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1. Introduction
The Joint FAO/WHO Expert Committee on Food Additives (JECFA) is convened by both Organ-

izations under their respective terms of reference for Expert Committees. This document describes
the procedures used by WHO in its evaluation of food additives and contaminants; a separate docu-
ment that is available at the web site given below describes the procedures used by FAO. While
common procedures are used in most instances, separate guidelines for the two Organizations
have been prepared because they have differing rules and regulations for expert committees and
because the expertise required and the work done by experts invited by the two Organizations is
different.

JECFA is convened according to WHO regulations for expert advisory panels and committees,
the text of which was adopted by the Thirty-fifth World Health Assembly (resolution WHA35.10). The
text is available at http://policy.who.int/cgi-bin/om_isapi.dll?softpage=Policy42 under “Basic Texts”.
The World Health Assembly and the Executive Board have authority to establish and dissolve Expert
Committees, the Members of whom are selected by the Director-General from one or more Expert
Advisory Panels, taking into account the need for adequate representation of different trends of
thought, approaches, and practical experience in various parts of the world, as well as appropriate
interdisciplinary balance. In selecting Members, account is also taken of the desirability of achieving
gender balance.

The Committee evaluates substances in response to requests by FAO and WHO Member
States and the Codex Alimentarius Commission. Separate meetings are held to assess either
(i) residues of veterinary drugs in food or (ii) food additives and contaminants. Because the proce-
dures are significantly different for the two types of assessments, separate guidelines have been
prepared for residues of veterinary drugs in food, which are available at the web site given below.

Through the publication of reports and monographs (called evaluations), JECFA advises FAO,
WHO, their Member States, and the Codex Alimentarius Commission (through the Codex Committee
on Food Additives and Contaminants, CCFAC) regarding the safety of food additives and
substances that may contaminate food. The reports of the meetings, which outline general consid-
erations and summarize the evaluations of the substances on the agenda, are published by WHO
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in the Technical Report Series. Toxicological monographs, which are based on working papers pre-
pared by WHO Temporary Advisers, are published in the WHO Food Additives Series.
Specifications for the identity and purity of food additives, which are prepared by participants invited
by FAO, are published in the FAO Food and Nutrition Paper series.

These notes are designed to provide guidance to the WHO Joint Secretary, Temp orary Advis-
ers, Members, and sponsors relating to the submission of data and their roles and responsibilities
in dealing with the evaluation of food additives and contaminants. [While contaminants do not have
“sponsors” (because they are undesirable constituents of food), it is recognized that submitters of
information could have a vested interest in the outcome of the evaluation, so this term is used to
cover contaminants as well as food additives in these guidelines.] The guidelines outline the
structure of the WHO Secretariat and its role in servicing JECFA, timetables to be followed in
preparing for meetings, the appropriate handling of data, and appropriate relationships with
sponsors. Supplemental material is included that outlines the procedures by which food additives
and contaminants may be placed on the agenda (Annex 1) and procedures for issuing the call for
data (Annex 2).

Close adherence to these guidelines by everyone involved will ensure that the concerns and
views of all interested parties will be taken into account in the decisions of JECFA and that the inde-
pendence and integrity of the evaluations are maintained, both in appearance and in actual fact.

2. Structure
Committees consist of ‘Members’ and ‘Secretariat’. Members are responsible for making the

decisions based upon their expertise and experience, the scientific information before them, and
advice provided by the Secretariat. The Secretariat consists of the WHO and FAO Joint Secretaries,
other employees of WHO and FAO who assist with preparation for the meeting, and WHO Temp-
orary Advisers and FAO Consultants.

Experts who participate as WHO Members must be Members of a WHO Expert Advisory Panel.
Although these are ‘standing panels’, JECFA is not a standing committee. Therefore, JECFA exists
and can make decisions only during the time of the meeting itself. The Secretariat conveys the
decisions of the Committee to the executive heads of FAO and WHO and to interested institutions,
including the Codex, and individuals. The Secretariat cannot modify or amend the interpretation of
data by JECFA. The only modifications to reports and monographs that may be made by the
Secretariat are those of an editorial nature; changes of a substantive nature can only be referred
to a subsequent meeting for consideration.

3. Selection procedures
WHO chooses Members on the basis of their scientific expertise in the areas under considera-

tion, which include toxicology, pharmacology, metabolism, microbiology, pathology, epidemiology,
molecular biology, and chemistry (for the assessment of intake). A balance between academic and
regulatory experience and geographical distribution are important. Members are invited directly by
the Secretariat as independent scientific experts, and they do not represent their employers,
governments, or other institutions. Their travel expenses are paid by WHO; honoraria are not
provided.

Several sources are used for identifying appropriate scientists to serve as Members of JECFA.
These include direct solicitations by WHO to governments and other organizations for nominations,
unsolicited recommendations to WHO, experience in working with scientists at previous Expert Com-
mittee or other scientific meetings, and reviews of scientific publications.

Members of the Committee invited by WHO must be Members of an Expert Advisory Panel,
most of whom are appointed to the Food Safety Panel. Members of Panels are considered for
appointment after consultation with relevant national authorities. They are appointed by the
Director-General, in consultation with Panel secretaries, Regional Directors, and WHO programme
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coordinators, giving consideration primarily to their technical ability and experience, but also
endeavouring to ensure that panels have the broadest possible international representation in
terms of diversity of knowledge, experience, and approaches in the fields for which the panel has
been established. Appointment is for a maximum of four years, but membership can be renewed.

WHO enlists the help of relevant agencies in its Member States and academic and research
institutions to identify scientists to serve as Temporary Advisers. Temporary Advisers must be given
time during working hours by their employers to perform the large amount of preparatory work that
goes into the evaluations, which is a contribution of the institution to WHO.

Criteria that are used by WHO for the selection of Temporary Advisers include:

< For those evaluating toxicological data, expertise in toxicology (or in a related field) is required
as evidenced by suitable training and adequate relevant experience.

< He or she must have practical experience in reviewing, analyzing, evaluating, and extrapolating
mammalian biological data on toxic chemicals to humans.

< For those assessing intake, expertise in chemistry with experience in estimating intake of food
additives or contaminants on the basis of their technological function and/or residue levels in
food and food consumption is required.

< The person must have ready access to other experts and must be able to obtain and utilize
information from a variety of scientific specialties to assist in resolving differences among
advisers, consultants, Members, and industry personnel.

< Because the meeting is conducted in English and the vast majority of the relevant literature and
reports are published in English, a good working knowledge of English is required.

< Adequate time must be made available to him or her for preparing working papers.

< The scientist must be able and willing to maintain the security of confidential data.

Both Members and Temporary Advisers are required to disclose in writing all circumstances
that could lead to potential conflicts of interest. When an interest is declared on a particular
substance, the scientist does not participate in its evaluation.

4. Responsibilities
The International Programme on Chemical Safety (IPCS) is responsible for servicing the WHO

Secretariat of JECFA.

4.1. WHO Joint Secretary
The WHO and FAO Joint Secretaries have overall responsibility for organizing the meeting,

inviting participants, ensuring that the appropriate documentation is prepared, servicing the meeting
while it is in session, and editing and the publishing the report and evaluations in a manner that
faithfully reflects the conclusions of the Committee. Specifically, the WHO Joint Secretary:
§ schedules meetings and develops the agenda in collaboration with the FAO Joint Secretary;
§ prepares and publishes, both in print and on the FAO and WHO web sites, requests for data

for the meeting, in collaboration with the FAO Joint Secretary;
§ identifies and arranges for the selection and invitation of Members and Temporary Advisers;
§ solicits and coordinates the submission of data and their distribution to appropriate Members

and Temporary Advisers;
§ coordinates the preparation of working papers, ensuring liaison between the authors and peer

reviewers;
§ represents the WHO Secretariat at JECFA meetings;
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§ works with CCFAC to ensure that as many priority substances as possible are evaluated by
JECFA and to explain the basis for the evaluations after they have been performed;

§ prepares summaries of the conclusions as soon after the meetings as possible in collaboration
with the FAO Joint Secretary and places them on the WHO web site;

§ oversees technical editing of the reports (in collaboration with the FAO Joint Secretary) and toxi-
cological evaluations and arranges their publication;

§ provides information about JECFA and its evaluations to governments, organizations and
individuals and at scientific meetings;

§ maintains an up-to-date roster of experts on food additives and contaminants from which future
Members and Temporary Advisers can be drawn; and

§ updates the Summary of evaluations performed by JECFA.

4.2. Temporary Advisers and Members
Working papers are prepared by Temporary Advisers in coordination with the WHO Joint

Secretary. Temporary Advisers are members of the Secretariat during the time that they are pre-
paring working papers and attending JECFA meetings. The general responsibilities of Temporary
Advisers and Members include:
§ acting in their individual capacities as experts and not as representatives of any organization;
§ maintaining the integrity and security of all commercial data to which they have access as part

of their work for JECFA;
§ performing literature searches on the substances for which they have responsibility;
§ abiding by the terms set out in the instructions provided for the declaration of interests; and
§ working closely with each other to prepare working papers in the form of summaries of the data

(Temporary Advisers) and draft evaluations (Members) in sufficient time for distribution and
review before the meeting.

4.3. Sponsors
Manufacturers of food additives have the responsibility to submit all relevant published and

unpublished data, including individual animal data, that are available on the food additives on the
agenda, except for those data previously evaluated by the Committee, as described in the request
for data issued by the FAO/WHO Secretariat. Confidential information pertaining to manufacturing
trade secrets (such as manufacturing processes), if submitted, should be clearly identified so that
this information will not be published in the monographs. Information on contaminants and the intake
of both food additives and contaminants, including details of the analytical procedures and food
consumption surveys that were used, which is often provided by governments, should be as
complete as possible; without the appropriate details the data often are difficult to interpret.

5. Procedures
Temporary Advisers summarize the available toxicological and intake data and provide com-

ments on their relevance and significance when preparing working papers. The working papers are
peer reviewed by the Member, who proposes an evaluation (see the companion documents, Guide-
lines for the preparation of toxicological working papers on food additives, Guidelines for the
preparation of working papers on intake of food additives, and Guidelines for the preparation of
working papers on contaminants, which are available on the WHO web site provided on the first
page of this document). A consolidated working paper, which incorporates the comments and
proposed evaluation of the Member is prepared and distributed before the meeting.

5.1. WHO Joint Secretary
The Joint Secretaries distribute a call for data on the compounds on the agenda 10-12 months

in advance of the meeting, both in paper form and on the internet. The compounds are selected
on the basis of priority lists established by CCFAC, requests by FAO and WHO and their Member
States, and recommendations of earlier meetings of JECFA (see Annexes 1 and 2). The deadline
for submission of data is ordinarily 6-7 months before the meeting.



Procedural guidelines – food additives and contaminants                                                     Page 5

Before the deadline for receipt of data, the WHO Joint Secretary will assign individual
substances to scientists who have agreed to serve as Temporary Advisers, taking into account their
wishes, experience, and expertise. The Joint Secretary will then provide to the data sponsor (manu-
facturer) the name and address of the scientist who will be reviewing the data in this capacity. [The
sponsors usually identify themselves directly to the Joint Secretary.] If the dossier is large, the
sponsor is requested to send one copy each of the toxicological and intake data to the relevant
Temporary Advisers and one copy to the Joint Secretary at WHO Headquarters for use as a
reference copy at the meeting.

The Joint Secretary will provide guidelines for the preparation of working papers and pro-
cedural guidelines to the Temporary Advisers and Members, along with other information and
instructions, at the time that the assignments are made or shortly thereafter.

The WHO Joint Secretary, in coordination with the FAO Joint Secretary, will provide the scien-
tists involved with the evaluation of a particular substance contact information on the other scientists
involved with its review, i.e. the WHO Temporary Adviser and Member and the FAO scientist
preparing the specifications. The Temporary Advisers and WHO Member will be encouraged to work
together to prepare a consolidated working paper and to work with the FAO scientist on cross-
cutting issues relating to toxicology and specifications. With contaminants, working groups
consisting of scientists invited by both WHO and FAO are often established to prepare the working
paper for the meeting.
 

The WHO Joint Secretary will ask Temporary Advisers to submit legible written copies or elec-
tronic files of their consolidated draft working papers to the WHO Joint Secretary in sufficient time
so that they are received no later than 1.5-2 months before the meeting. The Joint Secretary will
then distribute working papers to participants of the upcoming meeting for review. Shortly before
the meeting the Joint Secretary will produce a sufficient number of the draft or revised working
papers for all participants and will distribute them at the meeting.

When a sponsor makes available unpublished proprietary data for evaluation, the Joint Secre-
tary safeguards the data from unauthorized disclosure. To ensure that the copies that are sent to
the Temporary Adviser and Member are safeguarded, they are requested to acknowledge in writing
that they accept the conditions that have been laid out for their use and storage. When the data
are no longer needed, the Secretariat either returns the data file at the manufacturer's expense or
destroys it, depending upon the wishes of the sponsor.

5.2. Temporary Advisers
The Temporary Adviser must safeguard all proprietary data. He or she may not make copies

of any part of the file or share or use the data for any purpose other than the JECFA assignment.
Upon completion of the assignment, the Temporary Adviser should either return the data file to the
sponsor or destroy it, depending upon the wishes of the sponsor. Non-adherence to these
procedures will result in removal of the Temporary Adviser from the activity.

The Temporary Adviser should perform a literature search on the compounds assigned to him
or her. It is extremely important that literature searches are performed, especially on
contaminants and on food additives that have been in use for a long time.

When food additives are evaluated, the Temporary Adviser will contact the sponsor and
request submission of studies that he or she knows have been reported elsewhere but have not
been included in the data package if they are likely to be relevant to the evaluation. If the sponsor
is unresponsive to this request, the Temporary Adviser should note the potential impact of the
missing data on the evaluation. If full reports of studies are not submitted, the Temporary Adviser
will request them, including individual animal data, from the sponsor as soon as possible.

When food additives are evaluated, the Temporary Adviser preparing the toxicological working
paper will work closely with the Member assigned to peer review the draft to ensure that the com-
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ments and proposed evaluation of the Member are considered and included. The Temporary
Adviser preparing the working paper on intake is encouraged to work with the other Temporary
Adviser and Member so that his working paper can be integrated into a consolidated working paper.
With contaminants, the group of scientists preparing the working paper will work together to
integrate all of the sections and to prepare a draft evaluation. The Temporary Advisers will ensure
that a legible printed or electronic copy of the consolidated working paper is submitted to the WHO
Joint Secretary 1.5-2 months before the Joint Meeting. It is extremely important that this
timeframe is met, because this amount of time is necessary to distribute the working paper to
participants, give them an opportunity to review it, and provide comments to the author. If significant
comments are submitted, the Temporary Adviser(s) will revise the working paper and submit it to
the WHO Joint Secretary in sufficient time so that copies can be produced before the meeting.

After the meeting the Temporary Advisers will modify those working papers that will be pub-
lished as toxicological monographs or monograph addenda to accurately reflect the decisions of
the Committee. Temporary Advisers will be invited to stay for a day after the meeting to make these
modifications, as they should be made before the Temporary Adviser leaves the meeting site.

5.3. Members
Members of JECFA are the decision-makers, and as such are responsible for conducting the

meeting. As noted earlier, Members invited by WHO must be Members of a WHO Expert Advisory
Panel. The chairman, vice-chairman, and rapporteur must be Members of the Committee.

Members of the Committee will be assigned as peer reviewers of working papers prepared by
Temporary Advisers and to propose evaluations. They will be expected to work with the Temporary
Advisers during the last stages of the preparation of the working papers.

The Member will inform the Secretariat of relevant unpublished studies that he knows have
been reported elsewhere but have not been included in the data package submitted by the
sponsor. He should note the potential impact of the missing data on the evaluation.

Members should attend the entire meeting, because they are the ones who make the final deci-
sions concerning the evaluations.

5.4. Sponsors
Submission by sponsors of summaries of data using the working paper format described in the

guidelines for the preparation of toxicological working papers on food additives and guidelines for
the preparation of working papers on intake of food additives, which are available on the WHO web
site provided on the first page of this document or by request from the WHO Joint Secretary, is
encouraged, but such summaries are not sufficient in themselves for a full evaluation. All reports
must be complete and supported by the detailed data generated during the experimental phase of
the study.

Dossiers should be submitted in duplicate, one copy going to the Secretariat at WHO Head-
quarters and the other to the Temporary Advisers who are preparing the working papers on toxi-
cology and intake; the data going to the Temporary Advisers should be separated so that the rele-
vant sections are sent to the appropriate one. Particularly if the dossier is large, the sponsor should
contact the Secretariat to learn the identities of the Temporary Advisers before sending data. If the
sponsor would like to have the dossiers returned (at his expense) after they have been used by
JECFA, it should be so indicated at the time of submission. If such instructions are not received, the
files will be destroyed.

Data should be submitted by the deadline established by the Secretariat. Late submission may
result in a delay in the preparation of the working paper and may delay consideration to the
following JECFA meeting devoted to the evaluation of food additives and contaminants.
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When data on food additives having temporary ADIs are not provided for consideration at the
meeting in the year in which the temporary ADI expires, the temporary ADI is unlikely to be extended
by the Committee unless the Secretariat is supplied with an adequate explanation for the need for
extra time to generate the information.

6. Relationship between the Secretariat and sponsors
It is important that sponsors' information and views relevant to their submissions are fully taken

into account, while at the same time it is important that JECFA's evaluations of the data are not
influenced or inhibited by actions of the sponsors, either in fact or in appearance. To accommodate
these requirements, the following procedures for the interaction of Temporary Advisers with
sponsors have been established:

< The Temporary Adviser may contact the sponsor for clarification of issues, at the Temporary
Adviser's discretion. If the Temporary Adviser does not wish to communicate directly with the
sponsor, he may communicate through the WHO Joint Secretary. However, direct interaction
is encouraged.

< Copies of all exchanges of information and correspondence, including memoranda of telephone
conversations, should be sent by the Temporary Adviser to the WHO Joint Secretary. The Joint
Secretary will file these communications and will make them available to the Committee upon
request.

< The sponsor will not contact the Temporary Adviser except to inform him that additional infor-
mation is available. Any other information that the sponsor wishes to convey should be sent
to the WHO Joint Secretary.

< The Temporary Adviser should report to the WHO Joint Secretary any undue industry pressure.

< Temporary Advisers not adhering to these procedures relating to interactions with sponsors
may be removed from the activity.
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Annex 1.  Procedures for placing food additives and
contaminants on the agenda

Requests for the evaluation of certain food additives and contaminants and consideration of
issues of a general nature by the Joint FAO/WHO Expert Committee on Food Additives (JECFA)
may come from a number of sources:

1. Codex committees

The Codex Committee on Food Additives and Contaminants (CCFAC) refers substances to
JECFA based on priorities that it establishes using criteria that it has developed that are in accord
with accepted procedures of the Codex Alimentarius Commission.

2. FAO and WHO Member States

FAO and WHO Member States may request the inclusion of food additives or contaminants on
the agenda of JECFA through a direct request to the FAO and WHO Secretariats. Such a request
must be accompanied by a commitment to provide the necessary data 6-7 months before the
meeting.

3. Sponsors

For food additives not previously evaluated by JECFA, an industry sponsor may forward a
request for evaluation through the government of a Member State to CCFAC, with a commitment
to provide the relevant data. Requests for the re-evaluation of a food additive that has been
reviewed by JECFA previously may be forwarded directly to the JECFA Secretariat. As with all other
substances on the agenda, the Joint Secretariat includes the substance in the call for data for the
meeting to ensure that all interested parties have the opportunity to submit data. With contaminants,
governments would ordinarily request re-evaluations.

4. JECFA Secretariat

The JECFA secretariat may place a food additive or contaminant on the agenda for re-
evaluation even though no outside request has been received.

5. JECFA itself

The Committee often establishes a temporary ADI or temporary specifications for a food addi-
tive, with a request for further data by a certain time. These food additives, which have the highest
priority for evaluation, are placed on the agenda of the appropriate meeting by the Joint Secretariat.
A similar situation occurs when the Committee recommends that a contaminant be evaluated at a
future meeting.
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Annex 2.  Procedures for issuing the call for data

The Joint Secretariat issues a call for data on the food additives and contaminants on the
agenda 10-12 months before the meeting, which is posted on the FAO and WHO web sites and is
sent to Codex and other contact points. The substances are selected on the basis of priority lists
that are established as outlined in Annex 1. The deadline for submission of data is normally 6-7
months before the meeting. The late submission of data may result in the postponement of the
evaluation to a future meeting.

Before inclusion of a substance on an agenda for the first time, the JECFA Secretariat will have
received a positive indication that there will be one or more submitters of data for the evaluation,
or that the data are available from other sources such as a government organization or the pub-
lished literature. For substances that are being re-evaluated, for example those that have a
temporary ADI, the Secretariat assumes that the sponsor of the original evaluation will be providing
the necessary data unless informed otherwise.

The Joint Secretary will provide those submitting the data with the names and contact details
of the individual(s) that have been assigned the responsibility to prepare the working paper. When
for any reason the data submitter does not send information to the scientists preparing the working
paper, the Joint Secretary will ensure that copies of the data that were sent to WHO Headquarters
are sent to them.

When a sponsor makes available unpublished proprietary data for evaluation, the Joint
Secretary and Temporary Advisers will safeguard the data from unauthorized disclosure; the
Temporary Advisers are required to acknowledge that they accept these conditions. When the data
are no longer needed the Joint Secretary and Temporary Adviser will either return the data file to
the submitter at his/her expense or will destroy them, depending upon the data submitter’s wishes.
Those submitting data are requested to inform the Joint Secretary and Temporary Adviser at the
time that they submit them whether they wish to have the data returned. In the absence of guidance,
the data will be destroyed.

The JECFA Secretariat sometimes receives requests to include substances on the agenda that
have been evaluated previously after the initial call for data has been issued. Such requests are
considered in the light of (a) the time schedule of the meeting and (b) whether addition of the item
on the agenda is urgent. Such late requests are generally discouraged, and the substance will not
be placed on the agenda if notice is given so late that publication of a supplemental call for data
is impractical, unless it is an emergency situation. Ordinarily the substance will be placed on the
agenda of a later meeting for evaluation.


