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An Office Practice Friend or Foe? 

Sample Medications: 

Inappropriate monitoring and dispensing of 

sample medications are major contributors 

to outpatient adverse drug events (ADE) 

affecting both patient safety and liability 

exposure. Estimates of outpatients exposed 

to an ADE per year have ranged from          

5-35%, depending on the study reviewed.1   

 

Many physicians utilize sample medications 

because they believe the benefits, such as  

providing cost savings for patients, and  

contributing to improved patient compliance 

by increasing convenient/ready access to 

medications, outweigh the associated risks.  

But are sample medications in the office 

practice really a “friend” of the physician 

and patient, or the “foe” that can result in 

increased costs, improper or illegal use of 

samples by staff, patient dissatisfaction, 

medication errors, patient injury, and unnec-

essary liability? In the absence of  appropri-

ate risk management practices, the latter is 

most likely the answer to the question. 
 

Sample medications are widely available to 

physician practices and are dispensed most 

often without the benefit of computer or 

medical record screening for drug interac-

tions, duplicative therapy, allergies,        

contradictions, or instructions for use.                

Furthermore, samples may be dispensed by 

someone not adequately qualified to provide 

labeling information.  Physician office risk 

assessments conducted by MAIC from   

2005-2008 revealed that all practices      

surveyed needed to develop, implement or 

improve current sample medication       

practices in order to decrease the risk of 

misuse and/or a  medication error. (See the 

list below for examples.) 

Examples of Inappropriate Sample Medication Practices: 

Failure to maintain a sample medication 

log and/or to log-in samples received 
from drug representatives. 

Failure to develop/maintain an approved 

formulary of sample medications. 

Failure to secure samples and limit    

access. 

Failure to separate look-alike, sound-

alike medications, or to separate same 

drug different dose medications. 

Failure to check for out-dates or recalls. 

Lack of documentation of sample    

medications dispensed in the medical 
record. 

Inappropriate labeling of sample medica-

tions. 

Failure to provide patient education or 

instructions on dispensed samples. 

Improper distribution by unqualified  

personnel. 

Inappropriate disposal of outdated/

unused medications. 
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Sample Medications: An Office Practice Friend or Foe?  continued from page 1 

The Institute for Safe Medication 

Practices (ISMP), which         

advocates for improved safety, 

recommends that all sample 

medications dispensed be       

labeled with the following     

information: 

 

Patient name 

Reason the patient was 

prescribed the medication 

Amount of medication the patient should take 

How often the medication should be taken 

Precautions 

Significant side effects  

 (available at http://www.ismp.org/Newsletters/consumer/

 alerts/Samples.asp?ptr=y ). 

 

However, despite this recommendation, only 42% of the         

physician practices surveyed in a study followed the ISMP’s   

advice on the safe distribution of samples.2 

 

Aside from the multiple risk management and patient safety    

issues associated with sample medications, other considerations,        

including potential conflict of interest, patient satisfaction, and 

patient compliance can be readily affected by the presence of  

sample medications in the physician office practice.  Ethical    

controversy abounds concerning the acceptance of medication 

samples from pharmaceutical companies. The Institute of      

Medicine (IOM) and the Association of American Medical      

Colleges have published strong opinions to stop such practices, 

which have been shown to influence physician prescribing      

practices, and in many instances may be detrimental to the patient 

(see the IOM Report:  Conflict of Interest in Medical Research, 

Education and Practice (2009) http://www.nap.edu/catalog.php?

record_id=12598#toc ). Furthermore, patients who become     

reliant upon the availability of free medications may never make 

the effort to find alternative sources for low cost medications.  

The patient may become dissatisfied when the samples are no 

longer available, or worse yet, non-compliant when sample stock 

dries up. 
 

These issues have encouraged some physicians to re-think 

whether maintaining samples in the office is a benefit or a       

liability.  In a recent publication of Family Practice Management, 

two physicians explain the reasons for being pharma-free.3 It  

relieved them of having to maintain a sample closet, increased 

time spent with patients by not having to listen to endless sales 

pitches, limited outside factors that influenced prescribing habits, 

and helped promote and advertise the practice, rather than, some 

drug company.  However, the greatest benefit to both the patients 

and the physicians was the reduction of risk  associated with 

maintaining a large stock of sample medications. 

 

For some physicians, refusing to accept sample medications does 

not seem feasible or even reasonable despite the many problems.   

As such, the risk of offering sample medications to patients can 

be greatly reduced with implementation of the following risk 

management recommendations: 

 

1. Develop a list of acceptable sample medications, inventory 

amounts, and dispensing personnel. 

Decide what core samples should be maintained in the    

office.  Limit the number of medications to a manageable 

amount, for example, not more than 20 different types of 

medications. 

Review the list yearly and determine whether to remove or 

add new sample medications. Utilize the sample medica-

tion log to determine office practice needs. 

Only allow access to sample medications by appropriate 

persons. 

Educate pharmaceutical representatives regarding the list 

and let them know you will not accept any medication not 

on the list or in an amount in excess of specified inventory. 

2. Designate a single person who has the responsibility for  

maintaining and requesting sample medications. 

3. Maintain a log-in/out for drug samples.  The sample log 

should include: 

Medication name. 

Lot number, quantity, and expiration date. 

Name of patient to whom medication was dispensed, num-

ber of pills, and by whom. 

4. Store samples safely. 

Ensure that sample drugs are in a secured area with limited 

access. 

Store samples for ready access, not necessarily convenient 

access.  This ensures that the person retrieving samples 

must read what and how much is being dispensed, not just 

“grab and run.” 

Make sure that look-alike; sound-alike medications are 

stored in separate areas. 

Check sample medications for inventory, recalls, and out-

date control on a regular basis, once every 2-3 months. 

 

Ethical controversy abounds concerning the   

acceptance of medication samples from        

pharmaceutical companies. 

Continued on Page 6 
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In Compliance 

Risk Management Requirements for 
Prescribing Controlled Substances 

Licensed physicians in Illinois are granted permission by state 

and federal agencies to prescribe controlled substances to    

patients in a variety of healthcare settings (720 ILCS 570;       

21CFR 130.6).  As such, it is crucial for the physician to adhere 

to state and federal requirements when prescribing a controlled 

substance.  Failure to do so can result in possible loss of      

licensure, financial penalties, and even incarceration.  To      

ensure compliance with these rules here are some simple risk 

management tips when prescribing controlled substances: 

1. Written Prescriptions 

Prescriptions must be written in dark ink or typed and 

must include the following information: 

Date of issuance 

Patient’s name and address 

Practitioner’s name, address, and DEA registration 

number 

Drug name 

Drug strength 

Dosage form 

Quantity prescribed 

Directions for use 

Number of refills  

 (if any) authorized 

Manual signature of prescriber 

 

2. Schedule II Controlled  Substance 

A schedule II controlled substance cannot be filled more 

than 7 days after the date of issuance on the prescription, 

and cannot be refilled.  A new prescription must be issued. 

3. Schedule III, IV or V Controlled Substance 

A schedule III, IV or V controlled substance cannot be 

filled or refilled more than 6 months after the date of       

prescription, or refilled more than 5 times, unless         

renewed, in writing, by the prescriber. 

 

4.  Schedule II, III, IV, and V Written Prescriptions  

Schedule III, IV, and V written  prescriptions can be faxed 

to a pharmacy by the physician or his/her agent. Schedule 

II controlled substances will not be dispensed without the 

original written  prescription. 

5.  Oral Prescriptions 

Oral prescriptions are permissible for schedule III, IV, and 

V controlled substances, but can only be communicated 

by the prescribing person. 

Schedule II controlled substances can be orally prescribed 

in the case of an emergency.  This only applies if: 

The failure to issue the prescription might result in loss 

of life or intense suffering. 

The prescription must include a statement from the        

prescriber concerning the accident or calamity or    

circumstances constituting the emergency. 

The prescription must state the cause (purpose) for 

which the oral prescription was issued. 
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Risk Management  Requirements for Prescribing Controlled Substances continued from page 3 

6.  Pre-printing, Pre-signing, or Post-dating 

The physician should never pre-print, pre-sign, or       

post-date prescriptions for any reason. 

7.  Secured Location 

Prescription pads should be kept in a secured location. 

8. Write Only One Prescription 

Write only one controlled substance prescription per 

form. 

9. Prescriptions for Yourself or Family 

Do not write prescriptions for controlled substances for 

yourself or family members. 

In 2007, the Illinois Nurse Practice Act (225 ILCS 65) was 

amended to allow for the delegation of prescriptive authority for 

Schedule II controlled substances to advance practice nurses 

(APN).  In order for the APN to legally issue and write prescrip-

tions for Schedule II drugs, the APN must obtain a revised      

Illinois Controlled Substance license, as well as a revised Drug 

Enforcement Agency  registration number. However, the final 

rules for application of the changes to the Nurse Practice Act 

have not been promulgated. Therefore, at this time, the APN  

cannot legally prescribe Schedule II controlled substances. 

 

Resources: 

http://www.deadiversion.usdoj.gov/21cfr/cfr/2106cfrt.htm 

 

http://www.idfpr.com/Forms/

Memo/11162007APNCSSCHEDULEIINOTICE.pdf  

 

http://www.idfpr.com/dpr/WHO/nurs.asp  

 

http://www.ilga.gov/legislation/ilcs/ilcs5.asp?

ActID=1941&ChapAct=720%26nbsp%3BILCS%26nbsp%

3B570%

2F&ChapterID=53&ChapterName=CRIMINAL+OFFENSES&

ActName=Illinois+Controlled+Substances+Act%2E  

 

For additional information or questions, please feel free to     

contact, Mary A. Stankos, Director Risk Management, (630) 276-

5565, mstankos@ihastaff.org.■ 
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New for 2009 are four educational courses that offer MAIC insured physicians the opportunity to learn about best risk management prac-

tices, earn Category I CMEs, and receive a discount on premium.  The new courses are being offered to you by MAIC and our education 

partner APS, in conjunction with the Harvard Institute.  The following are being offered: 

To start taking any of these online risk management courses, go to our main website at www.maicinsurance.com, click on the “MAIC 

Online Risk Management Discount Program” and login.  Physicians that are visiting the site for the first time will need a special user ID, 

which is available by calling either Mary Stankos at (630) 276-5565 or Lisa Galvan at (630) 276-5694. 

6/11 Risk Management Issues in Ambulatory Care 

 Illinois Hospital Association, Naperville 

6/25  Risk Management Issues in Ambulatory Care 

 Greenville Regional Medical Center, Greenville 

6/29 To Be Announced 

 Peoria 

8/20 To Be Announced 

 Sparta 

9/16 To Be Announced 

 Carbondale 

Risk AdvantageSM 
Introduces New On-Line Risk Management Courses for 2009 

Risk Management Basics: Protection and Pitfalls 

Liability in Medication  

Documentation Makes the Difference 

SBAR+R: Structuring Communication in Health Care 

Save the Date! 
MAIC/IRMS Education Sessions 

9/17 Risk Management Documentation Practices 

 Peoria 

9/30 IRMS Annual Meeting 

 Peoria 

 

Visit www.maicinsurance.com to obtain an agenda, driving direc-

tions, and registration form or contact Lisa Galvan at 630/276-5694 

or lgalvan@ihastaff.org for additional information. 

http://www.deadiversion.usdoj.gov/21cfr/cfr/2106cfrt.htm
http://www.idfpr.com/Forms/Memo/11162007APNCSSCHEDULEIINOTICE.pdf
http://www.idfpr.com/Forms/Memo/11162007APNCSSCHEDULEIINOTICE.pdf
http://www.idfpr.com/dpr/WHO/nurs.asp
http://www.ilga.gov/legislation/ilcs/ilcs5.asp?ActID=1941&ChapAct=720%26nbsp%3BILCS%26nbsp%3B570%2F&ChapterID=53&ChapterName=CRIMINAL+OFFENSES&ActName=Illinois+Controlled+Substances+Act%2E
http://www.ilga.gov/legislation/ilcs/ilcs5.asp?ActID=1941&ChapAct=720%26nbsp%3BILCS%26nbsp%3B570%2F&ChapterID=53&ChapterName=CRIMINAL+OFFENSES&ActName=Illinois+Controlled+Substances+Act%2E
http://www.ilga.gov/legislation/ilcs/ilcs5.asp?ActID=1941&ChapAct=720%26nbsp%3BILCS%26nbsp%3B570%2F&ChapterID=53&ChapterName=CRIMINAL+OFFENSES&ActName=Illinois+Controlled+Substances+Act%2E
http://www.ilga.gov/legislation/ilcs/ilcs5.asp?ActID=1941&ChapAct=720%26nbsp%3BILCS%26nbsp%3B570%2F&ChapterID=53&ChapterName=CRIMINAL+OFFENSES&ActName=Illinois+Controlled+Substances+Act%2E
http://www.ilga.gov/legislation/ilcs/ilcs5.asp?ActID=1941&ChapAct=720%26nbsp%3BILCS%26nbsp%3B570%2F&ChapterID=53&ChapterName=CRIMINAL+OFFENSES&ActName=Illinois+Controlled+Substances+Act%2E
mailto:mstankos@ihastaff.org


Case Study 

Failure to Order Drug Serum Levels 

 
Risk Management Issues: 

 
1. The physician is primarily        

responsible for ordering drug  
serum levels.                                 
True or False 

2. The nurses were not obligated to 
advise the surgeon of the       
patient’s complaints of dizziness.                              
True or False 

3. A medication reconciliation   
process performed at the time of 
transfer and upon admission to 
the SNF would have identified 
the absence of drug serum     
levels.  

     True or False 

 
General Risk Management 
Principle: 

 
A policy and procedure that         
establishes dosing regimes and  
minimum requirements for admini-
stration of antibiotics can minimize 
the possibility of an adverse drug 
event (ADE). 

True or False 
 

Continue on page 6 
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A 63 y/o patient was admitted for removal of left total knee arthroplasty       

components secondary to infection, and administration of IV antibiotic          

therapy.  The patient was placed on Gentamicin 100 mg q 12 hours with a peak 

and trough to be drawn at time of the third dose.  Results of drug serum levels 

were noted as inadequate and the pharmacist recommended increasing the     

Gentamicin dose to 150 mg q 12 hours. The second peak and trough was noted to 

be in the therapeutic range. Also, at this time, wound cultures of the knee       

revealed the causative organism was susceptible to other non-aminoglycoside 

drugs.   

 

On the 2nd day post-op, the patient was transferred to a SNF and Gentamicin 150 

mg q 12 hours was continued, but neither drug serum levels nor a BUN or 

Creatinine were ordered, which would have been necessary to monitor therapeu-

tic/toxic levels. The surgeon saw the patient in the SNF on post-op day 4, 7, 11, 

and 12 and documentation indicated that Gentamicin should be continued,      

despite the absence of drug serum levels or renal function testing. Two weeks 

post-op the patient complained of dizziness, but the surgeon was not advised of 

this symptom as it was considered by the nursing staff to be transient. Three 

weeks post-op the Gentamicin was discontinued and the patient was discharged.   

 

The patient complained of dizziness a week later at an office visit with her     

primary care provider and Antivert was prescribed. The patient had continued 

complaints of dizziness on subsequent office visits and she was referred to an 

ENT for evaluation and treatment. The patient was hospitalized for a revision 

procedure of the left knee, and while she was hospitalized complained of        

profound vertigo.  An ENT consult was called and revealed a vestibular problem.   

 

During the patient’s 2nd stay in the SNF she received Vancomycin for a week 

without peak or trough levels being drawn. When a trough level was completed it 

was noted as being at toxic levels. The patient continued to complain of          

dizziness and had problems with balance. Three months after discharge the    

patient was diagnosed with a vestibular system injury secondary to aminoglyco-

side toxicity.■ 



5. Provide reasonable labeling information. 

Include ISMP recommendations for safe sample          

medication dispensing. 

Only allow qualified personnel to provide label              

information/instructions for sample medications. 

Document sample medication distribution in the patient’s 

medical record, to ensure appropriate and continuous 

care. 

Educate patients on the use of samples to prevent          

unnecessary reliance on sample availability. 

Discuss possible alternatives to more expensive            

medications, such as generics, or alternate sources for 

lower cost medications. 

Ultimately, eliminating the risks associated with sample      

medications can only be accomplished by becoming a pharma-
free practice.  On the surface, this appears to be a straight     

forward and easy solution. However, some physicians may find 

it  difficult to change and give up their stash of sample drugs.        

Nonetheless, the risk of providing sample medications to      

patients can be greatly reduced by turning the “foe” into 

“friend” by following evidence-based risk management        

practices that ensure appropriate handling, maintenance, and 

dispensing of samples. 

 
For additional information on this topic contact Mary Stankos at 

(630)276-5565 or mstankos@ihastaff.org.■ 

Failure to Order Drug Serum Levels  continued from page 5  

Answers and Discussion 
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True 
The physician is ultimately responsible for ordering drug 

serum levels to be performed to ensure medication levels do 

not pose a risk to the safety and wellbeing of patients. In 

some hospitals, the physician can order that the pharmacist 

assume responsibility for dosing and monitoring of drug  

levels, but the physician must always be aware of the       

patient’s current status to determine the appropriateness of 

continuing or stopping certain medications. Further, as noted 

above in the case study, there were viable alternatives to the 

use of Gentamicin that would have been equally effective 

and did not pose a drug level risk. The standard of care 

would have  required that the surgeon consider the alterna-

tives and explain why Gentamicin was the drug of choice. 

 
False 
Complaints of dizziness represented a change in the patient’s 

condition, which should have been communicated to the  

surgeon.  Dizziness is a symptom of aminoglycoside ototox-

icity and may have cued the surgeon into the fact that the 

patient was experiencing an ADE. 

 

True  
Medication reconciliation is the process of reconciling all 

patient medications at handoff points.  Had this been        

performed, it would have been likely that the pharmacist, 

and/or physician would have noted the absence of drug level 

testing and possibly prevented the ADE. 

 
General Risk Management 
Principle: 
 
False 
Nearly all hospitals have estab-

lished nursing/pharmacy/medical 

staff policies and procedures that 

deal with the  minimum require-

ments for administration of       

antibiotics.  These should include a 

system of redundant checks, either 

computerized or manual to ensure 

that the right amount of drug is 

administered and that  adequate 

monitoring occurs.   Deviation 

from an approved policy on aminoglycoside administration 

should be considered a serious quality issue and result in the 

performance of a root cause analysis.  As previously indi-

cated, potential ordering errors should become apparent   

during a reconciliation process, or pharmacy medication  

review. 

 

For additional information on this case study contact Mary 

Stankos at (630)276-5565 or mstankos@ihastaff.org.■ 

1 ECRI Institute.  Physician Office Fundamentals in Risk Manage-

ment and Patient Safety.  (2008). 
2 Hansen, L, Saseen, J., et al.  Evaluating sample medications in 

primary care:  A practice-based research network study.  Journal 

on Quality and Patient Safety.  2006:32(12):688-692. 
3 Paladine, H., and Howard, J.  Four reasons our office is pharma-

free.  Family Practice Management.  2009.  March/April: 6-7.  
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