
1. LITERATURE REVIEW 

Craig Smith and Carol Smith (1996) concluded that the Readability formulas should not be 

considered the only factor in the usefulness of patient education materials, such as brochures and 

pamphlets. Investigation of other specific elements- such as motivation level and interest level of 

the reader, cultural factors, visual attractiveness of the brochure, legibility of the letters, balance 

of white and black space, selection of readable print size and consistent format appears 

warranted. The information obtained about the readability of the available educational 

publications should be helpful in understanding the difficulties some patients encounter when 

presented with a new task.  

Auguste, Guerin et al (1997) concluded that the population as a whole and patients in particular 

are eager consumers of health information, hence the prevalence of health-related websites on 

the internet. Much of the information they are accessing, however, is of dubious quality and 

could be misleading. Doctors who supply their patients with written material about their illness 

and treatment have a duty to ensure that it is reliable, accurate and that the patient can understand 

it. A service like Doctor Online that can be trusted to provide well-presented peer-reviewed 

information is a valuable resource that can save doctors a great deal of effort and serve to 

counteract the adverse effects of patients accessing health misinformation from other sources. 

Latifand Berger (1997) found that what little research had been done had not specifically 

addressed pharmacy ethics as a philosophical problem. Research into the area tends to comprise 

psychological studies or description of the legal aspects of pharmacy practice. 

Helen Smith et al (1998) recommended that healthcare professionals read leaflets before giving 

them to patients to ensure that the content is accurate and up to date; assess patients’ reading 

abilities and select materials to suit; and perhaps most importantly, review stocks of leaflets 

regularly and discard. Those that is out of date or inaccurate to reduce the risk of misinforming 

patients. 

Angella Coulter et al (1999) found that there is a great deal more to the production of good 

quality patient information than is commonly assumed. Patients should be involved throughout 

the process, reliable sources of evidence must be used, and careful thought must be given to the 

purpose of the information and the needs of the target audience. The survey showed that there 



was a dearth of information designed specifically to support patient involvement in treatment 

decision, despite the fact that many patients want to play a more active role and patient 

involvement has been on the policy agenda for some years now. 

Cribb and Barber (2000) Yet this does not address pharmacy ethics and, as Cribb and Barber 

note, before recent doctoral research and related publications, there had been very little literature 

produced on the subject of ethical values in pharmacy practice at all. 

Raynor and Knapp (2000) suggested that three months after introduction of the   mandatory 

comprehensive medicine information leaflets supplied as package inserts, significant numbers of 

medicines remained without a leaflet. The most patients do not gain full benefit from leaflets 

supplied through the delivery method chosen in Europe. Key issues relate to the lack of 

awareness of the leaflets, a low perception of their importance and the inability of professionals 

to incorporate than easily into the wider information–giving process.  

Naffs (2001) reported that the content and quality of information supplied with the drug products 

are among the more specifically defined areas associated with the products for sale. The size of 

the drug packaging is rather small; inserting adequate labeling that would satisfy everybody on 

the outer package is consequently impossible. Including all information essential for the choice 

of over-the-counter (OTC) drugs in the PIL is, of course, difficult. In the selection of services 

they offer, pharmacies should focus on whether it is possible for patients to familiarize 

themselves with the information leaflets. 

Cheryl Twomey (2001) concluded that the design of readable medicinal package inserts is a 

complex, process. Consumer participation is essential and advice from a professional designer 

highly desirable. Good information design is important but attention to this alone does not 

produce high quality patient information leaflets. Well written text, evidence-based information 

and consumer testing are also essential.  

Alexander (2000) reported that more attention needs to be focused on the preparation of written 

educational materials for dental patients, to make the documents more understandable to the 

average patient. Guidelines for acceptable writing are available in the medical, nursing and 

pharmaceutical literature. 



Kidd and Marshall (2000) Focus groups were an appropriate method for simultaneously 

serving two purposes: informing the quantitative survey and developing an understanding of 

pharmacists’ attitudes towards ethics in their practice. 

Webb and Kevern (2001) Quantitative data can be gathered to discover the frequency of 

problems pharmacists face in their work and to identify any associations between the sector 

pharmacists worked in and the decisions they made. Most questions in the survey were directly 

informed by the data from the focus group discussions. 

Sheila Payne (2002) concluded that many of the leaflets failed to meet basic guidelines on 

legibility and readability. Their survey has indicated that improvements are needed to develop 

minimum standards for healthcare leaflets to promote equity in healthcare because it is important 

that written information is accessible and readable for the majority of people.  

Hill and Bird (2003) concluded that, large minorities of patients have poor reading skills, but 

when a Drug Information Leaflet (DIL) is designed to be easy to read patients gain significant 

amounts of knowledge from it. Providing additional verbal explanation did bring about increases 

in knowledge but these were not significant. 

Leila Mansoor and Ros Dowse (2003) concluded that, the presence of pictograms had a 

positive effect in the acquisition and comprehension of drug information. Thus serious 

consideration should be given to including pictograms on labels and PILs for selected medicines. 

Michelle Koo et al (2003) suggested that Written Drug Information has the potential to impact 

consumers positively and negatively. Although not widely investigated, a number of factors can 

potentially influence the use of WDI by consumers. 

Wilson Feleta and Williams Barbara (2003) reported that none of the materials was 

determined to be appropriate teaching tools for low-literacy patients, as measured by the Area 

Health Education Center (AHEC) checklist. Although half the materials were written at the 8th 

grade level and below that levels may be too high for many patients. 

Bissell and Anderson (2003) concluded that by comparing the calculated readability of a 

document skill level of typical users, a writer could estimate whether a document has a good 



chance of being read and understood. The readability formula can be used as a predictor of 

difficulty, but should not be used as a diagnostic tool.  

Hassell and Shann (2003) reported that demographically in terms of the number of pharmacists 

and the inclusion of rural and urban populations. At the time of the distribution of the survey, the 

region contained approximately 684 registered practicing pharmacists, hospitals. The area 

encompassed can be rural areas and several small towns. Postal questionnaires can be sent to all 

registered pharmacists. 

Verdu and Castello (2004) suggested that, in some cases, one factor that leads to non-

compliance is the tendency to provide extensive and exhaustive information on side effects in 

patient information leaflets. 

Harwood and Harrison (2004) concluded, the orthodontic PILs assessed were difficult to read 

and none were eligible for the Plain English Campaign’s Crystal Mark. The British Orthodontic 

Society (BOS), leaflets were much easier to read and better designed than those produced by the 

American Association of Orthodontics (AAO) making them a useful tool to improve patient’s 

understanding of different treatment options and allowing them to be used in the informed 

consent process. 

Mary Ann Zagaria (2004) suggested that while technology is changing the way clinician 

practice and obtain medical information, the written word remains one of the most important 

means for communicating the type of information to others. Low health literacy and illiteracy are 

not only pervasive problem they can compromise quality of health care, limit the understanding 

of health information, and lead to poor health outcomes. Ensuring effective communication is 

essential to timely, safe, efficient, and patient-centered care. There needs to be a focus on the 

preparation of more understandable written educational materials for the average patient and, 

with new research under way that builds on previous data, this certainly appears promising. 

Beth Stearman Ross et al (2004) reported that, the revision and field-testing of the Patient 

Package Insert (PPI) reduced its length by one third, lowered its reading level from the 10th to 

12th grade down to 6th grade, included lay as well as medical technology, and reorganized the 

information to make it easier to find and easier to use. The revised PPI could increase patient 



knowledge of safe and effective pill use and would be a valuable educational tool for providers 

of oral contraceptives. 

Catherine Moore and Janet Leathem (2004) concluded that, less than half of the GPs who 

returned questionnaires routinely provided information sheets about head injury and what to 

expect. Of the sample information sheets that were returned, just under half did not meet the 

criteria for being able to be read by 70% of the population. They found that the most hospitals 

did have an information sheet to give to patients with a confirmed or suspected MTBI and that 

these information sheets were more legible and had better readability scores than those from 

GPs. 

Ramesh Adepu and Nagavi (2004) reported that information leaflets with good reading and 

layout scores improve the reading comprehension of the content and acceptability of the PILs. 

With advancement of the technology, if manufacturers take the responsibility in producing and 

supplying the PILs with required readability and design characteristics, such leaflets are highly 

useful in improving the patient’s knowledge, awareness, and practices towards the disease 

management. 

Brown et al (2004) reported that present cataract information leaflets make some contribution to 

the process of informed consent; most do not address important areas outlined by the General 

Medical Council. Many of the areas of information that are required for informed consent could 

easily be covered, and should be borne in mild when designing patient information leaflets. 

Resources are available on the Internet including toolkits, guides, and means of assessment for 

the production of PILs. Labeled diagram and explanations of terms should be used to aid 

understanding when designing an information leaflet. 

Lorraine Silver Wallace and Elizabeth Lennon (2004) concluded that the findings of 

readability studies across many medical specialties, all of which find that patient education 

materials are written at a difficulty level that is too high. The American Academy of Family 

Physicians and individual family physicians should strive to improve communication with their 

patients by providing educational materials that are written at an appropriate reading level. Many 

of US adults struggle with limited literacy skills, which affect their ability to function fully in the 

healthcare setting. 



Hayley Thompson et al (2004) reported that although efforts to clarify written materials in order 

to better serve patients with low literacy received generally favorable responses, continued 

efforts to create more user-friendly patient education materials are warranted. 

Wingfield et al (2004) recently carried out an extensive literature search of pharmacy ethics and 

found “that there is little research literature specifically addressing ethics in pharmacy practice 

and almost none addressing fundamental philosophical issues or values for pharmacy ethics.” 

Iddo Gal and Ayelet Prigat (2005) suggested that readability is an important concern for 

developers, but that complex organizational processes are involved in creating leaflets, and that 

developers face a need to cope with organizational politics, goal conflicts and various other 

pressures. It is suggested to adopt a broad ecological view of the environments in which patient 

education materials are created and deployed. 

Cooper et al (2009) Much of the research that does set out to address ethics in pharmacy is 

concerned with specific issues such as confidentiality, the beginning and end of life, drug 

promotion and profit, advertising, the supply of emergency hormonal contraception, 

professionalism and ethical decision-making; rather than surveying ethical views and 

understanding them more generally. 

Cooper et al (2010) suggested that the patient education materials are the most accessible and 

the most frequently used form of educating people about their health problems. Written materials 

are portable, thus offering the patient and family the choice of where and when it is most 

convenient for them to read the information. A disparity exists between the reading levels of 

patients and the estimated readability of patient education materials. 

Zuzana Deans (2010) There seems to be some confusion in using ‘ethics’ to mean something 

authoritative, something that might allow or disallow certain actions, rather than as a set of moral 

reasons for behaving in a particular way. The quick change from ‘law’ to ‘ethics’ may illustrate 

the close relationship this participant perceives between law and ethics. It is worth noting, 

though, that ‘ethics’ is sometimes used to mean ‘professional code of ethics’, and it is possible 

this pharmacist was confusing law with the code of ethics, rather than confusing law with ethics 

per se. 



Sanmukhani and Tripathi (2011) Ethics in clinical research focuses largely on identifying and 

implementing the acceptable conditions for exposure of some individuals to risks and burdens 

for the benefit of society at large. Ethical guidelines for clinical research were formulated only 

after discovery of inhumane behaviour with participants during research experiments. The 

Nuremberg Code was the first international code laying ethical principles for clinical research.  

Pooneh Salari et al (2011) The authors willingly realize that due to the essence of the 

investigation, there was no realm for them to verify more details about the scenarios.  It is 

important to notice that generalizing the conclusion of such studies in the real community using 

questionnaire is limited. Therefore, a qualitative approach considering an interview is highly 

recommended. Furthermore it seems that clinical moral and legal concerns should be incorporate 

in a pharmacy code of ethics in different specialties. 

Siriwan Ghuangpeng (2011) The choice of research methods for the current study was 

influenced by the purpose of the research, which investigated the factors that drive the career 

decision-making process of tourism and hospitality students to seek a career in the tourism and 

hospitality industry. 

Beauchamp and Childress (2013) Pharmacy practice has received little attention from practical 

ethicists, despite extensive research into other areas of health care. Biomedical ethics is arguably 

the largest branch of contemporary ethics with, for example, major publications for medics such 

as Beauchamp and Childress’ textbook Principles of Biomedical Ethics. 

Pooneh Salari et al (2013) Pharmacists as one of health-care providers face ethical issues in 

terms of pharmaceutical care, relationship with patients and cooperation with the health-care 

team. Other than pharmacy, there are pharmaceutical companies in various fields of 

manufacturing, importing or distributing that have their own ethical issues. Therefore, pharmacy 

practice is vulnerable to ethical challenges and needs special code of conducts. The imbalance 

between pharmacist's knowledge and expertise and their role in health-care as well as lack of 

pharmacist's involvement in providing special health-care services  

Kyle John Wilby and Ziad Ghantous Nasr (2016) Creative redesign of instructional methods 

pertaining to law and best practices was effective to achieve positive student perceptions 

regarding instructional methods and learning. Similar methods could be applied to other 



curricular areas, as well as other components relating to law, ethics, and best practices. Student 

and faculty feedback should be carefully considered in future cycles to enhance session learning 

outcomes. Pharmacy programs around the world should be encouraged. 

 

 

 

 

 


