
 

Therapeutic Products Consultation: 

Submitter Profile 
 

If you elect not to use the online tool to complete your submission, please ensure you complete 

the following submitter profile form and send in via email with your submission. 

☐ Individual   ☒ Organisation  

 

Name (of individual or organisation): New Zealand Society of Cosmetic Medicine   

 

Email address: nzscm@nzscm.co.nz   

 

Profile (tick all that apply) 

Perspective 

☐ Consumer   ☐ Disabled person ☐ Māori ☐ Pacific peoples 

☒ Other Incorporated Society of Cosmetic Medicine Physicians   

 

Industry 

☐ Industry body 

☐ Advertising 

☐ Retailer (non-pharmacy)

Importer 

☐ Medical devices 

☐ Medicines 

☐ Cells and tissues 

☐ Active ingredients 

☐ Veterinary medicines 

Manufacturer 

☐ Medical devices 

☐ Medicines 

☐ Cells and tissues 

☐ Active ingredients 

☐ Veterinary medicines 

Wholesaler 

☐ Medical devices 

☐ Medicines 

 

Health sector 

☒ Professional body (eg, Colleges, Pharmaceutical Society etc) 

☐ Health service provider (eg, Ambulance, Māori or Pacific health provider etc) 

☐ Private hospital 

☐ Pharmacy organisation 

☐ District Health Board (DHB) - please state which service area: Click here to enter text. 

 

 Health practitioner

☐ Pharmacist 

☐ Nurse 

☐ Midwife 

☐ Dentist 

☐ Surgeon 

☐ Optometrist 

☐ Dietician 

☒ Medical practitioner (excluding Surgeons)
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 ☐ Other health practitioner (please comment) Click here to enter text. 

Clinical trials 

☐ Medicines (other than cell and tissue) 

☐ Medical devices 

☐ Cells and tissues 

☐ Trial ethics 

Other 

☐ Government agency 

☐ Crown entity 

☐ NGOs 

☐ Veterinarian 

☐ Other (please comment) Click here to enter text.  

 

Official Information Act statement  

Your submission may be requested under the Official Information Act 1982. If this happens, the Ministry 

will normally release your submission to the person who asks for it. If you consider there are good 

reasons to withhold it, please clearly indicate these in your submission. 

  



 

NZSCM SUBMISSION TO THE DRAFT THERAPEUTIC PRODUCTS BILL April 2019                          3 

 

 

 
 
 

SUBMISSION TO THE DRAFT THERAPEUTIC PRODUCTS BILL BY THE 
NEW ZEALAND SOCIETY OF COSMETIC MEDICINE (NZSCM) 

 
Date: 16th April 2019 
 

 
To: The New Zealand Ministry of Health – Therapeutic Products Regulatory Scheme 
Consultation 

 
From: New Zealand Society of Cosmetic Medicine 
nzscm@nzscm.co.nz  

 
Dear Madam/Sir, 

 
NZSCM would like to thank the Ministry of Health for the opportunity to comment on the review of 
the Therapeutic Products Bill.  

 
We are disappointed that this draft does not take advantage of the opportunity to align NZ health 

regulation with the rest of the developed world, despite a supportive statement in the opening 
paragraphs.  
 

Paragraph 642 of the Therapeutic Products Regulatory Scheme December 2018 Consultation 
Document states that soft tissue fillers (called “facial or other dermal fillers”) and Energy Based 

Devices (called “equipment used for cosmetic purposes that emits high-intensity electromagnetic 
radiation”) would not be “captured under this scheme as they are not intended for a therapeutic 
purpose.” 

 
We are particularly concerned about the lack of regulation around dermal fillers. It is vital that 
regulations are put in place because fillers have potential to cause serious adverse effects such as 

permanent disfigurement, blindness and stroke. New Zealand patients have historically been well 
protected from such dangers because of the previous classification of fillers as a prescription 

medicine. Since re-classification as a medical device however, we have witnessed an increase in 
adverse effects with the first case of blindness in NZ occurring in 2017.   
 

Nowhere in the developed world are we aware of moves to deregulate these products, which are 
more highly regulated in Australia, the EU, the USA and Canada. For example, the Dutch 

government recently classified temporary dermal fillers into the highest class of medical devices, 
removed permanent fillers from availability completely and will introduce a compulsory three-year 
qualification to use dermal fillers. 
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STATEMENT ONE: The New Zealand Society for Cosmetic Medicine (NZSCM) disagrees 

that soft tissue fillers, lasers and other Energy-Based Devices should be excluded from 
the legislation because they are “not intended for a therapeutic purpose.” 

 
NZSCM submits that soft tissue fillers and Energy-Based Devices such as lasers and Intense Pulsed 
Light (IPL) devices should be included in the bill as they are indeed used for therapeutic purposes.  

 
The definition of “Therapeutic Purpose” given in the draft Bill is (Part 2, Subpart 2:15(1) Page 23): 

 

1. The following are therapeutic purposes:  

1. (a)  preventing, diagnosing, monitoring, alleviating, treating, curing, or 

compensating for a disease, ailment, defect, or injury:  

2. (b)  influencing, inhibiting, or modifying a human physiological process:  

3. (c)  testing the susceptibility of humans to a disease or an ailment:  

4. (d)  influencing, controlling, or preventing human conception:  

5. (e)  testing for human pregnancy:  

6. (f)  investigating, replacing, modifying, or supporting part of a human’s anatomy:  

7. (g)  supporting or sustaining human life:  

8. (h)  disinfecting medical devices:  

9. (i)  a purpose connected with a purpose referred to in paragraphs (a) to (h).  

 

Most Energy Based Devices (EBDs) such as lasers and intense pulsed light (IPL) devices were 
originally developed for treatment of disease. They are used to treat diseases such as varicose 
veins, generalized essential telangiectasia and rosacea, and injuries such as movement-restricting 

scars. The primary purpose of EBDs is to deliver electromagnetic energy in order to heat tissue. 
Tissue heating is either nonselective and ablative (used for example for the treatment of 

movement-restricting scars) or selective (used for example, to target haemoglobin in the 
treatment of rosacea). This fits the definition of influencing or modifying physiological processes 
for the alleviation and treatment of disease, ailment, injury or defect. 

 
Soft tissue fillers are used to treat ailments such as HIV lipo-atrophy, linear morphea, post-surgical 
defects, Bell’s palsy and traumatic disfiguration with volume loss. They therefore replace, modify 

or support part of a human’s anatomy, in the same way as a breast implant, for the purpose of 
alleviating or compensating for a defect, disease or ailment. The method of insertion differs from a 

breast implant (injected via a syringe rather than implanted surgically) but the outcome and risks 
of infection and tissue necrosis are similar. Safe and effective use of either requires a high level of 
training and skill as well as access to prescription-only drugs such as hyaluronidase. 

Breast implants are used for a variety of corrective purposes ranging from post-cancer correction 
of defects to cosmetic breast-enhancement surgery. Whether the use is corrective or cosmetic, the 

device and the skill of the surgeon is identical, as is the risk profile of the procedure. For all intents 
and purposes there is no difference, as acknowledged by the inclusion of breast implants under 
the main body of the Therapeutic Products Bill. 

 
We are therefore confused as to why dermal fillers and EBDs are excluded from the current 

legislation, but breast implants and botulinum toxin are included. All are used for both cosmetic 
and therapeutic purposes. Botulinum toxin was originally used for treatment of strabismus and 
blepharospasm, was found by chance to improve wrinkles during therapeutic use, and is now the 

most common cosmetic treatment worldwide.  
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Consequently NZSCM submits that dermal fillers and Energy Based Devices should be included in 
the main body of the legislation.  

 
 
STATEMENT TWO:  

 
Should it prove to be impossible to achieve the inclusion of dermal fillers and EBDs in 

the body of the Bill we are, as a clearly less preferred option, in full support of using 
the European Union Medical Device Regulations as the blueprint to include products 
used for both cosmetic and therapeutic purposes as an add-on to the Therapeutic 

Products Bill. 
 

The NZ Society of Cosmetic Medicine is concerned that the arms-length approach of this second 
option will ultimately be detrimental as reviews and updates of the legislation will permanently 
exclude our specialty and will require separate legislative processes to be kept up to date. 

 
We have been advocating for the inclusion of products and devices used in our field for many 
years and have supplied ample evidence of increasingly severe problems that surely warrant the 

protection through the legislative process.  
 

Whilst the vast majority of this document deals with European Union specific regulations and 
procedures, the principles of the legislation laid out in the first chapter should apply in NZ as well. 
 

Dealing with the considered European regulations further: 
 

Paragraphs 21 and 22 dealing with standardization and alignment of worldwide regulations by 
requesting demonstration of conformity and safety by manufacturers would align dermal fillers 
with worldwide accepted principles of assessment of medical products. 

 
Furthermore, paragraph 35 requires a representative of record in the country of sale sharing equal 
responsibility and liability with the manufacturer and importer. We see a need for such a legislation 

as long as the government regulator is funded to identify and exclude non-confirming operators 
from the NZ market. Given our geographic location that should be easier than in the European 

context. 
 
Our hope is that introducing this kind of legislation will reduce the number of sub-standard 

products and devices in NZ, will require operators to prove the safety and efficacy of their devices 
and therefore remove rogue operators from the NZ market. 

 
It is not in New Zealanders’ interest to allow overseas operators to sell unproven and/or dangerous 
products, implants and devices into the NZ market and require ACC and the NZ health system to 

shoulder the expense when things go wrong. 
 

The Bill as it stands proposes that New Zealanders seeking the use of these products for a 
cosmetic purpose somehow do not warrant the protection of legislation. It is of great concern to 
NZSCM that the Ministry of Health would consider such a stance to be compliant with the duty of 

care owed to all New Zealanders. We urge the Ministry of Health to take this opportunity to 
regulate these products to give New Zealanders the same level of protection enjoyed by patients 
in other countries.  

 
We would like to talk about our submission at a Select Committee  


