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MINISTRY OF HEALTH

STANDARDS AND REGULATION DIVISION

PHARMACEUTICAL AND REGULATORY DEPARTMENT

JAMAICA, WEST INDIES

GUIDELINES FOR IMPORTATION & SALE OF ENERGY DRINKS 

IN JAMAICA

FOOD AND DRUGS ACT 1964

Product Particulars:
1. NAME OF PRODUCT:

.…………………………………………………………………………………………….……

2. GENERIC NAME OR NON-PROPRIETARY DESIGNATION OF PRODUCT:

…………………………………………………………………………………………………..

3. NAME AND ADDRESS OF MANUFACTURER: ……………………………………………………………………………………….…………

………………………………………………………………………………………………….

4. NAME AND ADDRESS OF APPLICANT: ………………………………………………………………………………………….………

…………………………………………………………………………………………………

5. NAME & ADDRESS OF LOCAL REPRESENTATIVE (If different from above): -

…………………………………………………………………………………………………

1.0 
Introduction

The Ministry of Health has concerns regarding the sale of beverages labeled “Energy Drinks” in Jamaica, without the Ministry’s prior assessment and approval
Specifically, the Ministry’s concerns are in respect of formulations containing caffeine in combination with herbs and high levels of amino acids or without caffeine but with high concentrations of B-vitamins.  Caffeine stimulates both the Central Nervous System and Cardiovascular System and can be harmful if indiscriminately consumed.  Common side effects of caffeine are dizziness, irritability, nausea, nervousness and insomnia.
Energy drinks work by causing increased metabolic stimulation through B-vitamins and central nervous system stimulation through caffeine. Athletes are often specifically targeted for consumption. 

In general levels of caffeine calculated as part of the formulation range from 60mg  to 120 mg per serving, however the formulations also combine herbs such as Guarana that are known sources of caffeine. The quantity of caffeine declared on a label is therefore not necessarily consistent with the actual amount that the products may contain.  Guarana, for example, may provide up to 60mg of caffeine per serving, depending on the amount used. 

Herbs frequently seen in formulations include Horny Goat Weed, Ginseng, Camella Sinensis Hunt and Rhodiola Rosea.  

The sale of Yohimbe for oral use is currently prohibited in Jamaica because of its potentially serious harmful effects on the Central Nervous System, kidneys, and blood pressure. Its use is therefore not allowed in these beverages. Notwithstanding the Ministry has identified some Energy Drinks on the local market containing this ingredient.

The Amino Acids (Taurine and L-carnitine) and glucuronolactone are also frequently combined in a 250ml can of beverage.   The combinations of ingredients in the preparations are intended to enhance alertness and physical endurance by stimulating the CNS. However they can cause serious adverse effects, which can also be fatal. The labels do not reflect appropriate warnings or precautions and these guidelines therefore provide essential information for inclusion in the labeling.  
Subsequent to the Ministry’s deliberation with stakeholders, these guidelines have been developed for the sale of Energy Drinks in Jamaica. Sale of the products will therefore be allowed on condition that they are in conformity with the guidelines. 
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2.0 
Guidelines 
2.1       Definition

For the purpose of these guidelines an Energy Drink is defined as any beverage in any form for human consumption with or without sugar and claims to provide added energy when consumed. They may contain the CNS stimulant caffeine in combination with other ingredients such as the amino acids taurine and L-Carnitine, B-vitamins, herbs such as guarana or yerba mate which provide extra caffeine and any other herb or ingredient; or without caffeine but with B vitamins in high concentrations (greater than three times the recommended daily allowance) with or without other ingredients including herbs.
3.0    Formulation
3.1    Caffeine
3.1.1   The amount of caffeine per can is to be quantified preferably as mg/serving/can    

          and declared on the label. 

3.1.2   There should be no more than 80mg of added caffeine per serving per can.  Where  

          there is an additional source of caffeine such as from a herb, the total concentration  

          should not exceed 80mg/250mL or per serving

3.2      Other ingredients
           Along with caffeine other ingredients as follows are allowed:

3.2.1
Vitamins in a concentration not greater than three times the established       
Recommended Daily Allowance (RDA). 

3.2.1 A combination of no more than four herbs in levels that the Ministry of Health has established as safe for use such as Ginseng, Maca and Guarana. Herbs such as Yohimbe and Damiana, which are known to be harmful and which the Ministry has not approved for sale in Jamaica, will not be allowed. 
                                                                      
3.2.2 All ingredients in the formulation (active/inactive) should be declared. 
3.2.3 The strength of each active ingredient should be stated on the label.
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3.2.4 No more than two amino acids such as taurine or L-carnitine should be combined in        
           A single serving.

3.2.6    Glucuronolactone in a concentration not greater than 400mg per serving per can.             
4.0    The following statements are to be clearly shown on the label:

4.1
    Not recommended for use in children, pregnant or nursing women or persons   

          sensitive to caffeine.  
4.2     Persons who consume this product immediately following strenuous activity may
          incur a serious adverse cardiovascular event.
4.3

Do not consume with alcohol
5.0     Importation of Energy Drinks

5.1
All persons wishing to import and sell Energy Drinks in Jamaica must first apply to  

          
the Ministry of Health in order that the products be assessed and approved prior to 
importation into the island.  Following approval, a permit will be issued by the Ministry of Health and must be presented at the Jamaica Customs Department in order that the shipment is allowed.

5.2
Local manufacturers are required to submit labels along with the requisite documentation and samples to the Ministry for approval prior to placing the products on the market.  Whilst other languages are allowed on a label, all information must be in English and clearly visible.
6.0
Required documentation for submission for approval 
6.1 
A Certificate of Analysis from the product manufacturer/licence holder in support of the product’s quantitative formulation and quality. The Certificate should contain an Assay for Caffeine as well as other active ingredients.
6.2
A statement attesting to the approval for sale in the country of origin. The appropriate government authority should issue the document, which should also be authenticated by the Jamaican Consulate or Notary Public. 
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6.3
A font size of eight or greater is the required standard.  However, another font may be 
           used provided it is legible.

6.4
Any adverse effects resulting from consumption of an energy drink should be included in the documentation and immediately reported to the Ministry of Health if it occurs subsequent to approval by the Ministry.

6.5 
Two (2) samples and two labels of the product for approval are required. However additional samples may be required for testing if necessary. 

6.6 
Name and address of manufacturer or distributor, expiry date and batch number are to   

           be included on the label on the product.

7.0
Failure to comply with these guidelines can result in the products being removed from the market, refused further importation and the appropriate penalties applied in keeping with the Food and Drugs Act and Regulations for any breaches.
8.0  
The Ministry of Health must be immediately notified regarding any changes e.g. the formulation or label of a product for which approval was already granted.
9.0
In respect of its public health mandate the Ministry will continue to review the safety of ‘energy drinks’ and will inform clients in the event of any changes that may be necessary regarding the sale of the products.  

Original document prepared by:

                      Please send comments to:

Standards & Regulation Division                              Standards & Regulation Division                      

2015

                                                               Ministry of Health                                                                                                                              
                                                                           45-47 Barbados Avenue, Kingston 5,

          Jamaica W.I
                  

� This declaration should also state a recommended number of servings per day


� USA, CFNI Standards may be applied


� All combinations of herbs will be assessed for safety in humans and safety in the combination presented.   


  Products  containing herbs in concentrations and combinations deemed to be hazardous will not be allowed  


  importation


� The “Certificate of  Free Sale” is to originate from the relevant regulatory authority within the country of origin


� Where additional testing is necessary the client will be required to supply the Ministry with the methodology and specifications from initial product analysis for reference purposes
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