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Dear Doctors, 

 

Illegal Supply of Unregistered Pharmaceutical Products - Wilms’ Tumor 1 Vaccine 

 

We write to draw your attention to recent media reports about some medical centres 

offering a vaccine called "Wilms' tumor 1" (WT1), claiming to prevent multiple types of 

cancer.   

 

WT1 vaccine is not a registered pharmaceutical product in Hong Kong.  No 

relevant registration records have been identified by drug regulatory authorities in the 

Chinese Mainland or overseas.  Advertisements claiming to provide this vaccine for cancer 

prevention are misleading and suspected of fraud.  Healthcare professionals who mislead 

patients into believing that the unregistered WT1 vaccine has cancer-preventing or anti-

cancer effects are in serious breach of professional conduct, as this may cause patients to 

delay seeking medical treatment. 

 

Actions taken by the Department of Health 

 

The Department of Health (“DH”) has conducted multiple unannounced inspections 

of the premises concerned.  The DH will continue to closely monitor the premises, gather 

intelligence, and take decisive enforcement action, including referral to other enforcement 

departments, against any illegal activities.  

 

As the matter may involve the professional conduct of registered medical 

practitioners, the DH has referred the cases to the Medical Council of Hong Kong for follow-

up. 
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Separately, the DH has reviewed the content of the advertisement placed by the 

companies in question and found suspected breach of the Undesirable Medical 

Advertisements Ordinance (UMAO) (Cap. 231).  Warning letters were issued, requiring 

removal of the relevant content.  The DH has also notified the relevant law enforcement 

authorities in the Chinese Mainland to follow up, given the serious public health risks posed 

by the publication of these advertisements on social media platforms in the Chinese Mainland. 

 

Statutory Requirements 

 

Under the Pharmacy and Poisons Ordinance (Cap. 138) (“the Ordinance”), any 

product that meets the definition of a "pharmaceutical product" must meet the criteria of 

safety, efficacy and quality and be registered with the Pharmacy and Poisons Board of Hong 

Kong before they can be sold or supplied in the market.  Advanced therapy products, which 

include gene therapy products, somatic cell therapy products and tissue engineered products, 

fulfilled the definition of pharmaceutical products are regulated under the Ordinance.  Any 

person who illegally sells or possesses unregistered pharmaceutical products commits an 

offence and shall be liable, upon conviction, to a maximum penalty of a fine of $100,000 and 

two years' imprisonment. 

       

Furthermore, import and export of pharmaceutical products are controlled under the 

Import and Export Ordinance (Cap. 60).  Any person who imports or exports 

pharmaceutical product without relevant licence commits an offence, and shall be liable, 

upon conviction, to a maximum penalty of a fine of $500,000 and two years' imprisonment. 

  

The DH has been accepting applications for clinic licences and letters of exemption 

for small practice clinics (“SPCs”) under the Private Healthcare Facilities Ordinance (Cap. 

633) since 13 October 2025.  The Government expects that the statutory regulatory regime 

for clinics will be fully implemented as early as the end of December 2027, i.e. the time when 

the penalty provisions under Cap. 633 pertaining to the unlicensed operation of clinics and 

the operation of SPCs without a valid letter of exemption will come into effect.  Clinic 

operators should apply for clinic licences / letters of exemption as soon as possible.  

Compliance with the relevant code of practice issued under the Private Healthcare Facilities 

Ordinance (Cap. 633) is a prerequisite for licence issuance and renewal for private healthcare 

facilities.  SPCs exclusively operated by registered medical practitioners and / or registered 

dentists, whose professional practice is governed by the Medical Council of Hong Kong and 

Dental Council of Hong Kong, respectively, are exempted from the regulation of Cap 633.  

Under Cap. 633, operation of the facility in a manner contrary to public interest may result 
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in refusal of licence issuance, suspension or cancellation of licence, and revocation of a letter 

of exemption.  The DH can also refuse to issue a letter of exemption if it considers the 

applicant unsuitable to operate a clinic without a licence.   

 

Upholding public trust in the medical profession and the safe delivery of healthcare 

services is fundamental to protecting patient welfare and maintaining the integrity of Hong 

Kong’s healthcare system. The DH will therefore pursue this matter with the utmost 

seriousness.  

 

Yours faithfully, 

 

(Dr CHOY Hiu Ting) 

for Director of Health 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


