Law Book/.

OK BReg 535:15-5-10
Director of Pharmacy responsibilities

(1) Pharmacist staffing. The Director of Pharmacy shall maintain adequate staffing levels of
pharmacist to insure pharmaceutical patient-focused care support. This staffing shall be a
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sufficient number of additional licensed pharmacists as may be required to operate such a
pharmacy competently, safely and adequately to meet the needs of the patients of the hospital
facility as to meet requirements described in 535:15-5-4.

Eff. 8-27-15; ok.gov/pharmacy/Laws & Rules/Oklahoma Pharmacy Law Book/.

OK BReg 535:15-3-16
Adequate staffing rules for pharmacists and pharmacies

(@) Adequate staffing to safely fill prescriptions is the responsibility of the pharmacy, the
pharmacy manager, and the pharmacist. If conditions exist that could cause prescriptions to
be filled in an unsafe manner they shall take action to correct the problem.

(b) In order to ensure adequate staffing levels a staffing report form shall be available in each
pharmacy. A copy of this form, when executed, will be given to the immediate supervisor
and a copy must remain in the pharmacy for Board inspection.

(1) Such form shall include, but not be limited to the following:

(A) Date and time the inadequate staffing occurred;

(B) Number of prescriptions filled during this time frame;

(C) Summary of events; and

(D) Any comments or suggestions.

(2) Such forms are not to be sent to the Board.

(c) A pharmacist shall complete the staffing report form when:

(1) A pharmacist is concerned regarding staffing due to:

(A) inadequate number of support persons (cashiers, technicians, auxiliary supportive
personnel, etc.); or,

(B) excessive workload;
(2) Filling out the form may enable management to make a better decision concerning staffing.

(d) If the pharmacy manager feels the situation warrants earlier Board review the
pharmacy manager should inform the Board.

(e) Each pharmacy shall review completed staffing reports and address any issues listed as well
as document any corrective action taken or justification for inaction to assure continual self-
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improvement. If issue is not staffing related, measures taken to address the issue should be
described.

(f) Each pharmacy shall retain completed staffing reports until reviewed and released by the
Board. Such reports requiring further review may be held by the Board and may become part of
an investigation file.

(9) A registrant, including pharmacy, a pharmacy manager, or a pharmacist, shall not be subject
to discipline by the employing pharmacy for completing a staffing report in good faith.

Eff. 8-27-15; ok.gov/pharmacy/Laws & Rules/Oklahoma Pharmacy Law Book/.

OREGON

OR BReg 855-041-1170
Grounds for Discipline

The State Board of Pharmacy may impose one or more of the following penalties which
includes: suspend, revoke, or restrict the license of an outlet or may impose a civil penalty upon
the outlet upon the following grounds:

(3) Failure to provide a working environment that protects the health, safety and welfare
of a patient which includes but is not limited to:

(a) Sufficient personnel to prevent fatigue, distraction or other conditions that interfere with a
pharmacist's ability to practice with reasonable competency and safety.

(c) Adequate time for a pharmacist to complete professional duties and responsibilities including,
but not limited to:

(A) Drug Utilization Review;

(B) Immunization;

(C) Counseling;

(D) Verification of the accuracy of a prescription; and

(E) All other duties and responsibilities of a pharmacist as specified in Division 19 of this chapter
of rules.

Eff. 1-22-19; secure.sos.state.or.us/oard/viewSingleRule.action?ruleVrsnRsn=254929.
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TENNESSEE

TN BReg 1140-02-.01
Pharmacists and pharmacy interns

(7) A pharmacist shall not agree to practice under terms or conditions which tend to interfere with or impair
the proper exercise of professional judgment and skill, which tend to cause a deterioration of the quality of
professional service and patient care, or which require the pharmacist to consent to unethical conduct.

Eff. 2-20-17; publications.tnsosfiles.com/rules/1140/1140.htm.

TN BReg 1140-03-.03
Medical and prescription orders

(6) No pharmacist, or pharmacy intern or pharmacy technician under the supervision of a
pharmacist, shall compound or dispense any medical or prescription order except upon the
following conditions:

(e) At a rate, based on the actual number of medical and prescription orders compounded and
dispensed per hour or per day, that does not pose a danger to the public health, safety or welfare.

Eff. 2-20-17; publications.tnsosfiles.com/rules/1140/1140.htm.

TN BReg 1140-04-.02
Personnel

(2) Pharmacists. The pharmacist in charge shall be supported by a sufficient number of
pharmacists to provide appropriate practice of pharmacy for the patients served by the institutional
facility. Employment of pharmacists by the institutional facility shall be determined by the
pharmacist in charge.

(4) Supportive personnel. The pharmacist in charge shall be assisted by a sufficient number of
pharmacy technicians, as defined in 1140-02-.02 pharmacy interns, and other supportive personnel
as may be required to operate the pharmacy competently, safely, and adequately to meet the needs
of the patients served by the institution.

(5) Supervision. All of the activities associated with the practice of pharmacy and the operations
of the pharmacy at a specific institutional pharmacy practice site shall be supervised by a sufficient
number of pharmacists to ensure that all functions and activities are performed competently, safely
and without risk of harm to patients.

Eff. 2-20-17; publications.tnsosfiles.com/rules/1140/1140.htm.
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TEXAS

TX BReg 291.32
Personnel

(¢) Pharmacists.

(1) General.

(A) The pharmacist-in-charge shall be assisted by sufficient number of additional licensed
pharmacists as may be required to operate the Class A pharmacy competently, safely, and

adequately to meet the needs of the patients of the pharmacy.

Eff. 9-16-18.

VIRGINIA

18 Va Admin. Code 110-20-110.
Pharmacy permits generally.

A. A pharmacy permit shall not be issued to a pharmacist to be simultaneously in charge of more
than two pharmacies.

B. Except in an emergency, a permit holder shall not require a pharmacist to work longer than 12
continuous hours in any work day and shall allow at least six hours of off-time between consecutive
shifts. A pharmacist working longer than six continuous hours shall be allowed to take a 30-minute
break.

Current as of 2-6-19:; https://www.dhp.virginia.gov/pharmacy/pharmacy laws regs.htm.

WEST VIRGINIA

WYV BReg 15-1-14
Regulations Governing Pharmacy Permits

14.8 Professional Work Environment

14.8.1. No pharmacist may work more than 12 hours within a 24 hour period without at least 8
hours off duty in that 24 hours, except in a case of emergency when a pharmacist calls off work,
the pharmacist on duty may work more than 12 hours in order to keep the pharmacy open. The
pharmacists would have to document and date and amount of time worked [sic] beyond the 12
hour limit along with the reason for the extended hours of work and make it available to the Board.
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14.8.2. Any pharmacy dispensing more than 15 prescriptions per hour on average during a day
shall have a registered pharmacy technician or a pharmacy technician trainee assisting the
pharmacist. The pharmacist-in-charge shall determine the work schedule for pharmacy
technicians and pharmacy technician trainees based upon prior dispensing records.

14.8.3. The pharmacist on duty or the pharmacy registrant shall notify the pharmacist-in- charge
whenever a prescription error, loss of drugs, or a violation of any statute or rule occurs and the
pharmacist-in-charge is not present.

Eff. 4-2-18; https://apps.sos.wv.gov/adlaw/csr/ruleview.aspx?document=16852&KeyWord=.

WYV BReg 15-1-19
Rules of Professional Conduct

19.2.1. No person practicing pharmacist care shall engage in conduct, in the practice of pharmacy
or the operation of a pharmacy, which tends to reduce the public confidence in the ability and
integrity of the profession of pharmacy, or endangers the public health, safety and welfare; nor
shall he or she interfere in the provision of pharmacist care or offer pharmaceutical services under
any terms or conditions which tend to impair the free and complete exercise of the professional
skill and judgment of another pharmacist. A person practicing pharmacist care shall at all times
practice his or her profession in conformity with federal and state laws and regulations and the
rules of this Board.

Eff. 4-2-18; https://apps.sos.wv.gov/adlaw/csr/ruleview.aspx?document=16852&KeyWord=.
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PERFORMANCE METRICS AND QUOTAS
MISSISSIPPI

MS BReg 30-20-3001:VII
Responsibility of Pharmacist-In-Charge (PIC)

1.B. Recommended Guidelines:
(6) That if quotas or formulas such as prescription volume are used to set staffing, conditions such
as peak workload periods, workplace design and the training of staff must be taken into

consideration.

http://www.sos.ms.gov/adminsearch/default.aspx.

OREGON

OR BReg 855-041-1170
Grounds for Discipline

The State Board of Pharmacy may impose one or more of the following penalties which
includes: suspend, revoke, or restrict the license of an outlet or may impose a civil penalty upon
the outlet upon the following grounds:

(4) Introducing external factors such as productivity or production quotas or other programs to the
extent that they interfere with the ability to provide appropriate professional services to the public.

Eff. 1-22-19; secure.sos.state.or.us/oard/viewSingleRule.action?ruleVrsnRsn=254929.
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MEAL BREAKS AND REST BREAKS
ALABAMA

AL Admin. Code 680-X-2-.28
Temporary Absences of Pharmacists During Break and Meal Period

(1) This rule is to allow pharmacists to have breaks and meal periods without
unreasonably impairing the ability of a pharmacy to remain open.

(2) In any pharmacy that is staffed by a single pharmacist, the pharmacist may leave the
pharmacy area or department, temporarily, for breaks and meal periods without closing the
pharmacy and removing interns/externs and technicians from the pharmacy, if the pharmacist
reasonably believes that the security of the controlled substances will be maintained in his or
her absence.

(@) If, in the professional judgment of the pharmacist, the pharmacist determines that the
pharmacy should be closed during his or her absence, then the pharmacist shall close the
pharmacy area or department and remove all interns/externs and technicians from the
pharmacy during his or her absence.

(3) During the pharmacist's temporary absence, no prescription medication may be provided to
a patient or to a patient's agent unless the prescription medication is a new or refill medication
that the pharmacist has checked, released for furnishing to the patient and was determined not
to require the consultation of a pharmacist.

(4) During such times that the pharmacist is temporarily absent from the pharmacy area or
department, the interns/externs and technicians may continue to perform the non-
discretionary duties authorized to them by any applicable law or rule. However, any duty
performed by an intern/extern or technician shall be reviewed by a pharmacist upon his or
her return to the pharmacy.

(5) The temporary absence authorized by this rule shall be limited to thirty (30) minutes. The
pharmacist shall remain within the facility during the break period and be available to handle
all emergency situations.

(6) The pharmacy shall have written policies and procedures regarding the operations of the
pharmacy area or department during the temporary absence of the pharmacist for breaks and
meal periods. The policies and procedures shall include the authorized duties of interns/externs
and technicians, the pharmacist's responsibility for maintaining the security of the pharmacy.
The policies and procedures shall be open to inspection by the Board or its designee at all times
during business hours.

Eff. 8-5-02; Supp 3/31/19, albop.com/StatutesAndRules.aspx.
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CALIFORNIA

16 Cal. Code Reg. 1714.1
Pharmacy Operations During the Temporary Absence of a Pharmacist

This section is to ensure that pharmacists are able to have duty free breaks and meal periods to
which they are entitled under Section 512 of the Labor Code and the orders of the Industrial
Welfare Commission, without unreasonably impairing the ability of a pharmacy to remain open.

(@ In any pharmacy that is staffed by a single pharmacist, the pharmacist may leave the
pharmacy temporarily for breaks and meal periods pursuant to Section 512 of the Labor Code and
the orders of the Industrial Welfare Commission without closing the pharmacy and removing
ancillary staff from the pharmacy if the pharmacist reasonably believes that the security of the
dangerous drugs and devices will be maintained in his or her absence.

If in the professional judgment of the pharmacist, the pharmacist determines that the pharmacy
should close during his or her absence, then the pharmacist shall close the pharmacy and remove
all ancillary staff from the pharmacy during his or her absence.

(b) During the pharmacist's temporary absence, no prescription medication may be provided to
a patient or to a patient's agent unless the prescription medication is a refill medication that the
pharmacist has checked, released for furnishing to the patient and was determined not to require
the consultation of a pharmacist.

(c) During such times that the pharmacist is temporarily absent from the pharmacy, the ancillary
staff may continue to perform the non-discretionary duties authorized to them by pharmacy law.
However, any duty performed by any member of the ancillary staff shall be reviewed by a
pharmacist upon his or her return to the pharmacy.

(d) During the temporary absence of a pharmacist as authorized by this section, an intern
pharmacist may not perform any discretionary duties nor otherwise act as a pharmacist.

(e) The temporary absence authorized by this section shall be limited to the minimum period
authorized for pharmacists by section 512 of Labor Code or orders of the Industrial Welfare
Commission and any meal shall be limited to 30 minutes. The pharmacist who is on break shall
not be required to remain in the pharmacy area during the break period.

() The pharmacy shall have written policies and procedures regarding the operations of the
pharmacy during the temporary absence of the pharmacist for breaks and meal periods. The
policies and procedures shall include the authorized duties of ancillary staff, the pharmacist's
responsibilities for checking all work performed by ancillary staff and the pharmacist's
responsibility for maintaining the security of the pharmacy. The policies and procedures shall be
open to inspection by the board or its designee at all times during business hours.
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(h) For the purposes of this section, ancillary staff includes: an intern pharmacist, a pharmacy
technician, non-licensed personnel as defined in Section 1793.3 of Title 16 of the California Code
of Regulations and a pharmacy technician trainee as defined in Section 4115.5(a) of the Business
and Professions Code.

pharmacy.ca.gov/laws regs/lawbook.pdf.

FLORIDA

FL BReg 64B16-27.1001
Practice of Pharmacy

(6) The pharmacist may take a meal break, not to exceed 30 minutes in length, during which the
pharmacy department of a permittee shall not be considered closed, under the following
conditions:

(@) The pharmacist shall be considered present and on duty during any such meal break if a sign
has been prominently posted in the pharmacy indicating the specific hours of the day during which
meal breaks may be taken by the pharmacist and assuring patients that a pharmacist is available
on the premises for consultation upon request during a meal break.

(b) The pharmacist shall be considered directly and immediately available to patients during such
meal breaks if patients to whom medications are delivered during meal breaks are verbally
informed that they may request that a pharmacist contact them at the pharmacist's earliest
convenience after the meal break, and if a pharmacist is available on the premises during the meal
break for consultation regarding emergency matters. Only prescriptions with the final certification
by the pharmacist may be delivered.

(c) The activities of registered pharmacy technicians during such a meal break shall be
considered to be under the direct and immediate personal supervision of a pharmacist if the
pharmacist is available on the premises during the meal break to respond to questions by the
technicians, and if at the end of the meal break the pharmacist certifies all prescriptions prepared
by the registered pharmacy technicians during the meal break

Eff. 1-1-10; flrules.org/gateway/ruleNo.asp?id=64B16-27.1001.

MASSACHUSETTS

247 Code of Massachusetts Regulations 6.02

Conditions for Continuing Registration and Operation of a Pharmacy or Pharmacy
Department

(9) A pharmacy or pharmacy department shall meet the following requirements concerning
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registered pharmacists on duty and shall be present at all times when non-pharmacist personal [sic]
have unrestricted access to the pharmacy or pharmacy department:

(@) A registered pharmacist shall be on duty and on the pharmacy premises at all times the
pharmacy or pharmacy department is open for business and shall be present at all times
when the non-pharmacist personal [sic] have unrestricted access to the pharmacy or
pharmacy department;

Policy 2000-03
Policy on Pharmacy Operations during the Temporary Absence of a Pharmacist

Board Regulations at 247 Code of Massachusetts Regulations 6.02(9)(a) state:

"A registered pharmacist shall be on duty and shall be present at all times when non-pharmacist
personnel have unrestricted access to the pharmacy department”

This requirement shall not apply during the temporary absence of a pharmacist as set forth
below provided that the following requirement is strictly adhered to at all times during the
temporary absence of the pharmacist.

This policy is adopted to ensure that pharmacists are able to have necessary and appropriate duty
free breaks and meal periods without unreasonably impairing the ability of a pharmacy to remain
open.

1. In any pharmacy that is staffed by a single pharmacist, the pharmacist may leave the
pharmacy temporarily for necessary and appropriate breaks and meal periods without closing the
pharmacy and removing ancillary staff from the pharmacy if the pharmacist reasonably believes
that the security of the dangerous drugs and devices will be maintained in his or her absence.

2. If in the professional judgment of the pharmacist, for reasons of security or otherwise, the
pharmacist determines that the pharmacy should close during his or her absence, then the
pharmacist shall close the pharmacy and remove all ancillary staff from the pharmacy during his
or her absence.

3. During the pharmacist's temporary absence, no prescription medication may be provided to
a patient or to a patient's agent unless the prescription medication is a refill medication that the
pharmacist has checked; and determined not to require the consultation of a pharmacist; prior to
being released for furnishing to the patient.

4. A new prescription which has been previously prepared, visibly checked by a pharmacist and
had a drug utilization performed by a pharmacist, may be picked up by a patient provided that a
log, including the patients phone number, of all such transactions is kept. The pharmacist, upon
return from break, and within a reasonable time, shall call the patient to review any pertinent
counseling deemed appropriate.

5. During such times that the pharmacist is temporarily absent from the pharmacy, the pharmacy
technical support staff may continue to perform the non-discretionary duties authorized to them
by pharmacy law. However, any duty performed by any member of the ancillary staff shall be
reviewed by a pharmacist upon his or her return to the pharmacy.
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6. Pharmacist managers, at their discretion, may develop a written policy for allowing Pharmacy
Technician Certification Board ("PTCB") and/or Board approved certified technicians and
pharmacy interns to receive telephone prescription orders from practitioners, unless otherwise
prohibited by law.

7. Inpharmacies where there are two or more pharmacists on duty, the pharmacists shall stagger
their breaks and meal periods so that the pharmacy is not left without a pharmacist for a temporary
period.

8. The temporary absence authorized by this section shall not exceed 30 minutes. The
pharmacist who is on break shall not be required to remain in the pharmacy area during the break
period, however the pharmacist shall be required to remain on the premises, licensed by the Board.
The total temporary absence shall not exceed more than 30 minutes absence during any work
period of at least six consecutive hours.

9. The pharmacy shall have written policies and procedures regarding the operation of the
pharmacy during the temporary absence of the pharmacist for breaks and meal periods. The
policies and procedures shall include the authorized duties of ancillary staff, the pharmacist's
responsibilities for checking all work performed by ancillary staff and the pharmacist's
responsibility for maintaining the security of the pharmacy. The policies and procedures shall be
open to inspection by the Board or its designee at all times during business hours.

A pharmacist who temporarily leaves the pharmacy for a break or meal period in compliance with
this section shall not be subject to Massachusetts Board of Registration in Pharmacy disciplinary
action or for acts that he or she did not authorize and that he or she, by the exercise of reasonable
care, could not have prevented during his or her absence.

mass.gov/policy-statement/2000-03-policy-on-pharmacy-operations-during-the-temporary-
absence-of-a-pharmacist.

MISSISSIPPI

MS BReg 30-20-3001:VII
Responsibility of Pharmacist-In-Charge (PI1C)

1.B. Recommended Guidelines:

(4) That all staff should have the opportunity to take periodic breaks and/or meal periods to relieve
fatigue and mental and physical stress. Nothing in this paragraph suggests closing the pharmacy;

http://www.sos.ms.gov/adminsearch/default.aspx.
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MONTANA

MT BReg 24.174.411
Pharmacist meal/rest breaks

(1) In any pharmacy staffed by a single pharmacist, the pharmacist shall take a meal/rest
break for a period of up to 30 minutes per shift without closing the pharmacy and removing
support personnel, provided the pharmacist reasonably believes that the security of
prescription drugs will be maintained in the pharmacist's absence.

(2) The time of the meal/rest break will be conspicuously posted in clear view of patients
approaching the prescription area.

(3) In the pharmacist's absence a sign indicating that no pharmacist is on duty will be
conspicuously displayed in clear view of patients approaching the prescription area.

(4) The pharmacist will remain on the premises if the prescription area is to remain open, and
be available for emergencies.

(5) When authorized by the pharmacist, only registered technicians and interns directly
involved inthe process of filling prescriptions may remain in the prescription department
to perform nondiscretionary duties as delineated by the pharmacist.

(6) Upon returning, the pharmacist shall review any work performed in the pharmacist's absence.

(7) In the pharmacist's absence there may be no dispensing of new prescriptions that the
pharmacist has checked and that are waiting to be picked up, nor may counseling be
provided.

(8) At the discretion of the pharmacist, previously checked medication refills may be handed
to patients or their agents by registered technicians in the pharmacist's absence, and the
technicians must offer the patient counseling by the pharmacist. If the patient desires
counseling, the patient may wait for the pharmacist to return or may leave a telephone number
for the pharmacist to call upon return.

(9) Telephoned new prescriptions must not be accepted by support personnel in the
pharmacist's absence.

(10) New hardcopy prescriptions may be accepted and processed by registered technicians in
the pharmacist's absence. These prescriptions may not be dispensed until the pharmacist has
performed prospective drug review and completed the final check.

(11) If two or more pharmacists are on duty, the pharmacists shall stagger their breaks so that
the prescription department is not left without a pharmacist on duty.
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(12) The pharmacist-in-charge shall develop written policies and procedures for operation of
the prescription department in the temporary absence of the pharmacist.

Eff. 3-27-15; mtrules.org/gateway/RuleNo.asp?RN=24%2E174%2E411.

NORTH CAROLINA

21 NC Admin. Code 46.2512
Pharmacist work conditions

A permit holder shall not require a pharmacist to work longer than 12 continuous hours per work
day. A pharmacist working longer than six continuous hours per work day shall be allowed during
that time period to take a 30 minute meal break and one additional 15 minute break.

Eff. 10-3-17; nchop.org/LawsRules/Rules.pdf.

NEW JERSEY

13 NJ Admin. Code 13:39-6.4
Meal or Restroom Breaks

(@) A sole pharmacist on duty may take restroom breaks and 30-minute meal breaks while
working in a pharmacy consistent with the following requirements:

1. The pharmacist shall remain in the pharmacy or, in the case of a pharmacy department, in the
pharmacy department building, and shall be accessible for emergencies or for counseling, if
requested;

2. The pharmacy shall remain open during the restroom or meal breaks, provided a pharmacy
employee remains present in the pharmacy, for patient related services, which include, but are not
limited to, the following:

i.  The receipt of new written prescriptions; and

ii.  The dispensing of prescription medications which have been checked by the pharmacist; and

3. Assign shall be posted in the prescription dispensing area stating “Pharmacist on break, but
available for emergencies and counseling.”

njconsumeraffairs.qgov/requlations/Chapter-39-State-Board-of-Pharmacy.pdf last revised 1-7-19.
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OREGON

OR BReg 855-041-1170
Grounds for Discipline

The State Board of Pharmacy may impose one or more of the following penalties which includes:
suspend, revoke, or restrict the license of an outlet or may impose a civil penalty upon the outlet
upon the following grounds:

(3) Failure to provide a working environment that protects the health, safety and welfare of a
patient which includes but is not limited to:

(b) Appropriate opportunities for uninterrupted rest periods and meal breaks.

Eff. 6-12-12; secure.sos.state.or.us/oard/view.action?ruleNumber=855-041-1170.

TENNESSEE

TN BReg 1140-03-.07
Temporary absence of pharmacist

A pharmacist is permitted one (1) temporary absence for a period not exceeding one (1) hour per
day. During the absence of a pharmacist from the pharmacy practice site, a sign containing the
words “pharmacist not on duty” must be conspicuously displayed in the pharmacy practice site. It
shall be unlawful to fail or refuse to display the required sign in a conspicuous place when a
pharmacist is absent. No medical or prescription order may be compounded or dispensed during
the absence of a pharmacist. Additionally, during the absence of the pharmacist the prescription
department shall be closed off by physical barrier from floor to ceiling.

Eff. 7-25-1998; publications.tnsosfiles.com/rules/1140/1140.htm.

VERMONT

VT BReg 20-4-1400:9.21
Pharmacist Meal/Rest Breaks

(@ Whenever the prescription department is staffed by a single pharmacist, the pharmacist may
take a meal/rest break for a period of up to 30 minutes without closing the pharmacy and removing
support personnel from the pharmacy, provided that the pharmacist reasonably

believes that the security of the prescription drugs will be maintained in the pharmacist's absence.

(b) No pharmacist shall work more than 8 hours without a meal/rest break. Breaks should be
scheduled as close as possible to the same time each day, so that patients may become familiar
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with the approximate time of the breaks[sic]

(c) The pharmacist shall remain on the premises of the drug outlet during the meal/rest break and
shall be available for emergencies.

(d) If two or more pharmacists are on duty in the prescription department, the pharmacists shall
stagger their meal/rest breaks so that the prescription department is not left without a pharmacist
on duty.

() Whenever the pharmacist temporarily leaves the prescription department for a meal/rest
break, a sign indicating that there is no pharmacist on duty shall be conspicuously displayed. The
sign shall also indicate the time when the pharmacist will return.

(f) Only support personnel directly involved in the prescription dispensing process and
authorized by the pharmacist on duty may remain in the prescription department while the
pharmacist is on a meal/rest break.

(@) When the pharmacist is temporarily absent from the prescription department, support
personnel authorized by the pharmacist on duty may continue to perform non-discretionary duties
as delineated by the pharmacist. .All such duties performed by support personnel shall be reviewed
by the pharmacist upon return from the meal/rest break.

(h) When a pharmacist is not in the prescription department, there shall be no dispensing of new
prescriptions that the pharmacist has checked and that are waiting to be picked up, nor shall
counseling be provided by support personnel.

(i) New, written prescriptions presented by the patient or the patient's agent may be accepted by
support personnel. The processing of such prescriptions, up to the final check, may occur in the
absence of the pharmacist. However, no prescription may be dispensed until the final check is
completed by the pharmacist after return to the prescription department.

(3)) New prescriptions conveyed by telephone shall not be accepted by support personnel. The
caller should be instructed to call back, or a telephone number should be obtained for the
pharmacist to call upon return to the prescription department.

(k) During the pharmacist's absence, prescription refills which have been previously prepared
and checked by a pharmacist may be picked up by the patient or the patient's agent. Support
personnel must offer the patient counseling by the pharmacist. If the patient has no questions,
dispensing may proceed as usual, with the patient signing for the counseling refusal. If the patient
desires counseling, the patient should be asked to wait for the pharmacist to return from the
meal/rest break. Alternatively, the patient may be asked to leave a telephone number for the
pharmacist to call later the same day.

(I) Telephone refill orders and refill requests presented in person by the patient or the patient's
agent may be accepted by support personnel. Such refill orders may be processed by support
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personnel up to the final check. However, no such refill orders shall be dispensed until the final
check is completed by the pharmacist after return from the meal/rest break.

(m) Under this rule, the pharmacist-manager remains responsible for the direct management,
supervision, and control of the prescription department.

(n) If, for security reasons or otherwise, the pharmacist determines that the prescription
department should close during the pharmacist's absence, the pharmacist shall close the
prescription department and remove all support personnel from the prescription department during
the pharmacist's absence. A sign informing the public of the pharmacist's temporary absence and
time of return shall be conspicuously posted.

(o) Using this rule as a guide, the pharmacist-manager, in conjunction with the pharmacy license
holder, should develop written policies and procedures regarding operation of the prescription
department while the pharmacist is temporarily absent on a meal/rest break.

(1) The policies and procedures should include authorized duties of support personnel and
should define the pharmacist's responsibilities for checking all work performed by support
personnel and for maintaining security of the prescription department. The pharmacist-manager
should review the policies and procedures with support personnel.

(2) After review, each support person should be requested to initial the policies and procedures
to indicate that the policies and procedures are understood.

Eff. 9-15-15; Administrative Rules, sec.state.vt.us/professional-requlation/list-of-
professions/pharmacy/statutes-rules.aspx.

WASHINGTON D.C.

BReg 1901
General operating standards

1901.2 A licensed pharmacist shall be on duty at all times that a pharmacy is open for business.
Where only one pharmacist is on duty, the pharmacy shall be closed for business during the
pharmacist's meal period and breaks.

dchealth.dc.gov/node/306412.
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TRANSFER INCENTIVES
ALABAMA

AL Admin. Code 680-X-2-.22
Code of Professional Conduct

(2)(h) A pharmacist and a pharmacy should never offer or participate in the offering a financial
award or benefit, not related to competitive retail pricing of any drug, to induce or encourage any
individual to transfer a prescription from one pharmacy to another.

Eff. 1-20-12; Supp 3/31/19, albop.com/StatutesAndRules.aspx.

MISSISSIPPI
Prohibition of Transfer Incentives
Mississippi Board of Pharmacy Newsletter, July 2011:

INCENTIVES FOR TRANSFER OF PRESCRIPTIONS

During the May 12, 2011, meeting of the Board, the Board discussed the issue of pharmacies
offering incentives for transfer of prescriptions. After discussion, it is the Board's opinion that
repeated transfers of prescriptions between pharmacies compromises patient care and is not in the
patient's best interest. The Board voted, effective July 1, 2011, that pharmacies be prohibited from
offering incentives of any kind for the transfer of prescriptions from another pharmacy.
Pharmacist/Pharmacies have no obligation under the current Pharmacy Practice Regulations to
transfer prescriptions and transfers of controlled substance prescriptions between pharmacies
located within the state or to pharmacies located in another state is not acceptable.

mbp.ms.gov/Pages/Newsletters.aspx.

OREGON

OR BReg 855-041-1170
Grounds for Discipline

The State Board of Pharmacy may impose one or more of the following penalties which includes:

suspend, revoke, or restrict the license of an outlet or may impose a civil penalty upon the outlet
upon the following grounds:
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(5) Incenting or inducing the transfer of a prescription absent professional rationale.

Eff. 1-22-19; secure.sos.state.or.us/oard/viewSingleRule.action?ruleVrsnRsn=254929.

VIRGINIA

Prohibition of Transfer Incentives

The following amendment is currently pending review by the Governor of Virginia.
18 Va Admin. Code 110-20-25. Unprofessional conduct.

The following practices shall constitute unprofessional conduct within the meaning of § 54.1-3316
of the Code of Virginia:

11. Advertising or soliciting in a manner that may jeopardize the health, safety, and welfare of a
patient, including incentivizing or inducing the transfer of a prescription absent professional
rationale by use of coupons, rebates, or similar offerings.

https://townhall.virginia.gov/L/ViewStage.cfm?stageid=7888.
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SPACE FOR CONSULTATION/CLINICAL SERVICES
ALABAMA

AL Admin Code. 680-X-2-.27
Private Consultation Areas for Pharmacies

(1) Since the implementation of patient consultation requirements as a result of OBRA '90
guidelines, it has become evident that the current setup in pharmacies is not conducive to proper
communication with patients by pharmacists. Research shows that private consultation areas will
facilitate proper consultation with patients by pharmacists and the resultant patient outcomes will
be enhanced. Therefore, in order to protect the health of the public and enhance their medication
outcomes, private consultation areas must be furnished by pharmacy owners.

(2) The size of the consultation areas must be large enough to accommodate the participants and
must be entirely devoted to enhancing patient outcomes and not a storage room for merchandise
or other non-related items. The area must be accessible by the patient from outside of the pharmacy
area without having to traverse a stock room or pharmacy area and must have the capability of
being private to both sounds and viewing by unauthorized parties. The area must be away from
checkout areas and flows of traffic that would present a barrier to patient communication.

Eff. 1-1-96; albop.com/StatutesAndRules.aspx.

MAINE

392 Admin. Proc. Act Ch 4-A sec. 3.1
Operation of Drug Administration Clinics

A vaccine administration clinic must be located in a sanitary, well-maintained, adequately-
equipped space that is appropriately sized for the expected patient volume and facilitates
interaction among clinic staff and patients.

maine.qov/pfr/professionallicensing/professions/pharmacy/laws.html.

WYOMING

16 Pharm. Act Rules & Reg. Ch 16 sec 4(e)
Definitions

4(e) “Private Space” means a physical area separated from the pharmacy that is no less than 48
square feet and has at least a six (6) feet tall partition to ensure patient safety and confidentiality.
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The partition cannot be a curtain.

Eff. 5-16-17; pharmacyboard.wyo.gov/laws.
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ACCOUNTABILITY
ALABAMA

AL Admin. Code 680-X-2-.12
Supervising Pharmacist

(6) If the actions of the permit holder have deemed to contribute to or cause a violation of any
provision of this section, the Board may hold the permit holder responsible and/or absolve the
supervising pharmacist from the responsibility of that action. In addition, it is a violation of this
rule for any person to subvert the authority of the supervising pharmacist by impeding the
management of any pharmacy in relation to compliance with federal and state drug or pharmacy
laws and regulations. Any such act(s) may result in charges being filed against the permit holder.

Eff. 3-8-19; albop.com/StatutesAndRules.aspx.

NEBRASKA

Title 175 Ne Admin. Code Ch 8
Denial, Refusal to Renew, or Disciplinary Action

8-008.01B The Department may take disciplinary action against a provisional pharmacy license
or a pharmacy license for any of the following grounds:

6. Discrimination or retaliation against a pharmacy patient or employee who has submitted a
complaint or information to the Department of Health and Human Services, the Department of
Health and Human Services Finance and Support, or the Department of Health and Human
Services Regulation and Licensure;

Eff. 4-29-07; Regulations & Statutes, http://dhhs.ne.gov/licensure/Pages/Pharmacist.aspx.

TEXAS

22 Tx Admin. Code Part 15 sec. 291.32
Personnel

(b) Owner. The owner of a Class A pharmacy shall have responsibility for all administrative and
operational functions of the pharmacy. The pharmacist-in-charge may advise the owner on
administrative and operational concerns. The owner shall have responsibility for, at a minimum,
the following, and if the owner is not a Texas licensed pharmacist, the owner shall consult with
the pharmacist-in-charge or another Texas licensed pharmacist:

(4) providing the pharmacy with the necessary equipment and resources commensurate with its
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level and type of practice;

Eff. 2-16-18.

VIRGINIA

18 Va Admin. Code 110-20-110
Pharmacy Permits Generally

C. The pharmacist-in-charge (PIC) or the pharmacist on duty shall control all aspects of the
practice of pharmacy. Any decision overriding such control of the PIC or other pharmacist on
duty shall be deemed the practice of pharmacy and may be grounds for disciplinary action against
the pharmacy permit.

Eff. 2-8-17; https://law.lis.virginia.gov/admincode/title18/agency110/chapter20/section110/.

WEST VIRGINIA

WYV BReg 15-1-2.1.41(b)
Definitions

2.1.41. "Pharmacist-in-charge™ means a pharmacist currently licensed in this state who:

2.1.41.b has the responsibility for the practice of pharmacist care, as defined in this rule, at the
pharmacy for which he or she is pharmacist-in-charge. The pharmacy permit holder has
responsibility for all other functions, administrative and operational, of the pharmacy. The
pharmacist-in-charge may advise the pharmacy permit holder in writing of administrative and
operational matters. The pharmacist-in-charge is not legally responsible if the permit holder does
not follow the written advice;

Eff. 4-2-18; https://apps.sos.wv.gov/adlaw/csr/ruleview.aspx?document=16530&KeyWord=.

WYV BReg 15-1-20
Duties and Responsibilities of the Pharmacist-in-Charge

3.2.  The pharmacist-in-charge has the following responsibilities:

3.2.1. The pharmacist-in-charge shall be responsible for the practice of pharmacy, as defined in
this rule, at the pharmacy for which he or she is the pharmacist-in-charge. The pharmacy permit
holder shall be responsible for all other functions, administrative and operational, of the pharmacy.
The pharmacist-in-charge may advise the pharmacy permit holder in writing of administrative and
operational matters. The pharmacist-in-charge is not legally responsible if the permit holder does
not follow the written advice;
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3.2.2. The pharmacist-in-charge shall notify the pharmacy permit holder of potential violations
of any statute, rule or court order existing within the pharmacy. If appropriate action has not been
taken within a reasonable amount of time the pharmacist-in-charge shall reduce to writing the
above and submit to the pharmacy permit holder with a copy to the Board. No pharmacist-in-
charge shall be sanctioned by the Board for any violation of any statute, rule or court order if they
have previously given this written notice to the pharmacy permit holder. The pharmacy permit
holder shall be responsible for such violations;

Eff. 4-2-18; https://apps.sos.wv.gov/adlaw/csr/ruleview.aspx?document=16530&KeyWord=.
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QUALITY CONTROL
ARIZONA

4 AZ Admin. Ch 23 Art. 6 sec. R4-23-620
Continuous Quality Assurance Program

A. Each pharmacy permittee shall implement or participate in a continuous quality assurance
(CQA) program. A pharmacy permittee meets the requirements of this Section if it holds a current
general, special or rural general hospital license from the Arizona Department of Health Services
and is any of the following:

1. Certified by the Centers for Medicare and Medicaid Services to participate in the Medicare
or Medicaid programs;

2. Accredited by the Joint Commission on the Accreditation of Healthcare Organizations; or
3. Accredited by the American Osteopathic Association.
B. A pharmacy permittee or the pharmacist-in-charge shall ensure that:

1. The pharmacy develops, implements, and utilizes a CQA program consistent with the
requirements of this Section and A.R.S. 8 32-1973;

2. The medication error data generated by the CQA program is utilized and reviewed on a
regular basis, as required by subsection (D); and

3. Training records, policies and procedures, and other program records or documents, other
than medication error data, are maintained for a minimum of two years in the pharmacy or in a
readily retrievable manner.

C. A pharmacy permittee or pharmacist-in-charge shall:

1. Ensure that policies and procedures for the operation and management of the pharmacy's
CQA program are prepared, implemented, and complied with;

2. Review biennially and, if necessary, revise the policies and procedures required under
subsection (C)(1);

3. Document the review required under subsection (C)(2);
4.  Assemble the policies and procedures as a written or electronic manual; and

5. Make the policies and procedures available within the pharmacy for employee reference and
inspection by the Board or its staff.
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D. The policies and procedures shall address a planned process to:

1. Train all pharmacy personnel in relevant phases of the CQA program;

2. Identify and document medication errors;

3. Record, measure, and analyze data collected to:

a.  Assess the causes and any contributing factors relating to medication errors, and
b.  Improve the quality of patient care;

4. Utilize the findings from subsections (D)(2) and (3) to develop pharmacy systems and
workflow processes designed to prevent or reduce medication errors; and

5. Communicate periodically, and at least annually, with pharmacy personnel to review CQA
program findings and inform pharmacy personnel of any changes made to pharmacy policies,
procedures, systems, or processes as a result of CQA program findings.

E. The Board's regulatory oversight activities regarding a pharmacy's CQA program are limited
to inspection of the pharmacy's CQA policies and procedures and enforcing the pharmacy's
compliance with those policies and procedures.

F. A pharmacy's compliance with this Section shall be considered by the Board as a mitigating
factor in the investigation and evaluation of a medication error.

Eff. 12-2-12; apps.azsos.gov/public services/Title 04/4-23.pdf.

CALIFORNIA

16 Cal. Code Reg. 1711
Quality Assurance Programs

(@) Each pharmacy shall establish or participate in an established quality assurance program
which documents and assesses medication errors to determine cause and an appropriate response
as part of a mission to improve the quality of pharmacy service and prevent errors.

(b) For purposes of this section, “medication error” means any variation from a prescription or
drug order not authorized by the prescriber, as described in Section 1716. Medication error, as
defined in the section, does not include any variation that is corrected prior to furnishing the drug
to the patient or patient's agent or any variation allowed by law.

(c)(1) Each quality assurance program shall be managed in accordance with written policies and
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procedures maintained in the pharmacy in an immediately retrievable form.

(2) When a pharmacist determines that a medication error has occurred, a pharmacist shall as
soon as possible:

(A) Communicate to the patient or the patient's agent the fact that a medication error has occurred
and the steps required to avoid injury or mitigate the error.

(B) Communicate to the prescriber the fact that a medication error has occurred.

(3) The communication requirement in paragraph (2) of this subdivision shall only apply to
medication errors if the drug was administered to or by the patient, or if the medication error
resulted in a clinically significant delay in therapy.

(4) If a pharmacist is notified of a prescription error by the patient, the patient's agent, or a
prescriber, the pharmacist is not required to communicate with that individual as required in
paragraph (2) of this subdivision.

(d) Each pharmacy shall use the findings of its quality assurance program to develop pharmacy
systems and workflow processes designed to prevent medication errors. An investigation of each
medication error shall commence as soon as is reasonably possible, but no later than 2 business
days from the date the medication error is discovered. All medication errors discovered shall be
subject to a quality assurance review.

(e) The primary purpose of the quality assurance review shall be to advance error prevention by
analyzing, individually and collectively, investigative and other pertinent data collected in
response to a medication error to assess the cause and any contributing factors such as system or
process failures. A record of the quality assurance review shall be immediately retrievable in the
pharmacy. The record shall contain at least the following:

1. the date, location, and participants in the quality assurance review;

2. the pertinent data and other information relating to the medication error(s) reviewed and
documentation of any patient contact required by subdivision (c);

3. the findings and determinations generated by the quality assurance review; and,

4. recommend changes to pharmacy policy, procedure, systems, or processes, if any.

The pharmacy shall inform pharmacy personnel of changes to pharmacy policy, procedure,
systems, or processes made as a result of recommendations generated in the quality assurance

program.

(f) The record of the quality assurance review, as provided in subdivision (e) shall be
immediately retrievable in the pharmacy for at least one year from the date the record was created.
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(g) The pharmacy's compliance with this section will be considered by the board as a mitigating
factor in the investigation and evaluation of a medication error.

(h) Nothing in this section shall be construed to prevent a pharmacy from contracting or
otherwise arranging for the provision of personnel or other resources, by a third party or
administrative offices, with such skill or expertise as the pharmacy believes to be necessary to
satisfy the requirements of this section.

2019 Lawbook for Pharmacy, pharmacy.ca.gov/laws_regs/pharmacy_lawbook.shtml.

CONNECTICUT

CT BReg 20-635-4
Review of Prescription Errors

(@) Each pharmacy shall perform a quality assurance review for each prescription error. This
review shall commence as soon as is reasonably possible, but no later than two business days from
the date the prescription error is discovered.

(b) Each pharmacy shall create a record of every quality assurance review. This record shall
contain at least the following:

(1) the date or dates of the quality assurance review and the names and titles of the persons
performing the review;

(2) the pertinent data and other information relating to the prescription error reviewed,;

(3) documentation of the patient and prescribing practitioner contact required by section 20-635-
3 of the Regulations of Connecticut State Agencies;

(4) the findings and determinations generated by the quality assurance review; and
(5) recommended changes to pharmacy policy, procedure, systems, or processes, if any.

Eff. 9-4-03; erequlations.ct.gov/eRegsPortal/Browse/RCSA/.

FLORIDA

FL BReg 64B16-27.300
Standards of Practice — Continuous Quality Improvement Program

(1) *“Continuous Quality Improvement Program” means a system of standards and procedures to
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identify and evaluate quality-related events and improve patient care.

(2) *“Quality-Related Event” means the inappropriate dispensing or administration of a prescribed
medication including:

(@) A variation from the prescriber's prescription order, including, but not limited to:

Incorrect drug;

Incorrect drug strength;

Incorrect dosage form;

Incorrect patient; or

Inadequate or incorrect packaging, labeling, or directions.

SAEIE S

(b) A failure to identify and manage:

Over-utilization or under-utilization;

Therapeutic duplication;

Drug-disease contraindications;

Drug-drug interactions;

Incorrect drug dosage or duration of drug treatment;
Drug-allergy interactions; or

Clinical abuse/misuse.

NogakowdnpE

(3) (a) Each pharmacy shall establish a Continuous Quality Improvement Program which
program shall be described in the pharmacy's policy and procedure manual and, at a minimum
shall contain:

1. Provisions for a Continuous Quality Improvement Committee that may be comprised of staff
members of the pharmacy, including pharmacists, registered pharmacy interns, registered
pharmacy technicians, clerical staff, and other personnel deemed necessary by the prescription
department manager or the consultant pharmacist of record;

2. Provisions for the prescription department manager or the consultant pharmacist of record to
ensure that the committee conducts a review of Quality Related Events at least every three months.

3. A planned process to record, measure, assess, and improve the quality of patient care; and

4.  The procedure for reviewing Quality Related Events.

(b) Asacomponent of its Continuous Quality Improvement Program, each pharmacy shall assure
that, following a Quality-Related Event, all reasonably necessary steps have been taken to remedy

any problem for the patient.

(c) Ata minimum, the review shall consider the effects on quality of the pharmacy system due
to staffing levels, workflow, and technological support.

Page 30 of 37



(4) Each Quality-Related Event that occurs, or is alleged to have occurred, as the result of
activities in a pharmacy, shall be documented in a written record or computer database created
solely for that purpose. The Quality-Related Event shall be initially documented by the pharmacist
to whom it is described, and it shall be recorded on the same day of its having been described to
the pharmacist. Documentation of a Quality-Related Event shall include a description of the event
that is sufficient to permit categorization and analysis of the event. Pharmacists shall maintain
such records at least until the event has been considered by the committee and incorporated in the
summary required in subsection (5) below.

(5) Records maintained as a component of a pharmacy Continuous Quality Improvement
Program are confidential under the Health Insurance Portability and Accountability Act and are
exempt from discovery pursuant to Section 766.101, F.S. In order to determine compliance the
Department may review the policy and procedures and a Summarization of Quality-Related
Events. The summarization document shall analyze remedial measures undertaken following a
Quality-Related Event. No patient name or employee name shall be included in this
summarization. The summarization shall be maintained for two years. Records are considered
peer-review documents and are not subject to discovery in civil litigation or administrative actions.

Eff. 3-18-15; flrules.org/gateway/ruleno.asp?id=64B16-27.300.

IOWA

IA BReg 657-8.26 (155A)
Continuous quality improvement program

Each pharmacy licensed to provide pharmaceutical services to patients in lowa shall implement or
participate in a continuous quality improvement program (CQI program). The CQI program is
intended to be an ongoing, systematic program of standards and procedures to detect, identify,
evaluate, and prevent medication errors, thereby improving medication therapy and the quality of
patient care. A pharmacy that participates as an active member of a hospital or corporate CQI
program that meets the objectives of this rule shall not be required to implement a new program
pursuant to this rule.

8.26(1) Reportable program events. For purposes of this rule, a reportable program event or
program event means a preventable medication error resulting in the incorrect dispensing of a
prescribed drug received by or administered to the patient and includes but is not necessarily
limited to:

a. Anincorrect drug;

b.  Anincorrect drug strength;

c. Anincorrect dosage form;
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d.  Adrug received by the wrong patient;
e. Inadequate or incorrect packaging, labeling, or directions; or

f.  Any incident related to a prescription dispensed to a patient that results in or has the potential
to result in serious harm to the patient.

8.26(2) Responsibility. The pharmacist in charge may delegate program administration and
monitoring, but the pharmacist in charge maintains ultimate responsibility for the validity and
consistency of program activities.

8.26(3) Policies and procedures. Each pharmacy shall have written policies and procedures for
the operation and management of the pharmacy's CQI program. A copy of the pharmacy's CQI
program description and policies and procedures shall be maintained and readily available to all
pharmacy personnel. The policies and procedures shall address, at a minimum, a planned process
to:

a.  Train all pharmacy personnel in relevant phases of the CQI program;
b. Identify and document reportable program events;
c.  Minimize the impact of reportable program events on patients;

d. Analyze data collected to assess the causes and any contributing factors relating to reportable
program events;

e.  Use the findings to formulate an appropriate response and to develop pharmacy systems and
workflow processes designed to prevent and reduce reportable program events; and

f.  Periodically, but at least quarterly, meet with appropriate pharmacy personnel to review
findings and inform personnel of changes that have been made to pharmacy policies, procedures,
systems, or processes as a result of CQI program findings.

8.26(4) Event discovery and notification. As provided by the procedures of the CQI program, the
pharmacist in charge or appropriate designee shall be informed of and review all reported and
documented program events. All pharmacy personnel shall be trained to immediately inform the
pharmacist on duty of any discovered or suspected program event. When the pharmacist on duty
determines that a reportable program event has occurred, the pharmacist shall ensure that all
reasonably necessary steps are taken to remedy any problems or potential problems for the patient
and that those steps are documented. Necessary steps include, but are not limited to, the following:

a. Notifying the patient or the patient's caregiver and the prescriber or other members of the
patient's health care team as warranted,
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b. Identifying and communicating directions or processes for correcting the error; and
c.  Communicating instructions for minimizing any negative impact on the patient.

8.26(5) CQI program records. All CQI program records shall be maintained on site at the
pharmacy or shall be accessible at the pharmacy and be available for inspection and copying by
the board or its representative for at least two years from the date of the record. When a reportable
program event occurs or is suspected to have occurred, the program event shall be documented in
a written or electronic storage record created solely for that purpose. Records of program events
shall be maintained in an orderly manner and shall be filed chronologically by date of discovery.

a.  The program event shall initially be documented as soon as practicable but no more than three
days following discovery of the event by the staff member who discovers the event or is informed
of the event.

b.  Program event documentation shall include a description of the event that provides sufficient
information to permit categorization and analysis of the event and shall include:

(1) The date and time the program event was discovered and the name of the staff person who
discovered the event; and

(2) The names of the individuals recording and reviewing or analyzing the program event
information.

8.26(6) Program event analysis and response. The pharmacist in charge or designee shall review
each reportable program event and determine if follow-up is necessary. When appropriate,
information and data collected and documented shall be analyzed, individually and collectively,
to assess the cause and any factors contributing to the program event. The analysis may include,
but is not limited to, the following:

a. A consideration of the effects on the quality of the pharmacy system related to workflow
processes, technology utilization and support, personnel training, and both professional and
technical staffing levels;

b.  Any recommendations for remedial changes to pharmacy policies, procedures, systems, or
processes; and

c. The development of a set of indicators that a pharmacy will utilize to measure its program
standards over a designated period of time.

Eff. 7-25-18; pharmacy.iowa.gov/ruleslaws.
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INDIANA

856 In. Admin. Code Art. 1 Rule 1-28.1-11

Performance improvement events, sentinel events, corrective and avoidance measures,
review, records, and documentation

(@ The pharmacist in charge shall, as a part of the pharmacy's performance improvement
program, assure or be responsible for assuring that data are collected to:

(1) monitor the stability of existing medication use processes;
(2) identify opportunities for improvement; and
(3) identify changes that will lead to and sustain improvement.

(b) Identification of quality related or sentinel event as defined in section 1 of this rule [856 IAC
1-28.1-1] shall be cause for:

(1) anintensive analysis of causal factors involved in the event; and

(2) plans for corrective actions.

(c) Records of all processes, analysis, and corrective measures instituted involving such
pharmacy quality related or sentinel event shall be maintained for a period of not less than two

(2) years.

(d) The committee created under section 5(c)(1) of this rule [856 IAC 1-28.1-5] shall, at a
minimum, consider the effects on quality of the pharmacy system due to the following:

(1) Staffing levels of both professional and technical personnel.

(2) Workflow.

(3) Use of technology.

(e) Requirements for documentation of performance improvement monitoring of medication use
processes, confidentiality of records, summarization, and examination by the board shall be as
follows:

(1) Each quality related or sentinel event that occurs, or is alleged to have occurred, as the result
of activities involving pharmacy operations, shall be documented in a written or electronic storage

record created solely for that purpose.

(2) The quality related or sentinel event shall be:
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(A) initially documented by the pharmacist to whom it is first described; and
(B) recorded on the same day of its having been so described to the pharmacist.

(3) Documentation shall include a description of the event that is of sufficient detail to permit
analysis of the event.

(4) The pharmacist in charge shall summarize, or cause to be summarized, efforts to improve the
medication use process on a semiannual basis.

(5) No patient names or employee names shall be included in this summary report.

(6) This report shall be maintained for a period of not less than two (2) years.

(7) The records created and maintained as a component of a pharmacy performance improvement
program are confidential to the extent law permits. However, to assure compliance, the board or
its representative may review the policies and procedures manual and a summarization of events

described in subsection (b).

Readopted filed 12-1-14: in.gov/leqislative/iac/iac title?iact=856.

MARYLAND

MD BReg Chapter 26 Section .04
Ongoing Quality Assurance Program

A. A pharmacy permit holder shall establish and maintain an ongoing quality assurance program
to:

(1) Identify, investigate, and promote the prevention of medication errors; and
(2) Establish protocols and procedures to minimize the potential for medication errors.

B. The ongoing quality assurance program shall include the records, proceedings, files, and any
other documents of the ongoing quality assurance program, including for each medication error:

(1) The date of the error;
(2) A brief description of the error;
(3) The results of the evaluation by the ongoing quality assurance program's investigation; and

(4) Remedial action taken or recommendations.
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C. Periodic Review.

(1) A pharmacy permit holder shall analyze the records, proceedings, files, and any other
documents of the ongoing quality assurance program required under 8B of this regulation,
including any medication errors relating to automated medication systems or unlicensed personnel,
at least every 3 months as part of the periodic review that is required to maintain an ongoing quality
assurance program.

(2) Each pharmacy permit holder shall conduct an analysis of its medication delivery system at
least every 6 months to determine which medications in the prescription area of the pharmacy are
high-alert medications, as part of the pharmacy's ongoing quality assurance program.

D. Documentation of Periodic Review. The records, proceedings, files, and any other
documents of the ongoing quality assurance program shall include for each:

(1) Periodic review required under 8C(1) of this regulation:
(@) Documentation of the periodic review;
(b) A description of the system's weaknesses found during the periodic review; and

(c) A description of the actions taken to remedy any weaknesses identified in the medication
system; and

(2) Analysis of a pharmacy's medication delivery system to identify high-alert medications
required under 8C(2) of this regulation:

(@) A list of high-alert medications present in the prescription area of the pharmacy;

(b) The date that a high-alert medication was added to or removed from the list of high-alert
medications;

(c) Dates that the list was reviewed by the pharmacy permit holder; and

(d) Remedial actions taken based on the review of the list of high-alert medications and any
medication errors relating to the high-alert medications.

E. Unless otherwise specified in law, the permit holder shall maintain the ongoing quality
assurance program records referred to in this regulation for 2 years.

F.  The proceedings, records, and files of an ongoing quality assurance program that meets the

requirements of Health Occupations Article, §1-401, Annotated Code of Maryland, and this
chapter, are not discoverable and are not admissible in evidence in any civil action, as provided in
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Health Occupations Article, 81-401, Annotated Code of Maryland.

Maryland Code of Regulations online, search “10.34.26.04”
dsd.state.md.us/COMAR/SearchTitle.aspx?scope=10
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April 29,2019

1 Boulder Creek Lane
Newtown Square, PA 19073

Texas State Board of Pharmacy
Attn: Allison Benz

333 Guadalupe St., Suite 3-500
Austin, Texas 78701

To the Members of the Texas State Board of Pharmacy:

It is my understanding that you will be discussing policies and working conditions in
pharmacies, and I wish to share my concerns that are based on information communicated to me
by pharmacists who are employed in chain pharmacies. I am a pharmacist, and recently retired
after 52 years as a member of the faculty at the Philadelphia College of Pharmacy at the
University of the Sciences. I continue to write a monthly newsletter, The Pharmacist Activist
(www.pharmacistactivist.com) in which I provide editorials and reviews of new drugs. Many of
my editorials address concerns regarding patient safety in the use of medications, and the
working conditions of pharmacists and pharmacy technicians.

I have received hundreds of responses to my editorials from pharmacists with whom I
speak at meetings of pharmacy organizations, and via email and telephone communications. In
addition, I have served as an expert witness in a number of lawsuits in which patients have been
harmed because of dispensing errors or other medication-related problems. By far, the largest
number of concerns of which I have been made aware are communicated to me by pharmacists
working at CVS stores. The most common concerns that are provided include the following:

1. Concerns about patient safety and errors that are attributable, at least in part, to management-
imposed policies, quotas, and working conditions.

2. Understaffing of pharmacists and pharmacy technicians that results in a stressful and error-
prone workplace environment.

3. Policies and metrics that emphasize numbers (e.g., prescriptions, immunizations) and how
quickly responsibilities can be completed (e.g., time to dispense a prescription).

4, Insufficient time to speak with patients about medications dispensed.

5. Policies and procedures with respect to how dispensing errors are to be handled.

6. Inadequate compensation for pharmacy technicians that results in frequent turnover and extra
time required to train new technicians. As one example, a pharmacy manager informed me that
when a Wendys restaurant opened nearby, five of her technicians left to work at Wendys because
of its higher hourly wage.

7. No or insufficient authority to fire technicians who make frequent mistakes or who otherwise
perform inadequately.

8. Having supervisors who are not pharmacists, that is occurring with increasing frequency.

9. Work schedules (e.g., 12- and 14-hour days with no or limited breaks; difficulty in scheduling
days off/vacation time) that contribute to stress and errors. [ often hear comments such as,



“When I finish a long shift at the pharmacy, I am so tired that the specific activities of the day
are a blur, and I only pray that there were no serious errors.”

10. Having to designate customers to receive automatic refilts when they do not request it or
even decline it.

11. Having to work “off the clock™ without pay to compiete activities the company expects to be
done within defined time periods.

12. Fear of termination or retaliation if concerns are voiced. An increasingly frequent response
from a supervisor is the following: “If you don’t like the way things are done here, I have five
applications from pharmacists who would love to have your job, and maybe you should consider
another opportunity.” Forms of retaliation have included assignment to another pharmacy with
the chain that is a farther distance from the pharmacist’s home, or assignment to be a “floater”
among several pharmacies on an unpredictable schedule. One chain pharmacist has told me that
if he was to voice a concern about his working conditions at a meeting of his Board of Pharmacy,
he would be terminated before he left the room.

I have written in greater depth regarding some of these concemns in many of my
editorials. I would be glad to provide copies if it would be helpful.

There is information that chain pharmacies would have available that would be of value
in your consideration of these matters. This information includes:
o the criteria for determination of the number of pharmacist hours and pharmacy technician
hours for a pharmacy;
the metrics that are used in the procedures for processing and dispensing prescription;
the time within which a prescription is expected to be dispensed following receipt
(including warnings/signals about the amount of time elapsed);
s procedures in which pharmacists at remote sites are involved in the review and
processing of prescriptions;
bonuses that are based on the number of prescriptions completed, and;
records of dispensing and other errors, as well as resultant reports (e.g., to the Texas
Board of Pharmacy) and actions taken.

If I can be of assistance, please feel free to contact me.

Sincerely,

Daniel A. Hussar, Ph.D.

Dean Emeritus and Remington Professor Emeritus
Philadelphia College of Pharmacy

University of the Sciences

Author/editor of The Pharmacist Activist



April 16, 2019

To All Board Members for next meeting
Texas State Board of Pharmacy

333 Guadalupe St.

Suite 3-500

Austin, Texas 78701

Dear Board Members:

Working conditions are at a new time all time low in retail pharmacy, especially at -Since the-

-we have noticed increased pressure to provide pharmacy services with reduced staffing. This
includes both pharmacists and technicians. | am a pharmacy manager and have been working for this
company for almost 15 years. | did not start my pharmacy career in Texas. | would like to let every
member of the Board know that | believe | am a danger to the public working for-in Texas,

The company routinely ignores pharmacist to technician ratio and when we speak out we are reminded
to refer to My Schedule or look at the work station assignment board and our answers will be
found. | have been told on numerous occasions that-Mv Schedule is a valuable tool and if properly
executed we would not have a problem performing our duties.

Technicians and pharmacists are required to sign up people for redifill or 90 days prescriptions or
scriptsync without their permission. This causes unwanted prescriptions to be sold and then they are
brought back and yes we give them their money back and some of the drugs make it back on the shelf,
especially inhalers and high dollar items. [Jimanagement will lie about this. Sit a few of them down
and administer a polygraph test and watch them squirm.

Requiring pharmacists and technicians to work off the clock is a common practice. | have been denied
thousands of dollars working extra. Most pharmacists come in early stay late and if we complain we are
told the job needs to be done just work faster, watch your dashboard and stay out of the red.
Technicians trying to support a child on a 13.00 hr. income are routinely asked to clock out and then do
end of day duties that include restocking vials, returning drugs to the shelf or taking out the trash. We
keep the fast food places in business because the pharmacists are always buying lunches for the techs
and they cannot take lunch because we are behind. They never get their 15 minute break that is also
required by law.

| invite the regulatory agents to visit and check a few profiles and see how many customers have no
allergy information entered. [JJJj is more interested in the metrics, converting to the drug that costs
the least and | did forget one thing. We are always taking up money for some cause at the register.
Counselling is rarely done. We have been instructed by district leaders to scan our credentials when it
appears in the QV screen to indicate we have talked to a patient. Polygraph them about this little lie.

Two of the most common phrases you will hear at-when a customer arrives at our area is We will be
with you in a minute and sorry to keep you waiting. This phrase may be said to the same customer

several times in one visit.

Please take action. | am speaking for many silent pharmacists across Texas. --Just a pharmacist
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