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Pharmacy Issues
Board Meetings Scheduled for Year 2015

With the exceptions of July and December, the Delaware 
State Board of Pharmacy meets monthly to discuss pharmacy 
business as well as to preside over any disciplinary matters. 
These meetings are open to the public, except when the Board 
might enter into executive session. The Board welcomes your 
contributions and attendance. The meetings will routinely be 
held on the third Wednesday of each month at Conference 
Room A, Cannon Building, Dover, DE, but the location is 
subject to change and should be confirmed. The meetings be-
gin at 9:30 am and are scheduled for January 21, February 18, 
March 18, April 15, May 20, June 17, August 19, September 
16, October 21, and November 18, 2015.
New Federal Regulation on HCPs

The new federal regulation rescheduling hydrocodone 
combination products (HCPs) from Schedule III to Schedule 
II became effective on October 6, 2014. For full information 
on the final rule, see the Federal Register. The new require-
ments include the following.

Inventory Requirements – Anyone who registers with 
Drug Enforcement Administration (DEA) on or after October 
6, 2014, must take an initial inventory of all stocks of controlled 
substances (CS), including HCPs, on hand on the date that he 
or she first engages in handling CS. After the initial inventory, 
every DEA registrant must take a new inventory of all stocks of 
CS, including HCPs, on hand every two years (21 U.S.C. 827 
and 958, 21 CFR 1304.03, 1304.04, and 1304.11(a) and (b)).

Prescriptions – Prescriptions for HCPs issued on or after 
October 6, 2014, may not authorize any refills (21 U.S.C. 
829(a)) and must be issued in accordance with 21 CFR part 
1306 and subpart C of 21 CFR part 1311. If a prescription 
that authorized refills was issued before October 6, 2014, the 
refills may be dispensed, but only if the dispensing occurs 
before April 8, 2015 (21 CFR 1306.22-1306.23, 1306.25, and 
1306.27). Although past prescriptions that still have refills 
remaining may be honored if dispensed before April 8, 2015, 
pharmacy computer systems that change HCPs to Schedule II 

as of October 6, 2014, will be unable to dispense the remain-
ing refills. Keep in mind that verbal and faxed Schedule II 
prescriptions are not valid unless a federally accepted allow-
ance applies. In most circumstances, written or e-prescribed 
Schedule II CS prescriptions may be honored and dispensed. 
USP Controlled Room Temperature Ranges 

According to the United States Pharmacopeia (USP) 34 
section 10.30.60, “Controlled Room Temperature,” new 
storage ranges are established at 68° to 77° F. Controlled 
room temperature indicates a temperature maintained thermo-
statically that encompasses the usual and customary working 
environment of 68° to 77° F; that results in a mean kinetic 
temperature calculated to be not more than 77° F; and that 
allows for excursions between 59° and 86° F that are expe-
rienced in pharmacies, hospitals, and warehouses. Provided 
the mean kinetic temperature remains in the allowed range, 
transient spikes to 104° F are permitted as long as they do 
not exceed 24 hours.
Controlled Substance Issues
Top 10 Dispensed CS in Delaware

The following is the September 2014 top 10 CS dispensed 
in Delaware. These results include tramadol, which became 
a CS as of August 18, 2014.

Generic Name Number of 
Prescriptions

Total 
Quantity

Oxycodone HCL/Acetaminophen 11,292 667,794
Alprazolam 10,358 686,580
Oxycodone HCL 9,570 834,283
Hydrocodone/Acetaminophen 8,204 451,552
Zolpidem Tartrate 6,795 244,843
Tramadol HCL 6,741 538,421
Dextroamphetamine/Amphetamine 6,096 309,997
Clonazepam 4,183 262,716
Lorazepam 3,670 214,433
Morphine Sulfate 3,491 212,468
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paper entitled NCPDP Recommendations and Guidance for 
Standardizing the Dosing Designations on Prescription Con-
tainer Labels of Oral Liquid Medications, which is available at 
www.ismp.org/sc?id=337. The white paper supports mL as the 
standard unit of liquid measure used on prescription container 
labels for oral liquid medications. It also calls for dosing devices 
with numeric graduations, and for units that correspond to the 
container labeling to be easily and universally available, such 
as including a device each time oral liquid prescription medica-
tions are dispensed. NCPDP also reiterates that dose amounts 
should always use leading zeroes before the decimal point for 
amounts less than one, and should not use trailing zeroes after 
a decimal point on labels for oral liquid medications.

The white paper comes as welcome news and is well-
aligned with the ISMP 2014-15 Targeted Medication Safety 
Best Practices for Hospitals, Best Practice 5, which calls for 
organizations to use oral liquid dosing devices (oral syringes/
cups/droppers) that only display the metric scale. The white 
paper also comes at a time when the Centers for Disease Control 
and Prevention, ISMP, the Consumer Healthcare Products As-
sociation, the United States FDA, the US Metric Association, 
and the American Academy of Pediatrics have initiatives in 
place that will help guide health care organizations to commit 
to metric measurements.

ISMP recommends the following actions to help prevent 
errors:

 ♦ Use only metric units, not teaspoon or other non-metric 
measurements, for all patient instructions, including those 
listed in prescribing and pharmacy computer systems. 
This should cover directions incorporated into computer 
system mnemonics, speed codes, or any defaults used to 
generate prescriptions and prescription labels.

 ♦ Take steps to ensure patients have an appropriate device 
to measure oral liquid volumes in milliliters.

 ♦ Coach patients on how to use and clean measuring de-
vices; use the “teach back” approach and ask patients or 
caregivers to demonstrate their understanding.

DEA Classifies Tramadol a Controlled 
Substance 

Under a final rule published in the Federal Register, the 
pain reliever tramadol is now classified as a Schedule IV 
controlled substance. As of August 18, 2014, DEA requires 
manufacturers to print the “C-IV” designation on all labels 
that contain 2-[(dimethylamino)methyl]-1-(3-methoxyphenyl)
cyclohexanol (tramadol), including its salts, isomers, and salts 
of isomers. The agency notes that every “DEA registrant who 
possesses any quantity of tramadol on the effective date of this 
final rule must take an inventory of all stocks of tramadol on 
hand as of August 18, 2014, pursuant to 21 U.S.C. 827 and 
958, and in accordance with 21 CFR 1304.03, 1304.04, and 
1304.11 (a) and (d).” In addition, all “prescriptions for tramadol 
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DEA Reschedules Hydrocodone 
Combination Products as Schedule II 

Drug Enforcement Administration (DEA) has published 
its final rule rescheduling hydrocodone combination products 
from Schedule III to Schedule II in the Federal Register. The 
change imposes Schedule II regulatory controls and sanctions 
on anyone handling hydrocodone combination products, effec-
tive October 6, 2014. DEA first published the proposed rules 
in March 2014 in response to a Food and Drug Administration 
(FDA) recommendation. DEA received almost 600 public com-
ments regarding the proposed rules after they were published, 
with a small majority of the commenters supporting the change, 
DEA notes in a press release, which is available at www.justice 
.gov/dea/divisions/hq/2014/hq082114.shtml. 

The announcement is available on the Federal Register website 
at https://federalregister.gov/articles/2014/08/22/2014-19922/
schedules-of-controlled-substances-rescheduling-of- 
hydrocodone-combination-products-from-schedule.
The mL-Only Standard for Liquid Dosing 
Gathers Steam

This column was prepared by the 
Institute for Safe Medication Practices 
(ISMP). ISMP is an independent nonprofit 

agency and federally certified patient safety organization 
that analyzes medication errors, near misses, and potentially 
hazardous conditions as reported by pharmacists and other 
practitioners. ISMP then makes appropriate contacts with 
companies and regulators, gathers expert opinion about 
prevention measures, and publishes its recommendations. To 
read about the risk reduction strategies that you can put into 
practice today, subscribe to ISMP Medication Safety Alert!® 
Community/Ambulatory Care Edition by visiting www.ismp 
.org. ISMP provides legal protection and confidentiality for 
submitted patient safety data and error reports. Help others by 
reporting actual and potential medication errors to the ISMP 
National Medication Errors Reporting Program Report online 
at www.ismp.org. E-mail: ismpinfo@ismp.org.

ISMP first reported on the confusion of teaspoonfuls and 
milliliters (mL) in its newsletter in 2000, and in 2009, issued 
a call for practitioners to move to sole use of the metric system 
for measuring over‐the-counter and prescription oral liquid 
doses, but mix‐ups have continued to result in the serious injury 
of children and adults. Use of the metric system alone when 
prescribing, dispensing, and administering medications would 
prevent mix‐ups because there would only be one method used 
to communicate and measure doses.

The health care industry is beginning to acknowledge the 
risk of confusion when using non‐metric measurements, espe-
cially with oral liquid medications. The National Council for 
Prescription Drug Programs (NCPDP) just released a white 
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or products containing tramadol must comply with 21 U.S.C. 
829, and be issued in accordance with 21 CFR part 1306 and 
subpart C of 21 CFR part 1311 as of August 18, 2014.” 

The announcement is available on the Federal Register website 
at www.federalregister.gov/articles/2014/07/02/2014-15548/
schedules-of-controlled-substances-placement-of-tramadol-
into-schedule-iv.
FDA Lowers Recommended Starting 
Dose for Lunesta Due to Risk of Morning 
Impairment

FDA has lowered the recommended starting dose of the 
sleep drug Lunesta® (eszopiclone) from 2 mg to 1 mg. Patients 
who are currently taking 2 mg and 3 mg doses of eszopiclone 
should contact their health care provider to ask for instructions 
on how to continue to take their medication safely at a dose 
that is best for them, FDA advises. The dose change came 
after findings from a study of 91 healthy adults found that the 
medication was associated with impairment to driving skills, 
memory, and coordination for as long as 11 hours after the 
drug is taken, FDA notes. 

More information is available in an FDA news release at 
www.fda.gov/newsevents/newsroom/pressannouncements/
ucm397453.htm.
Lidocaine Should Not Be Used to Treat 
Teething Pain in Children, FDA Warns

FDA is recommending that prescription oral viscous li-
docaine 2% solution should not be used to treat infants and 
children with teething pain, and is now requiring a new boxed 
warning to be added to the drug label to highlight this informa-
tion. Oral viscous lidocaine solution is not approved to treat 
teething pain, and use in infants and young children can cause 
serious harm, including death, indicates FDA in a June 2014 
Safety Announcement. FDA advises health care providers not 
to prescribe or recommend this product for teething pain. FDA 
is also requiring the “Warnings” and “Dosage and Administra-
tion” sections of the drug label to describe the risk of severe 
adverse events and to include additional instructions for dosing 
when the drug is prescribed for approved uses.

In 2014, FDA reviewed 22 case reports of serious adverse 
reactions, including deaths, in infants and young children who 
were either given lidocaine for treatment of mouth pain, or who 
accidentally ingested the medication. 

More information is available in the safety announce-
ment on FDA’s website at www.fda.gov/Drugs/DrugSafety/ 
ucm402240.htm.
FDA Reiterates Warning Against Using 
NuVision Pharmacy Products

Health care providers should not use or distribute 
compounded drugs marketed as sterile produced by Downing 
Labs, LLC, of Dallas, TX, also known as NuVision Pharmacy, 

warns FDA. Inspection results issued on July 16, 2014, indicate 
that FDA observed unsanitary conditions resulting in a lack 
of sterility assurance of sterile drug products produced by the 
company, which may put patients at risk, FDA notes in the safety 
announcement. “The inspection revealed sterility failures in 19 
lots of drug products intended to be sterile, endotoxin failures in 
three lots of drug products, and inadequate or no investigation 
of these failures,” states FDA in the announcement.

In 2013, the agency issued several similar warnings fol-
lowing NuVision’s refusal to recall all sterile products. In 
April 2013, NuVision recalled methylcobalamin injection and 
lyophilized injection products, citing concerns about sterility 
in the wake of adverse event reports. Health care providers 
and consumers may report adverse events or quality problems 
associated with NuVision products to FDA’s MedWatch Safety 
Information and Adverse Event Reporting Program.

Additional information is available in the safety announce-
ment, available on FDA’s website at www.fda.gov/Drugs/
DrugSafety/ucm405940.htm.
JCPP Releases New Patient-Care 
Document to Promote Consistency

The Joint Commission of Pharmacy Practitioners (JCPP) has 
released a resource document aimed at promoting consistency 
in the pharmacists’ process of patient care service delivery. 
“Pharmacists’ Patient Care Process” was developed by examin-
ing key source documents on pharmaceutical care and medica-
tion therapy management. The document describes the process 
in five parts: collect, assess, plan, implement, and follow-up.

JCPP brings together the chief executive officers and 
elected officers of national pharmacy associations, including 
the National Association of Boards of Pharmacy®, to create a 
forum for discussion and opportunity for collaborative work 
on issues and priorities of pharmacy practice.

The document can be downloaded online at www.pharmacist 
.com/sites/default/files/JCPP_Pharmacists_Patient_Care_ 
Process.pdf.
CPE Credit Offered for FDA Course on 
Misleading Prescription Drug Promotion

To raise awareness about the risks associated with false or 
misleading prescription medication marketing, FDA, in partner-
ship with Medscape, is offering an online, one-hour continuing 
education course through its Bad Ad Program. Pharmacists 
may receive continuing pharmacy education (CPE) credit by 
taking this course. Learning objectives, faculty information, 
and other information is available on the course’s website at 
www.sigmatech.com/BadAd. There is no registration fee for 
the course. Upon completion, pharmacists will receive one 
Accreditation Council for Pharmacy Education-accredited CPE 
hour (0.1 continuing education unit).
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Holiday Greetings
The Board members and staff would like to join in wish-

ing everyone happiness and all the best in celebrating the 
holidays and for the coming year.
Ken Sellers..........................President, Public Board Member
Susan Esposito, RPh....................................Vice-President, 

Professional Board Member
Jay Galloway.....................................Public Board Member
Joli Martini, RPh.....................Professional Board Member
Bonnie Wallner, RPh..........................Professional Member
Kimberly Robbins, RPh......................Professional Member
Tejal Patel, RPh..................................Professional Member
Christine Mast.........................Administrative Specialist III
Latonya Brown.........................Administrative Specialist II
Tim Oswell...............................Administrative Specialist II
Sherry Clark.............................Administrative Specialist II
Maggie Strauss.........................Administrative Specialist II
Samantha Nettesheim, RPh.........Pharmacist Administrator
Michelle McCreary, RPh.....Pharmacist Compliance Officer
Eileen Kelly, Esq................Board Deputy Attorney General
David W. Dryden, JD, RPh..................Executive Secretary
Newly Licensed Pharmacists
96 Issued from July 1, 2014 to September 30, 
2014
Rachel M. Bounds – A1-0004593; Yanle Huang – A1-
0004954; Dante A. Gravino – A1-0004595; Nicholas John 
Juliano – A1-0004596; Krista N. Taylor – A1-0004597; 
Ona Peter Olaye – A1-0004598; Robert D. Matza – A1-
0004599; Daniel P. Hines – A1-0004600; Theresa M. 
Ebinger – A1-0004601; Hyeyoon Choi – A1-0004602; 
Nayoon Choi – A1-0004603; Krystal T. Canally – A1-
0004604; Lindsay D. McDonnell – A1-0004605; Caragh E. 
Clayton – A1-0004606; Brittany Ann Wilson – A1-0004607; 
Kenneth H. Harrington – A1-0004608; Colleen A. Herman 
– A1-0004609; Nur Nazih Kazzaz – A1-0004610; Eucharia 
A. Onu – A1-0004611; Amar S. Patel – A1-0004612; 
Benjamin D. Forrest – A1-0004613; Lauren E. Buchbinder 
– A1-0004614; Ashley H. Tillman – A1-004615; Belayneh 
N. Endalew – A1-0004616; Christopher P. Shelton – A1-
0004617; Suk J. Yom – A1-0004618; Camille R. King – 
A1-0004619; Derek S. Krajek – A1-0004620; Angela R. 
Lentini – A1-0004621; Hyungchul P. Kim – A1-0004622; 
Stephanie A. Kuratnick – A1-0004623; Chintan Rana – A1-
0004624; Karen R. McKently – A1-0004625; Marianna S. 
Koerner – A1-0004626; Tara J. Petrucci – A1-0004627; 
Brooke E. Shaner – A1-0004628; Dennis C. Murphy – A1-
0004629; Laura M. Hallisey – A1-0004630; Loretta Bienih 
– A1-0004631; Andrea J. Passarelli – A1-0004632; Lisa 
L. Deal – A1-0004633; Lisa M. Hutchins – A1-0004634; 
Stephanie E. Perillo – A1-0004635; Katherine L. Trexler 
– A1-0004636; Belynda N. Sanders – A1-0004637; Clara 
J. Lee – A1-0004638; Karrisa L. Tocyloski – A1-0004639; 

Radhika K. Patel – A1-0004640; Jaclyn R. Beckett – A1-
0004641; Ifeanyi Kingsley Mmagu – A1-0004642; John 
R. Kubota – A1-0004643; Rebecca Burris – A1-0004644; 
Kavita Patel – A1-0004645; Leslie M. Dykes – A1-0004646; 
Maelen G. Ignacio – A1-0004647; Darrall T. Heaton – A1-
0004648; Laura A. Falconieri – A1-0004649; An Thuy 
Nguyen – A1-0004650; Matthew D. Balish – A1-0004651; 
Ryan Michael Fillis – A1-0004652; Annmarie R. Tiangco 
– A1-0004653; Hey Sun Um – A1-0004654; Yun K. Hong 
– A1-0004655; Lauren Marie Navarre – A1-0004656; 
Miranda R. O’Brien – A1-0004657; Joseph L. Guan – A1-
0004658; Francis Joseph Chin – A1-0004659; Maritza 
Sanchez – A1-0004660; Danny T. Yang – A1-0004661; 
Brian P. Pizzano – A1-0004662; Phyllis D. Rasmussen – A1-
0004663; Merlin Tchawa Yimga – A1-0004664; David D. 
Kim – A1-0004665; Yongmu Huang – A1-0004666; So Jung 
Lee – A1-0004667; Zhiyong Lu – A1-0004668; Stephen H. 
Karcsh – A1-0004669; Stephen M. Maylie – A1-0004670; 
Denise S. Olusala – A1-0004671; Monisha Mathews – A1-
0004672; Shilpa Mohan – A1-0004673; Tiffany O. Russell 
– A1-0004674; Priyankkumar J. Patel – A1-0004675; Kyle 
Wilcox – A1-0004676; Jane Ann Nouhra – A1-0004677; 
Andree Marie Dargin – A1-0004678; Jeenha Park – A1-
0004679; Kellen O. Riley – A1-0004680; Amir E. Yacoub 
– A1-0004681; Zein elabdeen Elbagir Eissa – A1-0004682; 
Michelle Campbell – A1-0004683; Masato C. Sugeno – A1-
0004684; Yasmin N. Kyeremateng – A1-0004685; Abimbola 
O. Ogunsemowo – A1-0004686; Richard A. Kwabeng – A1-
0004687; Abubeker M. Aliye – A1-0004688.

Distributor Permits
11 Issued from July 1, 2014 to September 30, 
2014
Premium Rx National, LLC – A4-000795; Procter & 
Gamble Distributing, LLC – A4-0002110; Excel, Inc – 
A4-0002111; J. Knipper and Company, Inc – A4-0002112; 
Procter & Gamble Distributing, LLC – A4-0002113; 
Areva Pharmaceuticals, Inc – A4-0002114; Kadmon 
Pharmaceuticals, LLC – A4-0002115; Walgreens Specialty 
Pharmacy #15443 – A4-0002116; McKesson Medical 
Surgical, Inc – A4-0002118; McKesson Medical Surgical, 
Inc – A4-0002119; Philips Healthcare – A4-0002120
In-State Pharmacy Permits
Two Issued from July 1, 2014 to September 30, 
2014
ShopRite Pharmacy #588 – A3-0000971; Walgreens #15632 
– A3-0000972
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