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Ethical Concerns Regarding Patient Access to Critical Health Information  

Significance 

In 1996, Congress passed a law stating that medications must be accompanied by “meaningful” 

written information. There is a huge ethical challenge in creating these medical information 

sheets such that they are understandable by all members of society. The results from over 300 

studies concerning health literacy indicate that health-related materials cannot be understood by 

most of the people for whom they are intended.  

A major finding of the California Health Literacy Initiative entitled “Low Literacy, High 

Risk; The Hidden Challenge Facing Health Care in California” was that 65% of adult 

Californians avoided going to the doctor due to difficulties with completing the required 

paperwork. Furthermore, 76% of the participating physicians were aware of adverse drug events 

resulting from patients’ limited literacy skills (Bennett-Garrison, 2004). Other issues can further 

complicate the problem.  For example, many Americans come from non-English-speaking 

countries and are limited in their ability to read English. Many elderly Americans choose to live 

independently. Yet, the elderly are particularly susceptible to adverse drug events due to a failure 

to follow instructions (Noah & Brushwood, 2000).  

 

Ethical Principles 

All people should have access to “meaningful” written information about the medications they 

have been prescribed. The inability of many people to comprehend health-related materials can 

have serious implications.  The current content and format of medication information sheets 

should be revised to make the important health-related information contained in these documents 

more understandable and usable to all population groups. 
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 Lower literacy and greater number of prescriptions were found to be related to 

misunderstanding the instructions on prescription labels (Davis, Wolf, Bass, Thompson, Tilson, 

Neuberger and Parker, 2006). Lower literacy can potentially undermine the treatment of all 

illnesses; this creates a societal problem (Bennett-Garrison, 2004). 

It is evident that limited literacy increases the risk to a number of different population 

groups (e.g., elderly, inexperienced, non-native speakers). According to the Institute of Medicine 

(Neergaard, 2004), nearly half of adult Americans (90 million) face higher risks of health 

problems due to difficulty understanding medical terms and directions. Moreover, Davis, et al. 

(2006) found that lower literacy was associated with misunderstanding of prescription 

medication instructions. Therefore, a primary aim of this study was to evaluate the extent to 

which pharmacy medication information (PMI) sheets effectively convey instructions and hazard 

information to a sample of participants from three groups who may be at greater risk of 

developing health problems from misunderstanding the health information that accompanies 

prescription medications: seniors, young people that are inexperienced with terminology, and 

English learners. 

 

Stakeholders 

Access to “meaningful” information about medications is important to all members of society 

but some groups are at greater risk.   

Seniors. Approximately a third of seniors (65 and over), taking at least five medications, will 

experience an adverse drug event annually (“Tips to Prevent Adverse Drug Events in Older 

Adults,” 2007). As people grow older, and begin to experience failing health, it is typical for 

them to consume an increased number of both prescription and non-prescription medications 
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(Cowart & Kandela, 1985). Taking a greater number of prescription medications was associated 

with increases in misunderstanding of instructions (Davis, et al., 2006) and medical errors 

(Shishani & Mrayyan, 2007). A common age-related visual change is presbyopia, which makes it 

much more difficult to read a small font size. Therefore, the senior population may be at greater 

risk of making health-related errors and was selected for this study.  

English Learners. Participants that were foreign-born (excluding American Sign Language 

(ASL)) and did not have English as their first language. Nationwide, 17.9% of people living in 

the United States neither speak nor read English well, and 46% speak a language other than 

English at home (Barclay, 2007). From 1990 to 2000, immigrant populations grew in 45 states, 

and in 2000, about 21 million people in the United States were limited English proficient (LEP), 

representing a growth rate during the past decade that exceeded 50%. People with limited 

English proficiency have problems following English instructions. A study of Arabic-speaking 

adults found that medication errors were significantly correlated with the inability to read or 

understand written basic instructions (Shishani & Mrayyan (2007). A study of Spanish speaking 

adults found that few people who are LEP were able to understand written medication 

instructions (Levya, Sharif, & Ozuah, 2005). Moreover, Levya, et al concluded that pediatricians 

should not assume that Spanish-speaking parents who are comfortable speaking English would 

understand drug information that is written in English. Therefore, people with limited English 

proficiency may be at increased risk of making health-related errors, and this group was selected 

for this study.  

Young, new medication users: Low familiarity. Young new users (ages 16-21) presumably have 

little experience with taking prescriptions. As children, their parents generally told them when 

and how to take their medications. Now (or soon to be) on their own, they typically do not have 
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personal experience using medications or referring to medication information sheets. Therefore, 

new users may be at greater risk of making health-related errors and were selected in this study.  

 

Solution 

Overall, research indicates that the current content and format of medication information sheets 

should be revised to make the important health-related information contained in these documents 

more understandable and usable to all population groups.  

The percentage of participants in my research who were unable to define key terms is 

problematic, as each of these words was found in the section headings on the information sheets.  

For example, 65% of the participants could not correctly define the term side effect. If patients 

do not understand these basic terms, they cannot be expected to benefit from the information 

presented on PMI sheets, or on any other type of medication information source. 

The implication of my research is most salient with the senior participants; six seniors 

were unable to complete any of my tests because they were not able to read even the largest of 

the fonts. Nevertheless, my few changes that I made to existing formats to create my 

experimental PMI made this information source significantly more available and usable to the 

seniors that I tested. The results regarding seniors indicate that it is worth the extra half-page in 

length to expand the font size and add clear headings and bullets. Since seniors use significantly 

more drugs, and the more drugs taken the greater risk of misunderstanding instructions, it is 

critical that these sheets are redesigned to be usable by this population group. 

The implications of my results for young users are also important since I found that 

participants made significantly more errors using existing formats. While this group as a whole 

may take fewer medications, it is important to clearly define all terminology and organize the 
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forms clearly so that new users are able to use these forms to learn important health information 

about new medications that they may need. 

 My results indicated that the English-learner’s performance was lowest overall in a test of 

medical information comprehension and indicate a dire need for “meaningful” medication 

information. Some states are making an effort to address this problem. In response to complaints 

that pharmacies fail to effectively advise non-English speaking customers, New York law now 

requires pharmacists to provide prescription drug information in the patient’s native language, 

both orally and in writing (Friedman, 2008).  

Medication information sheets are currently written in ways that limit their usefulness to 

people with limited English, limited experience, or limited vision. The ease of use of the PMI 

sheets is a critical factor because increased difficulty in usage increases the cost of compliance of 

adherence. If the cost of reading or using these forms is high, they will not be used (DeJoy, 

1999). Any reduction in the cost of compliance of using the PMI sheets such as making the text 

bigger and better organized, would increase the likelihood that people, especially seniors, would 

refer to them. 

By redesigning this “meaningful” information to all members of society we are working 

towards meeting the ethical challenge of providing medical information sheets that are 

understandable by all members of society. Since seniors are generally at greater risk of 

developing health problems related to pharmaceutical use, they have the greatest need to be able 

to easily refer to critical health-related information such as potential interactions between the 

many drugs that they take.  

  

 



Relevant Literature 

Barclay L. (April 27, 2007). Pharmacies May Not Always Translate Prescription Labels for Non-
English Speaking Patients. Retrieved from http://www.medscape.com/viewarticle/555840 

Bebout, K. (2003). Adverse drug reaction reporting program: Update and recent drug safety 
warnings. P&T News. Retrieved from 
http://www.healthcare.uiowa.edu/pharmacy/PTNews/2003/may.html 

Bennett-Garrison, L. (2004, April 14). A hidden challenge facing health care. The San Diego 
Union-Tribune, p. B7. 

Cowart, V., & Kandela, P. (1985). Prescription drugs and driving performance. Journal of the 
American Medical Association, 254, 15-24. 

Davis, T.C., Wolf, M.S., Bass, P.F., Thompson, J.A., Tilson, H.H., Neuberger, M., & Parker, 
R.M. (2006). Literacy and misunderstanding prescription drug labels. Annals of Internal 
Medicine, 145(12), 887-894.  

DeJoy, D.M. (1999). Motivation. In M.S. Wogalter, D.M. DeJoy, & K.R. Laughery (Eds.), 
Warning and Risk Communication. (pp. 221-244). Philadelphia, PA: Taylor & Francis 
Inc. 

FDA Guidance (2006). Useful written consumer medication information. 
First DataBank, Inc., (2007). Pharmacy Medication Information Sheet 
Friedman, A. (November 13, 2008). Cuomo Announces Agreements with Two of the Nation’s 

Largest Pharmacies to Provide Customers with Prescription Medication Instructions in 
Their Primary Language. Retrieved from http://www.maketheroad.org/article.php?ID=717  

Levya, M. Sharif, I., & Ozuah, P.O. (2005). Health Literacy among Spanish-Speaking Latino 
Parents with Limited English Proficiency. Ambulatory Pediatrics, 5(1), 56-59. 

Neergaard, L.  (2004, April 9). 90 million American adults don’t understand medical directions. 
The San Diego Union-Tribune, p. A3. 

Noah, B.A. & Brushwood, D.B. (2000). Adverse drug reactions in elderly patients: Alternative 
approaches to postmarket surveillance. Journal of Health Law, 33(3), 383-454.  

Preventing the preventable, (November 2007). Express Pharmacy Online. Retrieved from 
http://74.125.95.132/search?q=cache:lrv2vq_L0oMJ: 
www.expresspharmaonline.com/20071130/pmecindia01.shtml+nonenglish+literacy+medi
cation+error&hl=en&ct=clnk&cd=3&gl=us&client=safar 

Preidt, R. (2008). Written Instructions Cut Bleeding Risk for Blood Thinner Use. HealthDay. 
Retrieved from http://www.nlm.nih.gov/medlineplus/news/fullstory_71410.html 

Quicci-Roberts, K. email communications with VA San Diego pharmacist (9/9/04, 9/14/04). 
Shishani, K. & Mrayyan, M.T. (2007). Risk factors for medication errors among chronically ill 

adults. University of Sharjah Journal of Pure & Applied Sciences, 4(2), 95 – 109. 
Tips to Prevent Adverse Drug Events in Older Adults. (2007). Retrieved from Tufts University 

website: http://www.tufts.edu/med/news/newsitems/olderadultsrelease.html. 
 

Mike
Highlight


