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Abstract:

 This study explored how a sample of Australian pharmacists would convey information about the side effects of a medicine, if they were to counsel a patient. A qualitative method was selected and written responses to a case-based scenario were analysed using inductive thematic analysis. The grounded theory approach elicited a fluid and dynamic model for side effect counselling. The study identified strategies for counselling, such as encouraging adherence through emphasising the benefits of the medication, referral to the prescriber, and providing empathy and reassurance to ease anxiety and address concerns. Pharmacists acknowledged the potential for risk, although only a minority used numerical descriptors. The final themes or outcomes were that pharmacists aim to allay fears, minimise harm and promote medication use when counselling about side effects. Professional empathy, the acknowledgment of patient concerns, and the importance of providing tailored information to promote medication adherence, emerged as features of the quality use of medicines. This study contributes to existing literature by identifying the role of allaying patients’ fears when conveying side effect information. It also describes a process to convey tailored information. Implications for practice include the importance of effective use of communication strategies to encourage adherence, as the appropriate use of medication can lead to positive health outcomes.
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1. Introduction

All medicines have the potential to cause side effects, and patients wish to be informed of possible side effects no matter how rare [1]. However, patients are often unsatisfied with the side effect information provided by health care professionals [2,3,4], and report frustration at receiving inadequate information [4,5]. Without sufficient knowledge of drugs and the risks associated with side effects, patients will continually adjust how they take their medicines [6,7]. It has also been suggested that patients feel more capable of making informed treatment decisions when side effects are discussed [4]. Knowledge of side effects correlates with better adherence [8] and patients who are satisfied with medication information are more likely to be adherent [2].

Despite patients’ preference for side-effect information, and the established financial and health consequences of non-adherence, studies have shown that health providers are reluctant to discuss side effects with patients [4,9,10]. A large primary health care study in the United Kingdom reported that there had been no mention of side effects, risks, or precautions between General Practitioners (GPs) and their patients in more than two-thirds (67.5%) of consultations involving new drugs [11], and similar findings were reported from the United States [5]. The reasons for GPs not discussing side effects are varied, and include time constraints [4,5,9], other topics that are perceived to be more important [12,13], fears that information may reduce adherence, and reliance on pharmacists to supplement or provide information [5,9]. It is therefore imperative that pharmacists have the skills to communicate risk effectively, and adequately address side-effect-related concerns when discussing medicines with patients.

In their need to “make sense” of medication-taking, patients will actively seek information, with studies showing that pharmacists are considered as reliable sources of drug information [6]. For example, among users of antidepressants, 92% of patients chose pharmacists as their first or second preference for verbal information about their medicines [14], while among those taking antiepileptic medicines, 76% wanted their pharmacist to be more involved in discussing side effects [15].

Pharmacists worldwide are expected to provide advice on medicines [16], and in Australia, they are required to “assist consumer understanding and adherence”; this is an element of the Competency Standard “Dispense Prescribed Medicines” [17]. Excellent prescribing practice is of questionable benefit if patients feel that the risk of side effects outweighs the benefits of the medication [18]. Patient education, also referred to as patient counselling, remains poorly defined [19] with a lack of research into the process [20]. “Patient counselling” is a term used by the pharmacy profession and includes an advisory role about the use of medicines and it should be differentiated from the psychotherapeutic activity commonly associated with the term counselling [19].

Dyck et al. explored how pharmacists counsel on medication side effects by qualitatively examining how pharmacists framed information about side effects, with the authors concluding that safety was the pharmacists’ major concern [20]. They also noted that pharmacists preferred to use qualitative descriptors of side effect risk, such as “may experience” and “might occur”. These authors recommended that further studies should investigate how to convey information without causing undue alarm. This formed the basis for the current exploratory study to investigate strategies pharmacists would use to communicate information about side effects to patients. In order to better understand how pharmacists would counsel on side effects, we selected a qualitative approach to explore how pharmacists would counsel a (hypothetical) patient about two side effects of a commonly prescribed drug, and the descriptors they would use to convey side effect risk.



2. Experimental Section


2.1. Methodology

Exploratory methodology was selected as more studies using qualitative methods to investigate pharmacist communication are necessary [21]. The inductive nature of analysis allows researchers to gain insights and generate explanatory theoretical frameworks [22].

A case-based scenario was designed, and pharmacists described in writing how they would describe side effects to a hypothetical patient. Providing written responses was expected to encourage participation and hence the generation of data as pharmacists could respond at a convenient time.

The fictitious scenario (see Appendix) described a concerned patient asking the pharmacist about diarrhoea and headache, two side effects that are often associated with atorvastatin. The drug is frequently prescribed in Australia [23] and the two side effects are attributable to a range of medicines, thereby expanding the context beyond that of a single drug [24,25]. The numerical probability of each side effect was also included in the scenario. It was piloted to ensure face and content validity, and the final version was distributed to a sample of community and hospital pharmacists.



2.2. Data Collection and Participants

Data collection occurred in two stages among community and hospital pharmacists. In Australia, community pharmacists play a pivotal role in the supply of medicines, dispensing prescription and pharmacist-only medicines, recommending Over-The-Counter (OTC) and Complementary and Alternative Medicines (CAMs), and providing professional services [26]. Hospital pharmacists provide a range of dispensing, clinical and patient education services [27], while an Accredited Pharmacist provides medication review services and may be employed in either sector [28].

From a database developed in Brisbane, Australia, and containing contact details of approximately 900 pharmacists who were preceptors for undergraduate pharmacy students, a random sample of community pharmacists (n = 200) was invited to participate. Letters of invitation were mailed between June and August 2010. The second stage occurred early in 2011 among hospital pharmacists and the scenario was distributed via email to members of the Society of Hospital Pharmacists of Australia (n = 2,865). Demographic details of participants included gender, age, and years since graduation as a pharmacist. Ethical approval for both stages was obtained from the Human Research Ethics Committee of the School of Pharmacy at the University of Queensland.



2.3. Data Analysis

Raw data were analysed using inductive thematic analysis and a constructivist grounded theory approach facilitated the emergence of the core category [29]. Written responses from community pharmacists were copied word for word into a Microsoft Word© document and examined. This microanalysis (open coding) identified codes which were arranged into categories during the subsequent process of axial coding. Preliminary analysis was undertaken by two researchers (Thanh Huynh and Damir Krehula and secondary coding by Therése Kairuz. Sensitising questions (as described by Corbin and Strauss) were used by Damir Krehula to allow increased insight into the data [29]; for example: What is the problem being addressed? Why has the pharmacist chosen to say this? What is the pharmacist attempting to convey? When no new codes could be discovered during subsequent analysis, the categories and themes were considered to be appropriately dense.

The sensitising questions assisted in the conceptualisation of more abstract concepts during axial coding. Codes were continuously sorted in terms of their properties and those sharing mutual properties were organised into categories. This process facilitated an inquiry process and concepts were compared in terms of what and why something was said. Extensive memos and field notes assisted with the refinement of ideas. Axial coding was reviewed by Therése Kairuz and differences that emerged were discussed and revised until consensus was reached.

Data from hospital pharmacists were analysed in a similar manner and revealed no new properties or codes; it was established that data saturation had been achieved [30]. Relationships between concepts were continually proposed, ideas were diagrammatically represented, and a theoretical framework began to develop. To ensure its validity and consistency, the developing framework was reviewed for quality through consideration of its fit, logic, relevance, and depth [21]. Hypothesised relationships were verified by Kim Bellamy, and theoretical comparisons were used to ensure theory cohesion. During this process the underlying goal, or core category, emerged.




3. Results and Discussion


3.1. Respondents

There were 35 participating pharmacists, 24 from community pharmacies and 11 from the hospital sector. Participant demographics reflected the general trend of gender among pharmacists in Australia (female > male) and age, as about two-thirds of registered pharmacists are less than 45 years old [31]. There were no discernible trends about conveying side effect information when related to pharmacist age, gender or experience.

There was a total of 63 different responses, 35 regarding diarrhoea and 28 regarding headache; 7 responses were identical and were only analysed once. The majority of respondents were female (n = 22), and there were slightly more young respondents (n = 18), aged between 25 and 44 years. Experience as a pharmacist since graduation ranged from 3 to 41 years, and the majority of pharmacists (13/35) had 5 to 14 years experience (Table 1).


Table 1. Participant demographics (n = 35).



	

	
Participants

	
(n)






	
Gender

	
Female

	
22




	
Male

	
11




	
Missing data

	

	
2




	
Age group (years)

	
25–34

	
12




	
35–44

	
6




	
45–54

	
8




	
55–64

	
6




	
Missing data

	

	
3




	
Experience (years)

	
5–14

	
13




	
15–24

	
8




	
25–34

	
4




	
35–44

	
7




	
Missing data

	

	
3













3.2. Themes

Preliminary analysis identified three codes related to conveying side effect information for both diarrhoea and headache: probability (or likelihood), duration, and severity. The other eight codes included advice about medication, benefits of medication, referral to a General Practitioner (GP), and empathy and reassurance. During secondary analysis, these 11 codes were condensed to five categories: discussion of side effects, management of side effects, GP referral, easing anxiety and encouraging medication use. Codes and categories were considered to be strategies that pharmacists would use to convey side effect information. From the data, three themes emerged: allay fears, minimize harm and promote medication use (Table 2). The themes reflect the outcomes of effectively conveying side effect information.


Table 2. The coding process of the data.



	
Raw data: Examples of quotes

	
Code

	
Category

	
Theme






	
“Approximately 1 in 100 people who take this medicine will experience diarrhoea. Usually it is not debilitating nor does it last very long.”

	
Side Effect Probability

Side Effect Severity

Side Effect Duration

	
Discussion of Side Effect(s)

	
Allay fears




	
“CMIs* can scare the patients at times but…”

	
Empathy

	
Easing Anxiety




	
“Hopefully this adverse reaction would not be a problem for you.”

	
Reassurance

	




	
“Speak with your doctor to see if a different lipid lowering drug would suit you.”

	
Referral, to encourage use of medication

	
GP Referral

	
Minimise harm




	
“If the headache continues for more than a few days, you need to see your GP.”

	
Referral, to ensure well-being




	
“If you get a headache, you can take Panadol.”

	
Side effect advice

	
Side Effect Management




	
“If you experience diarrhoea, ensure you maintain your fluid intake.”

	
Lifestyle Advice

	

	




	
“Good cholesterol control reduces your risk of having a heart attack or stroke.”

	
Medication Benefits

	
Encourage Use of Medication

	
Promote medication use




	
“I would suggest starting the medication, giving it a 2 week trial and then…”

	
Medication Advice

	






* CMI is Consumer Medicines Information, which is available to consumers for medicines registered in Australia.








3.3. Descriptors and Strategies

Descriptors of risk were used by approximately one-third of respondents. The frequency of side effects was described in simple terms as “transient” and “doesn’t last very long”. Similarly, descriptors of probability were also vague, such as “uncommon” and “unlikely”. A minority of responses included precise descriptors such as “1 in 100”. In the following quote, a precise description of probability is followed by reassurance: “Approximately 1 in 100 people who take this medicine will experience diarrhoea. Usually it is not debilitating nor does it last very long” (Hospital 5).

There were a variety of strategies to promote medication use. One strategy was referral to a doctor: “If you experience side effects when you take this medication, speak with your doctor to see if a different lipid-lowering drug would suit you” (Community 24). In some instances, medication use was explicitly encouraged through personal recommendations: “I would suggest starting the medication, giving it a 2 week trial and then…” (Community 22). Strategies to allay anxiety included providing reassurance and demonstrating empathy; this usually occurred early in the process: “CMIs can scare the patients at times… sometimes the list can be quite overwhelming”(Community 4.) A few pharmacists (n = 8) included the benefits of treatment: “….shown to reduce the risk of strokes and heart attacks” (Community 22) and “Good cholesterol control reduces your risk of having a heart attack or stroke” (Hospital 8).

The majority of respondents (94%) incorporated strategies to reduce medication-related anxiety, using reassuring phrases and drawing on experience to address concerns: “I haven’t heard of people having a problem with it…” (Community 7). Most responses included a combination of strategies, such as allaying fears whilst minimising harm. When comparing responses for the two side effects, there was variation in how the strategies were used or combined (Table 3).


Table 3. Strategies and strategy combinations for side effect counselling used by respondents for each side effect.



	
Strategy

	
Strategy Combinations

	
Diarrhoea N = 34

	
Headache N = 32






	
Allay fears

	
( single process)

	
4

	
3




	
Allay fears AND minimise harm

	
11

	
15




	
Allay fears AND promote medication use

	
3

	
2




	
Allay fears AND minimise harm AND promote medication use

	
14

	
8




	
Minimise harm

	
(single process)

	
1

	
1




	
Promote medication use

	
( single process)

	
0

	
0




	

	
Promote medication use AND minimise harm

	
1

	
3











3.4. Emergence of a Theoretical Model for Counselling about Side Effects

Pharmacists would generally initiate patient counselling by allaying fears, followed by promoting medication use or by discussing ways to minimise harm. Each of these themes contributed to a “core category” which was identified as the quality use of medicines. The Quality Use of Medicines (QUM) is a term used by the Australian government and includes the safe, judicious, appropriate and efficacious use of medicines [32]. Regardless of the sequence of themes, the process of side effect counselling appeared to be fluid and dynamic (Figure 1).

Figure 1. Model of counselling about side effects.
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3.5. Discussion of Findings

The systematic, reflective and comparative data analysis underpinned descriptive findings between hospital and community pharmacists. This added to the richness of the data and assisted with the densification and conceptualisation of categories and themes. Maximising differences between comparative groups permitted the researchers to maximise differences without focusing on them per se, creating a more powerful means for generating theory [30]. The main finding of this study is that the participants–hospital and community pharmacists–aim to allay patient fears in addition to minimising harm and promoting medication use, when conveying information about side effects, which formed an integral part of promoting the quality use of medicines.

Patient education and counselling about medicines is a core function of pharmacists, and the skills to identify patient concerns and address them appropriately are fundamental to professional practice. Skills include the provision of information and advice [21,33,34], emotional capacity [33,34,35] and the structuring of information to achieve a goal [36], especially when patients are unfamiliar with aspects of taking a medicine [19]. Qualitative research is interpretive and does not attempt to generalize; instead, it can generate a potential hypothesis. In this study, the fluid and dynamic process for conveying information to educate and counsel patients about the side effects of medicines is reflected in our model.


3.5.1. Allaying Fears

The core theme of “promoting the quality use of medicines” was grounded in allaying fears, promoting the use of medicines, and minimising harm, which underpin the safe and appropriate use of medicines. The core theme integrated with the process of conveying side effect information.

A fear of side effects contributes to medication non-adherence should patients intentionally decide against taking their medicines [37]. Our findings suggest that pharmacists perceived that medicines affect patients in different ways and show an appreciation of the multi-faceted factors affecting adherence. Side effect counselling would extend beyond the provision of information or advice; in the data, frequent use of the word “you” personalised the written responses and it was apparent that the well-being of the (hypothetical) patient in the scenario was pivotal for many pharmacists. Allaying fears is a unique finding in this study and it may reflect that respondents were influenced by a core objective of the National Medicines Policy in Australia, the Quality Use of Medicines (QUM), which is the safe, effective, judicious and efficacious use of medication [32]. It is suggested that the acceptance and implementation of national policies by health professions may have a beneficial and constructive effect on professional practice.

The term QUM may not be fully understood in countries where the term “rational use of medicines” is more commonly used. Potential misunderstandings may arise and it is recommended that terms related to pharmacy practice should be harmonised to facilitate the dissemination and implementation of findings and improve practice worldwide.



3.5.2. Descriptors of Side Effects

Our findings are similar to those of other studies regarding how information is conveyed about the probability, severity and/or duration associated with side effects. Descriptors were often vague [19] or described as “unlikely,” “mild” or “transient” [38,39]. This can be problematic as patients often overestimate risk when qualitative descriptors are used [40] which may adversely affect their willingness to take a medication [38]. The use of vague verbal descriptors could also be an avoidance of responsibility and may explain why some pharmacists in this study would refer the patient to a GP if a side effect was “bothersome” or caused patient “concern”. Hypothetical referrals of this nature were more frequent among community than hospital pharmacists, and may reflect a fear of professional liability. It is also possible that it is reflective of a more isolated professional environment, as community pharmacists often work alone compared to hospital pharmacists who work within teams. Pharmacists may deliberately use vague descriptors to address possible issues related to patient understanding, and may indicate a subconscious effort to address patient health literacy [40]. It has been reported that patients prefer numerical descriptors such as “0.001%” or “1 in 100” [41], which may allow for more accurate prediction of risk; however, an advantage of vague descriptors is that they are simple to use and to understand. We suggest that simple yet accurate descriptors of risks should be balanced with discussion about the benefits of the medication. Further research is needed to identify whether pharmacists require training in numeracy and how to convey numeric information to patients.



3.5.3. Strategies for Side Effect Counselling

The codes and categories identified during data analysis reflected strategies that could be used during side effect counselling, such as referral to a GP or describing the benefits of medication. The variation in the number and sequence of strategies in this study is reflected in the fluid nature of our model. Although the sequence and use of strategies varied, allaying fears was the strategy used by most pharmacists. It was pleasing that most respondents would minimise harm whilst allaying fears, demonstrating the professionalism expected of a pharmacist.

When empathy and reassurance were incorporated in the responses, they were often as platforms to provide information. Demonstrating empathy has been identified as a “pay-off” in the Four Habits Model of the medical interviewing process, and can enhance engagement with patients during consultations [42]. In addition to the use of strategies during the process of conveying side effect information, the inclusion of a simple question, such as “Do you feel that this medication may do you more harm than good?” may pave the way to discussing and allaying fears. The question is based on a statement from the Merck Adherence Estimator demonstrating the link between pharmacist communication and medication adherence [43].

Surprisingly, explanations were seldom included in responses. This may be reflective of the nature of data collection, or an authoritarian approach to providing information. It may also indicate a reluctance to engage with the patient or to take responsibility for patient care. The lack of explanations may also be the result of the non-interactive nature of data collection in this study. Although the written responses to a hypothetical patient may be considered theoretical, our approach avoided external influences which may affect pharmacist behaviour, such as those that affect participants during observed health professional and patient interactions (the Hawthorne effect).



3.5.4. Limitations

The use of a single drug and two common side effects and the small number of respondents may be considered limiting. However, although the data were small, they were rich, and line-by-line analysis provided deep insight. It is highly probable that an external factor affected our response rate; in early 2011 the state of Queensland experienced the worst floods in decades [44] and affected thousands of people; none-the-less, data saturation was reached. Our findings may have been influenced by, and be limited to, the Australian context in which the participating pharmacists practiced. The respondents who volunteered to participate may be considered “motivated” pharmacists and therefore our counselling model may not reflect the practice of all pharmacists.





4. Conclusions

This study contributes to existing literature on patient education by describing a process to convey side effect information and it identifies the pharmacist’s role in allaying patients’ fears. The core theme, the quality use of medicines, is a unique finding and may reflect the influence of a national policy on practice. Our counselling model reflects a process to convey side effect information that is dynamic yet fluid. The model incorporates a variety of strategies to allay fears, minimise harm and promote medication use. Recognition of the role of professional empathy, the acknowledgment of patient concerns, and the importance of providing tailored information to allay fears and promote medication adherence emerged as integral features of the quality use of medicines. Implications for practice include the importance of effective communication strategies to convey side effect information and encourage adherence; ultimately, the appropriate use of medication can lead to positive health outcomes.
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Appendix

Please read the information below about a customer coming to see you and asking questions regarding side effects. There is no right or wrong answer; it is the words that you would use to discuss and/or describe the side effects with the customer that is important.

You are a pharmacist currently working at a community pharmacy. A customer was recently prescribed “Atorvastatin 40mg” for her high cholesterol and received a Consumer Medicines Information (CMI) Leaflet. The medication was dispensed two days ago. She has read the CMI and is concerned about experiencing diarrhoea or headache because these are described as “common” side effects. She hands you the CMI which reads:


	Tell your doctor if you notice any of the following and if they worry you:


	Constipation, diarrhea


	Unusual tiredness or weakness


	Stomach or belly pain, nausea


	Headache


	Trouble sleeping




You know that diarrhoea occurs in >1% (AMH) of people who take atorvastatin (reported as 3.8% in eMIMS) and headache occurs in >1% (AMH) of people who take atorvastatin (reported as 2.5% in eMIMS). What are the words you would use to describe and/or discuss the side effects of (i) diarrhoea and (ii) headache with the customer?




© 2013 by the authors; licensee MDPI, Basel, Switzerland. This article is an open access article distributed under the terms and conditions of the Creative Commons Attribution license (http://creativecommons.org/licenses/by/3.0/).
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