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23rd June 2020 

To: Certificate holders of 

registered pharmaceutical products 

Dear Sir I Madam, 

New Warnings for Pregabalin Products 

On 16111 June 2020, the Pharmacy and Poisons (Registration of 

Pharmaceutical Products and Substances: Certification of Clinical Trial/Medicinal Test) 

Committee (the Committee) considered the latest warnings for pregabalin-containing 

products by the drug regulatory authorities of the United States, Canada, European 

Union, United Kingdom, Australia and Singapore, and decided that the sales pack labels 

and I or package inserts of registered pharmaceutical products containing pregabalin 

should include the following new safety information (or equivalent): 

"Concomitant use with opioids 

Caution is advised when prescribing pregabalin concomitantly with opioids 

due to risk of central nervous system (CNS) depression. In a case-control 

study of opioid users, those patients who took pregabalin concomitantly with 

an opioid had an increased risk for opioid-related death compared to opioid 

use alone (adjusted odds ratio [aOR], 1.68 [95% CI, 1.19 - 2.36]). This 

increased risk was observed at low doses of pregabalin (~ 300 mg, aOR 1.52 

[95% CI, 1.04 - 2.22]) and there was a trend for a greater risk at high doses 

ofpregabalin (> 300 mg, aOR 2.51 [95% CI 1.24- 5.06])." 



You are therefore required to review and revise, if necessary, the sales pack 

labels and I or package inserts of the concerned products registered by your company 

to ensure that the products comply with the above new requirements. The revised 

sales pack labels and I or package inserts should be submitted to the Committee for 

approval within 2 months from the date of this letter. .failing to comply with the above 

requirements may result in de-registration of the products or registration not renewed 

by the Committee. 

If you have any enquiries on the above issue, please contact Ms. Queenie 

CHAN at 3974 4147. 

c.c. 7-15/3, Product Files 

TKIQC 

Yours faithfully, 

r:; 
(T.K. YIM) 
Secretary, 

Pharmacy and Poisons (Registration of 
Pharmaceutical Products and Substances: 

Certification of Clinical Trial/Medicinal Test) 
Committee 


