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Haemorrhoidal disease (HD) affects millions of people around the world and for most it is a recurring problem. Increasingly, clinicians broaden their focus on the patient's experiences with haemorrhoidal symptoms, including their impact on daily life. The patient's experience can be assessed using a patient-reported outcome measure (PROM). A PROM facilitates a deeper understanding of the disease-burden and allows a clinician to obtain information directly from the patients about their experiences with the ailment. Over the last years, PROMs have shown their additional role to traditional outcomes for several diseases and have earned their place in the daily consultation room. In order to improve and personalize the treatment of HD, we endorse the use of validated PROMs in clinical care.
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INTRODUCTION

Haemorrhoidal disease (HD) is the most common proctological disease with prevalence rates of up to 44% within the general population (1). HD has troubled humankind since ancient times and considerably hampers a patient's quality of life (2). Patients report several restrictions or adjustments to be made in daily life: “Because of the massive blood loss, I could not function normally any more. I did not dare to go anywhere, not to a party, not to my son's soccer match” (3). Furthermore, HD may impair a patient's intimate relationship and sexuality: “(…) my sex life, I do think it is difficult, because of the flap coming out of my anus” (3–5).

In the past, traditional clinical outcomes such as “recurrence of disease” have been valued the most in clinical decision making and to denote treatment success. However, the emphasis is gradually shifting to the patients' perspective and patients' experience with symptoms of HD. This is also acknowledged in the recently developed European core outcome set (COS) for HD, by identifying patient-reported symptoms as the primary core outcome for clinical HD studies (6). A COS is a consensus-based agreed minimum set of outcomes that should be measured and reported in all clinical trials of a specific disease (7). A patient-reported outcome measure (PROM) captures a deeper understanding of the disease-burden by obtaining information directly from the patient about their experiences with the illness without interpretation by the healthcare professional or others (8). PROMs can focus on symptoms, functional outcomes, or broader concepts such as health-related quality of life. They have initially been utilized in health research and are now increasingly being used in daily clinical practice to support treatment decision making and follow-up care (9, 10).

This paper offers a perspective on the importance of PROM use in patients suffering from HD.



THE RISE OF PROMs IN HEALTHCARE

Over the last years the additional value of using PROMs in clinical practice has been demonstrated and their popularity in various healthcare settings is rising (11). The systematic use of PROMs enhances communication and decision-making between doctor and patient, functioning as a ground layer in the process of shared decision-making (SDM) (5). SDM is a method where clinicians and patients decide together on the best treatment option through effective communication (12). In this process, evidence-based knowledge of the clinician and the individual patient's preferences, values and needs are taken into account. An important benefit of this approach is that it promotes value-based health care (VBHC). VBHC is defined as “the creation and operation of a health system that explicitly prioritizes health outcomes which matter to patients relative to the costs of achieving this outcome” (13). Hence, transforming the clinician's question of “What is the matter?” into “What matters to you?” Which is exactly what a PROM aims to capture.

A distinction can be made between generic and disease-specific PROMs. Generic PROMs are not bound to a specific disease and can measure the quality of life or health profile of any patient. Examples are the European Quality of Life—five dimensions (EQ-5D-5L) (14) and the Short Form 36 (SF-36) (15). Disease-specific PROMs evaluate the patient's outcomes related to a particular condition. In the field of gastroenterology alone, there are over 100 disease-specific PROMs available (16). Some successful examples are the PROM for peptic ulcers (PU-PROM) (17) and the Inflammatory Bowel Disease Questionnaire (IBDQ) (18).



CLINICAL DECISION MAKING IN HAEMORRHOIDAL DISEASE

Many therapeutic options have been developed for the treatment of HD. The first management step for HD concerns basic treatment, including laxatives, a high fiber diet and topical treatments. If basic treatment fails, patients are usually referred to the hospital for surgical consultation. Besides outpatient procedures like rubber band ligation and sclerotherapy, surgical options can also be considered, i.e., sutured or stapled haemorrhoidopexy, or traditional excisional surgery (19). The preferred procedure to treat HD mostly depends on the anal pathology of HD, categorized by the Goligher grade. The Goligher grading system categorizes HD into four grades: Grade I are hemorrhoids that do not prolapse; grade II are hemorrhoids that prolapse but reduce spontaneously; grade III are hemorrhoids that prolapse but have to be reduced manually; and grade IV are hemorrhoids that prolapse and cannot be reduced manually (20). Yet, the classification has several limitations. Firstly, a validation study of the Goligher classification has never been performed and thus it is unclear whether this classification is the most appropriate way to categorize HD and guide treatment strategies. Secondly, in the classification, only the symptom “prolapse” is included and is assessed by a clinician. Yet, patients with HD can suffer from other symptoms, i.e., blood loss, soiling, itching and pain (21). The Goligher classification does not consider these associated symptoms of HD (22). As a consequence, the broader impact of the disease on the patient may not be fully understood. While PROMs are ideally suited to assess this broader impact, they are not yet common practice in the treatment pathway for HD. There is indeed great potential in the usage of PROMs, not only to inform a treatment decision, but also to evaluate treatment success and the patient's satisfaction with the treatment (23). It is known that consensus on treatment success can differ substantially between healthcare professionals and patients, given that the doctor observes the disease, yet the patient experiences the symptoms (3, 24).



CURRENT PROMs FOR HAEMORRHOIDAL DISEASE

Over time, several PROMs for HD have been developed. In the recent systematic review of Jin et al., a clear overview of available PROMs for HD is presented (25). Among the five PROMs discussed, the Haemorrhoid and Fissure Quality of Life Questionnaire (HEMO-FISS-QoL) extents its population to patients with fissures (4) and the Proctological Symptom Scale (PSS) aims to address the symptoms of patients with all sorts of proctological ailments (26). Not mentioned in the systematic review but nevertheless a valid and reliable tool to evaluate disease burden of the proctological patient, is the Proctoprom (5). Similar to the PSS, the Proctoprom is a PROM that takes the full range of proctology patients into account instead of focussing on HD. Expanding the population of the PROM can facilitate the swiftness of implementation but may reduce its relevance and validity. Hence, we recommend using a PROM which is specifically developed for use in a HD population.

Jin et al. discusses three of such PROMs for HD in his systematic review. The Sodergren score of Pucher et al. is specifically for HD patients and comprises of three items: intensity of pain, pruritus, and prolapse (27). The score is based on a scoring system developed by Nyström et al. that originally contained five symptoms: pain, pruritus, prolapse, bleeding, and soiling (28). The Sodergren score excluded the latter two symptoms based on a regression analysis and validation of the scoring system in a small sample of HD patients. For these two scores, no consensus-based standards for designing and reporting validation research were used (29). The Haemorrhoid Severity Score (HSS) of Lee et al. uses the same symptomatology as Nyström and has assessed the psychometric aspect “responsiveness” in two large multi-center, randomized controlled trials (RCT) (30–32). The fifth PROM described in the Jin review is the Haemorrhoidal Disease Symptom Score and Short Health Scale for Haemorrhoidal Disease (HDSS and SHS-HD) developed by Rørvik et al. (33). Validation of the HDSS and SHS-HD was built on consensus-based standards for designing and reporting validation research. This score encompasses all five symptoms as introduced by Nyström barring a modification of the question on prolapse. The scoring system by Nyström assesses how frequently the patient needs to reduce the prolapse, restricting the question to patients with a Goligher grade III. In contrast, the HDSS asks how often the patient experiences a swelling or prolapse in the anus, making the question applicable to Goligher grades II-IV. A short health scale was added to probe the impact of the HD symptoms on daily life, as well as impact on mental and general well-being. A quality of life instrument complements the use of a HD-symptom score since it provides a more generic view on how the symptoms are perceived in a day-to-day setting. The HDSS SHS-HD by Rørvik et al. has shown satisfactory results when methodologically assessed and can be used in the consultation room.

Finally, a PROM for HD has recently been introduced as an important outcome measure for two large clinical trials in The Netherlands (34, 35). The PROM-Haemorrhoidal Impact and Satisfaction Score (PROM-HISS) is the first PROM for HD developed in dialogue with patients suffering from HD (3). It was developed in response to the COS and measures the same HD symptoms as the previously mentioned scoring systems of both Nyström and Rørvik: prolapse, blood loss, pain, soiling and itching. Furthermore, it includes a quality of life question probing the impact of the HD symptoms on performing daily activities. A final question evaluates the patient's satisfaction with treatment related to reducing their symptom burden. A fundamental validation study of the PROM-HISS is currently being performed.



FUTURE DIRECTIONS IN HAEMORRHOIDAL DISEASE PROMs

Symptoms of a disease may be interpreted differently by the patient who experiences them than the clinician who observes them. Especially in a proctological disease like HD, where patients may feel shame or embarrassment, safeguarding an open conversation is crucial. In clinical practice, a HD PROM can support this discussion and indicate the issue or symptom which is most important for the patient. A PROM facilitates the process of SDM and functions as a valuable tool to encourage a patient-centered approach. Consequently, the patient will feel heard and understood, resulting in effective conversations, and providing a more detailed insight into the patients' experiences with HD. Discussion points are not limited to medical subjects, but can also cover the impact of symptoms on daily activities. It is of paramount importance that the patient feels that the conversation is about him and his needs. Exploring the disease burden and treatment expectations of patients with help of a PROM improves patient satisfaction with care (36). Additionally, in our experience as clinicians, the conversation with the patient is facilitated when a PROM has been completed before the consultation since it can quickly identify issues of concern to the patient (37).

We strongly advice the use of a PROM in clinical HD practice, in particular a PROM that has been developed following recommended guidelines and has been validated. Suggestions are the HDSS, and once established valid, the PROM-HISS. These symptom-focused PROMs are ideally complemented with a HD quality of life tool such as the SHS-HD.

Starting to use a PROM in the consultation room will maybe take some time getting used to but in the long run it will increase the quality of patient care. Because a patient who receives a personalized treatment, is a more satisfied patient.



CONCLUSION

The patient's perspective is vital for clinical decision making. Systematic assessment of patient-reported outcomes using PROMs provides a thorough understanding of the symptom burden and experienced health of patients and can inform a tailored clinical HD treatment. We recommend the use of the HDSS and, once validated, the PROM-HISS, preferably combined with an HD quality of life tool suchlike the SHS-HD.
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