Pharmacy Change of Classification Application

PHARMACY CHANGE OF CLASSIFICATION APPLICATION

You can now submit pharmacy classification changes online via the MOPRO licensing portal.
Visit https://mopro.mo.gov/license/s/ to file an online application.

MAILING ADDRESS

P
MISSOURI BOARD OF PHARMACY FRMIT #
P.0.Box 625
JEFFERSON CITY, MO 65102 ISSUE DATE
OVERNIGHT ADDRESS RECEIVED

MISSOURI BOARD OF PHARMACY
3605 MISSOURI BOULEVARD
JEFFERSON CITY, MO 65109

v' SEE CLASS DEFINITIONS FOR COMPLETION OF THIS FORM
v $ 50.00 APPLICATION FEE. FEE IS NON-REFUNDABLE
v/ KEEP COPY OF COMPLETED APPLICATION FOR YOUR RECORDS

SECTION A: PHARMACY INFORMATION

If a pharmacy class is being added, the pharmacy may not begin providing pharmacy services authorized by the added class
until a new permit has been issued by the Board reflecting the class requested.

PHARMACY NAME PERMIT #

PHARMACY ADDRESS (STREET) (CITY) (STATE) (71P)
PHARMACY TELEPHONE # E-MAIL ADDRESS

PHARMACIST-IN-CHARGE PIC MISSOURI PHARMACIST LICENSE # (If applicable)

SECTION B: PHARMACY CLASSIFICATION
The new pharmacy is applying for the following permit classes (check ALL that apply):

O Class A (Community/Ambulatory) 0O Class K (Internet)

O Class B (Hospital Pharmacy) O Class L (Veterinary)

O Class C (Long-Term Care) O Class M (Specialty Bleeding Disorder)

O Class D (Non-Sterile Compounding) O Class N (Automated Dispensing System- Health Care
O Class E (Radio Pharmaceutical) Facility)

O Class F (Renal Dialysis) O Class O (Automated Dispensing System- Ambulatory
0O Class G (Medical Gas) Care)

0 Class P (Practitioner Office/Clinic)
O Class Q (Charitable Pharmacy) **Missouri located facilities
only**

O Class H (Sterile Product Compounding)
O Class I (Consultant Services)

O Class J (Shared Services) **Class J . . . . .
Questi o(nnaire must be c)omplete d& O Class R (Remote Dispensing Site Pharmacy)**Missouri

attached** located facilities only**

SEE INCLUDED PHARMACY CLASS DEFINITIONS

Page 1


https://mopro.mo.gov/license/s/

Pharmacy Change of Classification Application

SECTION C: To Be Completed by Class Q Charitable Pharmacy Applicants ONLY

Provide the following information if you are adding a Class Q Charitable Pharmacy. LEAVE THIS SECTION BLANK IF
YOU ARE NOT APPLYING FOR A CLASS Q PHARMACY PERMIT. Note: Class Q Charitable Pharmacies must be located
in Missouri. Non-resident pharmacies are not eligible for a Class Q permit.

Class Q Charitable Pharmacy Requirements

A Class Q Charitable Pharmacy must be:

a. Located in Missouri[20 CSR 2220-2.685(1)(B)];

b. Owned or operated by an organization that is qualified as a charitable organization pursuant to section
501(c)(3) of the Internal Revenue Code [20 CSR 2220-2.685(1)(B)]. Proof of charitable organization status
must be submitted with this application.

c. Providing pharmacy services only for “qualified indigent patients” which are defined as:

A patient of a charitable pharmacy that has been screened and approved by a charitable
organization and deemed not to have sufficient funds to obtain needed medication based on the
charitable organization’s pre-established criteria. [20 CSR 2220-2.685(1)(D)]

Class Q pharmacies may not provide pharmacy services for patients that are not qualified indigent patients
as defined by 20 CSR 2220-2.685.

1) Is the pharmacy owned or operated by an organization that qualifies as a charitable organization pursuant to
section 501(c)(3) of the Internal Revenue Code [20 CSR 2220-2.685(1)(B)]

[] YES (fyes, proof of charitable organization status must be submitted with this application)
[] NO (If no, you are not eligible for a Class Q Charitable Pharmacy permit; See 20 CSR 2220-2.685)

2) Does the pharmacy have pre-established criteria for screening qualified indigent patients for eligibility as
required by 20 CSR 2220-2.685(B), (D)?

[] YES (Eligibility criteria for determining qualified indigent patient status must be attached)
[] NO (Ifno, you are not eligible for a Class Q Charitable Pharmacy permit; See 20 CSR 2220-2.685)

3) Will the pharmacy be providing pharmacy services only for/to “qualified indigent patients” as defined by 20
CSR 2220-2.685(1)(D) (see definition above)?

[] YES

[] NO (Thepharmacy is NOT eligible for a Class Q Charitable Pharmacy permit if pharmacy services
will be provided to patients other than “qualified indigent patients”)

4) Will the facility be accepting donated medication, as authorized by 20 CSR 2220-2.685(6)?

[] YES

O w~o
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Pharmacy Change of Classification Application

SECTION D: To Be Completed by Class R Remote Dispensing Site Applicants ONLY

Provide the following information if you are adding a Class R Remote Dispensing Site classification. LEAVE THIS
SECTION BLANK IF YOU ARE NOT APPLYING FOR A CLASS R PHARMACY PERMIT. Note: Class R pharmacies must
be located in Missouri. Non-resident pharmacies are not eligible for a Class R permit.

CLASS R SUPERVISING PHARMACY NAME (Provide the official pharmacy name. This name will be shown on the pharmacy’s permit)

SUPERVISING PHARMACY ADDRESS (STREET) (CITY) (STATE) (zIp)

SUPERVISING PHARMACY LICENSE #

Class R Licensure Requirements

Unless otherwise approved by the Board of Pharmacy, a Class R Site must be:

a. Within fifty (50) miles of a supervising pharmacy that is located in Missouri., and

b. At least ten (10) miles away from another “retail” pharmacy which is defined in 20 CSR 2220-2.680 as a
pharmacy that offers or provides pharmacy services to the general public, unless the proposed Class R site is
part of a community mental health center, federally qualified health center, rural health clinic or outpatient
clinic as defined below. **A downloadable listing of all pharmacies located in Missourt is available on the
Board’s website under the “downloadable listings” tab. The downloadable listing is searchable by address,
zip code and county. Applicants are responsible for determining compliance with the 10-mile requirement.

Requests to waive the mileage requirements, or the Missouri location requirements for supervising pharmacies,
must be submitted to the Board in writing with this application; Waiver requests must comply with 20 CSR 2220-
2.680(2)(B) and/or (3)(C). The Board cannot waive the Missouri location requirement for the actual Class R site.

1) Does the supervising pharmacy and the Class R Remote Dispensing Site share common ownership?

] YES (If ves, attach a description or other documentation that demonstrates common ownership)
[] No (If no, the Class R site is NOT eligible for licensure; See 338.215.4]

2) Is the Class R Remote Dispensing Site part of (Check all that apply; Leave this question blank if none of the
below are applicable):

[] A community mental health center (A community mental health center as defined by 42 CFR §
410.2, § 205.975, RSMo, or the Missouri Department of Mental Health; 20 CSR 2220-2.680(1)(A))

[] Federally qualified health center (A federally qualified health center as defined by 42 U.S.C. §
1396d(1)(2)(B), as amended; 20 CSR 2220-2.680(1)(B))

Rural health clinic (A rural health clinic as defined by the federal Rural Health Clinic Services Act,
PL. 95-210, as amended; 20 CSR 2220-2.680(1)(H))

[] Outpatient clinic (A facility where healthcare services are provided by a licensed healthcare
provider on the facility’s premises to patients who are not hospitalized or admitted to the outpatient
clinic for greater than twenty-three (23) hours; 20 CSR 2220-2.680(1)(D))
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Pharmacy Change of Classification Application

**TO BE COMPLETED BY CLASS R REMOTE DISPENSING SITE PHARMACIES ONLY***

3) Isthe supervising pharmacy located within fifty (50) miles of the proposed Class R remote dispensing site?
[] YES

[] NO  (Ifno, the proposed site is not eligible for licensure unless a waiver request is submitted and
approved by the Board; See above for waiver request requirements)

4) Isthe proposed Class R Remote Dispensing Site within ten (10) miles of another pharmacy that offers pharmacy
services to the general public?

U YES (Ifyes, the proposed site is not eligible for licensure unless a waiver request is submitted and
approved by the Board or the proposed Class R pharmacy is part of a community mental health
clinic, federally qualified healthcare clinic, outpatient clinic, or rural health clinic, as defined
above)

J No

MILITARY BENEFITS/SERVICES

Have you ever served on active duty in the Armed Forces of the United States and separated from such service
under conditions other than dishonorable? o YES o NO

Would you like to receive information and assistance regarding veterans benefits and services? o YES o NO

May the agency share your contact information with the Missouri Veterans Commission to provide such
information?

General information may also be found on the Missouri Veterans Commission’s website https://mvc.dps.mo.gov/.
oYES o NO

SECTION E: APPLICANT AFFIDAVIT

This affidavit must be signed by the pharmacist-in-charge or a partner, corporate officer, or the sole proprietor named in
the Board’s records. Alternatively, the application may be signed by a person with a designated power of attorney
authorizing the individual to sign and submit this application on the pharmacy’s behalf. Proof of the designated power of
attorney form must be submitted with this application.

This application is hereby submitted on behalf of the pharmacy identified herein. I attest the foregoing application has been
completed truthfully and accurately to the best of my knowledge and belief. I am making this affidavit knowing that any false
statements or material omission may subject me or the entity identified herein to criminal penalties for making a false affidavit under
Section 575.050, RSMo.

I understand that the applicant/pharmacy must comply with all applicable federal and state law(s) as well as the regulations of the
Missouri Board of Pharmacy. I hereby certify under penalty of perjury that the information and answers contained in this

application and any attachments are true and correct to the best of my knowledge and belief.
SIGNATURE OF APPLICANT TITLE

PRINT NAME DATE
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SECTION F: APPLICATION CONTACT PERSON

Please provide a contact person for questions from the Board office regarding this license application.

Pharmacy Change of Classification Application

CONTACT NAME POSITION/TITLE
CONTACT MAILING ADDRESS (STREET) (CITY) (STATE) (z1p)
CONTACT TELEPHONE # CONTACT FAX #

CONTACT E-MAIL ADDRESS
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Pharmacy Change of Classification Application

10.

11.

12.

13.

14.

15.

16.

MISSOURI PHARMACY PERMIT
CLASS DEFINITIONS

(The Board’s rules & statutes are available at http://pr.mo.gov/pharmacists-rules-statutes.asp)

Class A: Community/Ambulatory. A pharmacy that provides services as defined in section 338.010, RSMo, to the general public
(including veterinary).

Class B: Hospital Pharmacy. A hospital as defined in section 197.020 or a clinic or facility under common control, management,
or ownership of the same hospital or hospital system.

Class C: Long-Term Care. A pharmacy that provides services as defined in section 338.010, RSMo, by the dispensing of drugs and
devices to patients residing within long-term care facilities. a long-term care facility means a nursing home, retirement care, mental
care or other facility or institution which provides extended health care to resident patients.

Class D: Non-Sterile Compounding. A pharmacy that provides services as defined in section 338.010, RSMo, and provides a non-
sterile compounded product as defined in 20 CSR 2220-2.400(1) made from any bulk active ingredient in a batch quantity as
defined in 20 CSR 2220-2.400(3).

Class E: Radiopharmaceutical. A pharmacy that is not open to the general public and provides services as defined in section
338.010, RSMo, limited to the preparation and dispensing of radioactive drugs as defined by the food and drug administration
(FDA) to health care providers for use in the treatment or diagnosis of disease and that maintains a qualified nuclear pharmacist as
the pharmacist-in-charge.

Class F: Renal Dialysis: A pharmacy that is not open to the general public that provides services as defined in section 338.010,
RSMo, limited to the dispensing of renal dialysis solutions and other drugs and devices associated with dialysis care.

Class G: Medical Gas. A pharmacy that provides services as defined in section 338.010, RSMo, through the provision of oxygen
and other prescription gases for therapeutic uses.

Class H: Sterile Product Compounding. A pharmacy that provides services as defined in section 338.010, RSMo, and provides a
sterile pharmaceutical as defined in 20 CSR 2220-2.200(11)(i) and (aa). A Class H permit is not required for pharmacies only
providing sterile products within the exemptions outlined in 20 CSR 2220-2.200(25).

Class I: Consultant. A location where any activity defined in section 338.010, RSMo, is conducted, but which does not include the
procurement, storage, possession or ownership of any drugs from the location.

Class J: Shared Service. A pharmacy that provides services as defined in section 338.010, RSMo, and is involved in the processing
of a request from another pharmacy to fill or refill a prescription drug order, or that performs or assists in the performance of
functions associated with the dispensing process, drug utilization review (DUR), claims adjudication, refill authorizations and
therapeutic interventions.

Class K: Internet. A pharmacy that provides services as defined in section 338.010, RSMo, and is involved in the receipt, review,
preparation, compounding, dispensing or offering for sale any drugs, chemicals, medicines or poisons for any new prescriptions
originating from the internet for greater than ninety percent (90%) of the total new prescription volume on any day. A prescription
must be provided by a practitioner licensed in the United States authorized by law to prescribe drugs and who has performed a
sufficient physical examination and clinical assessment of the patient.

Class L: Veterinary. A pharmacy that dispenses, sells or provides legend drugs for animal use only. Not required if the pharmacy
is applying for a Class A permit.

Class M: Specialty (Bleeding Disorder). A pharmacy that provides services as defined in section 338.010, RSMo, that dispenses
blood-clotting products to bleeding disorder patients or that offers or advertises to provide blood-clotting products specifically for
bleeding disorder patients, as defined by 20 CSR 2220-6.100.

Class N: Automated Dispensing System (Health Care Facility). A pharmacy operating an automated dispensing system within a
licensed health care facility. An automated dispensing system is defined to include, but is not limited to, a mechanical system that
performs operations or activities relative to the storage, packaging or dispensing of medications for patients, and which collect,
control, and maintain all transaction information. See also 20 CSR 2220-2.900.

Class O: Automated Dispensing System (Ambulatory Care). A pharmacy operating an automated dispensing system for
ambulatory patients. Not required if the pharmacy is applying for a Class A permit. An automated dispensing system is defined to
include, but is not limited to, a mechanical system that performs operations or activities relative to the storage, packaging or
dispensing of medications for patients, and which collect, control, and maintain all transaction information. See also 20 CSR 2220-
2.900.

Class P: Practitioner/Office Clinic. A pharmacy located in a healthcare practitioner’s office or clinic. A pharmacy permit is not
required for practitioner office dispensing to his/her own patients. Final rules not promulgated.
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Pharmacy Change of Classification Application

17. Class Q: Charitable Pharmacy. A site in Missouri that is owned or operated by a charitable organization for purposes of
providing pharmacy services to appropriately screened and qualified indigent patients. Class Q pharmacies may only provide
services to or for qualified indigent patients. Non-Resident pharmacies are not eligible for a Class Q permit.

18. Class R: Remote Dispensing Site Pharmacy. Any location in Missouri where the practice of pharmacy occurs that is staffed by
one (1) or more qualified pharmacy technicians or intern pharmacists whose activities are supervised by a pharmacist at a
supervising pharmacy that is under common ownership through a continuous real-time audio and video link. A remote dispensing

site pharmacy does not include a dispensing prescriber’s office or an automated device. Non-Resident pharmacies are not eligible
for a Class R permit.
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MAILING ADDRESS
MISSOURI BOARD OF PHARMACY

P.O.B0Ox 625
STATE OF MISSOURI JEFFERSON CITY, MO 65102
Division of Professional Registration
OVERNIGHT ADDRESS
Board of Pharmacy . . . MISSOURI BOARD OF PHARMACY
Class J: Shared Services Questionnaire 3605 MISSOURI BOULEVARD
JEFFERSON CITY, MO 65109
INSTRUCTIONS

ONLY COMPLETE THIS FORM IF YOU ARE APPLYING FOR OR ADDING A CLASS J: SHARED SERVICES
CLASSIFICATION

THIS FORM IS BEING COMPLETED IN CONJUNCTION WITH (SELECT ONE):
[0 PHARMACY PERMIT APPLICATION FOR A CLASS J SHARED SERVICES PHARMACY
[] CLASSIFICATION CHANGE APPLICATION

PHARMACY NAME PERMIT NUMBER (IF APPLICABLE)

ADDRESS (STREET, CITY, STATE, ZIP CODE)

Answer all questions in this section:

1. The pharmacies sharing services are either: (1) under the same ownership or (2) under
written contract outlining the services to be provided and the responsibilities and
accountabilities of each pharmacy.

[YES [INO

2. Each facility sharing services will be licensed by the Missouri Board of Pharmacy and have a
Missouri Class J: Shared Services permit.

[ YES [[]NO

3. Each pharmacy involved in Class J: Shared Services either: (1) shares a common database
or (2) has access to each pharmacy’s prescription records and patient profiles and records as
needed to safely and properly perform the shared services activities.

[]YES [JNO

4. Each pharmacy sharing services maintains the following:
A. Policies and procedures that identify the duties of each pharmacy involved and ensure
the safe and appropriate delivery of prescriptions drugs in compliance with 20 CSR

2220-2.013 [OYEs [No
B. A mechanism for tracking the prescription or medication order during each step of the

process. [ YEs ONo
C. Security provisions for protecting the confidentiality and integrity of patient

information. [JYES [INo
D. A designation of the pharmacy responsible for offering patient counseling as required

by 20 CSR 2220-2.190 and federal law. ] YES INO
E. A quality assurance program that is designed to objectively and systematically monitor

and evaluate the quality and appropriateness of pharmacy services and resolve

identified problems. [1YEs [INo
F. A list of names, addresses, and Missouri permit numbers for all pharmacies involved. O YES O NO
G. For pharmacies not under common ownership, a method to notify patients that his/her

prescription or medication order may be filled or compounded by another pharmacy (if

applicable). If under common ownership, check here [I and go on to Question H. D YES D NO
H. Each pharmacy understands compounding may only be performed pursuant to a

patient specific prescription/medication order or in anticipation of a patient specific

prescription/medication order, as authorized by 20 CSR 2220-2.200 and the rules of the
Board. [ vEs [INo

SIGNATURE PRINTED NAME

TITLE DATE

(030122)
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