
COMMITTEE PAPER FOR DISCUSSION ACNFP/71/3

ADVISORY COMMITTEE ON NOVEL FOODS AND PROCESSES

NONI JUICE PRODUCED BY Mi GMBH

Issue

An application has been received from Mi GmbH, on behalf of Mi GmbH Switzerland
and Mi EU Ltd United Kingdom, for an opinion on equivalence of their noni juice
product compared with an approved noni juice marketed by GSE Vertrieb and on
sale in the EU.  This application has been with reference to the criteria set out in
Article 3(4) of the Novel Foods Regulation (EC) 258/97.

The committee is asked whether they consider that this product is substantially
equivalent to the existing product produced by Natures Products and marketed in the
EU by GSE Vertrieb and other companies.

Background

1. In 2001 the committee considered an initial opinion from the Belgian
Competent Authority (CA) for Morinda’s Tahitian Noni Juice (ANCFP/52/1). This
application was authorised in June 2003, and since this original application a
relatively large number of noni juices have been marketed in the EU following a
notification to the Commission in accordance with Article 5 of (EC) 258/97. In the
majority of these cases these notifications have included an opinion on equivalence
from a competent authority. GSE Vertrieb obtained an opinion from the German CA
in December 2003 and Natures Products – the manufacturer who supplies GSE
Vetrieb – received an opinion in November 2004 from the UK.  (The latter was a
technical request for substantial equivalence based on commercial documents and
therefore was not discussed by the ACNFP).  Mi GmbH obtains its noni fruit from the
same supplier as Natures Products and it is the view of Mi GmbH/EU that juice
manufactured by Natures Product is the most appropriate comparator for their noni
juice products. The Mi GmbH dossier is attached as Annex 1 and the German CA's
opinion on GSE Vertrieb's application is attached as Annex 2.

2. According to article 3(4) of (EC) 258/97, the notification procedure applies to
“foods or food ingredients…. which on the basis of scientific evidence available and
generally recognised or on the basis of an opinion delivered by one of the competent
bodies …are substantially equivalent to existing foods or food ingredients as regards
their:

• Composition
• Nutritional value
• Metabolism
• Intended use



• Level of undesirable substances contained therein”.

3.  In line with standard practice for novel food dossiers, the original request from Mi
GMBH was published on the Food Standards Agency’s website for public comment.

Evaluation

Composition
Annex 1 p 2-5, 9-10

4. The noni fruit used to produce the applicant’s products are from a range of
South Pacific islands which include Tahiti, Fiji, Samoa, Tonga, Vanutu and the Cook
Islands. The applicant notes that a botanical opinion from the PINA application made
to the UK in 2004 (ACNFP/66/7) states that fruit from these islands all come from the
same tree recognised as Morinda citrifolia L.

5. The applicant has provided a flow chart with harvesting and transporting
specifications (Annex 1, Appendix 1). This chart shows that the fruit is handpicked
and then sorted to remove all leaves and twigs.  It is then washed, dried, packed and
pulped before being frozen and shipped to Switzerland.  The applicant notes that
Natures Products do not routinely freeze their fruit prior to processing, However they
state that the freezing is unlikely to have a major impact on the composition of the
final juice (Annex 1 p4). Since submitting the dossier the applicant has informed us
that the freezing stage is not atypical and is routinely used to transport noni fruit prior
to processing in New Zealand, the country where Natures Products' and GSE
Vertrieb’s juice is made (Annex 3).  However, the German CA's opinion on fruit
marketed by GSE Vertrieb does not specify whether or not the fruit have been
frozen.  In addition the applicant has submitted a compositional analysis comparing
his noni juice with the GSE Vertrieb product and this indicates that the juices are
comparable (Annex 1, appendix 3).

6. The applicant states that all the equipment and processes used to squeeze
their noni juice are the same as Natures Products, although there is no information
provided to support this. The exception to this is their direct/fresh squeezed product,
which is ultrafiltered prior to being pasteurised. The applicant states that ultrafiltration
has little effect on the composition of the juice (Annex 1, p6).

Nutritional value and metabolism
Annex 1 p6, 11-16

7. The production process differs in two ways from the production of the existing
product from Natures Product and GSE Vertrieb (see paragraphs 3-5). The applicant
considers that neither of these processes appears to have an effect on the nutritional
composition of the ingredient (see Annex 1, appendix 3).

8. The applicant states that their products are metabolised in a manner similar to
all the other noni juice products currently authorised in for sale in the EU, although
they have not provided any evidence to support this.



Intended use
Annex1, p8 and 20

9. Mi GmbH intend to sell their pasteurised juice in 5 different forms:
(1) Pasteurised juice (Direct Squeeze).
(2) A juice that is ultrafiltered and then pasteurised (Fresh Squeeze).
(3) A concentrate.
(4) A frozen concentrate and
(5) A frozen pasteurised juice.

We have been informed (Annex 4) that the direct and fresh squeeze juices are the
same product. Since submitting the dossier the applicant has also stated that he
intends to market a product called pure noni which is the same as Direct/Fresh
Squeeze, but with up to 2% added concentrate to give a smoother taste.

10. The Food Standards Agency has issued advice on the use of the term "freshly
squeezed", which the applicant intends to use on the labelling of some of their
products.  Current Agency advice states that the term should only be used to
describe juice obtained directly from the fruit (not prepared from a concentrate) and
the “use by” date given on the product should be within two weeks of the date of
extraction. It also states that if fruit juice described as “freshly squeezed” has been
pasteurised, the indication of the treatment should form part of the claim.  The
Committee may wish to reflect this advice in any opinion it issues in response to the
current request.

11. All noni juice products authorised to date have included a recommended daily
intake of 30mls a day and this is also the case for the product marketed by the
applicant (see sample label Annex 1 Appendix 5). Annex 4 states that the
concentrated juice will only be sold to industry to be sold to the consumer in a diluted
form with a recommended intake of 30mls a day.

Levels of undesirable substances
Annex 1 p7, 11-19)

12. Annex 1 Appendix 3.1 shows that there are no detectable levels of
Escherichia coli or Salmonella in the ultrafiltrated Juice.  No aerobic bacteria were
detected in the pasteurised juice (Annex 1, Appendix 3).

13.  The applicant has provided an analysis of pesticide residues carried out by
the supplier of noni fruit to Mi GmbH (Annex 1 Appendix 4). The certificate of
analysis shows that no pesticide residues were detected at or above the limits of
detection.

14.  Anthraquinones are not believed to be present in the juice as all leaves and
twigs (the parts of the plant in which anthraquinones are found) are removed by
hand post-harvest.

Committee Action Required

15. The Committee are asked if they agree that this product can be considered
substantially equivalent to the noni ingredient produced by GSE Vertieb, approved
for sale in the EU, taking into account the production process used by the applicant,



the compositional analyses provided, the nutritional value, intended use and level of
undesirable substances.

16.  If so, the Secretariat will prepare a formal draft opinion for consideration by the
Committee.  If not, the Committee is asked to state what additional information the
applicant would need to supply in order to demonstrate equivalence.

ACNFP Secretariat
March 2005

(Revised  24 March)

Annexes Attached:

Annex 1  - Request for an opinion on the equivalence of noni juice (juice from the
fruit of Morinda Citrofolia L.).

Annex 2 – Opinion on the determination of substantial equivalence of noni juice from
GSE – Vertrieb and noni juice from Morinda Inc.

Annex 3 – Statement confirming that frozen fruit are shipped from the Cook Islands
to New Zealand, in accordance with New Zealand requirements.

Annex 4 – Letter of 4 March clarifying various issues raised by the Secretariat.



ACNFP/71/3 Annex 1

ADVISORY COMMITTEE ON NOVEL FOODS AND PROCESSES

Request for an opinion on the equivalence of noni juice (juice from the fruit of
Morinda Citrofolia L.).

This application has been published on the Food Standards Agency website at:

http://www.food.gov.uk/science/ouradvisors/novelfood/assess/simproc/nonimigmbh

Secretariat
March 2005



ACNFP/71/3 Annex 2

ADVISORY COMMITTEE ON NOVEL FOODS AND PROCESSES

Opinion on the determination of substantial equivalence of noni juice from GSE –
Vertrieb and noni juice from Morinda Inc.

Secretariat
March 2005









ACNFP/71/3 Annex 3

ADVISORY COMMITTEE ON NOVEL FOODS AND PROCESSES

Statement confirming that frozen fruit are shipped from the Cook Islands to New
Zealand, in accordance with New Zealand requirements.

Secretariat
March 2005





ACNFP/71/3 Annex 4

ADVISORY COMMITTEE ON NOVEL FOODS AND PROCESSES

Letter of 4 March clarifying various issues raised by the Secretariat.

Secretariat
March 2005






