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	All
	All
	General feedback
	The NCHA is the professional representative body for hearing care providers, and our members include individuals, independent practice owners and national provider organisations.  

We welcome this opportunity to comment on the draft BSA practice guidance for aural care (wax removal).

The draft guidance is helpful and informative. Our feedback therefore focusses on technical and evidence-based points with the goal of helping improve the final guidance.  

We hope this is helpful and we look forward to seeing the final guidance shortly. 

We would be happy to answer any questions or clarify any points made in our response.

	

	All
	All
	References to NICE 
	The draft guidance states it has been developed in accordance with the NICE guideline on hearing loss in adults: assessment and management (lines 100-101).  It is not clear the guidance is yet in agreement with the NICE guideline. 

For example:


· The NICE guideline was based on explicit inclusion/exclusion criteria. Excluding people under the age of 18*

NICE’s guideline methods mean all its research was based on an adult population as defined. It is not clear the NICE guideline for adults (wax section) can be generalised to children – e.g. see page 46 https://www.nice.org.uk/guidance/ng98/evidence/appendices-as-pdf-4852693118

Section 2 of the BSA guidance, “Scope of guidance”, lines 121-122, states “Children under the age of 16 years (children under the age of 18 outside the hospital environment)”. 

This is a significant change to the NICE guideline scope – in the context in which NICE guidelines are developed.  

If the BSA would like to expand the scope of its aural care guidance it would be helpful if the difference between the NICE scope and the BSA scope could be clarified for the reader. 

· The BSA guidance notes that NICE has reported “wax removal using any method currently has a limited evidence base” (line 90-91). 

We understand this interpretation and agree it is, strictly speaking, correct. However, we are concerned this might confuse and mislead readers not familiar with the full NICE guideline.

The sections on wax can be found in the full guideline  - see pages 103 -136 https://www.nice.org.uk/guidance/ng98/evidence/full-guideline-pdf-4852693117, and pages 348- 361 and 392- 400 https://www.nice.org.uk/guidance/ng98/evidence/appendices-as-pdf-4852693118

This shows there is evidence, but it is low or very low quality. One of the main issues was that of comparing interventions in a non-biased way and other methodological challenges with the studies. The NICE Committee however acknowledged some methods where effective and other methods were unsafe. This is not the same as any method currently having a limited evidence base: there are some methods which should not be used.  It would be helpful if the final BSA guidance could communicate these and other important clinical nuances 

· Linked to the points above, the BSA guidance has introduced a definition of “routine ears” which NICE does not use. Some of the listed exclusion criteria in this BSA guidance were listed by NICE for irrigation, not microsuction for example. It would be helpful to look again at the NICE guideline here. To assist with this, we provide more feedback on in our other comments.

Our principle concern here, as a provider of medical malpractice insurance that supports evidence-based practice, is to reduce risk for patients and clinicians. At present readers might assume the BSA guidance is consistent with the NICE guideline and inform patients that this is the case. In some cases, this could risk misinforming patients, and, in those cases, informed consent is unlikely to have been established. 

End note
*Although there were some exceptions on age – e.g. hearing loss that occurred before the age of 18 but the patient presented as an adult, the research/recommendations on wax management were – from all that we can see in the full NICE guideline and annexes – restricted to adults aged 18 and older. 

	Check all references to NICE, to ensure these are correct before publication. 

We would be happy to assist with this if that would be helpful. For now, we include key suggested re-wording below

Reword the following on this basis:

· Lines 90-92 to read “The NICE guideline on adult hearing loss shows that certain methods of wax removal are effective and that others should not be used. The clinical evidence supporting current recommended procedures however is of either low or very low quality. NICE also found no robust health economic evidence supporting the use of one technique over another.”

· Lines 121-122 to read “This guidance covers adults aged over 18 with earwax”

· Lines 135-136 to read “This document describes aural care for adults and contraindications to the methods covered” 



General points 

· A more extensive review of section 2.1 Scope is warranted. We give feedback on that in our other comments.

· The NICE guideline does recommend a procedure (including alternatives) and states a preferred clinical setting, albeit based on clinical consensus of the NICE Committee not robust clinical evidence.  This could be better reflected in the BSA guidance. 

· Given the BSA guidance aims to be consistent with the NICE guideline (NG98), it is unclear how the BSA guidance can make some of its “must” recommendations given the evidence is limited. This is why NICE limits the use of must or its equivalent. 

	2.0
	129-130
	Insurance 
	This wording could potentially be misleading and result in people purchasing additional insurance or double cover. It should therefore be amended in our view. We explain why below.

All healthcare professionals who practise in the UK are legally required to hold appropriate clinical negligence cover for the costs of claims and damages awarded to patients arising out of negligence (see https://consultations.dh.gov.uk/resolution-patient-experience-and-maternity/indemnity-regulation/)

It is correct that all healthcare professionals providing an aural care service should ensure their professional liability insurance covers aural care. This is not the same stating they must “hold insurance specific to the procedure being undertaken and the context in which it is being performed” (lines 129-130).

For example, we offer HCPC registrants’ professional liability and public liability insurance and this includes cover for aural care provided they work within their scope of practice as defined by the HCPC. 

	Lines 129-130 to state 

“Healthcare professionals in the UK are legally required to hold appropriate professional liability insurance (also known as medical malpractice insurance). It is important to check with the insurer that the policy covers aural care. Some policies will already cover aural care whereas others might require an additional premium.

It is also important hearing care professionals work within their scope of practice at all times as defined by their regulator – e.g. HCPC” 

	2
	125-127
	Scope
	NICE states 
· “Do not offer adults manual syringing to remove earwax”.

In doing so NICE makes clear to readers not to use this procedure and that it has considered the evidence and risk. If NICE had not included this explicit ‘do not’ statement in the main body of text, some readers might be more likely to use it.
 
It would be helpful if the BSA could consider doing the same. This might reduce the risk somebody using manual syringing. For example, when lines 90-92 are read and manual syringing only appears on lines 125-217 (where it could be missed), somebody might assume they can use other procedures not listed in the main body of the guidance because there is limited evidence to suggest otherwise. An explicit statement instead would reduce risk associated with this ambiguity. 


	Include a section on manual syringing section. Then in that section state:

· Do not offer adults manual syringing to remove earwax (NICE 2018, NG98)

Then list why it should not be used. 














	2.1
	135-161
	Procedural scope
	This does not appear to be consistent with the NICE guideline (NG98).

NICE guidelines are developed based on a methodology – e.g. define scope, set and agree research questions, analyse, recommend etc.

The NICE guideline recommendation on earwax is therefore related specifically to the management of earwax in adults. 

Within this NICE assessed various methods, each with their own, albeit overlapping, contraindications. 

The NICE Committee within this took the decision to recommend most earwax should be managed in primary and community care settings to reduce pressure on ENT and hospitals. 

The Committee felt that irrigation was more likely to be used in primary and community care settings. NICE then set out contraindications for irrigation specifically for that reason. 

This is not the same as setting contraindications for primary or community care settings. 

The NICE Committee then accepted that microsuction could be performed in primary and community care settings. That in those cases the contraindications for irrigation would not always apply.   Please see pages 135-136 of the full NICE guideline https://www.nice.org.uk/guidance/ng98/evidence/full-guideline-pdf-4852693117

It is therefore not clear why the BSA guidance is excluding all patients with the contraindications in Appendix B from this guidance. 

It would be helpful if the BSA can check the full NICE guideline and review section 2, scope. 

For example, if irrigation is the ‘preferred’ (assumed default method), as per the NICE guideline, then if there are contraindications for irrigation a different method should be used. This might be used by the same healthcare professional. If not, for example because they do not have the equipment, experience or both, then they would refer to a colleague who offers microsuction. 

This is therefore not about routine and non-routine ears. It is about selecting the optimal procedure on a case by case basis and always working within scope of practice. 

	Review section 2. Suggested wording 

“This guidance only covers the management of earwax. It does not extend to the treatment of conditions or the removal of other foreign bodies.

It is important to note that healthcare professionals should work within their scope of practice at all times and ensure they understand and communicate the risks associated with the specific procedure(s) they offer.  

For example, if only irrigation is offered, then the procedure should not be offered to patients with the contraindications in Appendix B.  The patient should be referred to a colleague that provides microsuction or a specialist ear care service or ENT as appropriate”  

	2.2
	165-175
	2.2.1 and 2.2.2
	This is confusing and potentially misleading. 

For example, it appears to confuse statutory regulation and voluntary registration:

· lines 165-166 refers to “registered with”, which is technically correct – in that people register with the RCCP on a voluntary basis
· but line 168 then refers to “non-statutory registerable status” which is a very different point
· read together, this could mislead the reader into thinking the RCCP list is equivalent to the HCPC, NMC or GMC, which it is not in a legal (statutory) context 

We assume the goal is to highlight those registered with a statutory regulator (HCPC, NMC and GMC) or part of a PSA accredited voluntary register (AHCS or RCCP) should meet supervision requirements of all non-registered staff. Which is correct.  

We propose a change to lines 165 to 169 for these reasons.

	Consider amending lines 165-166 to read: 

“Healthcare professionals registered with a statutory regulator (e.g. the HCPC, NMC or GMC) and those registered on a PSA accredited register (AHCS or RCCP) are required to work within their scope of practice at all times and ensure they have appropriate professional liability insurance in place before offering aural care.” 

Consider amending lines 168-175 to read: 

“All non-registered healthcare professionals (e.g. hearing and health care assistants) must be supervised by a registered healthcare professional for whom the procedure being undertaken is within their scope of practice. All non-registrants must also undergo the required training and understand clinical governance arrangements that are in place to ensure safe and effective care is always delivered”.


	2.2.5
	189-203
	Fitness to practise 
	It is unusual, especially when guidance is targeted at wide range of healthcare professionals, to be so specific about fitness to practise considerations. The risk is that this might miss key considerations, including ensuring people work within their scope of practice, have insurance in place, understand duty of candour etc. 

In our view it might be more helpful to set out the importance of adhering to the standards set by the applicable statutory regulator. For example, the HCPC for most audiologists (as the RCCP also refer to HCPC standards), NMC for nurses and GMC for all medics (GP, AVM and ENT).  

	Consider rewording section. 

	All
	All
	General feedback
	Professionals are referred to differently throughout the draft guidance – e.g.

· Hearing care professionals (line 187)
· Aural care professional (line 593)
· Ear care professional (line 723)

This is particularly problematic in the consent section where variation might be confusing for patients signing the form.

	Choose and be consistent throughout. 

	4.1
	All
	Use of “subject”
	We appreciate the difficulty in the sector about the use of person, patient, client etc. The term “subject” as a potential solution however seems outdated and does not sit well in a health system that is service user focussed, and in which service users, rightly, should be seen as equals. 

Could subject therefore be replaced with adult? Given the scope of the guidance (subject to being corrected to align with the NICE guideline as per our feedback above) is for adults. 

	Replace “subject” with “adult”.

	4.1
	277
	Consent 
	Currently reads “referral as soon as possible”

This is not specific enough and might not reflect the underlying risk on a case by case basis. 

Could the guidance possibly be clearer on which symptoms and signs require urgent vs routine referral in order to avoid any avoidable adverse impacts.


	

	4.1.2
	281-305
	Softening drops 
	It would be helpful if this section could be reviewed to ensure it is consistent with the NICE guideline and supporting evidence. 

For example:

The NICE guideline reviewed various softening agents and states  
· “use pre-treatment wax softeners, either immediately before ear irrigation or for up to 5 days beforehand”, page 8 https://www.nice.org.uk/guidance/ng98/resources/hearing-loss-in-adults-assessment-and-management-pdf-1837761878725. 

The BSA guidance states to “use where appropriate”.  

The NICE guideline therefore suggests pre-treatment is always preferable, the BSA draft suggests there are cases where it might not be. Clarity here would be helpful.

The BSA guidance recommends/signposts to specific preparations (e.g. line 283).  The NICE guideline Committee in contrast states  

· “The evidence demonstrated the benefit of using earwax softeners before ear irrigation, however the evidence was not strong enough to recommend a specific type of softener between oil, sodium bicarbonate or water. The committee recognised that it is currently common practice to use sodium bicarbonate or olive oil, although there is wide variation in practice amongst clinicians and personal preference plays a strong role, as does the type of the earwax. The evidence indicated that water is as clinically effective as other types of softeners and could be used as an alternative. The committee considered that clinical judgement should be used to determine which softener is most appropriate for the patient. Clinicians should also consider cost as a factor in their decision-making” https://www.nice.org.uk/guidance/ng98/evidence/full-guideline-pdf-4852693117

The NHS in England has also advised against GP’s prescribing OTC wax softeners. See page 24 
https://www.england.nhs.uk/wp-content/uploads/2018/03/otc-guidance-for-ccgs.pdf

Read together, some NHS patients might not be able to access funded ear drops, NICE notes clinicians should consider cost as a factor, and therefore it is important the BSA guidance explains the evidence base more clearly on what people can use safely as a softener. 

Hopefully the final BSA guidance can share a wider range of softeners and set out the NICE evidence on effectiveness between different preparations, and this in turn will help providers support more people with impacted wax. 


	Review the NICE evidence on wax softeners and consider updating section 4.1.2

	6
	345-348
	6
	As noted above, the NICE guideline does not use the same definition of routine as the BSA.

The NICE recommendations are based on a review of the evidence and Committee consensus. The Committee set out contraindications for irrigation, and recommended microsuction might be necessary in those cases; and in some cases a referral to ear care services or ENT might be required. Please also see our comment on section 2.1, scope. 

	Review the use of “routine” in this context, referring back to the original NICE guideline which set out contraindications based on the assumption the primary intervention would be irrigation in a non-secondary care setting (see our feedback on 2.1)  

	7
	368
	7.1.2
	The guidance refers to Warfarin here and anticoagulants elsewhere. It would be helpful if the final guidance could

· Refer to anticoagulants throughout and explain why this is important – e.g. risk of bleeding, not just pain thresholds?  This is stated for example on lines 489-490 and 601-603 but not on line 368
 
· List the anticoagulants that present the highest risk if the BSA considers they warrant special consideration – e.g. warfarin, clopidogrel etc. 

· Also list which procedures, if any, pose a particular risk. 

If an increased risk of bleeding is defined, then it might be best to include a separate section on medications given the risk apply to more than one of the listed procedures in terms of causing a bleed, and given the population more likely to present with impacted wax is likely to be aged 70 and older (the average age of a NHS hearing aid user) and more likely to be on anticoagulant compared to the general population. 

	

	Appendix A
	All
	Consent 
	It is very helpful that an example consent form has been included. 

It is not clear however whether the current version would help achieve informed consent. For example:
· The NHS comments that for informed consent “the person must be given all of the information about what the treatment involves, including the benefits and risks, whether there are reasonable alternative treatments, and what will happen if treatment does not go ahead” (https://www.nhs.uk/conditions/consent-to-treatment/)

· Line 717 of the BSA guidance suggests there is only a risk of temporary reduction in hearing.  Although temporary reductions are more likely, there is also a remote risk of a permanent hearing loss (see NICE CSK: https://cks.nice.org.uk/earwax#!scenario:1)

· Taken together, if a person was to suffer a permanent hearing loss it is not clear whether the consent form would have met the threshold of informed consent.

In addition to this the section titled “If a complication arises” includes things which are not complications, but signs/issues that would be discovered only after removing some wax. 

For example, if an audiologist removed wax and found 
· evidence of an infection (line 730)
· previous damage (line 731)
· a foreign object (line 734) etc.  
it would not be a complication of the procedure (a negative), but something discovered as a result of the procedure (a positive). 

This is why, in our view, the consent form would benefit from a review and potentially reordering content and providing some additional information and ideally simple to understand data on risk.

	Review the consent form.

We think it is very important to provide guidance on a consent form, so that patients can make informed decisions.  We also appreciate how difficult it is to create a template consent form.  

As we provide medical malpractice insurance to individual audiologists and would like to ensure any consent form reduces rather than increases risks, we would be happy to work with the BSA to get this right, including looking at whether further expert – clinical and legal – may be of value. 



	10
	General
	General 
	There are several references to regulating pressure but no specific advice regarding what pressure to use. It would be helpful to provide more information or refer readers to specific and more detailed advice here.

	

	Appendix  C
	General
	Cleaning

	[bookmark: _GoBack]Whilst the suction tips themselves are single use and disposable, it would be helpful to some readers if the cleaning advice could also be included to ensure the suction tank and suction hose do not become contaminated. 

	




