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APPLICATION REQUIREMENTS FOR HOSPITAL IN-PATIENT STERILE

COMPOUNDING PHARMACY LICENSE
(Business & Professions Code Sections 4127 and 4127.1)

A California pharmacy shall not compound sterile drug products unless the pharmacy has obtained a
sterile compounding pharmacy license from the board pursuant to Business and Professions Code
Sections 4127 and 4127.1. The license shall be renewed annually and is not transferable.

A license to compound sterile drug products may not be issued or renewed until the location is inspected
by the board and found to be in compliance with the Business and Professions Code and regulations
adopted by the board.

All pharmacies that compound sterile drug products must follow board regulations for sterile compounding
found in the California Code of Regulations beginning with section 1751.

For an application to be considered complete, the following items must be submitted:

1. A completed and signed Application for Hospital In-Patient Sterile Compounding Pharmacy
License (form LSC inpatient app (2/14))

2. Fee of $780 for each compounding location identified on the application. Payment shall be made
to “Board of Pharmacy.”

NOTE: FOR TEMPORARY LICENSE (when a change of ownership occurs):
This application form may be used to apply for a temporary permit when the ownership of a
pharmacy that is licensed to compound sterile drug products is transferred from one entity to
another. Before a change of ownership occurs, the prospective new owners must:
e Submit an application requesting a temporary permit along with all required documents
for a new license. (form LSC inpatient app (2/14))
e Submit the $550 temporary permit fee for each location listed, in addition to the $780
application fee for each compounding location.
o |f atemporary permit is not requested, OPERATIONS MUST STOP until a new license to
compound sterile drug products is obtained.

3. Allrequested supporting documents (including the pharmacy's policies and procedures for sterile
compounding and the completed self-assessment form) may be submitted on disk, CD or hard
copy. If emailing the required documents, please send to CompoundingPharmacy@dca.ca.gov.

4. Provide copies of all inspection reports conducted of the pharmacy’s premises done by agencies
other than the Board of Pharmacy and any reports from a private accrediting agency that have
been conducted in the prior 12 months documenting the pharmacy’s operations.
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California State Board of Pharmacy
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834
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BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY
DEPARTMENT OF CONSUMER AFFAIRS
GOVERNOR EDMUND G. BROWN JR.

APPLICATION FOR HOSPITAL IN-PATIENT

STERILE COMPOUNDING PHARMACY LICENSE

Please print or type

ALL BLANKS MUST BE COMPLETED; IF NOT APPLICABLE, ENTER N/A

Name of Pharmacy:

Pharmacy Telephone Number:

Pharmacy License Number

Address of Pharmacy:

Street and Number City

State Zip Code

List below all locations where sterile compounding will be performed. Attach additional sheets, if needed.

Location (e.g., floor, room Type of compounding performed: Type of Products to be Number of
number) (Check all that apply) compounded: Hoods/Barrier
O  Non-sterile to sterile (Check all that apply) isolators
O Sterile to sterile E‘ :nf(itat-ble
O Chemotherapy c’; :t: Tn.
O Radiopharmacy O phthalmic
Location (e.g., floor, room Type of compounding performed: Type of Products to be Number of
number) (Check all that apply) compounded: Hoods/Barrier
O Non-sterile to sterile (Check all that apply) isolators
O  Sterile to sterile E' :nfcltatple
O Chemotherapy (f; :t: ITn.
O Radiopharmacy O phthalmic
Location (e.g., floor, room Type of compounding performed: Type of Products to be Number of
number) (Check all that apply) compounded: Hoods/Barrier
O  Non-sterile to sterile (Check all that apply) isolators
O Sterile to sterile g :nf(itat-ble
O Chemotherapy Cf; :ts ITn.
O Radiopharmacy O phthalmic
Location (e.g., floor, room Type of compounding performed: Type of Products to be Number of
number) (Check all that apply) compounded: Hoods/Barrier
O  Non-sterile to sterile (Check all that apply) isolators
O  Sterile to sterile g :nfﬁtat-ble
O Chemotherapy c’; :t: Tn.
O Radiopharmacy O phthalmic
FOR OFFICE USE ONLY
STAFF REVIEW CASHIERLOG
- o Approved Cashier #
N - Denied Date
Referred for inspection:
i . Date Amount of fee
Inspection Completed:
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Do you perform centralized packaging for unit dose packaging? If yes, provide the license number for | Yes |:| No |:|
the centralized hospital packaging location.

Indicate type of ownership: |:| Individual |:| Partnership |:| Corporation
Not-for-profit Government |:| Limited Liability Company (LLC)
Corporation Owned

Indicate whether this application for a Sterile Compounding License is for:
|:| New License |:| Change of Location |:| Change of Ownership

If this is a change of location, or change of ownership, enter previous name, address and license number below.

Name: Address: License Number:

Pharmacist in Charge

Name of pharmacist-in-charge of licensed pharmacy: Pharmacist license number

Residence address: Street and Number City State Zip Code

| certify that the policies and procedures of the sterile compounding for this pharmacy are consistent with
California Code of Regulations Title 16, section 1735 et seq and 1751 et seq. | further certify that the submitted
self-assessment for sterile compounding is consistent with California Code of Regulations, Title 16, section
1735.5. Furthermore, the application to compound sterile drug products is being submitted by the owner of the
license at this location.

(A copy of the pharmacy’s proposed policies and procedures for sterile compounding and the sterile compounding self-assessment must
accompany the application.)

Signature of Pharmacist-in-Charge Name (please print) Date

LSC inpatient app (2/14) -2-



PLEASE READ CAREFULLY

This application must be approved by the California State Board of Pharmacy before a Sterile Compounding License will be
issued.

If changes are made during the application process, you may need to submit a new application with the appropriate fees. Any
application not completed within 60 days after you have been notified by the board of deficiencies in your file, may be
deemed to have been abandoned, and you may be required to file a new application and meet all the requirements
which are in effect at the time of application. Fees applied to this application are not transferable and are not
refundable.

Any material misrepresentation in the answer of any question is grounds for refusal or subsequent revocation of a license, and
is a violation of the Penal Code of California. All items of information requested in this application are mandatory. Failure to
provide any of the requested information will result in the application being rejected as incomplete.

The information will be used to determine qualifications for licensure under California Pharmacy Law. The officer responsible
for information maintenance is the Executive Officer, (916) 574-7900, 1625 N. Market Blvd., Suite N219, Sacramento, CA
95834. The information may be transferred to another governmental agency (such as a law enforcement agency) if necessary
for it to perform its duties. Each individual has the right to review the files or records maintained on him/her by the Board of
Pharmacy, unless the records are identified as confidential information and exempted from disclosure by the California
Information Practices Act. (Civil Code §1798, et seq.)

Required Signature

Under penalty of perjury, under the laws of the State of California, | certify and affirm that: (1) | am a person authorized to act
for and bind the applicant and | am at least 18 years of age; (2) | have read the foregoing application and know the contents
thereof and each and every statement made therein is true; (3) | understand that falsification of any information | this application
may constitute grounds for denial or subsequent revocation of the license; (4) no person other than the applicant [or applicants]
has any direct or indirect interest in the applicant’s [or applicants’] business to be conducted under the license for which this
application is made; and (5) all supplemental statements filed with this application are true, complete and accurate.

Signature of Person Authorized to Submit Application

Print Name of Authorized person Title Date Signed

Provide the name and contact information for the person to contact should clarification be needed.

Please Print
Name of Contact Person

Telephone number of contact person Email address of contact person
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