
 

 
 

 

 

 

Legal status of Glucosamine within the UK – 5th September 2018 
 

MHRA decision 

Members will be aware of the challenge over the legal status of Glucosamine, which has been 
under review for several years. 
 
As previously advised at the HFMA’s AGM in June, following the review it has undertaken, 
including the recent survey to examine ‘manner of use’, we understand that the MHRA has arrived 
at its conclusions and will announce these imminently. 
 
This will state that anything at or above a level of 1,178mg glucosamine (base) or the equivalent 
figure of 1500mg Glucosamine Sulphate per daily intake, will be deemed to have a 
pharmacological effect, and will therefore be classed as medicinal.  
 
This means it will not be possible within the UK for a food supplement to present this level to the 
consumer either within a single tablet or multiple tablets contributing to a daily suggested intake. 
 
New Industry Guidance level for Food Supplements 

Following meetings with HFMA, MHRA has made it clear they will require ‘clear space’ between 
the ‘pharmacological dose’ found in licensed medicines and the level found in food supplements.  
Crucially, what constitutes ‘clear space’ has not been defined by MHRA, leaving it to industry to 
determine what is sufficient separation. 
 
On the basis that 1500mg Glucosamine Sulphate or 1178mg Glucosamine (base) is seen as a 
‘pharmacological dose’, a food supplement must provide a level which is below this and therefore 
has a health maintenance rather than pharmacological function. 
 

To ensure this clear space can be demonstrated, discussions between HFMA, CRN UK, and PAGB 
have led to an upper level, for guidance purposes only as follows: 

 1100mg Glucosamine (base) 
…which is equivalent to: 
1400mg Glucosamine Sulphate,  
1325mg Glucosamine Hydrochloride, or  
1858mg Glucosamine Sulphate 2KCL  

 
The MHRA has accepted our proposal to issue guidance to members to reformulate their products so 
that they carry 1400 mg doses of glucosamine sulphate (meaning that they do not meet the threshold 
of base glucosamine for pharmacological activity), and would not be regarded as falling under the 
second limb of the definition of a medicinal product.  
 
Such products would not be medicines, provided that manufacturers do not make medical claims 
sufficient to bring their products within the first limb of the definition. 
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Transition period  

Given the legal situation governing medicines, it is not possible for MHRA to officially sanction any 
transition period once the decision has been issued. That said, the MHRA announcement includes the 
following:  
 
‘In circumstances where companies indicate that they intend to reformulate but have considerable 
amounts of products already in the supply chain, MHRA will be mindful both of:  

1. Regulation 46(1) of the HMRs in respect of the sale and supply of unauthorised medicinal 
products; and 

2. the duty contained in Section 108 of the Deregulation Act to have regard to the desirability of 
promoting economic growth in the exercise of its functions and, in particular, the obligation 
to, when performing that duty, consider the importance for the promotion of economic 
growth of exercising its functions in a way which ensures that:  

a. regulatory action is taken only when it is needed; and  

b. any action taken is proportionate.’  

 
Therefore, to reduce the risk of any potential enforcement action, members should be able to show 
that, without delay, they are acting responsibly and taking the required actions to change their 
products in a timely manner.  
 
Note, MHRA shall also, on a case by case basis, be taking a much closer look at ‘manner of use’, which 
means there will be closer scrutiny of unauthorised claims / ‘pain’ images etc. 
 
Immediate Recommended Action  

By acting quickly and putting a demonstrable plan in place you will have a better chance of 
avoiding any enforcement action.  
 
It is strongly recommended that companies with glucosamine containing products of  1500mg 
(or more) of Glucosamine Sulphate (1178mg of base Glucosamine) act quickly to reformulate to 
the new Industry Guidance level for Food Supplements of up to and not exceeding 1400mg 
Glucosamine Sulphate (1100mg Glucosamine base).  
 
  
 

 

 


