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Abstract
The third Rhinology Future Debates was organized by the European Forum for Research and Education in Allergy and Airways 

diseases (EUFOREA) in 2018 in Brussels. Experts from different specialties and countries, alongside  patients, health policy makers 

and industry representatives discussed relevant topics in Rhinology, in an attempt to improve current clinical practices, through 

implementation of precision medicine, by empowering patients’ participation and the use of eHealth tools. The debates which 

are available on-line (www.rhinology-future.com) dealt with 5 topics in Rhinology: the adoption of allergen-specific immunothe-

rapy (AIT) by implementing change management strategies, the needs and obstacles in care delivery in respiratory diseases, 3D 

technology in nose and sinus surgery, ambulatory nasal surgery, and clinical evidence for efficacy of biologicals in CRSwNP and 

asthma.

This report summarizes the outcomes of the brainstorming sessions highlighting novel approaches and unmet needs in the field 

of respiratory diseases by focusing on integrated care pathways.
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Introduction
The third Rhinology Future Debates was held in Brussels in 

November 2018, organized by EUFOREA (European Forum for 

Research and Education in Allergy and Airways diseases, www.

euforea.eu). 

For the first time in Rhinology, a peer to peer scientific exchange 

of expert opinions from the fields of rhinology, respiratory care 

and health policy with the participation of patients led to brain-

storming and discussion on a number of issues in Rhinology.

Novel developments were presented by key opinion leaders 
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in Allergology and Rhinology, patients added their personal 

beliefs, then followed lively debate on the potential positioning 

of new developments in care pathways, the strengths and weak-

nesses of novel developments (1,2).

The 5 topics for the 2018 debates were the following:

1. How to smooth the adoption of allergen-specific immu-

notherapy (AIT) by implementing change management 

strategies.

2. The needs and obstacles in care delivery in respiratory 

diseases.

3. 3D technology in nose and sinus surgery.

4. Ambulatory nasal surgery.

5. Clinical evidence of efficacy of biologicals in CRSwNP and 

asthma.

As all debates are recorded and distributed on-line with limited 

editing (www.rhinology-future.com), EUFOREA aims at maximi-

zing the education of the target groups on novel developments, 

allowing critical appraisal of the future and more rapid imple-

mentation of promising novel tools, techniques and/or molecu-

les in clinical practice in Europe (3). 

1. How to smooth the adoption of AIT by implemen-
ting change management strategies in the Rhino-
logy clinic
The prevalence of allergic rhinitis (AR) reaches up to 20-25% in 

the EU, with up to 30-35% of these subjects being uncontrolled 

in spite of available and recommended pharmacotherapy (4,5). It 

is likely that 10% of the total AR patient population is suitable 

for AIT (6,7). AR costs the EU 50 to 100 billion Euros annually, 

indirect cost almost doubling direct cost (3,8). Delay in access to 

effective treatments leads to large numbers of uncontrolled 

patients and increases the disease’s socio-economic impact. In 

order to gradually reduce the pool of uncontrolled patients one 

needs to consider methods for better adoption of AIT for AR and 

allergic asthma (9). AIT with specific products and protocols is 

proven to be effective in selected AR patients; with reduction of 

AR symptoms and the need for rescue medications and impro-

vement in quality of life. Moreover AIT provides clinical benefit 

for years after treatment discontinuation as immune tolerance 

for allergen(s) is induced and importantly AIT can probably 

reduce progression of AR to asthma, thus providing major cost 

savings (10–15).

Regarding the economics of AIT, only some countries reimburse 

such treatments while others do not. More health technology 

assessment studies are needed to ensure that efficacy is associa-

ted to cost effectiveness and translated to reimbursement.

In order to achieve integration to health care practices there 

are four important areas: prevention, diagnosis, treatment and 

follow up. Prevention involves timely access to treatment, for 

example giving AIT to AR patients. This involves education of 

doctors and raising patient awareness by the use of novel digital 

tools such as allergic diary apps and AR on-line platforms. The 

second step should be the simplification of guidelines including 

real-world data in order to increase their implementation in real 

life. Education of all health care providers is crucial to achieve 

more access to AIT. Furthermore monitoring AR patients could 

boost AIT result data substantiating the benefits of treatment 

and its cost effectiveness. Finally consideration of patients’ needs 

to ensure a smooth sequence of care and delivery steps is neces-

sary. This might involve a multidisciplinary integrated tracking 

care pathway.

In general, all panel members acknowledged the efficacy of AIT, 

as proven by randomized controlled trials (RCT) and real-life 

studies. However, there were remarks regarding studies included 

in the guidelines since RCTs are used for the registration of 

products but do not reflect real life (7,16–18). Some of the panelists 

pointed out that guidelines are based on ideal patients who 

show high compliance in trials and particular products, hence 

requiring careful interpretation.

A new era is emerging called the “Next generation care path-

ways for Rhinitis and Asthma - a model for non-communicable 

diseases” (19–21), and real life studies will be performed with the 

use of digital tools (cell phones and online platforms) in order to 

check if the proposed recommendations actually fit into real life 
(22–26).

Additionally, pharmacy-economic AIT studies should be based 

on real world evidence including direct medical costs and 

indirect costs such as improvement of school and work produc-

tivity, therefore justifying the need for reimbursement. Reimbur-

sement should be for documented products and not for those 

without proven evidence (27).

Regarding education, all panelists agreed on the crucial need 

to educate all stakeholders including patients, physicians and 

politicians on the indication and outcomes of AIT. New ways 

of education are essential in every chronic disease, possibly 

as in medically focused internet search engines for educating 

patients. It was proposed that AIT should be a part of the basic 

training during medical school in order to raise awareness in the 

medical community. Moreover, AIT should be transferred to the 

hands of a multidisciplinary team instead of one individual and 

specialty.

The panelists concluded that there should be better commu-

nication, feedback and interaction between AR patients and 

physicians from different specialties dealing with AR. 

Patients have identified a lack of knowledge regarding the right 

treatment and medication by the general practitioners (GPs) for 

decades, depriving patients from the therapeutic option of AIT 

(Figure 1) (21). 

At this point all participants agreed that we need to agree how 

to maximize digital platform usage, but at the same time gua-
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the use of novel digital tools (allergic diary apps and AR 

on-line platforms) is crucial for dealing with AR, and asthma 

prevention.

• Digital tools will help to reinforce real world studies and 

integrated care pathways. 

• Reimbursement should be applied only for documented 

products, not for those without proven evidence using 

heath technology assessment.

2. The needs and obstacles in care delivery in respi-
ratory diseases
The overview of the discussion was that there are 3 winning 

moves (Figure 2) regarding better control of patient outcomes in 

Chronic Respiratory Diseases (CRD’s) including: 

1. The design and implementation of integrated solutions 

concerning prevention, diagnosis, treatment and follow-up 

for all stakeholders through holistic care pathways.

2. The leverage of digital capabilities required to support the 

integrated solutions, digitally enabling patient centric care.

3. Continuously implementing these integrated digital soluti-

ons to accelerate changes in daily clinical practice.

In particular, the need forpatient educational programs was 

noted in order to increase the patient awareness and that of 

first line care health care providers, enabling early detection and 

more adequate diagnosis at the GP level. In addition, physician 

educational programs are necessary to support better imple-

mentation of guidelines into practice and better adherence 

to medications for patients, eventually increasing treatment 

rantee information security and avoid the spread of unverified 

recommendations. There should be an agreement or a partner-

ship of scientific societies under the lead of EUFOREA working 

with patients’ organizations in proposing the correct education. 

The need for continuous remote patient monitoring (with apps) 

and the deployment of an outcome registry for research purpo-

ses was highlighted. We must be open to the idea of creating 

new infrastructures between the patients and the physicians in 

order to increase adherence, since this is the key to success in 

terms of efficacy. However, there are many problems to consider 

due to the privacy rules of EU. For example a messaging system 

to patients was proposed as a solution to possibly help adhe-

rence and treatment, but the app would need to conform to CE 

directives as a Class IIA medical device.

The conclusion of the debate was that first the evidence from 

RCTs is needed, then real life studies and integrated care path-

ways utilizing digital tools. Patient and physician education is 

vital and all must work collectively, be open-minded and inno-

vative to face the challenges.

Many different systems can be used. As an example, EUFOREA 

may take on the challenges related to AIT adoption in real-life, 

and is launching the Galenus Health system for education of 

patients and physicians, patient follow-up and outcome registry.

Take home messages:

• AIT using standardized allergens and validated protocols is 

highly effective in AR patients.

• Education of doctors and raising patient awareness by 

Figure 1. The four-step approach from EUFOREA for improving quality of life in CRDs.
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effectiveness. Furthermore, the need for outcomes registries was 

underlined in order to collect data – both clinical and economi-

cal- for more research and exchange of best practices amongst 

physicians. Finally, the need to deploy integrated care pathways 

was stated, to facilitate collaboration between primary, secon-

dary and tertiary levels of care, enabling patient exposure to the 

right treatment, at the right time and the right location.

The aforementioned procedure can be made simpler through 

digital solutions such as e-learning educational platforms for pa-

tients and physicians, digital apps, outcome registries, physician 

dashboards or clinical decision support systems (25,28). The panel 

agreed that we need to collaborate in order to leverage all our 

capabilities and create synergies, overcoming implementation 

barriers - such as technological constraints and legal compliance 

that relates to General Data Protection Regulation (GDPR). Last 

but not least, we need to overcome resistance to change by 

mobilizing patients’ commitment - creating traction and accele-

rating change in daily practice.

From the patients’ perspective of real-life care delivery for chro-

nic rhinosinusitis (CRS), it was mentioned that digital tools as in 

smart phone applications (mySinusCoach, Allergy Diary, MASK 

AIR) and platforms can be helpful. Patients are currently strug-

gling to find accurate and up-to-date information (29,30). Addition-

ally, the question of how to involve the patient in the process of 

early diagnosis, treatment and follow-up of disease still needs to 

be addressed, as well as the need for more detailed and specific 

information for the experienced patient. Probably the most 

unprecedented request was that of a system that could alert or 

detect an upcoming loss in controlling symptoms. Finally the 

patients seem overwhelmingly willing to have their data ano-

nymously utilized in a research environment under a collective 

effort in order to create better treatment protocols (31).

As a response the panel of experts agreed that at the centre of 

any digital solution is end- user involvement in the development 

process, changing the way we practice medicine to a patient 

centered approach. The patient’s need to engage in a simple 

and effective way was acknowledged as was the need to reassu-

re each patient that the information they input is actually seen 

by a healthcare practitioner. It was proposed that the data from 

the apps need to be assessed from the patients’ point of view as 

well as that of physicians, since the results involve mechanisms 

that differ in different patients and adherence to treatment that 

is extremely low (21).

The panelists discussed the digital transformation of health 

aiming for a patient- centered approach in order to change the 

management of chronic diseases, since there is an enormous 

gap between what is taught in medical schools, what we prac-

tice and what the patient does. Regular long-term treatment is 

associated with extremely poor adherence (16,32). Furthermore 

the necessity for change to the mentality of physicians to make 

the patient an active partner of the decision making progress, 

leading to real life implementation of precision medicine, higher 

adherence, improved level of control, and enhanced cost-effec-

tiveness (12,33).

The key aspect was that the digital system may allow patients’ 

concerns, physician prescribing and all information to be 

integrated in a manner that could be “tailored” to the patient. 

Education in medical schools also needs to be reshaped to a 

Figure 2. Winning move for better control of patient outcomes in CRDs.
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holistic approach, since currently it is done through a physician’s 

perspective. Digital platforms will allow us to move from a static 

moment in time regarding patient’s symptoms and history to 

a real life environment over the course of months prior to con-

sultation (2,34). The procedure should be time saving for doctors 

since they will be able to refer patients to a site or app were they 

can find certified information matching those of the applied 

guidelines and the treating physician. 

Digital tools can reduce the level of confusion amongst patients 

getting conflicting information from the pharmacist, primary 

care physicians, and specialists from tertiary care level provi-

ders. The apps are not a solution on their own, but are part of a 

system working to support integrated care pathways through 

a personalized treatment plan, that the patient will choose to 

follow or not, moving from one step to another, over a period of 

time. The physician will be able to follow the patient remotely, 

24 hours a day if needed, adjusting the time and date of a visit 

as a priority if there is poor control.

It was sensible that such a debate had a specialist to comment 

on GDPR. It was mentioned that all the rules regarding data pro-

tection need to be applied from the very beginning, since that 

is the start of the chain and anything used from that point and 

beyond needs to be compliant withregulations. Additionally, 

transparency of the obtained data is necessary, which means 

that one needs to state what kind of data you will be using in a 

way that the data provider can understand. Furthermore, data 

minimization is important, only collecting the data that you 

will be analyzing and not more. Equally vital is the “principle of 

purpose”: data can only be used for the specific reason it was 

collected and the patient understands the purpose of the data 

processing. The aforementioned parameters cannot be covered 

by anonymous data. Patient consent is necessary and in particu-

lar a “broad consent” where the patient agrees to share the data, 

but could revoke the decision at any time. Furthermore it was 

mentioned that once people understand the purposes which 

their data will be used for they provide it more willingly (35,36). 

Nevertheless, it was pointed out that legal obligations through 

GDPR should not be considered as a barrier but an opportunity, 

since strong legislation only means that the patient is aware and 

actually willing to share the data added to stronger rights. The 

opinion of the panel was that in the future it will be probably 

common to give treatment advice to the patients through apps 

and digital solutions.

Finally, the discussion included possible barriers regarding the 

implementation of user- friendly digital tools that are fine tuned 

and personalized. Additionally all health care providers need to 

be convinced into recommending e-health tools as a support. 

The challenge for physicians is the development of appropriate 

tools, their dissemination and finally merging into one integra-

ted solution that will be superior to the current health system in 

Europe. It was acknowledged however that the use of techno-

logy could not possibly be the solution for everybody and that 

technological solutions have not been proven to be economi-

cally beneficial. Therefore more studies are required to empower 

governments to provide an arena for implementing technologi-

cal solutions (3,20,37).

The conclusion of the debate was that multiple solutions are 

needed to develop better outcomes for patients with CRDs in 

the fields of patient education, physician education, registries 

and pathways and that digital methods play a crucial role to 

support the deployment of these solutions. The EUFOREA team 

is encouraged to take the lead into the development of a novel 

e-health tool that will reduce the obstacles for optimal care in 

CRD (2,12,31).

Take home messages:

• Patient educational programs are necessary in order to 

increase the awareness of patients and first line care health 

care providers, enabling early detection and more ade-

quate diagnosis of CRD.

• Friendly digital tools that are fine tuned and personalized 

could be used to give treatment advice in CRD.

• GDPR should be considered as an opportunity for better 

data utilization and processing. 

• The EUFOREA team could lead the development of a novel 

e-health tool that will reduce the obstacles for optimal care 

in CRD.

3. 3D technology in nose and sinus surgery
The third part of the debate was about the use of the VITOM® 

3D with TIPCAM® 1 S 3D ORL by Storz in sinus and skull base 

surgery. Initially, various 3D technologies were used to recre-

ate an artificial three dimensional environment. The VITOM 3D 

consists of an exoscope with 2 cameras at the tip, therefore 

not providing a reconstructed image but a true high definition 

stereoscopic vision that can be used in the vast majority of the 

ENT surgical field. The system moves from the classic “tunnel 

vision” to a more broadened vision, by including peripheral 

landmarks. Additionally it occupies less space in the operating 

room compared to the classic setup when using a microscope 

and with the use of a new 45° scope no changing of scopes 

(from 0° or 30°) during surgery is required. The aforementioned 

data presenta breakthrough in nasal and skull base surgery 

and therefore the group of experts was called on to discuss the 

advantages and disadvantages of the system and the use of 3D 

technology in general.

Some of the members of the panel referred to 3D technology 

as a revolution due to the excellent visualization of the surgical 

field in a stereoscopic vision mainly in open procedures and that 

only the microscope used to provide. The main advantage of 3D 

vision is the ability to better assess the depth of the anatomical 

structures, added to excellent magnification and reproduction 
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of colors. Additionally most of the expert surgeons agreed that 

it is an excellent tool for educational purposes, when it comes 

to teaching residents and fellows. It was mentioned through 

the literature that surgery with the use of 3D technology has 

been proven to be even less invasive and reduces surgical 

time, therefore being beneficiary for the patients as well by 

shortening recovery time. From a technical point of view all the 

members agreed that the system functions better in a wider 

space - as the posterior sinuses, the sphenoid sinus or the skull 

base - compared to narrow spaces - as the anterior part of the 

nasal cavity - therefore raising the issue of if it has to be used 

in each and every patient undergoing sinus surgery. The 3D 

technology fits fully in the emerging field of Rhinology and 

is especially helpful in advanced trans cranial surgery where 

every potential maneuver is life threatening. On the other hand 

everybody noted that bleeding can be an issue, since if one of 

the two lenses is covered then the vision you have is no longer 

3D but 2D and therefore the control of bleeding is vital for the 

uncomplicated use of the system. As in any surgical procedure 

there is a learning curve that needs to be achieved. Interestingly 

enough it was mentioned that a less experienced surgeon could 

take on the whole concept much more easily. 

Regarding the issue of hospitals investing in this kind of techno-

logy several opinions were put on the table. Since complications 

and morbidity rate in endonasal procedures and sinus surgery 

are already low, some of the panelists stated that it is rather 

difficult to convince hospital managements to accept the chal-

lenge, whereas others believed that for an academical –training 

hospital - it is absolutely necessary and on that basis, denying 

the investment could be easier overpowered. The argument 

being that it allows the fellows to better comprehend the 

anatomy and the steps of sinus surgery. One panelist made a 

remark in regards to the recording and the projecting images of 

the system that could be further improved in the future, making 

the technology even more appealing. 

Furthermore, there were no arguments against applications of 

3D technology as in 3D morphing - explaining to the patients of 

the anticipated outcomes of surgery - and 3D printing - scaf-

folds and tissue engineering- in the field of rhinoplasty (38–41). 

Such technology is currently in use by several academic centers 

around Europe, since as it was said it is the “way to the future” 

fitting in perfectly with the concept of novel trends in Rhinology 
(42).

In conclusion, a few panelists were still skeptical if this is the end 

of the line in technology evolution for the time being, making 

3D systems a “must” for each and every hospital, or if a period of 

watchful waiting in needed to see what the future brings. The 

majority of the group, however, expressed the belief that 3D 

technology in sinus and skull base surgery is exactly what we 

have been awaiting for a very long time.

Take home messages:

• 3D technology can be an excellent tool for educational 

purposes, so as to teaching residents and fellows.

• As with the implementation of any technological tool, there 

is a learning curve that needs to be achieved.

• 3D technology in sinus and skull base surgery is the “way 

to the future” fitting in perfectly with the concept of novel 

trends in Rhinology.

4. Ambulatory nasal surgery
Ambulatory nasal surgery is clinic and not theatre based, is done 

under local rather than general anesthesia and usually there 

is no provision for sedation (local anesthetic outpatient nasal 

surgery) (43). However, it was mentioned from the panelists that 

different models exist in their countries, including sedation, va-

rying in the surgical procedures that are performed – expanding 

from septoplasty and sub mucosal diathermy of the lower turbi-

nates (reduction), to polypectomy and limited FESS or dacryo-

cystorhinostomy- to the venue where the procedure takes place 

(day care surgery, in hospital or private practice/clinic) (44–46). 

The “driver” behind ambulatory interventions is mainly the 

“patient’s choice”, since patients are nowadays more aware that 

nasal surgery can be done under local anesthesia and therefore 

expressing a preference for less invasive operations. For the 

clinicians, culture of innovation and new technologies regarding 

medical equipment (microdebriders, pediatric endoscopes) and 

growing experience in the field are the main reasons to consider 

ambulatory treatment. For the healthcare system, cutting down 

the large waiting lists and reducing the cost compared to major 

surgery are the basic incentives (47–50). Even though we lack large 

studies to compare between the results of surgery performed 

in a standard surgical setting and those when performing ambu-

latory nasal surgery, the data are encouraging and supportive, 

in means of reducing time, accomplishing the same level of 

patient satisfaction and having milder side-effects.

The patient representative was concerned regarding the physi-

cal experience and efficacy of such a procedure, after commen-

ting that convenience is definitely a factor for actually selecting 

it over major surgery under general anesthesia.

The key factor of success of ambulatory surgery is the proper 

selection of patients based on the patient’s and surgeon’s 

preferences and experience, as well as patient’s personality 

and need for excellent collaboration. Even though patients 

without accompanying comorbidities are considered the best 

candidates for such a treatment, in many cases, it is possible that 

even patients and comorbidities could be considered for such 

a procedure, due to contraindications toundergoing general 

anesthesia. It was stated by one of the panelists that having 

the ability to switch to general anesthesia with the assistance 

of an anesthesiologist if necessary, could further increase the 

cases were such procedures to be performed. Patients with 
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cardiopulmonary diseases, or under anti-coagulant therapy, or 

with a history of DVT (Deep Vein Thrombosis), as well as older 

patients are quite difficult to be managed in ambulatory nasal 

surgery. Additionally, it was reported that even healthy patients 

can present intraoperative complications, especially when the 

duration of the procedure exceeds 30’ minutes. Obviously, major 

surgery for extended disease (Draf III, nasal malignancies) can-

not be done under any kind of local anesthesia in an outpatient 

environment.

Regarding health economics and assessing if ambulatory nasal 

surgery is equivalent or superior compared to standard surgical 

procedures, the discussion was even more complicated. Initially 

it was stated that the lack of data cannot provide a crystal clear 

answer to that debate, warranting the need for more studies 

regarding cost and effectiveness of ambulatory nasal surgery. 

Unfortunately, most of the evidence at this point is based on 

personal opinions and experience, without having comparative 

data on clinical outputs and true benefits.

The concept of value based healthcare is a fraction of the quality 

of the clinical outcome divided by cost, with both being more 

difficult than thought to calculate. . The total cost of a surgical 

procedure as in the whole cost, expanding outside the hospital 

back to caretakers, family, etc. is much different. Quality of the 

outcome is even more difficult to define and measure, even 

without contemplating subjective preference, since it involves 

the satisfaction of the patient withthe quality of the provided 

services, comfort and well-being, convenience and safety, to 

the satisfaction of the surgeon having performed a successful 

operation. 

Finally, regarding t the venue where ambulatory nasal surgery 

can be performed, all of the panelists agreed that the patient 

and the physician mainly need to decide upon the actual treat-

ment rather than having an available setting offer a controver-

sial therapy (50–52).

The conclusion of the discussion was that there are challenges 

regarding patient selection and the venue of the procedure 

in ambulatory nasal surgery, however, undoubtedly the panel 

agreed that safety should be the main objective in each and 

every case, probably by working within a safe environment that 

is linked to a hospital. Nevertheless the main argument that still 

needs to be addressed is health economics - cost efficacy - that 

is a very variable factor across the different countries.

Take home messages:

• Increasing demand for services and limited resources make 

the concept of ambulatory nasal surgery appealing again.

• Patients’ selection for ambulatory nasal surgery should be 

a multifactorial process that needs to be based on the pa-

tient’s wishes and the surgeons training, within the frame 

of performing evidence based surgery and not compro-

mising the surgical plan. 

• Data for ambulatory nasal surgery are encouraging and 

supportive, in means of reducing time, accomplishing the 

same level of patient satisfaction and having milder side-

effects (48).

5. Clinical evidence of biological in CRSwNP and 
Asthma
 Biological treatments have been used successfully in the treat-

ment of severe asthma (Omalizumab, Mepolizumab, Benralizu-

mab, Reslizumab and Dupilumab) (53). Chronic rhinosinusitis with 

nasal polyps (CRSwNP) is also considered a chronic respiratory 

diseases, often associated with asthma, in which monoclonal 

antibodies may be introduced in the near future (52,54–58). 

Studies have shown that biological drugs are effective in asthma 

in reducing exacerbations, improving lung function, reducing 

oral corticosteroid use and improving quality of life. Approxima-

tely 70% of patients with CRSwNP have recurrent disease over 

time, especially those with comorbid asthma and/or NSAID-

exacerbated respiratory disease (52). A recent study showed the 

potent effect of dupilumab in CRSwNP (57,59).

Endotyping CRS based on cluster analysis from the expression 

of specific cytokines in CRSwNP can help define those patients 

that might benefit from treatment with monoclonal antibodies 
(60). In particular nasal polyp patients who present with a type-2 

immune reaction – with high levels of IL-5, IgE ECP all in full first 

time, complicated by the impact of Staphylococcus aureus locally 

(SE-IgE) and frequently by asthma are eligible for biological 

treatment, if uncontrolled by conventional therapy (58). In one 

randomized clinical trial of 60 patients subcutaneous dupilumab 

after 4 months significantly improved the endonasal NPS (Nasal 

Polyp Score) by 2 points, and improved the SNOT 22 quality of 

life score in CRSwNP (61,62). 

Based on well-conducted trials, indications of the level of ef-

ficacy of biologicals for CRSwNP and of the means to identify 

likely responders will soon be available. At the time of the 

debate in 2018, there were 4 phase III clinical studies in pro-

gress. It was highlighted in the debate that targeting the “united 

airway concept” by improving both upper and lower airways 

outcomes simultaneously by monoclonal antibodies need to be 

performed. Monitoring organizations such as the FDA (Food and 

Drug Administration), which insist on trial programs of either 

asthma or of nasal polyposis first, do currently not support this 

combined approach.

Reimbursement formed a large part of the debate. There are 

multiple considerations when recommending surgery, revision 

surgery or the use of monoclonal antibodies to a patient, linked 

to efficacy, cost, safety, comparison and duration of efficacy, etc. 

It was stated that reimbursement cannot be based strictly on 

biomarkers since biomarker levels in nasal polyps are lower than 

those seen in asthma, as the eosinophils may not increase in 

the blood and IgE may not increase in the serum. On the other 
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hand it was stated without doubt that patient with a late onset 

asthma and nasal polyps is almost 95% certain to be a patient 

with Type 2 inflammation that could definitely benefit from 

biological treatment (56). The health authorities’ representative 

underlined the need for more phase III clinical trials and studies 

with robust data to prove the effectiveness of such medications 

in CRSwNP, after which the relevant pharmaceutical company 

needs to obtain authorization from EMA (European Medicine 

Agency) prior to requesting reimbursement. The evaluation 

leading to the decision- making process will include benefit-risk 

evaluation versus placebo or standard care, including efficacy, 

safety and cost compared to existing therapies.

In the UK the regulatory body - NICE - has what is called a “cei-

ling price” referring to a maximum amount of money that can 

be spent on any new drug, therefore framing the discussion 

for the negotiations between the price the drug company is 

asking for and the criteria for the number of patients receiving 

the treatment as indicated by physicians. It also looks at cost per 

QALY - the amount needed to improve quality of life by 1 unit. 

Everybody agreed that the patients’ voice should enter into the 

discussion, a fact that received enthusiastic acceptance from the 

patients’ perspective as well (31,37). EUFOREA has already intro-

duced a digital tool (MySinusitisCoach) to broaden the patients’ 

awareness regarding CRSwNP, treatment options and therapeu-

tic strategies, including expectations after surgery (29). In due 

time, when biologicals find their position in treatment, then the 

patients can be educated accordingly. 

Furthermore integrated care pathways can contribute to the 

adoption of biologicals through developing a certain algorithm 

of treatment and streamlining movement along the pathway 
(32,63). It was proposed that better educating primary care physici-

ans to select these patients and promptly offer the appropriate 

treatment would save time and money (50,51,64,65). Moreover ENT 

doctors need to better recognize those patients who will not 

benefit from a single dose of oral steroids, a simple polypectomy 

or a limited FESS procedure and have them referred to an Aca-

demic Center to have a more extended and efficient procedure 

performed (33,34,66–70).

 

Conclusion
In conclusion, more clinical studies are necessary to establish 

the cost effectiveness and efficacy of monoclonal antibodies in 

CRSwNP. The panel referred to biologicals as a possible “game 

changer” for a lot of patients – a fact that was acknowledged by 

the patients’ representatives. 

Take home messages:

• The EUFOREA expert panel defined criteria for the use of 

biological treatment in CRSwNP.

• More phase III clinical trials and studies with robust data 

will be performed to prove the effectiveness of biologi-

cals in CRSwNP, so pharmaceutical companies can receive 

authorization from EMA prior to requesting reimbursement 

for the treatment.

• ENT doctors need to better recognize those patients who 

will not benefit from mainstream treatment protocols.

• Biologicals are considered “game changers” for physicians 

and patients in the field of Rhinology, particularly for pa-

tients with severe disease of the upper and lower respira-

tory tract.
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