
Dermal Fillers:  
Lack of Regulation  
Poses a Real Threat  
to Patient Safety 

Whilst cosmetic surgery numbers are static, there has 
been an explosive increase in the UK’s non-surgical 
treatment market, with Botox and Filler treatments 
becoming ever more popular.  This has coincided 
with the rise of social media and many younger pa-
tients are now seeking non-surgical procedures, see-
ing these as inexpensive and quick fixes added to 
their beauty regimes.  Botox and dermal fillers have 
become the social norm and whilst a wide range of 
ages are seeking treatment, there are serious risks to 
patients due to the almost completely unregulated 
nature of the non-surgical aesthetic industry [2]. 
 
The main problems in aesthetic medicine leading to 
litigation include failure to adequately consent the 
patient including warning the patient of the possible 
risks, dissatisfaction with the cosmetic outcome, and 
complications arising from treatment [3].  However, 
due to lax regulations surrounding the type of prac-
titioner who can inject, in addition to the broad range 
of products on the UK market today, patients are at 
increasing risk of coming to harm.  
 
Regulation in the UK 
The HEE and Keogh reports into non-surgical cos-
metic practice found that in 5 key areas, namely Bo-
tulinum toxin, dermal fillers, peels, laser and IPL 
there is almost no regulation, leaving patients vul-
nerable, but also that there has been varying stan-
dards of care in key elements such as practitioner 
competence, consenting and complication manage-
ment in cosmetic treatments [2, 4]. Figure 1 illus-
trates the various procedures. Neither product, 
practitioner nor premises have a requirement to be 
proven safe. 
 
 

Reform has been suggested.  Public opinion is that 
non-surgical procedures must be less dangerous, but 
serious complications can occur in either surgical and 
non-surgical treatments, and current legislation is not 
protecting patients effectively as it is based largely on 
guidance rather than concrete regulation [2]. 
 
There are worrying parallels between the state of the 
regulation with regard to non-surgical treatments 
using dermal filler products and the PIP scandal.  
This brought to light concerns about how the cos-
metic surgery industry is regulated, but unfortu-
nately at a stage when many thousands of patients 
had already suffered injury.  Approximately 47,000 
women in the UK, and 400,000 worldwide, were af-
fected by faulty breast implants with a rupture rate of 
around 15.9-33.8% [5, 6].  Post-2000 PIP devices 
were shown to contain a non-approved industrial-
grade silicone and were immediately removed from 
the market after an MHRA warning.  However, their 
low cost meant they were used long after concerns 
had been voiced some years earlier [6, 7]. 
 
Whilst the MHRA did not advise imminent health 
risks, women in other countries such as Germany, 
Netherlands and France were advised PIP implants 
should be removed.  This sparked a debate over cost 
versus care: some UK surgical providers simply 
changed their company name or refused to offer as-
sistance to patients, loading the burden of cost onto 
the NHS [7].  It is most likely no accident that in the 
UK, with healthcare free at the point of delivery and 
a corporate veil to protect CEOs, moral and legal re-
sponsibility have been largely evaded with corporate 
preoccupation with profits acting against patient 
care. With more patients being injured by dermal 
fillers each year, there are worrying similarities in the 

by Dr MJ Rowland-Warmann 
BDS (Manc) MSc Aes.Med. (QMUL) PGDip Endod. (Chest) MJDF RCS (Eng)  
Non-surgical treatments such as Botox and fillers account for nine out of 10 
procedures and are worth £2.7billion [1]. 

E X P E RT  W I T N E S S  J O U R N A L       61 S P R I N G  2 0 2 0



E X P E RT  W I T N E S S  J O U R N A L       62 S P R I N G  2 0 2 0

management of complications when these patients 
attend NHS institutions, with the chasm between pri-
vately conducted procedures and state-funded 
healthcare opening.  I am also witnessing a lack of 
knowledge and helplessness of those working in the 
NHS in dealing with dermal filler complications they 
are presented with.  
Currently, some dermal fillers are exempt from EU 
Product Safety Directives as they can be used as part 
of a professional service and those not claiming a 
medical purpose are exempt from EU Medical De-
vice Regulations entirely.  There are over 250 der-
mal fillers in the UK market and patients currently 
rely on the manufacturer’s declaration of safety and 
the practitioner’s assessment of the product to en-
sure treatment success.  This in turn results in prac-
titioners often being swayed to purchasing products 
on the basis of cost, and products that would be 
deemed unsuitable for use by medical professionals 
are often seen being used by non-healthcare 
providers with little knowledge of what makes a good 

product safe, or a safe product good.  This is clearly 
dangerous, and it is argued that all cosmetic im-
plants, including dermal fillers, should be reclassified 
as prescription-only medical devices (POM) and sub-
ject to CE marking under the EU Medical Device Di-
rective [2].  The practicalities of this proposal are 
difficult, with MHRA clearance required for every 
single product under this scenario and reclassifica-
tion under POM terms may be a challenge. Pre-
scription medications do not carry VAT, and the 
cynic in me wonders whether the intransigence            
towards regulating dermal fillers stems from the             
millions of pounds the government currently re-
ceives in taxes each year from the sale of dermal filler 
products.  
Complications caused by non-healthcare  
practitioners are on the rise 
Not a month goes by when there isn’t an article in 
the press or investigative feature on a news pro-
gramme about non-healthcare practitioners causing 
harm with dermal fillers.  

Figure 1: Regulation of cosmetic interventions, from [2].
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“Botched dermal fillers” is a common occurrence, 
with the highest rate of complaints in the 18-25 age 
group [8].  Whilst all articles highlight the lack of reg-
ulation surrounding the provision of non-surgical 
treatments, very little is done to protect vulnerable 
patients from dangerously unqualified practitioners.    
“Botched” procedures may include instances where 
filler is placed badly, resulting in an unaesthetic re-
sult.  However, many more serious complications can 
be caused by incorrectly placed dermal fillers.  In-
stances of serious infections due to patients having 
treatment in unclean and unsuitable environments 
are rising.  More worryingly, “dermal filler emer-
gencies” are occurring more frequently.  These are 
potentially catastrophic events such as severe allergic 
reactions or inadvertent injection of dermal filler into 
an artery which can lead to tissue necrosis (death of 
the tissue), blindness or even stroke.  It cannot be dis-
puted that non-healthcare practitioners are ill-posi-
tioned to identify and treat any medical 
complications of aesthetic treatment, let alone those 
that require swift emergency management   
Save Face is a national, government approved regis-
ter of accredited healthcare practitioners who pro-
vide non-surgical cosmetic treatments such as dermal 
fillers and anti-wrinkle injections.  According to their 
Consumer Complaints Audit Report of 2018, 83% of 
complications that were reported to SaveFace were 
carried out by non-medical practitioners such as 
beauticians, hairdressers and laypeople [9].  The fig-
ures for 2019 show an alarming 73% increase in the 
number of complaints received by Save Face in one 
year, a worrying trend that is getting out of control 
[10].  
The Save Face complications report found that 62% 
of patients who suffered complications found their 
practitioner on social media, with a staggering 64% 
choosing them based on price [9].  
33% of complications that arose were treated in a do-
mestic setting, and it is not uncommon, especially 
when presented with a complication, to be told that 
the patient in question had their treatment per-
formed at their own home [9].  
Both of these statistics illustrate a dysfunctional in-
dustry and are a far cry from the well-regulated and 
safe environments that patients should come to ex-
pect when having any medical procedure performed 
on them.  
Due to there being very little legislation governing 
who should be able to treat patients, and the lack of 
standards surrounding those that perform non-sur-
gical treatments, complaints against non-healthcare 
practitioners often remain unresolved.  Practitioners 
who are non-healthcare are not accountable to a pro-
fessional register, often untraceable and frequently 
uninsured, leaving the patient with no opportunity 
for redress when something has gone wrong – and in 
almost a quarter of the complaints received by Save 
Face the patients were ignored by the person who 
treated them [9]. 

The increase in the rate of referrals for complications 
that I have seen in my practice is astonishing.  Whilst 
I received around 2-3 referrals of poorly placed lip 
fillers per year when I set up in practice in 2013, by 
the end of 2019 I was receiving 2-3 enquiries per day.  
It is not only the rate of complications from dermal 
fillers that is increasing, but also the severity.  More 
than three-quarters of the complications that I see 
that require intervention to resolve have been caused 
by non-healthcare practitioners who often refuse 
their patients help after being informed of the com-
plication. Unable due to lacking medical education – 
or unwilling – to help those they have injured by 
poorly performed aesthetic procedures, these pa-
tients end up shouldering additional costs to have 
problems with their treatments corrected by medical 
professionals, or burdening the already overloaded 
National Health Service.  
Ability to obtain products  
Obtaining products for use in non-surgical proce-
dures in the UK is as easy as shopping on Amazon.  
A Google search reveals that purchasing dermal 
fillers online is not only simple, but also requires 
nothing in the way of certification in order to com-
plete the transaction and receive the products di-
rectly to your door.    
A myriad of products, most of which I have never 
heard of (or would dare to use) greets me on one of 
the major sites.  Some of the prices advertised for 
“genuine” products seem too good to be true.  
Likely, this is because they are. 
 
I am spammed daily on social media by accounts 
touting products for non-surgical rejuvenation.  My 
inbox sometimes looks more like a bazaar than the 
direct messages of a medical professional.  I am of-
fered “low cost” dermal filler “genuine dermal filler 
products”, promising me “top brands at rock bottom 
prices”.  Often the accounts are based overseas, of-
fering me apparently reputable products at prices 
that I would never get here in the UK.  It is easy to 
see how those with limited medical knowledge or in-
sight would be attracted by these proposals. 
 
As at 2018, the MHRA had seized over £10.9 million 
in counterfeit drugs and made close to 900 arrests 
[11].  Counterfeit products, those that are designed 
to deceive the purchaser into thinking they are buy-
ing an original product, are different from fake prod-
ucts, which are often differently named yet claiming 
to be similar in terms of efficacy, purity and use [12].  
Many counterfeit products originate in Asia, and 
their potency may be varied, some being wholly in-
effective but others possessing dangerously high 
quantities of potentially harmful ingredients, such as 
has been found in cases of counterfeit Botulinum 
Toxin [13].  The danger to patients is vast. 
 
These websites are not aimed at responsible medical 
professionals who source their dermal filler products 
from pharmacies or the manufacturers direct. These 
online sellers prey on the fact that reputable phar-
macies will not sell to non-healthcare providers but 
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due to the government leaving open this loophole 
whereby non-healthcare practitioners are legally al-
lowed to inject, inferior quality, counterfeit and fake 
products are flooding the market and being used on 
unsuspecting patients.  

Figure 2: Copy of a Google advert. The glaring 
error on line three gives a clear indication of the 
level of care that goes into the industry distributing 
filler to non-medical professionals. 
 
It is not only poor quality and counterfeit products 
being sold to practitioners in the UK.  Products like 
botulinum toxins, a POM, are often obtained by 
beauticians and other non-healthcare providers 
through a legal loophole that enables them to prac-
tice in the “grey zone”, sourcing them from regis-
tered medical practitioners acting as their 
“prescriber”.  The law dictates that a POM must be 
prescribed by a qualified and licensed medical prac-
titioner after a consultation with the patient to assess 
their need and suitability for the treatment.  Whilst 
this in theory should mean that all patients who re-
ceive botulinum toxin have been seen by a medical 
professional, in practice this is vastly different.  An 
overwhelming proportion of patients who have bo-
tulinum toxin treatment by beauticians report never 
to have seen a prescribing doctor, dentist or nurse 
for the initial consultation, are rarely informed of the 
risks and benefits involved in the procedure, and are 
never subjected to anything that could be interpreted 
as a consent process.  This is a clear breach of the law 
and potentially puts patients at significant risk.   
 
Current Regulation in Practice 
In the eyes of Keogh, “fillers are a crisis waiting to 
happen” and the outcomes of several reports in the 
PIP aftermath included assessment of product safety, 
practitioner training, public information and options 
for redress as key elements, highlighting them for 
improvement in safety in cosmetic procedures [2, 4, 
14]. 
 
Products and Practitioners 
With the exception of Botulinum Toxin which is a 
POM, non-surgical cosmetic interventions can be 
performed by anyone, and anyone can set up train-
ing courses.  There are no guidelines regarding what 
constitutes adequate training or verification of 
courses at present.  The responsibility is the practi-
tioners to decide whether they are performing safely 
and to a high standard following training which, it-
self is of a varied standard and usually short (hours or 
a day), leaving practitioners ill-equipped to deal with 
adverse events [2]. 
 
Worryingly, training courses for beauticians are often 
poorly structured, lack specific aims or learning out-
comes, and are conducted by unqualified persons.  
Researching for a report some months ago, I found 

a well-advertised and popular training academy for 
non-medical providers of dermal fillers.  The “train-
ers” were a motley crew of an ex-boxer with no med-
ical qualifications and a doctor who was erased from 
the General Medical Council register in 2014.  Con-
sidering medical professionals are subject to stringent 
regulation often not only in their professional lives 
but also have their personal lives examined by regu-
lators, it is difficult to see how current regulations are 
adequately protecting the public from rogue practi-
tioners without any medical knowledge.         
 
Anyone can buy dermal fillers and practise on pa-
tients, without any training in anatomy, physiology, 
complication management or risk awareness.  Often 
these practitioners use misleading titles which can 
further confuse the public, such as “aesthetic thera-
pist”, which mean very little.  Non-healthcare 
providers are endangering the public by practising 
singularly without support from clinicians and with-
out the knowledge to diagnose or treat the patient if 
something were to go awry [2]. 
 
Currently there is no specialty register for cosmetic 
surgery, meaning surgeons are often not directly 
qualified in the cosmetic field.  It is expected that a 
practitioner should act within their competence, 
which will increase with experience.  It is however 
the luxury of experience that defines competence 
and the knowledge of when to refer that currently 
affords this, rather than a set of rules followed by sur-
gical and non-surgical cosmetic practitioners.  Many 
surgical teams do not perform procedures often 
enough to be competent and some consultations are 
not carried out by surgeons, inhibiting successful out-
comes [15].  Regulators have attempted to improve 
standards by introducing revalidation (GMC) and 
CPD records (GDC) but the standards set for cos-
metic practice are often vague and undefined [2].  
This is all well and good when we are talking about 
cosmetic procedures that require medical profes-
sionals and a controlled surgical environment to 
carry out.  However, it seems that the problem in 
non-surgical practice is out of control, dangerous and 
the government are legislating the wrong providers, 
focusing their efforts on registered medical practi-
tioners rather than those with a propensity to cause 
serious damage. 
 
Regulation of non-surgical practice has been at-
tempted by government initiatives such as IHAS 
(Treatments You Can Trust) and companies such as 
Save Face; they are optional and have contributed lit-
tle to eliminating the thousands of unqualified prac-
titioners treating patients.  The nature of this 
self-regulatory industry means that subscription is 
low, and it is only those who are already performing 
at an acceptable level who sign up, not those under 
performing in all aspects outlined in the Keogh re-
port and who would arguably need it most [2].  Reg-
ulation of the most dangerous group performing 
dermal fillers – beauticians and other non-healthcare 
practitioners – is entirely absent. 
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Informed public 
Consent is a process rather than just a document and 
patients must be consented adequately in order to 
consider their options and information available to 
them.  Often patients have little understanding of the 
procedure, or the product they are being treated 
with and this makes it very difficult to make an in-
formed choice [2]. 
 
Marketing messages are confusing patients.  Mar-
keting is rarely honest or responsible, with financial 
inducements, discounts and time-limited deals being 
used to coerce patients into treatments, whilst mis-
leading statements about practitioners and clinics 
and unrealistic claims about surgery outcome are 
equally reprehensible [14].  Many practices advertise 
prescription-only medicine, which is illegal and may 
conflict with the health needs of the patient.  Com-
pliance with advertising standards is poor, at only 
41% [16], and is leaving vulnerable patients exposed 
to ruthless marketing tactics [16, 17].  Enforcing ad-
vertising guidelines has been reactive, with offend-
ers only occasionally getting a slap on the wrist and 
legislation being produced in a piecemeal fashion.  
On January 31st 2020 the Advertising Standards 
Agency (ASA) and Medicines and Healthcare prod-
ucts Regulatory Agency (MHRA) issued an enforce-
ment notice relating to the advertisement of 
botulinum toxin.  Although it is already illegal to ad-
vertise prescription-only medicines in the UK, recent 
rises in breaches of this law by companies on social 
media resulted in a clamp-down on paid-for adver-
tisements, non-paid for posts and influencer mar-
keting which has seen an explosive increase [18].  
Whilst it is a step in the right direction and in favour 
of tighter regulation in non-surgical cosmetic treat-
ments, non-healthcare practitioners are not ac-
countable to a regulator and despite the recent threat 
of enforcement action have changed very little about 
their advertising strategies of botulinum toxin on so-
cial media.  Once more tighter regulation has been 
applied to the lower risk groups with the high-risk 
providers of treatment being allowed to carry on as 
before. 
 
Accessible solution and redress 
Due to substandard regulation, non-surgical 
providers are not necessarily location-bound, do not 
need complaints procedures, and are ill-equipped 
for emergencies.  For non-healthcare providers, 
there is no requirement for insurance.  Professional 
bodies require indemnity for registration to protect 
both patients and practitioners and non-healthcare 
practitioners seem to fly below the radar [2, 17].  It is 
unacceptable to conduct medical procedures at 
home, such as at “Botox parties”, which display a 
total disregard for patient safety in venues that are 
incompatible with standards set down by any regu-
lator – yet they are still commonplace [14].  
A key issue is the provision of emergency care - often 
the provider contracts out of care when things go 
wrong, letting the NHS foot the bill or simply                
expecting the patient to carry additional financial       

responsibility [4, 14].  NHS hospitals are often not 
the site of private interventions in surgery yet are 
used to shoulder the cost when re-admission is nec-
essary [15].  
The way forward. 
A regulatory framework that is realistic, achievable 
and appropriate is needed.  Products must be safe, 
practitioners have appropriate skills, and treat pa-
tients with respect.  It is important that expectations 
of the service users are met, in terms of outcome and 
the process by which the treatment is conducted, and 
for there to be continuity of care [2].  
A regulator that ensures accountability of practition-
ers for surgical and non-surgical interventions should 
be established to ensure the necessary knowledge, 
skills and values of the providers.    
Non-healthcare providers conducting medical pro-
cedures is subject of much debate.  Most clinicians in-
cluding me would welcome the withdrawal of 
privileges from these individuals by means of legisla-
tion.  However, in the absence of this, non-healthcare 
providers should be supervised by a clinical profes-
sional.  This should include being professionally ac-
countable and holding an indemnity and a 
complaints procedure in place; whilst de rigueur for 
those from a healthcare background, this must be en-
forced for other providers.  A register of indemni-
fied practitioners would further improve patient 
awareness [2].    
Safe premises mean that infection control and pa-
tient welfare is of paramount importance in order to 
be equipped to deal with adverse event management 
and medical emergencies.  Whilst already regulating 
surgical practices, non-surgical providers should be 
required to register with the CQC and be subject to 
more stringent regulation.  Whether dermal fillers 
become POMs or not, a mandatory registration for 
non-surgical providers with the CQC would subtract 
a lot of the rogue operators from the industry whilst 
simultaneously raising funds for the Department of 
Health with registration subscriptions.    
In line with ethical marketing, time-limited deals and 
financial inducements should be banned and the ad-
vertising of POM should be restricted.  This is cur-
rently not enforced widely enough.  Regulators are 
not perceived to take a tough enough stance on 
breaches in the law, fines being limited and often not 
being sufficiently punitive to change the behavior of 
those in contravention of the laws.  
Legislation has developed in a reactive fashion.  Both 
minor and major interventions are not well regu-
lated and self-regulation has failed due to the diverse 
nature of the industry and optional compliance, es-
pecially in non-surgical practice.  Voluntary codes do 
not regulate unscrupulous practitioners [15].  Pa-
tients wrongly assume that because they are com-
mitting to a medical procedure it must be adequately 
regulated [2, 17]. 
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The Keogh report, HEE document and the RCS 
Standards for Cosmetic Practice have illustrated 
grave problems in the way that the cosmetic industry 
operates.  Legislation does not seem to adequately 
protect the public, especially with regard to non-
healthcare providers conducting medical procedures 
without clear licensing.   
The pillars of these reports are Competency, Con-
sent and Complications.  Competency is the training 
and the appropriateness of the service, taking into 
consideration the practitioner and products.  Con-
sent is a process, including the agreement to treat but 
also the information needed to make this decision.  
Complication management is essential, both when 
things go wrong in the immediate and long term, af-
fected by the method of complaint resolution and the 
level of practitioner indemnity.  In a well-function-
ing responsible practice, these key elements are a 
matter of routine.  
Cosmetic interventions are an evolution of medicine in 
line with the needs of the patient population. Even 
though elective, it does not mean that cosmetic medicine 
needs to be any less regulated and attempts must be 
made to regulate it for the protection of its users.  
There has been repeated failures in protecting pa-
tients despite a history of well-documented problems 
- first Meme, then PIP, and possibly soon to be der-
mal fillers [7].  Regulatory processes have failed pa-
tients and the system cannot be fixed without a 
complete overhaul. There is a discord between de-
vice regulation and the regulation of professionals.  
Without consistent professional standards, product 
safety improvements and patient care safeguards in 
a clearly structured manner, the dangers to the pub-
lic will not be remedied and will have serious conse-
quences. 
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