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Hospital Pharmacy Practice
Pharmacist-In-Charge (PIC) Responsibility Survey

This form is to be retained in your records and not sent to the Board of Pharmacy. Not to be completed by
temporary PICs.

Pharmacist-in-charge Name
Pharmacist’s License Number
Pharmacy Name
Pharmacy License Number
Pharmacy Address

Instructions

Please read and review this pharmacist-in-charge responsibility survey. Allow yourself 30 to 60
days to assess the baseline operation of the pharmacy you are taking responsibility for.
Complete this survey no later than 90 days after becoming PIC. Retain a copy of this survey in
your Minnesota Board of Pharmacy file, located at your pharmacy. Attach all additional
documents, written policies and procedures, and other statements as requested for this survey.

Note: We request that you maintain a Minnesota Board of Pharmacy file or folder. The file
should include, but is not limited to, this survey, correspondence from the Board of Pharmacy, a
copy of your "Certificate of Professional Responsibility", a copy of the DEA Power of Attorney
form, copies of variance requests with related documentation and approval letters, the most
recent biennial controlled substance inventory and updated copies of all policies and procedures
(i.e., technician, consultation, automation, central service, etc.). This information will be
requested and reviewed during future Board inspections.

PIC Responsibilities and Duties

All licensed pharmacies must have a designated PIC, who shall be responsible for assuring
compliance with all accepted standards and laws pertaining to the practice of the pharmacy.
This includes: establishing policies & procedures for the employees of the pharmacy for the
storage and handling of drugs and the communication of information to the public in relation to
drug therapy; supervising all professional and non-professional employees of the pharmacy;
assuring that all pharmacists, residents, interns and technicians are registered with the Board of
Pharmacy and that the registrations are posted; establish a record keeping systems; and
development and implementation of policies and procedures for OBRA (which includes a
counseling policy), pharmacy technicians, quality assurance and other drug management
services.
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Pharmacist-In-Charge (6800.2400)

Subpart 1. Responsibilities and duties. No person shall conduct a pharmacy without a pharmacist-in-
charge, who shall be a pharmacist regularly employed in the pharmacy department and shall be
designated in the application for license, each renewal thereof or pursuant to subpart 4. It is the
pharmacist-in-charge's duty and responsibility, consistent with the accepted standards of professional
conduct and practice and in compliance with all applicable laws:

A. To establish policies and procedures for the employees of the pharmacy for the procurement,
storage, compounding, and dispensing of drugs and the communication of information to the
public in relation to drug therapy;

To supervise all of the professional employees of the pharmacy;

C. To assure that all persons participating in an internship, residency, or fellowship program at the
pharmacy are appropriately licensed or registered with the board;

D. To supervise all of the nonprofessional employees of the pharmacy insofar as their duties relate
to the procurement, sale, and/or storage of drugs;

E. To develop appropriate detailed written procedures directing activities of pharmacy technicians

and to make these procedures available to the board, and to ensure that all persons working as

pharmacy technicians are registered with the board, in accordance with part 6800.3850;

To establish and supervise the method and manner for the storing and safekeeping of drugs;

To establish and supervise the recordkeeping system for the purchase, sale, possession, storage,

safekeeping, and return of drugs;

H. To notify the board immediately upon receiving knowledge that his or her services as
pharmacist-in-charge have been or will be terminated;

I.  Torespond to deficiency reports; and

J.  To ensure that staffing and operational quality assurance policies are developed, implemented,
and followed for the purpose of decreasing and monitoring prescription errors.

@

am

Subp. 2. Deficiency reporting. The pharmacist-in-charge of any pharmacy wherein deficiencies are noted
upon inspection by the board or its staff shall, within 30 days of receiving notice of such deficiency, submit
in writing to the board the steps taken or proposed to eliminate the deficiency. Failure to submit such
report or to eliminate deficiency shall be grounds for the institution of disciplinary action by the board.

Subp. 3. More than one location. No pharmacist shall be designated pharmacist-in-charge of more than
one pharmacy. In the interest of public health, this requirement may be waived in the case of a
pharmacist serving a hospital pharmacy on a part-time basis.

Subp. 4. Termination of service. Each pharmacy shall notify the Board of Pharmacy immediately upon
knowledge of the termination of the services of the pharmacist-in-charge and further, shall immediately
designate a successor pharmacist-in-charge and immediately notify the Board of Pharmacy of such
designation. The Board of Pharmacy upon receiving such notice shall furnish the successor pharmacist-in-
charge such form or forms as it may from time to time prescribe which form or forms must be completed
by the successor pharmacist-in-charge and filed with the Board of Pharmacy within ten days after receipt
thereof.

Notification of termination should be in writing and sent to the Board of Pharmacy office.
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Hospital Pharmacist-In-Charge (6s00.7400)
Subpart 1. Qualifications. The pharmacist-in-charge, regardless of title or designation, shall be a
pharmacist licensed in this state.

Subp. 2. On-site pharmacies. A pharmacist providing pharmaceutical services to a hospital
maintaining an on-site pharmacy shall be engaged by the hospital and shall provide at least part-
time, five-day-per-week services.

Subp. 3. Drug room. A pharmacist providing pharmaceutical services from off-site to a hospital
maintaining a drug room shall schedule on-premises visits on at least a weekly basis.

Subp. 4. Responsibilities. The responsibilities and duties of the hospital pharmacist-in-charge
include at least the following specific duties in addition to the duties of the pharmacist-in-charge
found in part 6800.2400:

A. the procurement, identification, security, storage, and distribution of all drugs, as well
as the disposition of drugs whose effectiveness has expired or which, for other reasons,
are deemed no longer usable;

B. the development, implementation, coordination, supervision, and review of
pharmaceutical services in the hospital and policies related thereto;

C. the supervision of the preparation and sterilization of parenteral drugs in the hospital;

D. the supervision of bulk compounding of pharmaceuticals;

the establishment of specifications for procurement of drugs and chemicals for direct
patient use;

the development of a hospital formulary system;

the dispensing of drugs and chemicals for direct patient use;

the maintaining of a stock of antidotes and emergency drugs in the hospital;

the maintaining of pharmaceutical service records; and

cooperating in the teaching and research programs of the hospital.
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Subp. 5. Span of control. The pharmacist's span of supervision shall extend to all areas of the
hospital where drugs are stored. No less than every month inspections of these areas shall be
conducted and substantiated by records so as to verify at least proper drug storage,
documentation of distribution and administration of controlled substances, absence of outdated
drugs, and the integrity of the required emergency drug supply.
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General Documentation
1. Have you read and do you understand pharmacy rules 6800.7100 through 6800.7950 pertaining
to hospitals and hospital service policies?

OvYes ONo

2. List your accreditation bodies
A. Period of accreditation
B. List pharmacy deficiencies

C. List any Minnesota Department of Health pharmacy deficiencies

3. Hours of pharmacy service

4. Describe the limited access when pharmacists are not present, if not a 24-hour pharmacy (see
6800.7530)

5. Reference Library (Minn. Rule 6800.1050)
Do you have at least one current reference from each category listed below? List your reference
and the year published. At least one dosage and toxicology reference must be in hard copy form.

A. Pharmacology Year
B. Dosage/Toxicology Year
C. General Reference Year
D. Pharmacy Laws Year
E. Pharmacy Rules Year
F. DEA Regulations, 21 CFR, parts 1300-1316 Year
G. Sterile Products or intravenous incompatibilities Year
H. USP 795 Year
I. USP 797 Year
J.  USP 800 Year

6. Long Term Care Pharmacies must also have the following, if applicable
A. General Reference on Geriatric Pharmacotherapy Year

B. Minnesota Department of Health Rules pertaining to medication handling in long term care
facilities Year

Drug Distribution

1. Describe when and how pharmacists receive and review drug orders for appropriateness.
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2. Describe what is included on your pharmacy patient profile system, i.e., OTC medications, IV’s,
nutraceuticals, weight, age, sex, diagnosis, allergies, and lab values.

3. Are your medications distributed in the most ready to administer form (unit of use standard for
JACHO)?

OYes ONo

Explain

4. Explain your accountability and documentation for pharmacist certification process of patient
orders and retention of records.

5. Doyou use an automated system?

OvYes ONo

6. If yes, do the policies follow the Board’s regulations for automated distribution per Minn Rule
6800.2600 and/or have they been approved by the Board?
O Yes O No ON/A

If no, explain

A. Number of machines

B. Location of machines

C. Are there any off-site locations?

OvYes ONo

If yes, explain in detail the location of each machine.

D. Arethere processes in place to review system access and authorization levels?

OYes ONo

E. How and at what frequency are discrepancies in records reviewed and resolved?

F. Review the Guidance document regarding use of bar code technology for loading
automation and indicate a plan for compliance with the guidance as needed.

BOP 050507 10/2018

This form is to be retained in your records and not sent to the Board of Pharmacy.


https://mn.gov/boards/pharmacy/

m

MINNESOTA

BOARD OF PHARMACY Protecting the Public Since 1885 | mn.gov/boards/pharmacy

2829 University Ave. SE, Suite 530 | Minneapolis, MN 55414

Controlled Substances (cFr1300-1321, Minn Rules 4150-4800)

1.

Controlled Substance Inventory:

All new PIC’s should take a complete inventory of all controlled substances (C-II, Ill, IV, &V) on
hand the first day of employment as PIC.

Starting date as PIC (inventory date)
Date of last biennial inventory

Unless exempt, pharmacies are required to report dispensing of (but not administration of)
certain controlled substances to the Prescription Monitoring Program (PMP).
A. Is your pharmacy reporting to the PMP?

OYes ONo

B. If no, has your pharmacy received an exemption? Keep a copy of the exemption request.

OvYes ONo

C-Il issues
A. Are prescriptions filed separately from other Rx's?

OYes ONo

B. Are C-ll drugs stored within a locked cabinet or distributed throughout pharmacy stock?
(O Locked cabinet (O Pharmacy stock

C. What security measures are in place to prevent and review for diversion?

D. s partial filling provided for only long-term care facilities or terminally ill patients?

OvYes ONo

If no, explain

E. How is the perpetual inventory record maintained?

F. Isthe perpetual inventory reconciled at least monthly with documentation of this
procedure?

O Yes O No

G. Paper DEA 222 forms or electronic orders are properly documented with quantity and date
received?

OvYes ONo

Are C-ll invoices filed separately from other invoices?

OYes ONo

Is a daily electronic log of controlled substances that are dispensed each day, maintained,
reviewed, and signed by each pharmacist who dispensed a controlled substance prescription that
day?

OvYes ONo

I
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5. Are all controlled substance records maintained within the licensed pharmacy area and retained
for at least two years?
OvYes ONo
6. Are C-ll controlled substances stored in a locked cupboard or distributed throughout the
pharmacy stock?
OvYes ONo
7. Does your pharmacy have a policy that addresses accountability of proof of use sheets (if
applicable), controlled substance wastages, controlled substance shortages, and controlled
substance outdates?
OvYes ONo
8. Does your pharmacy conduct controlled substance mini audits?
O Yes O No
9. How does your facility handle CS in the OR and anesthesia area? Please explain below or attach
the policy.
10. Does your pharmacy have a policy on patient controlled analgesia? Please explain below or
attach the policy.
IV Program
1. Check the types of IV hoods this pharmacy has, and check if they are vented to the outside.
A. Laminar airflow workbench (LAFW)
B. Compounding aseptic isolator (CAl) In SCA or ISO 7
C. Biological Safety Cabinet (BSC) Vented outside
D. Compounding aseptic containment isolator (CACI) Vented outside
2. Anteroom?
Oves Ono Qiso
Buffer/Clean Room?
OvYes ONo Qiso
Non-hazardous — Positive pressure?
OvYes ONo (Qlso
3. Does your pharmacy utilize USP 797 BUD or more conservative BUD?
OvYes ONo
4. Hazardous preparation and storage space:

A. Negative pressure?

OvYes ONo Qls0

B. Hazardous receiving area and USP 800 compliant processes?

OvYes ONo
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C. Assessment of Risk documentation addresses all hazardous drugs on site?

OYes ONo

D. Hazardous risk ‘designated person’ for the site is:

5. Date of last IV hood certification
A. Certification documents reviewed and retained in the licensed pharmacy?

OYes ONo

6. Describe or attach policies from your IV sterile technique training program.

7. Explain your IV compounding documentation, accountability, pharmacist’s stage checking,
certification process, and retention of records.

8. Your location maintains a list of high alert preparations according to 6800.3300 Subp 6?

OYes ONo

9. Does your pharmacy prepare cancer chemotherapy drugs?
O Yes O No
Explain
If yes, does your chemotherapy policy address the following?
A. Chemotherapy drugs storage?
OvYes ONo Location
B. Chemotherapy drug waste?

OYes ONo

C. Chemotherapy drug spill kits?

OYes ONo

D. Protocol or standard orders?

OYes ONo

E. Independent dosing checks?

OYes ONo

F. Attaching tubing in pharmacy?

OYes ONo

G. Annual written affirmation of recognized hazardous compounder’s?

OYes ONo

H. Safe transport and limitation on pneumatic tube use?

OvYes ONo

10. Does your pharmacy/facility utilize IV pumps?

OYes ONo

11. Does the pharmacy dispense all pre-mixed IVs?

OvYes ONo
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12. Does your pharmacy prepare home health 1Vs?

O Yes O No
If yes, do you keep records for five years?

OvYes ONo

Drug Security
1. If you have not addressed security in the following areas, please explain:
A. Pharmacy
B. Nursing station
C. Surgery
D. Anesthesia
E. Emergency room
F. Other patient diagnostic/treatment rooms
G. Automated distribution machines
H. |V storage

Have you addressed drug security and theft prevention, including the proper handling of
outdated drugs, and drug shipments received during and after pharmacy hours?

OvYes ONo

Explain in the space below.

Drug Therapy Management

1.

List your clinical programs.

List your drug utilization review program.

Explain your program and what involvement your pharmacists have with patient medication
reconciliation.

What involvement does your pharmacy have with your facility’s adverse drug reactions ADR
reporting system?

Are you monitoring food/drug interactions?

OvYes ONo
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6. What involvement does your pharmacy department have with your Pharmacy Therapeutics
Committee?

7. List other hospital committees that have pharmacy involvement.

8. If your hospital has a therapeutic substitution policy, what is your mechanism for informing a
prescriber of a therapeutic substitution?

Outpatient Dispensing

1. Does your hospital utilize ER pre-packs?

OYes ONo

2. Ifyes, does labelling and record retention meet 6800.3200 and/or 6800.34007?

OvYes ONo

3. How does the pharmacist certify prepacks? See 6800.3100.

OYes ONo

Safety Issues

1. Are medication errors, including near misses, reviewed on a multi-disciplinary and non-punitive
manner?

OYes ONo

2. Do you analyze your drug distribution and clinical pharmacy systems with the goal of error
prevention? (i.e. Failure Mode Effect Analysis [FMEA])

OYes ONo

3. Do your preprinted order forms contain dosing parameters for at least high risk drugs?

Oves ONo
Other

1. Areyou distributing medications to those that can possess outside of your facility? (i.e.
Wholesaling)

OYes ONo

2. Does your pharmacy receive a copy of the patient informed consent prior to dispensing
investigational drugs?

OvYes ONo ON/A

3. Does your pharmacy provide required investigational drug information to the nursing staff?

OvYes ONo ON/A
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4. Explain your policy for storage and/or use of a patient’s own medications that is brought into
your facility.

5. Explain your sample policy for your institution, if applicable.

6. List all off-site drug storage extensions of your pharmacy such as, emergency drugs for extended
care facilities, automated drug machines, and tele-pharmacy situations.

Affidavit

Minnesota law holds the pharmacist-in-charge responsible for ensuring pharmacy compliance with all
state and federal laws governing the practice of pharmacy. Failure to do so could result in actions against
the pharmacy and/or pharmacist's license.

1, , Minnesota pharmacist license

# , hereby certify that | have completed the "Certificate of Professional Responsibility"
for this pharmacy for which | will be pharmacist-in-charge. | understand that all responses are subject to
verification by the Board of Pharmacy on the next inspection. | further state, under penalty of perjury,
that the information contained in this questionnaire is true and correct to the best of my knowledge and
belief.

Pharmacist-in-charge signature Date
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