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New Hampshire Initiative to Enhance 
Medication Safety

As was reported and described in the January 2007 
Newsletter, the voluntary “Quality Related Event Report” 
has been received by all New Hampshire pharmacies 
(Advisory Document #00306).

In order for this initiative to achieve its goal of the 
reduction of dispensing errors, it is very important that 
pharmacists take a few moments to report events as they 
occur. Although the reporting document appears lengthy, 
it requires little time to check off the applicable boxes 
and to add a short narrative.  

As indicated in the advisory, submitted information 
is strictly confidential and explicitly nonregulatory and 
nonpunitive.

Please participate. If you have any questions, please call 
Paul Boisseau, the New Hampshire Board of Pharmacy’s 
executive secretary (603/271-7842) or e-mail him at 
paul.boisseau@nh.gov. 
Board Issues Advisory Document 
#00406 – Delivery of Prescription 
Drugs to Pharmacy When Closed
The following guidelines were established by the Board of 
Pharmacy on February 21, 2007, and may be permitted, by 
a limited waiver of Ph 303.02(k), pursuant to pharmacy-
specific requests. Requests should be addressed to Peter A. 
Grasso, RPh, the Board’s chief compliance investigator.

In order to ensure the security and integrity of drug 
orders containing prescription drugs delivered to phar-
macies when the prescription department is not open 
and/or a licensed pharmacist is not on the premises:
1.	 A totally enclosed area*, which includes overhead security (a 

“cage”) that is lockable, may be utilized for the interim stor-
age of prescription drug orders arriving at the pharmacy.

2.	 The “cage” must be inspected and approved (in writing) 
by the Board or its agents.

3.	 The custody of the key to the “cage” (by non-pharmacist 
personnel) shall be assigned by the pharmacist-in-charge.

4. 	All totes containing prescription drugs shall be affixed 
with numbered seals.

5. 	There shall be a “chain of custody” for all incoming 
shipments.

6.	 “Chain of custody” documentation shall be in the form 
of a log and contain the following information:

	 a.	 date and time of delivery; 
	 b.	 number of totes (count); 
	 c.	 list of seal numbers; and
	 d.	 signature of delivery person and signature of 

receiving person.
7. 	The delivery is then locked in the caged area.
8. 	The pharmacist, or his or her designee, shall: 
	 a.	 retrieve the order; 
	 b.	 verify the number of totes; 	
	 c.	 verify the seal numbers; and 
	 d.	 verify that the order has not been tampered with.
9. 	Upon verification of the drug order(s), the pharmacist 

shall affix to the “chain of custody” log:
	 a.	 his or her signature; and
	 b.	 date the order was retrieved (if applicable).
10.	These records shall be maintained and readily retrievable 

at the pharmacy for a period of two years.
*Suggested construction of the cages (ie, size, materials, 
and location) should be discussed with one of the Board’s 
compliance investigators prior to actual construction.

Board Issues Revised Advisory 
Document #00106 – Automated 
Counting/Dispensing Systems
The following guidelines established by the Board of 
Pharmacy on February 21, 2007, supersede the previously 
issued policy (March 2006) and are effective immediately.

Pharmacies using automated counting devices or  
dispensers in which drugs are removed from manufacturer’s 
original packaging and placed in bulk bins shall comply 
with the following guidelines:
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than two years. In addition, clinicians and pharmacists should 
always ask caregivers about their use of OTC combination medi-
cations to avoid overdose from multiple medications containing 
the same ingredient. 

The complete article is available at www.cdc.gov/mmwr/ 
preview/mmwrhtml/mm5601a1.htm. 
Changes in Medication Appearance Should 
Prompt Investigation

This column was prepared by the Institute for Safe 
Medication Practices (ISMP). ISMP is an indepen-
dent nonprofit agency that works closely with United 
States Pharmacopeia (USP) and FDA in analyzing 
medication errors, near misses, and potentially haz-
ardous conditions as reported by pharmacists and 

other practitioners. ISMP then makes appropriate contacts with com-
panies and regulators, gathers expert opinion about prevention mea-
sures, then publishes its recommendations. If you would like to report a 
problem confidentially to these organizations, go to the ISMP Web site  
(www.ismp.org) for links with USP, ISMP, and FDA. Or call 1-800/ 
23-ERROR to report directly to the USP-ISMP Medication Errors Re-
porting Program. ISMP address: 1800 Byberry Rd, Huntingdon Valley, 
PA 19006. Phone: 215/947-7797. E-mail: ismpinfo@ismp.org. 

As the number of generic products continues to increase, it seems 
that both patients and practitioners have become desensitized to 
changes in medication appearance. So much so that patients may 
not question a change or, when they do, practitioners may simply 
reassure them that it was due to a change in manufacturer without 
actively investigating the reason. It is not uncommon for ISMP 
to receive reports from both practitioners and consumers where a 
change in medication appearance was not fully investigated and 
subsequently contributed to an error.

In one case, a man shared an account of what his 86-year-old 
father experienced over the course of nine days after his prescrip-
tion for minoxidil was mistakenly refilled with another medica-
tion. He had been taking minoxidil 2.5 mg for years at a dose 
of 5 mg (2 tablets) twice daily. Due to failing vision, he did not 
realize that his minoxidil tablets looked different. His daughter 
noticed the change, but was unconcerned since the tablets had 
previously changed appearance. Within a few days of taking the 
medication, his appetite began to fade, he complained of a sore 
throat, and felt like he was coming down with a cold. Soon after, 
he developed a red rash on his face, had trouble maintaining his 
balance, needed assistance with his daily activities, and wished 
to remain in bed. When a family friend (a nurse) came to see him, 
she noticed a very red, raised rash on his abdomen that looked 
like a medication rash. She asked his daughter if he was taking 
any new medications and was informed that there were no new 
medications, but the minoxidil tablets looked different than be-
fore. The pharmacy was contacted about the change and a staff 
member explained that it was a different generic for minoxidil, 
and that the pills could be exchanged for those that he usually 
received. There was no mention of a mistake being made when 
the medication was exchanged. He was taken to the hospital the 
following day, when he could barely walk. 
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National Pharmacy Compliance News
(Applicability of the contents of articles in the National Pharmacy Compliance News to a particular state or jurisdiction should not be assumed 

and can only be ascertained by examining the law of such state or jurisdiction.)

FD&C Act Holds Manufacturers Accountable 
for Availability of Medication Guides

Under the Federal Food, Drug, and Cosmetic (FD&C) Act, 
Food and Drug Administration (FDA) requires that Medication 
Guides be dispensed with products the agency deems a serious 
and significant public health concern. Medication Guides provide 
consumers with information about the risks and benefits of these 
drugs and are necessary for patients to use these products safely 
and effectively. 

FDA is interested in receiving reports about all instances in 
which manufacturers, distributors, or packers are not complying 
with the Medication Guide distribution requirements as set forth 
in Title 21, Code of Federal Regulations (CFR), section 208.24, 
Distributing and dispensing a Medication Guide. 

The regulation requires manufacturers, distributors, or packers 
to provide authorized dispensers with Medication Guides – or the 
means to produce Medication Guides – in sufficient numbers to 
provide one to each patient who receives the drug. The manufacturer 
is responsible for ensuring that pharmacists have the Medication 
Guides they need when dispensing these drugs to consumers. 

Problems related to the availability of Medication Guides are 
a labeling concern to FDA, and pharmacists are often the first to 
become aware of these problems. Voluntary reporting by pharma-
cists of these instances would assist FDA in ensuring manufacturer, 
distributor, and packer compliance with the Medication Guide 
regulatory requirement. 

In addition to reporting to FDA, the agency advises pharmacies 
to contact the manufacturers directly to discuss problems associated 
with the availability of Medication Guides.

More information is available at www.fda.gov/medwatch/ 
report/hcp.htm. Reports can also be made by phone at  
1-800/FDA-1088.
Infant Deaths Attributed to Cough and  
Cold Medications

The Centers for Disease Control and Prevention (CDC) issued 
a Morbidity and Mortality Weekly Report article describing three 
deaths of infants ranging in age from one to six months associ-
ated with cough and cold medications. These medications were 
determined by medical examiners or coroners to be the underlying 
cause of death. 

According to the report, the three infants – two boys and one 
girl – had what appeared to be high levels (4,743 ng/mL to 7,100 
ng/mL) of pseudoephedrine in postmortem blood samples. One 
infant had received both a prescription and an over-the-counter 
(OTC) cough and cold combination medication at the same time; 
both medications contained pseudoephedrine. 

During 2004-2005, an estimated 1,519 children younger than 
two years were treated in emergency departments in the United 
States for adverse events, including overdoses, associated with 
cough and cold medications. 

Because of the risks, parents and caregivers should consult a 
health care provider before administering cough and cold medica-
tions to children in this age group. Clinicians should use caution 
when prescribing cough and cold medications to children younger 
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1.	 A filling record shall be maintained, manually or in 
a computerized record, from which information can 
be readily retrieved, for each bin including:

	 a.	 the drug name and strength, if any;
	 b.	 the name of the manufacturer or distributor;
	 c.	 manufacturer’s control or lot number(s) for all 

lots placed into the bin at the time of filling;
	 d.	 any assigned lot number; and
	 e.	 an expiration date. Unless otherwise specified in 

the individual United States Pharmacopeia (USP) 
monograph, the expiration date or beyond-use 
date shall be no later than the expiration date on 
the manufacturer’s container or one year from 
the date the drug is repackaged, whichever is 
earlier.

2.	 If more than one lot is added to a bin at the same time, 
the lot which expires first shall be used to determine 
the expiration date if shorter than a calculated date 
based on USP guidelines.

3.	 If a drug recall occurs involving any of the lot numbers 
currently in the bin, the entire contents of the bin shall 
be immediately removed.

4.	 [Repealed February 21, 2007]
	 Each bin shall be labeled in such a manner as to 

cross-reference the information on the filling record 
with the correct expiration date.

5.	 [Repealed February 21, 2007]
	 The expiration date on the bin’s label shall reflect 

the expiration date assigned to the earlier lot, and the 
bin shall be allowed to “run dry” where all product 
is completely removed prior to filling at least once 
every 60 days with a record made of the run dry 
dates.

National Provider Identifier 
We know that most of you have heard and/or read 

about the requirement for all health care providers 

(including pharmacists) to acquire a National Provider 
Identifier (NPI) no later than May 23, 2007. NPIs with 
an “entity type code” of “1” will be issued to health 
care providers (as individuals), who include physicians, 
dentists, nurses, chiropractors, pharmacists, and physical 
therapists.

One significant advantage of an NPI for a prescriber 
is that the NPI will serve as his or her de facto identifier 
instead of the Drug Enforcement Administration (DEA) 
number.  Since not all prescribers have DEA numbers (by 
choice), this will facilitate the processing of prescription 
orders and related services.

The NPI is a 10-digit numeric identifier, with a check 
digit in the 10th position.  No information about the health 
care provider is contained (coded) in the number. Effective 
(mandatory) date for obtaining your NPI number is 
May 23, 2007. The application for an NPI can be found at 
https://nppes.cms.hhs.gov/NPPES/Welcome.do. 
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