Proposal to undertake a study on regulatory requirements for food fortification in the Pacific

BACKGROUND

Micronutrient malnutrition

Countries in the Western Pacific Region are facing a number of important nutrition-related health issues, which require a comprehensive range of interventions to counter.  One problem is a deficiency of key micronutrients in the diets of Pacific populations.  This can lead to micronutrient malnutrition – a term used to refer to diseases caused by a dietary deficiency of vitamins or minerals.  

Globally, iron deficiency, anaemia, iodine deficiency disorders and vitamin A deficiency are the most common forms of micronutrient malnutrition.  While all population groups can be affected, the most severe problems are usually found in developing countries.

A recent analysis of micronutrient deficiencies and opportunities for micronutrient fortification in the Western Pacific Region was under taken for WHO/WPRO by Prof. Rosalind Gibson.  Using available data sources, Professor Gibson identified:

· known prevalence of micronutrient deficiencies in the region  

· potential micronutrient inadequacies in the available food supply per capita

· possible vehicles for food fortification for various countries.

Data available in the WPRO Nutrition Programmes and some of Professor Gibson’s key findings show that in terms of micronutrient deficiencies:

· Anaemia is a public health issue in 11 out of 21 Pacific countries, and in some of these counties vitamin A deficiency is also a public health problem
· Calcium and iron deficiencies in Fiji, Kiribati, New Caledonia, Papua New Guinea, Solomon Islands and Vanuatu.
A more detailed overview of Professor Gibson’s findings is attached at Appendix 1.

Food fortification as an intervention

Four of the key strategies to target micronutrient deficiencies in populations include:  dietary improvement, food fortification, supplementation, and global public health and other disease control measures.  In developing countries, food fortification is increasingly recognized as an effective medium to longer term approach to improving the micronutrient status of large populations.  Some studies have shown fortification to be one of the most cost-effective methods of reducing micronutrient deficiencies, although effective monitoring regulation and enforcement are key to the success of fortification programmes.
  

Importantly, any fortification programme requires careful planning to ensure that appropriate food vehicles and fortificants are selected to enhance micronutrient status in the target population.   All fortification programmes must address quality assurance and safety concerns.  Additionally, it is important to ensure a multi-sectoral approach, which involves input and collaboration from government agencies, industry, NGOs, scientific experts, and consumer groups.

PROPOSED RESEARCH

It is proposed to build on previous work to further explore the option of a sub-regional programme of fortification of wheat flour and other foods for Pacific Island countries and to develop a plan for implementing such a programme.  To do this two separate but inter-linked studies are proposed.  

The focus of this proposal is on examining the regulatory requirements for food fortification in the Western Pacific region. This would involve reviewing legislation, regulations and other legal instruments (such as trade agreements or conventions) applying in each of the 21 Pacific Island countries to determine whether law exists to enable food fortification initiatives.  If it does, opportunities to harmonise legal requirements between countries will be explored.  If no such law exists broad options to develop this will need to be canvassed.    

The longer term objectives of this component of research would be to: 

1.
ensure that at least two or three Pacific island countries have adequate legislation, regulations, and/or standards that create an enabling environment for flour fortification and that ensure protection of consumers.

2. create a framework for harmonized standards for flour fortification to the greatest extent possible throughout the sub-region. 

This work would occur in parallel with another proposed study which would expand upon Professor Gibson’s work and assess food availability and trade factors in the Pacific.  In summary, this work would assess food availability and consumption in the Pacific to identify appropriate food(s) vehicles which could be fortified, appropriate fortificants to be added, and appropriate levels of fortification.  It would also review facilitating and constraining factors related to food trade in the Pacific.  This would include considering issues such as marketing factors, tariffs, quarantine issues, trade volume, etc.  

It will be essential that strong links are maintained between the two projects and those working on them. 

Proposed consultant 

At this stage it is envisaged that proposed regulatory review work would be undertaken by a consultant from Allen and Clarke Policy and Regulatory Specialists Limited, a New Zealand-based company with extensive expertise in food regulation, legislative analysis, and working on public health projects in the Pacific.  The project would be led by Allen & Clarke Director, David Clarke, a legal expert with considerable expert in food legislation.
OUTPUT

The output from this proposed study on the regulatory requirements for food fortification in the Pacific will be a report which presents:

· a review of the current situation regarding the legal framework for food fortification in Pacific Island countries; and

· a proposal for the steps needed to facilitate the execution of a fortification program for the Pacific.
METHOD

A broad staged methodology is proposed.  

· Stage 1 – Information would be sourced (copies of countries’ legislation, regulations, standards, and any related trade agreements) and a review of this material would be undertaken out-of-country.  A report will be produced at presented to Pacific Island countries at the WHO/UNICEF meeting in Fiji in late March 2006. 

· Stage 2 – To finalise the review of each of the 21 countries’ legal framework, any additional information would be sourced.  This would involve further out-of country follow-up, but might involve undertaking some in-country visits to obtain difficult-to-access information.  More importantly, stage 2 would be used to obtain in-country buy-in and commitment from stakeholders and to consult in more detail about any proposals in the stage 1 report and conclusions from the Nadi conference.  

At this time it is considered that these in-country visits would concentrate on food-producing countries to ensure that products exported to other Pacific countries can be fortified.

· Implementation – Follow-up technical and legal assistance to Pacific Island countries would be provided to help prepare legislation required to implement a food fortification programme and to address any gaps or inconsistencies identified during stage 1.  A separate funding proposal would be developed for this phase of work – although a high level discussion is included in the proposal below.  

Stage 1:  Initial review of legislation

Step 1: Identifying source material and key informants

The first stage of the project will involve:

· Identifying the precise information that will be sought from Pacific Island countries and other stakeholders.  This is likely to include copies of food legislation and regulations, any food standards, policy documents relating to food standard-setting and food fortification, and explanatory materials.  Copies of any regional trade agreements which interface with such domestic legislation would also be sought).

· Identifying key in-country informants and the best mechanism to access the required information.  This would include officials in Pacific Island countries, the WHO, the FAO, the Forum Secretariat, SPC, industry, regional trade organisations and food authorities in New Zealand and Australia with Pacific links.

· Agreeing upon the list of foods and food products which are likely to be the subject of fortification.  This will facilitate the identification of stakeholders to be consulted and has the advantage of offering the option of focusing the analysis to be undertaken during stage 3 on actual worked examples based on specific foods.  [This work would be led under the food availability and trade study] 

A questionnaire would be developed for this purpose as well as a list of documents which are sought.  

Step 2:  Consultation and sourcing of information from countries

WHO/WPRO will be responsible for obtaining the source material identified during step 1.  This will involve utilising its network of country offices and contacts, and networks with other stakeholders.  The consultant selected would also consult with New Zealand and Australian Food Regulators who have Pacific Island links and mighty have access to their legislation (e.g. the New Zealand Food Safety Authority or Food Standards Australia New Zealand).
As the time frame for the completion of the project is short, this stage is time critical.  If it is not possible to adequately source the required information from all 21 countries in a timely manner (an indicative timeframe is provided below) it will not be possible to complete the subsequent stages and prepare a comprehensive report in time for the March 2006 meeting.

Note: if it is not possible to collect all necessary information according to the timeframe set out below, it may be necessary to use the March 2006 meeting as an opportunity to obtain the required information from meeting participants with a view to drafting and presenting the report at another suitable regional meeting of Pacific Island countries.


Step 3 – Collation and analysis 

This will involve the collation and analysis of the information obtained during step 2. 

Analysis will outline the legal framework in each of the 21 Pacific Island countries and determine the legal authority in each country to implement a food fortification programme.  Specifically the reviewer will assess: 

a. Whether existing authority prohibits, allows, or mandates flour fortification

b. Whether there are standards for flour fortification with respect to:

i. flour composition

ii. fortificant composition

iii. fortificant level

iv. packaging 

v. labeling

c. Whether the law/regulations address nutritional or health claims and, if so, what is allowed

d. What procedures exist for government inspection and certification of imported/exported fortified foods.

The analysis will determine areas of convergence and divergence among Pacific island countries’ legal authority with respect to flour fortification requirements.  It will also review any regional or sub regional trade agreements which interface with domestic legislation or would impact on the implementation of a food fortification programme 

Subject to timing issues, another key part of the analysis will involve the regulatory consultant liaising with nutrition and food technologist consultants (leading the food availability and trade parallel study) and assessing any differing standards relating to food fortification among countries (all PICs or at least those that trade with each other).

Again, depending on how advanced the parallel study is, interim advice on whether different food standards between countries can be harmonized will be developed.  Such advice will need to be based on relevant nutritional factors (e.g. food composition, levels of deficiency, etc.).  Consultants working on the two studies, with WHO staff, will then develop recommendations for common standards for fortification in areas where appropriate. 

Step 4 – Preparation of report

A report will be drafted to document the analysis carried out in step 3.  This will:

· Summarise the overall context applicable to food fortification in the Pacific, including key trade agreements and other regional agreements and initiatives. that interface with countries’ food.

· Identify and summarise the key legal instruments (acts, regulations, and any standards) which impact on food fortification in each Pacific Island country.  It will advise whether existing authority prohibits, allows, or mandates flour fortification in each country.  

· Identify whether there are standards for flour fortification covering composition, labelling, packaging, and health claims (as outlined under step 3 above).

· Identify any inconsistencies between the approach taken by various countries to food fortification. 

· Identify gaps in the legal frameworks associated with food fortification in Pacific Island countries.

· Canvass procedures existing for government inspection and certification of imported/exported fortified foods.

The report will also make recommendations regarding:

· Harmonising food fortification initiatives in Pacific Island countries (subject to the timing issues discussed above)

· The steps that should be taken to address any gaps in the current legal frameworks for food fortification in Pacific Island countries.

· The steps that should be taken to address any actual or perceived barriers to food fortification provided by regional trade agreements and other instruments. 

Step 5 – Presentation of findings

The report and findings of the project will be presented to Pacific Island countries at the WHO/UNICEF meeting in Fiji in late March 2006.

Depending on the comprehensiveness and timeliness of the information sourced at step 2, this report may have to be an interim report.   

Stage 2:  Finalisation of the regulatory review 

The focus for stage 2 will depend on how comprehensive the out-of-country information sourcing exercise is (step 2 of stage 1).

For stage 2, in-country visits are proposed to complete the information gathering exercise and finalise the legislative review of all 21 Pacific Island countries.

A key component of the in-country visits will be to engage with key stakeholders and obtain buy-in and in-principle support for the adoption of a sub-regional food fortification programme.  This will involve consultation and dialogue among key stakeholders including PIC governments, flour industries and civil society organizations, and within regional trade organizations, about the importance and availability of flour fortification as a MNM intervention.

Consistent with the WPRO draft terms of reference the following broad activities are envisaged:
· WPRO would approach regional organizations and governing authorities within the Pacific island countries to discuss the feasibility of creating harmonized standards for flour fortification within the region. 

· WPRO, with international agency/organization partners, would convene a meeting of regional organization representatives, applicable government agencies, relevant food companies, and civil society organizations, to foster dialogue on the importance and feasibility of flour fortification within the region, and to attain agreement on harmonized standards and certification procedures to the greatest extent feasible. 

Stage 3: Implementation assistance

Note: This is a possible future activity and is not included within this proposal.

WPRO and a regulatory consultant would provide assistance to Pacific island countries to strengthen legal authority for food fortification and advise on appropriate inspection and enforcement procedures.
TIMELINE

The timelines for this project are tight.  A complicating factor is the potential difficulty of collecting information over the Christmas holiday period.

Stage 1:  Initial review of legislation

	Activity
	Timeframe 
	Responsibility

	Step 1 – Identifying source material and key informants


	December 2005 
	Regulatory consultant and WHO/WPRO

	Step 2 – Consultation and sourcing of information

Steps 3 & 4 are dependent on comprehensive and timely provision of information

	December 2005 – Early February 2006

NB: this would be ongoing if information is not immediately obtained


	WHO/WPRO,  country offices, PIC countries



	Optional in-country visits could be built into step 2 if information cannot be sourced readily


	February 2005
	Regulatory consultant

	Steps 3 & 4  – Analysis and report writing; 

Submission of draft report to WPRO


	February to early March 2006
End of February 2006
	Regulatory consultant 

	Step 5 – Presentation on the findings and report in Nadi


	Late March 2006
	Regulatory consultant 


Stage 2:  Finalisation of the regulatory review 

	Activity
	Timeframe 
	Responsibility

	2-3 In-country visits to source additional information and engage stakeholders
	April – May 2006
	Regulatory consultant 



	Finalisation of legislative review 
	May 2006 
	Regulatory consultant 



	WPRO approach stakeholders in the region regarding creation of harmonized standards 
	May – June 2006
	WPRO

	WPRO convene regional meeting to continue dialogue
	June 2006
	WPRO


Implementation (to be the subject of a separate proposal, if appropriate)
	Activity
	Timeframe 
	Responsibility

	Regulatory consultant to provide assistance to implement any required legislative changes 
	July 2006 onwards
	Regulatory consultant & WPRO


Appendix 1:  Summary of recent study of micronutrient deficiencies in the WPR 

An analysis of micronutrient deficiencies and of opportunities for micronutrient fortification in countries of the WPR was prepared for WHO/WPRO by Prof. Rosalind Gibson.  This paper identified, based on data available in WPRO and on a literature review, the known prevalence of micronutrient deficiencies in the Western Pacific Region (WPR), and potential micronutrient inadequacies in the available food supply per capita, based on FAO Food Balance Sheet data and on the use of the World Food Dietary Assessment Programme to determine a nutrient density profile for each country, compared with a reference nutrient density profile.  Some possible vehicles for food fortification were identified for various countries. 

Of the Pacific countries, six have data on adequacy of nutrient densities per capita in the food supply, based on FAO Food Balance Sheets, in the analysis conducted by Ros Gibson:  Fiji, Kiribati, New Caledonia, Papua New Guinea, Solomon Islands and Vanuatu.  In all of these countries calcium and iron were found to be deficient, and in all but New Caledonia other micronutrient deficiencies were also likely to exist.  Data available with the WPRO Nutrition Programme show that in at least 11 out of 21 Pacific countries (including PNG) anaemia is a problem of moderate public health significance, or greater (based on WHO criteria, when the prevalence of anaemia is > 20%):  Fiji, French Polynesia, New Caledonia, Kiribati, Marshall Islands, Federated States of Micronesia, Papua New Guinea, Samoa, Solomon Islands, American Samoa, Vanuatu.  In some of these countries vitamin A deficiency is also a public health problem.  Based on Ros Gibson’s analysis, in at least 3 of these countries (Fiji, Kiribati and New Caledonia) wheat flour consumption is sufficiently high (above 100 g per capita per day) to make them good candidates for a wheat fortification programme.  Five countries (Fiji, Kiribati, Papua New Guinea, Solomon Islands and Vanuatu) have similar levels of consumption of rice (above 100 g per capita per day), which would make them candidates for rice fortification, if this approach is technically and commercially feasible where rice is processed. 

The Industry Flour Mills of Fiji are the only producer of wheat flour and one of the main exporters in the Pacific.  Data obtained from the Industry Flour Mills shows that 15,000 metric tons (MT) of wheat flour and related products are exported from Fiji to six PICs:  in order of importance with regard to the quantity exported, Tonga, Samoa, Vanuatu, Wallis and Futuna, French Polynesia and Kiribati.  The Industry Flour Mills estimate an increase in their wheat flour exports by 20-30% in 2004; Tuvalu is expected to also join the countries currently importing wheat flour from Fiji.  In at least two thirds of these countries anaemia is considered a problem of moderate public health significance or greater.  

Since a mandatory flour fortification programme was recently launched in Fiji and exports of wheat flour from Fiji to other Pacific countries are expected to increase further in the near future, there appears to be an opportunity for establishing a sub-regional programme of flour fortification that would benefit several PICs.  This would be aimed particularly to those PICs where anaemia is considered a problem of moderate or greater public health significance and wheat flour and related products are imported and consumed in significant amounts.  The prevalence of iron deficiency is usually about twice as great as the prevalence of anaemia when nutritional deficiencies are a major factor (as is likely the case in practically all the above mentioned countries).  In those PICs where the prevalence of anaemia is at least 20-25%, and wheat flour and products are consumed in significant quantities, we can estimate that a flour fortification programme would be beneficial for about half the population (or more), as it would significantly increase intakes of iron and probably other micronutrients which may contribute to anaemia (folic acid, B2, B6, B12, vitamin A, vitamin C).

Other foods beside wheat flour and products may be good candidates for food fortification.  






















Optional





This phase could also involve interviews with key informants and visits to a small number of countries to facilitate the collection of key information.  A separate budget item for this alternative is set out below.
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