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As another reminder, your license expires on September 30. 
The renewal notice the Delaware State Board of Pharmacy 
sends you will explain how to file an online renewal 
application. 

The requirements for renewals and continuing educa tion 
(CE) are found in 24 Del. C. §2512, Issuance and Renewal 
of License, and Pharmacy Regulations 1.3 and 1.4. Please 
remember that at least two hours of CE in each two-year 
license period must be in the area of medication safety/errors 
(Regulation 1.4.1.1). Controlled substance CE credit is not 
required for your 2016 renewal. 

The amount of CE required depends on when your Dela-
ware license was issued. 

 ♦ If issued before October 1, 2014, 30 credit hours. 
 ♦ If issued on or after October 1, 2014, 1.25 credit hours 
per month that you were licensed. 

You must complete the required CE credit hours before 
your license expires. 

A program given by a Board-approved Delaware provider 
or approved by the Accreditation Council for Pharmacy 
Education (ACPE) automatically qualifies for CE credit. 
If a program is not already ACPE-approved, you should 
promptly file a Request for Individual Pro gram Approval 
form to request the Board’s approval of the program. The 
form is available at www.dpr.delaware.gov; click on Phar-
macy and then on Forms. Do not hinge renewal of your 
license on approval of a last-minute request! Note that the 
Board may not approve the pro gram or may approve it for 
less credit than you request. 

Following the renewal, a percentage of pharmacists will 
be selected for audit of their CE. However, please do not 
submit CE documentation until you receive the audit notice. 

Only pharmacists who are registered as immunizers and 
who maintain their continuing competency are allowed to 
administer injectable medications, biologicals, and adult im-
munizations (Regulation 14.1.3). You will be asked a question 

about your registration as an immunizing phar macist on the 
renewal application. If you are registered as an immunizer, 
it is your responsibility to take at least two hours of CE, 
out of the 30 hours required each two-year license period, 
in the area of immunization. It is the responsibility of each 
registered pharmacist to maintain his or her current status. 

If you fail to renew your Delaware pharmacist license by 
September 30, your license will lapse. It is illegal to continue 
practicing without an active license. There is no grace period.
Compounding Update

As most of you are aware, in 2012 a fungal meningitis 
outbreak tied to contaminated compounded steroid injections 
made by a Massachusetts firm was associated with infections 
in over 750 individuals and the deaths of 76 people across  
more than 20 states. In response, Food and Drug Administra-
tion (FDA) conducted inspections of compounding pharma-
cies across the country, both for cause, in response to serious 
adverse event reports and reports of quality problems, and 
proactively to identify pharmacies with deficient sterile com-
pounding practices. During these inspections, FDA observed 
serious quality problems, including contaminated products 
and poor sterile practices that created a risk of contamina-
tion. Numerous recalls of sterile products were conducted, 
and numerous pharmacies chose to stop sterile compounding 
after FDA identified problems with their sterile compound-
ing processes. New problems continue to be identified at 
compounding pharmacies across the country, which number 
over 15,000. 

In December 2012, FDA convened a 50-state meeting to 
provide an opportunity for state officials to discuss a variety 
of issues, including their views on the role of FDA and the 
states in the oversight of compounding. At about the same 
time, the United States Congress began considering federal 
legislation to provide FDA with additional tools to regulate 
compounding to help prevent another outbreak. These legisla-
tive efforts culminated in the enactment of the Drug Quality 
and Security Act (DQSA). On November 27, 2013, President 
Barack Obama signed into law the DQSA, legislation that 
contains important provisions relating to federal and state 
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oversight of compounding of human drugs. This legislation 
removes certain provisions from Section 503(A) of the Fed-
eral Food, Drug, and Cosmetic Act (FD&C Act) related to 
advertising, promotion, and the solicitation of prescriptions 
that were found to be unconstitutional by the US Supreme 
Court in 2002. By removing those provisions, the legisla-
tion clarifies that Section 503(A) applies to compounders 
nationwide. This federal law requires a prescription to 
compound. In addition, the new legislation created a new 
Section 503(B) in the FD&C Act, under which a facility 
that compounds sterile drugs can register to become an 
“outsourcing facility.” An outsourcing facility can qualify 
for exemptions from FDA approval requirements and the 
requirement to label products with adequate directions for 
use, but it still must comply with current Good Manufactur-
ing Practice (cGMP) requirements. Outsourcing facilities:

 ♦ Must provide FDA with information about the products 
they compound;

 ♦ Must comply with cGMP requirements;
 ♦ Will be inspected by FDA on a risk-based schedule; and
 ♦ Must meet certain other conditions, such as reporting 
adverse events and labeling their products with certain 
information.

If compounders register with FDA as outsourcing facili-
ties, hospitals and other health care providers that purchase 
compounded drugs necessary to meet the medical needs 
of their patients can provide their patients with drugs 
that were compounded in outsourcing facilities, which 
are subject to cGMP requirements and increased federal 
oversight. Outsourcing facilities may compound for hu-
man and veterinary patient administration. Once facilities 
are registered, states are assured that FDA will inspect the 
facilities on a risk-based schedule, hold them to cGMP 
requirements, monitor the adverse event reports they 
are required to submit to the agency, and through these 
activities help improve the quality of drugs compounded 
at these facilities.

Federal law preempts state law when the latter is in-
consistent with the former. Thus, Delaware Pharmacy 
Regulation 5.1.7, permitting office use compounding 
without a prescription from licensed pharmacies, had to be 
amended to be consistent with federal law and to avoid any 
confusion within the profession. The Board began work 
on amending this regulation. The Board wanted to be in 
compliance with federal law but still allow for standards 
under the parameters of Section 503(B), which permitted 
compounding for office use by outsourcing facilities. The 
Board also wanted to leave room for future Congressional/
FDA changes by adding the statement “unless authorized 
by Federal authority.” The Board held two public hearings 
on this amendment. The regulation was effective March 
11, 2016.

The Board has since instituted the outsourcing facility 
classification under its licensing program. To assist prac-
titioners in obtaining office use compounded products, the 
Board also compiled a list of licensed outsourcing facili-
ties, which is available on the Division of Professional 
Regulation’s website at www.dpr.delaware.gov. 

Newly Licensed Pharmacists
28 Issued From April 1, 2016, to June 30, 2016
Serena Kuriakose – A1-0004922; Janine F. Cleveland – 
A1-0004923; Jin A. Sim – A1-0004924; Linda J. Nuzzio – 
A1-0004925; Maha Osama Kebir – A1-0004926; Kristine 
C. Breitenbach – A1-0004927; Heather R. Beauduy – A1-
0004928; Amolkumar A. Shingavi – A1-0004929; Cheryl 
A. Brodhead – A1-0004930; Shraddha Yadav – A1-
0004931; Kimberly Santos Lizardo – A1-0004932; Vipa 
Ravyn – A1-0004933; Grant Kuns – A1-0004934; Hetalben 
B. Patel – A1-0004935; Ann Marie Mongeluzo – A1-
0004936; Seong Gon Kim – A1-0004937; Andre Joseph 
Melendez – A1-0004938; Christie C. Ezea – A1-0004939; 
Frederick R. Reeves – A1-0004940; Rebecca A. Kuns – A1-
0004941; Nicholas R. McAndrew – A1-0004942; Veronica 
A. Crowder – A1-0004943; Jihyun Park – A1-0004944; 
Bhavesh Thakrar – A1-0004945; Ailin Azis – A1-0004946; 
Pinal G. Soni – A1-0004947; Johanna Rodriguez – A1-
0004948; Tam K. Nguyen – A1-0004949
Distributor Permits
26 Issued From April 1, 2016, to June 30, 2016
Dispensary of Hope, LLC – A4-0002292; Pinnacle 
Distribution, Inc – A4-0002293; National Distribution 
& Contracting, Inc – A4-0002294; Walgreen Eastern 
Co, Inc – A4-0002295; Emerson Ecologics, LLC – A4-
0002296; Medisca, Inc – A4-0002297; AngioDynamics, 
Inc – A4-0002298; The Procter & Gamble Distributing, 
LLC – A4-0002299; The Procter & Gamble Distributing, 
LLC – A4-0002300; Primary Pharmaceuticals, Inc – 
A4-0002301; Community Durable Medical Equipment 
Co, Inc – A4-0002302; Walgreens Specialty Pharmacy 
#16287 – A4-0002303; Nitrous Oxide Corporation – A4-
0002304; West-Ward Pharmaceuticals Corp – A4-0002305; 
Cangene bioPharma, LLC – A4-0002306; Noramco, 
Inc – A4-0002307; AWC Specialty RX Consulting,  
LLC – A4-0002308; Sanofi Pasteur, Inc – A4-0002309; 
Kenco Logistic Services, LLC – A4-0002310; Sage 
Products, LLC – A4-0002312; Eli Lilly and Company – 
A4-0002313; KeySource Acquisition, LLC – A4-0002314; 
Focus Health Group – A4-0002315; Jacobus Pharmaceutical 
Company, Inc – A4-0002316; Fagron Sterile Services – 
A4-0002317; Reliable Pharmaceutical Returns, LLC – A4-
0002318 
In-State Pharmacy Permits
One Issued From April 1, 2016, to June 30, 2016
SAI SWAMI III, LLC, dba Shayona Pharmacy – A3-
0001002
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