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MEMORANDUM 

TO: Mark Whitten, Executive Director 
Board of Pharmacy /h) 
Michele Bass, Paralegal Specialist {{J/:: FROM: 

RE: Rule 64B16-28.100 

DATE: September 3, 2013 

We are pleased to inform you that the above-referenced rule was filed for adoption on September 3, 
2013, and will become effective September 23, 2013. Attached is a copy of the rule for your records. 

Enclosure 

cc: Jennifer Tschetter, General Counsel 
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CERTIFICATION OF 

BOARD OF PHARMACY ADMINISTRATIVE RULES 

FILED WITH THE DEPARTMENT OF STATE 

I hereby certify: 

[xx] (1) That all statutory rulemaking requirements of Chapter 120, F.S., and all 

rulemaking requirements of the Department of State have been complied with; and 

[xx] (2) There is no administrative determination under subsection 120.56(2) , 

F.S., pending on any rule covered by this certification; and 

[xx] (3) All rules covered by this certification are filed within the prescribed time 
- '""'-~, 

limitations of paragraph 120.54(3)(e), F.S. They are fi led not less than 28 ~ays a.f!~r 

the notice required by paragraph 120.54(3)(a), F.S., and; 

[xx] (a) Are filed not more than 90 days after the notice; or 

--
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.. ~- ·-ry ~· .. 

[ ] (b) Are filed not more than 90 days after the notice, but not mo~!han':60 ::J 
c:;=-; (, 

days after the administrative law judge files the final order with the clerk or::-u~tl l 60 days 

after the subsequent judicial review is complete; or 

[ ] (c) Are filed more than 90 days after the notice, but not less than 21 days 

nor more than 45 days from the date of publication of the notice of change; or 

[ ] (d) Are filed more than 90 days after the notice, but not less than 14 nor 

more than 45 days after the adjournment of the final public hearing on the rule; or 

] (e) Are filed more than 90 days after the notice, but within 21 days after the 

date of receipt of all material authorized to be submitted at the hearing; or 

] (f) Are filed more than 90 days after the notice, but within 21 days after the 

date the transcript was received by this agency; or 



] (g) Are filed not more than 90 days after the notice, not including the days 

the adoption of the rule was postponed following notification from the Joint 

Administrative Procedures Committee that an objection to the rule was being 

considered ; or 

] (h) Are filed more than 90 days after the notice, but within 21 days after a 

good faith written proposal for a lower cost regulatory alternative to a proposed rule is 

submitted which substantially accomplishes the objectives of the law being 

implemented; or 

] (i) Are filed more than 90 days after the notice, but within 21 days after a 

regulatory alternative is offered by the small business regulatory advisory committee. 

Attached are the original and two copies of each rule covered by this 

certification . The rules are hereby adopted by the undersigned agency by and upon 

their filing with the Department of State. 

Rule No(s). 

64816-28.100 

Under the provision of subparagraph 120.54(3)(e)6., F.S., the rules take effect 20 days 

from the date filed with the Department of State or a later date as set out below: 

Effective: 
--------~~~------~---------------

(Month) (Day) (Year) 

Sign ure, Person Authorized 
To ertify Rules 

Executive Director 
Title 

Number of Pages Certified 



DEPARTMENT OF HEALTH 

BOARD OF PHARMACY 

ADDITIONAL STATEMENT TO THE SECRETARY OF STATE 

RULE NO.: RULE TITLE: 

64Bl6-28.100 Pharmacy Permits. 

SUMMARY: The Board proposes the rule amendment add language regarding Special Sterile 

Compounding Pharmacies and to incorporate the application. 

SUMMARY OF THE HEARJNG ON THE RULE: 

No timely request for a hearing was received and no hearing was held. 

STATEMENT OF FACTS AND CIRCUMSTANCES ruSTIFYING RULE PROPOSAL: 

The proposed rule amendments are necessary to add language and incorporate the application for 

special sterile compounding permits. 



64B 16-28.100 Pharmacy Permits- Applications and Permitting. 

This section addresses the application and permitting requirements of business establishments regulated under 

Chapter 465, F.S. Any establishment that is required to have a permit shall apply to the board for the appropriate 

permit on forms indicated in this rule. Applications and forms referenced in this section may be accessed or 

downloaded from the web at http://www.doh.state.fl.us/mqa/pharmacy or may be obtained by contacting the Board 

the Board of Pharmacy, at 4052 Bald Cypress Way, Bin #C04 , Tallahassee, Florida 32399-3254, or (850) 488-0595. 

Inquiries regarding the status of the application or license verification may be obtained at 

http://www.FLHealthsource.com. The application must be accompanied with a $250 initial permit fee, payable to 

the Board. 

( 1) through (7) No Change. 

(8) Special Sterile Compounding Permit: Except those pharmacies which alreadv hold an active stand alone 

Special Parenteral/Enteral or Special Parenteral/Enteral Extended Scope Compounding permit, anv pharmacv 

engaged in sterile compounding must obtain a special sterile compounding permit by filing an application on form 

1270, "Special Sterile Compounding Permit Application and Information." effective Mav 2013. which is 

incorporated by reference herein and is available at http://www.flrules.org/Gatewav/reference.asp?No=Ref-0314?. 

(a) All applicants that hold an active pharmacy permit that are currently engaged in sterile compounding have 

180 days from the effective date of this amendment to obtain a Special Sterile Compounding Permit. All 

pharmacies, which obtain the permit within the 180 days, are exempt from paving an additional application or 

license fee. 

(b) Applicants for a Special Sterile Compounding Permit must: 

1. Complv with all permitting requirements in subsection (1) of this rule: 

2. Designate a prescription department manager or consultant pharmacist of record. 

(c) The permittee and the newly designated prescription department manager of record or consultant pharmacist 

of record shall notify the board within 10 days of any change in the prescription department manager or consultant 

pharmacists of record on FORM DH-MQA PH I 0, "Prescription Department Manger Change," effective December 

2010 or FORM DH-MQA 1184. "Change of Consultant Pharmacist of Record," effective December 2010, which is 

incorporated by reference herein and available at http://www.flrules.org/Gateway/reference.asp?No-Ref-02299. 

Rulemaking Authority 465.005. 465.022 FS. Law Implemented 456.013, 456.025(3), 456.0635, 465.018. 465.019. 465.0193, 

465.0196, 465.0197, 465 .022 FS. History-New 2-21-13. Amended -----



CERTIFICATION OF 

MATERIALS IN CORPORA TED BY REFERENCE 

IN RULES FILED WITH THE DEPARTMENT OF STATE 

I hereby certify pursuant to Rule 1-1 .013, Florida Administrative Code: 

[xx] (1) That materials incorporated by reference in Rule 64816-28.1 00, F.A.C., 

have been electronically filed with the Department of State. 

[ ] (2) That because there would be a violation of federal copyright laws if the 

submitting agency filed the incorporated materials described below electronically, a true 

and complete paper copy of the incorporated materials are attached to this certification 

for filing. Paper copies of the incorporated materials below may be obtained at the 

agency by [include address/locations]. 

List form number(s) and form title(s) or title of document(s) below: 

Form DH-MQA 1270 (revised 5/13) "Special Sterile Compounding Permit Application 

and Information". 

Under the provisions of Section 120.54(3)(e)6.F.S. , the attached materials take effect 

20 days from the date filed with the Department of State, or a later date as specified in 

the rule. 

e, Person Authorized To Certify Rules 

Executive Director 
Title 



64B 16-28.100 Reference Material for Rule Adoption Approved 
FL-Rules 
to: 
Michele.Bass 
08/26/2013 08:57AM 
Cc: 
flrules 
Please respond to FL-Rules 
Show Details 

2 Attachments 

workingtoday50.jpg vivafl45.png 

Dear MBass: 

Page 1 of 1 

The reference material for rule adoption you submitted has been approved by the Administrative Code 
and Register Staff. 
The approved material is available in the Review/Modifv Agencv Reference Material list (Agency Main 
Menu page). 
Rule Number: 64B16-28.100 
Reference Number: Ref-03142; Reference Name: DH-MQA 1270 Special Sterile Compounding Permit 
Application and Information 

Click here to log in. 

Administrative Code and Register Staff 
Division of Library and Information Services 
Florida Department of State 
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The Department of State is leading the commemoration of Florida's 500th 
anniversary in 2013. For more information, please go to 
http://www. vivaflorida.orq. 

The Department of State is committed to excellence. 
Please take our Customer Satisfaction Survey. 
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