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APPLICATION FORM FOR JAPAN’'S TECHNICAL COOPERATION

1. Date of Entry: Day Month Year
2. Applicant: The Government of CHILE

3. Project Title: UPDATING AND REINFORCING THE NATIONAL FOOD SAFETY
VIGILANCE PROGRAM

4, Implementing Agency:MINISTRY OF HEALTH
Address: __Mac Iver 541, Santiago

Contact Person: _Carlos Pavletic Brevis /José M. Huerta T.
Tel. No.: 56 (2) 630.0575 Fax No. 56 (2) 664.9150

E-Mail: cpavletic@minsal.cl / jhuerta@minsal.cl

5. Background of the Project

Judicial and Institutional Overview

Chile’s Ministry of Health is the national sanitary authority legally responsible for
authorizing the installation and monitoring the operation of establishments involved in
the production, manufacture, packaging, storage, distribution and sale of foods. It also
oversees poultry and red meat processing plants, as well as public and private sector
cold storage plants. The Health Ministry is empowered to carry out medical/veterinary
inspections of animals and meat in meat processing plants. The Ministry may carry out
said inspections itself or delegate the task to other pertinent public agencies.

Likewise, it is empowered to authorize the clearance through customs and
commercialization of all imported foods for human consumption.

In order to ensure that laws and rules on food safety are complied with, the Health
Ministry carries out inspection of establishments and monitors the sanitary conditions
of foods. These activities are applied on a permanent basis throughout the country,
and are based on specific supervision programs.

The Health Ministry’s legal attributes are established by Chile’s Health Code and
complementary rulings on specific matters, the legal bodies that regulate all matters
related to the promotion, protection and recovery of the health of Chile’s population. As
regards food safety, the Sanitary Food Code’ establishes the sanitary conditions that
the production, import, manufacture, packaging, storage, distribution and sale of foods
for human consumption must comply with. It aims to protect the population’s health
and nutrition and secure the supply of healthy and safe food products. This regulation
applies to all natural or legal persons, and establishments, means of transport and
distribution networks involved in any way in the aforementioned processes.

In order to comply with this legal mandate, the Ministry of Health is currently organized
into a network of 29 Regional Health Service units, each of which acts as a sanitary
authority in its respective jurisdiction, where it administers and carries out food safety
programs?. To promote these programs, all the health service units are equipped with
food laboratories that pertain to a national network that is overseen by a reference
laboratory administered by the Public Health Institute (ISP). The laboratories carry out
microbiological, parasitological, bromatological and residue controls in compliance
with the permanent food safety control programs designed by the public health service
units.

! Sanitary Food Code, Decree N. 977/1999
2 Beginning January 1 2005, this function will be the responsi bility of the respective Regional Health Ministry Secretariats.



As regards the import of food products, the relevant health service unit authorizes their
clearance through customs by carrying out the respective sanitary controls, which
include the appropriate laboratory analyses. These controls take into account risk
criteria and historical food safety information in order to define periodicity and
magnitude.

As regards the export of manufactured food products, the Regional Health Service
system is authorized to certify their origin and compliance with the applicable Chilean
sanitary norms. This authorization capacity emanates from the legal attributes that
enable the system to authorize the installation and control the operation of all
establishments and processes involved in the food production chain.

Food control activities developed by the aforementioned system stand at a total of
740,000 actions per year, the most important of which include inspection and
educational activities, and the taking of some 70,000 samples for microbiological,
chemical-bromatological and parasitological analyses.

Chile’s health sector is currently undergoing an important reform process. One of the
most important elements of this reform is the new Sanitary Authority Law?®, which
essentially enforces the Ministry of Health's jurisdiction as regards the formulation,
establishment and control of health policies. Structurally, the Sanitary Authority Law
has derived this function to the Regional Health Ministry Secretariats. In practice, this
reduces the number of national entities authorized to apply sanitary norms in their
jurisdictional areas from 29 to 13. From the perspective of the Food Control and
Hygiene Program, this structure implies the generation of a national network made up
of regional authorities with an increased capacity for sectorial and inter-sectorial
coordination in order to comply with the relevant sanitary objectives.

Food and the Population’s Health

Food is a vital necessity for all human beings. It constitutes, therefore, a permanent
every day concern that affects the whole of society. In response, a significant food
industry has developed, which includes complex manufacture chains, from the
production of primary foods to increasingly sophisticated manufactured food products.

The development of this sector has diversified the range of products on offer and has
made food products more accessible to the population as a whole. It nevertheless
requires better systems of quality control of its complex and varied processes, and
improved sanitary controls of the increasingly diversifying components of foods and
final products.

In order to comply with the desired sanitary standards as regards the operation of the
production and consumption chain, the state must adopt a clear food policy. Said
policy must focus on the protection and promotion of consumers’ health and must
include the active participation of the food production sector and consumers in the
execution of actions aimed at achieving the objective of food security and safety.

During this process, the food sector must be encouraged to assume the responsibility
of complying with the norms and procedures that guarantee the population the
availability of healthy, safe and nutritious foods. Likewise, it should encourage
consumers to familiarize themselves with the established sanitary regulations, so as to
exercise their role by adopting healthy and safe feeding habits that generate the
production of foods with said characteristics, and by supporting the state’s role as
regulator and supervisor of food production.

3 Law 19.937, Sanitary Authority and M anagement



Health Policy Guidelines

The general guideline as regards food safety aims to eliminate or control those
elements or agents in foods that pose a risk to consumers’ health and/or agents that
could have a consequential effect on the death rate and life expectancy profiles of the
population according to its consumption habits.

Specifically, the guidelines are as follows:

¢ Vigilance and control of the microbiological, physiochemical and parasitological
quality of food.

Vigilance and control of residues in foods.

Vigilance and control of Red Tide intoxication.

Medical veterinary inspection of dairy market cattle and poultry, and their meat.
Vigilance, control, research and classification of foodborne diseases.

Food labeling contral.

Current Food Safety Situation

With the aim of promptly detecting and dealing with problems that pose a risk to the
health of the population, Chile’s authorities have developed a Public Health Vigilance
Model that involves the coordinated action of three information subsystems:

1. The first subsystem is related to information derived from the detection of
contagious diseases in health centers.

2. The second subsystem corresponds to the vigilance of the sanitary quality of foods
and its adverse effects on consumers, of animal reservoirs and environmental
vectors.

3. The second subsystem corresponds to information derived from the identification
and study of infectious agents, a process carried out in the national reference
laboratory (ISP).

Foodborne diseases are incorporated into the Ruling on the Notification of Diseases
that Compel Declaration (Decree 712/1999) implemented in 2001.

Situation of Foodborne Diseases in Chile

The main food contaminants found in Chile are of the chemical and microbiological
type, or constituted by animal or plant composites that exceed acceptable levels for
human beings.

The chemical contamination of foods is mainly related to agricultural activities and the
use of pesticides and fertilizers that pose a risk to human health. Studies have been
carried out into the presence of metals such as lead, mercury, arsenic, cadmium,
hormones and chemical residues. This information is incomplete and requires further
research.

According to the data obtained from foodborne diseases, its most frequent source
continues to be microbiological contamination as a result of handling.

Approximately 20,000 cases of foodborne disease due to this cause have been
reported over the past eight years, with 20% (4,000) requiring hospitalization. The
most affected age group is the 15-64 range. The mortality rate of foodborne diseases
stands at 0.004% of total deaths.

The foods most frequently involved in foodborne diseases are cheese, mainly cheese
produced by traditional means, fish and seafood, and cooked dishes. Studies of



outbreaks show that 34% have been analyzed in laboratories, via clinical and food
samples. The major outbreaks correspond to shigella, marine toxins E.coli and
staphylococci infections.

Studies carried out by the vigilance system on food related diseases of public health
interest indicate the existence of:

Typhoid fever: Shows a downward trend over the past decade.

Cholera: Although Chile is included in the WHO's cholera-free countries listing, the
active search for the cholera vibrion continues on an environmental level and in clinical
samples. The most recent outbreak occurred in 1998 in San Pedro de Atacama
(Region IlI, northern Chile) and the most recent environmental sample of cholera was
detected in 2003 in a sewage drain in Region V, central Chile.

Brucellosis: A sporadically occurring disease. Its current incidence is similar to that
observedin 2001 (at a rate of 0.07 x 100,000). No deaths due to brucellosis have been
reported.

Hepatitis: Hepatitis in Chile is endemic and shows cyclical growth every four to five
years. An epidemic occurred in 2002 when incidence stood at 70.1 cases per 100,000
inhabitants, exceeding the 2001 incidence (37.3 cases per 100,000 inhabitants) by
92%.

Hydatidosis: This disease is the result of an infection contracted many years before.
Between January and February 2003, 36 cases of hydatidosis were reported with
highest incidence in Bio Bio and Coquimbo. Mortality rate due to this disease has
remained stable at approximately 0.3 cases per 100,000 inhabitants, with a sharp
decrease detected in 2002 when this figure stood at 0.16.

Trichinosis: Continues to manifest itself in isolated cases and in the form of outbreaks.
Mortality rate stands at between 0 to 2 deaths per year.

Diarrheas in under-fives: Although the causes of diarrheas are multiple, some are
associated to alimentary causes. Diarrheas are monitored in vigilance centers. Deaths
from acute diarrheas in under-fives have fallen significantly; in 1990 they stood at 3.8
per 100,000 inhabitants, falling to 0.97 per 100,000 in 2000. The aethiology of
diarrheas in hospitalized patients shows that E. Coli is the most frequently identified
bacteria, followed by Shigella, Campylobacter and Salmonella.

Major Achievements of the National Food Safety Program

u A high level of food and nutritional indicators in relation to Chile’s economic
development, situating the country amongst the region’s best.

o Low levels of food contamination. These are measured using non-conformity
indicators obtained via the application of active vigilance programs carried out by
Chile’s health service units.

An updated set of sanitary norms in compliance with international standards.

Smooth procedures for the development and incorporation of new food products.
Said procedures do not demand previous registering or authorization as regards
the manufacture of products. This facilitates and favors competition at an
international level.

Low rates of food poisoning and foodborne diseases.

Sanitary and epidemiological vigilance of food products consumed by the
population. Vigilance is carried out nationwide through the health service unit
network.



Q Social support network with wide coverage. Its stable and well-focused programs
are permanently evaluated and adapted to new developments.

O The quality of the control and sanitary certification processes carried out for the
local exporting sector inspire the firm confidence of foreign markets and regulatory
agencies.

Main Problems Faced by the National Food Safety Program

The major problems faced by the program are related in the first place to the need to
develop a new approach as regards the management of the program, and secondly, to
the need to strengthen the current analytical capacities in the context of the
emergence of a series of new contaminants.

The food industry has experienced a strong expansion in terms of quantitative growth,
product diversification and the permanent incorporation of new and sophisticated
technologies. Nonetheless, the health system has not developed at the same rate and
its structure still focuses upon the final points of the production chain and/or those
establishments that constitute the final selling point. Thus, it is necessary to develop a
more prevention focused control system so that food safety is guaranteed from the
onset, and a system that actively involves the relevant production and commercial
sectors as well as consumers.

Moreover, the current analytical capacity does not enable an adequate control in the
areas of agricultural and livestock farming, and hydrobiology, which increasingly use
more and stronger pesticides, fertilizers, antibiotics, hormones and other chemical
components that require analytical skills to detect the residues they leave behind.

At the same time, there is a need to update and improve the analytical response
capacity (that is, the process that begins with the taking of samples on the site and
ends with the final analysis, including transport) as regards microbiological
contaminants associated to emerging and reemerging diseases.

Outline of the Project
(1) Overall Goal

(Development effect expected as a result of achievement of the “Project Purpose”
several years after the end of the project period)

To contribute to protect the health of persons, ensuring the safety of foods consumed
by the population.

(2) Project Purpose

(Objective expected to be achieved by the end of the project period. Elaborate with
guantitative indicators if possible)

The project aims to strengthen and update the institutional and technical capacities of
the health sector. This is required to guarantee the safety of foods so as to protect the
health of consumers in Chile and abroad, and to improve the vigilance system of
imported food products thus guaranteeing the entry of safe foods into the local market.

(3) Outputs

(Objectives to be realized by the “Project Activities” in order to achieve the “Project



Purpose”)
Updating the health system requires the strengthening of activities as regards:

1.- A readjustment of the program’s management model, placing emphasis on
preventive aspects, collaboration with the food industry and the participation of
consumers.

Development of a new management strategy for the program aimed at
developing a prevention focused perspective. This new perspective should favor
control activities as regards the production line over an approach that focuses on the
end manufacture process.

2.- Implementation of a human resources policy for the food safety program.

Development of actions aimed at implementing a policy of permanent
development of human resources. This should contemplate the generation of human
resource profiles according to the requirements of the system, a recruitment program
based on the profiles defined and a process of permanent training for the system’s
personnel.

3.- Strengthening of the analytical response capacity of Chile’s food laboratory
network.

Improvement of the system’s analytical response capacity by strengthening its
bromatological laboratories. This should incorporate the structures and equipment
necessary to carry out specific analyses in regional and central laboratories taking into
account the particular characteristics of food production in the laboratories’ areas of
influence. Strengthening these capacities at a regional and central level will broaden
coverage as regards control, incorporating resolutions that are currently not made as a
result of a lack of equipment or absence of the required skills amongst employees that
should carry out these analyses.

4.- Improvement of information management for analyzing and making
decisions.

The implementation of a system that will enable the capture, registration and
analysis of information generated by the program activities carried out a local level,
and an information network enabling the supply of data at a national level for analysis
and decision making.

5.- Ensure that network laboratories are accredited according to ISO 17025
standards.

The quality of the systems implemented by all laboratories must comply with the
standards established by international norms, demonstrating they are fit to carry out
specific tasks. Moreover, the program must contribute to continuously improving the
quality of the work carried out by said laboratories and promote self-evaluation.

(4) Project Activities

(Specific actions intended to produce each “Output” of the project by effective use of
the “Input”)

Actions related to the new program management approach, which emphasizes
preventive aspects, collaboration with the food industry and the participation of
consumers.

e Develop training activities in GMP/SOP/HACCP/ audit skills for professionals
and technicians involved in the food safety program.

e Develop internships in specialist centers for professionals involved in the food



safety program.

¢ Develop seminars aimed at incorporating the food industry into the new quality
assurance systems and generate public-private commitments in related areas.

o Develop food safety risk communication programs aimed at consumers, and
promote interest and participation in the program’s control activities.

Actions related to the implementation of a human resources development
policy for the food safety program.

¢ Develop studies aimed at defining the required profiles of professionals and
technicians involved in the food safety program.

e Establish recruitment and personnel development programs for the food safety
program.

¢ Define training needs and establish a permanent further training program.

Actions related to strengthening the analytical response capacity of Chile’s
food laboratory network.

e Implement new analysis methodologies: physiochemical, biomolecular,
microbiologic and parasitologic.
¢ Improve the taking of food samples for analysis.
¢ Training of professionals.
* Acquisition of some of the apparatus or equipment necessary to achieve this
aim.

Actions related to improving information management for analyzing and
making decisions.

e Generate software for the capture, registration and analysis of program
information.

e Implement hardware and IT networks for the implementation of a national food
safety information system.

* Develop software and IT management training activities.

Actions related to ensuring that network laboratories are accredited according
to ISO 17025 standards.

* Improve the Quality of the ISP Food Laboratory Division manual.

e Produce and approve pending analytical procedures, working manuals and
records.

e Create the totality of evaluation guidelines used in audits.

Ensure that the equipment maintenance program is carried out.

Ensure that the personnel training program is carried out.

Audit by a national or international accrediting agency.

Ensure the first stage of the ISP accreditation so that its reference laboratory

will eventually be able to assess internal regional laboratories.

(5) Input from the Recipient Government

(Counterpart personnel (identify the name and position of the Project manager),
support staff, office space, running expenses, vehicles, equipment, etc.)

The project’s technical counterpart will be the Undersecretariat of Public Health, which
is part of the Ministry of Health. Until this comes about, the technical counterpart is the



Head of the Rectory and Sanitary Regulation Division, Dr. Fernando Muioz, who is
also responsible for the Environmental Health Department, through which the project
is being carried out.

The technical counterpart is Dr. Carlos Pavletic Brevis, veterinary doctor and Head of
the Sub-division Foods, Vectors and Zoonoses of the aforementioned Environmental
Health Department. Dr. Pavletic works in conjunction with a support team made up of
four graduate professionals and one administrative secretary, as well as with the
support of the Head of the National Reference Laboratory of the Public Health Institute
(ISP).

The offices will be based in the building that houses the Ministry of Health’s
Environmental Health Department located in the civic center of Santiago, Chile’'s
capital city. These offices have the equipment required to operate adequately, (work
offices supplied with LAN connected computers, telephones, fax, photocopier,
meeting room with data show), as well as access to the Health Ministry’s central
vehicle pool. These facilities will also include offices for JICA experts on long or
short-term visits.

The Ministry of Health will monitor the development of the project. The Ministry's
Cooperation and International Affairs Office, which is headed by Dr. Roberto Tapia, will
carry out inspections.

(6) Input from the Japanese Government

(Number and qualification of Japanese experts, training (in Japan and in-country)
courses, seminars and workshops, equipment, etc.)

The following aspects will require the support of the Government of Japan:

Requirements related to the new program management approach, which
emphasizes preventive aspects, collaboration with the food industry and the
participation of consumers.

e A Japanese expert to diagnose the situation as regards the food safety
program’s inspection activities.

e Development of training courses in GMP/SOP/HACCP/ audit skills for the
team working on the food safety program: one month-long course per
semester for 40 persons during the first three years of the project.

¢ Development of seminars aimed at the food industry: one seminar per year
during the first three years of the project.

¢ Development of communication courses for health teams: one course per year
for 30 persons during the first three years of the project.

e Development of seminars on consumer education and participation: one
seminar per year during the first three years of the project.

* Yearly visit by experts who will monitor and assess the program.

e Further training internships in organizations developing the implementation
and audit of Japanese food sanitary quality assurance systems: five
professionals per year during the first four years of the project.

¢ Internships to acquire information on public-private partnership systems
developed in Japan’s food industry: five professionals per year during the first
three years of the project.



¢ Internships to acquire information on risk communication systems and
consumer participation in Japan: five professionals per year during the first
three years of the project.

Requirements related to the implementation of a human resources development
policy for the food safety program.

* An expert on human resources development to diagnose the situation.
¢ An expert on human resource profile development.

* An expert on the development of human resources to create a proposal for a
human resources development policy for the food safety program.

e Internships to acquire information on the development of food safety personnel
in Japan: six professionals per year during the first three years of the project.

Requirements related to strengthening the analytical response capacity of
Chile’s food laboratory network.

Training of professionals from both the reference (ISP) and regional laboratories by
Japanese experts on the following analytical methodologies.

e Veterinary medicament residues in foods

¢ Pesticide (fungicides) residues in foods

« Natural toxins in foods (mycotoxins, marine toxins)

* Arsenic speciation in foods

e Vitamins in foods: folic acid

*Emerging pathogens: vibrio vulnificus, shigella, enterobacter sakazaki, aeromona
hydrophila, arcobacter butzleri, etc.

*PCR in food analysis

» Genetically modified foods

Provide training courses for professionals in the following areas:

Taking food samples

Total Diet Study (TDS)

Validation of microbiological methods

Risk analysis of chemical hazards

Quality assurance according to ISO 17025 standards

Equipment Requirements: Twenty laboratories make up the health sector network.
The program would target those laboratories that due to their strategic location
(country access gateway for foods) or important production sector (fishing, livestock,
fruit and vegetable farming, etc.) require immediate development.

The most important equipment required is:

1 HPLC/MS

* 3 HPLC/UV/fluorescence

*1 GC/MS

*3 GC/ECD-NPD

¢ 2 automated GC/ FID - Headspace

¢3 PCR

* 3 microwave destroyers




¢ 2 ELISA Readers

¢ 5 autoclaves

*5 deionizers

¢ 5 microscopes with photographic camera
3 dietary fiber

¢ 3 automated Soxhlet

* 3 automated protein

Requirements related to improvement of information management for analyzing
and making decisions.

* An expert to define the information and software system for the capture and
analysis of data.

e An expert to define the equipment required for the system'’s network.
e Implementation of the IT network.
e Training in software and network management.
e Initiation of the IT network.
Equipment requirements for the development of activities:

» Contribution of the equipment required by the network.

Requirements related to ensuring that network laboratories are accredited according
to ISO 17025 standards.

Consultancy by Japanese expert

Course on quality assurance to ISO 17025 standards
Internal audit based on ISO 17025 standards

Audit by accrediting organization

7. Implementation Schedule
Month April Year 2005 — Month April Year 2010

8. Implementing Agency
(Budget, staffing, etc.)

Chile’s Ministry of Health will be responsible for managing the implementation of the
project’s actions and activities. In order to carry out its mandate, the Ministry will
structure itself into a network of 23 regional health service units: these will act as the
sanitary regulatory body of their jurisdictions and will manage and execute the food
safety programs.

Human Resources:

As regards human resources and structure, the health service units engage
approximately 1,500 employees in their respective environmental health units. Of
these, about 800 employees, distributed throughout the country, work in Food Control
and Hygiene. These include medical veterinary professionals, medical surgeons,
pharmaceutical chemists, biochemists and food engineers, as well as technical and
inspection staff.

Sector Operation Budget:

The budget allocated to the totality of environmental health programs stands at
approximately 16,000 million CHP, of which 50% correspond to the Food Program.



10.

11.

12.

Related Activities
(Activities in the sector by the recipient government, other donors and NGOs)

There are currently no other Food Control and Hygiene Program projects or initiatives
applying for resources or support from other national or international agencies.

Beneficiaries
(Population for which positive changes are intended directly and indirectly by
implementing the project)

The main beneficiary of ensuring the sanitary quality of foods produced in Chile is the
national population, which will benefit from greater access to healthy and safe foods. In
second place, the Chilean food industry will also benefit from the incorporation of
guality assurance instruments that will increase its competitiveness. This will facilitate
the placing of its products on the world market. Likewise, consumers from countries
importing Chilean food products will also benefit.

Security Conditions

Others



























	表紙
	序文
	略語一覧
	地図
	写真
	事業事前評価表
	目次
	第1章 要請内容
	1-1 要請背景
	1-2 要請概要

	第2章 第1回事前評価調査
	2-1 調査概要
	2-1-1  調査方針
	2-1-2 調査団員
	2-1-3  調査行程
	2-1-4 主要面談者

	2-2 調査結果
	2-2-1 総括
	2-2-2 専門分野別調査結果
	2-2-3 関係機関の機能

	2-3 プロジェクト計画
	2-3-1 プロジェクト実施の妥当性
	2-3-2 基本方針
	2-3-3 基本計画
	2-3-4 プロジェクト関係者


	第3章 第2回事前評価調査
	3-1 調査概要
	3-1-1 調査方針
	3-1-2 調査団員
	3-1-3 調査行程
	3-1-4 主要面談者

	3-2 調査結果
	3-2-1 総括
	3-2-2 協議概要
	3-2-3 専門分野別調査結果

	3-3 プロジェクト計画
	3-3-1 基本計画
	3-3-2 プロジェクトの実施体制
	3-3-3 プロジェクトの実施プロセス

	3-4 評価5項目による評価結果
	3-4-1 妥当性
	3-4-2 有効性
	3-4-3 効率性
	3-4-4 インパクト
	3-4-5 自立発展性


	第4章 実施協議の概要
	付属資料
	1.要請書
	2.PDM（日本語）
	3.PO（日本語）
	4.実施協議議事録（英・西）
	英文
	Record of Discussions






