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What We Can Learn on Risk Assessment of Chemicals from
the Concise International Chemical Assessment Document (CICAD) Project

Jun Sekizawa

IPCS (the International Programme on Chemical Safety) has launched a new project on the Concise
International Chemical Assessment Document (CICAD) as one of its major targets, which is to assess health and
ecological risk from exposure to toxic chemicals in the environment through international collaboration. In this
project, the author and others successfully established a framework in fulfilling ambitious aims of developing
concise, but useful risk assessment documents on chemicals, while assuring credibility and efficiency in the
process, and incorporating new ideas from ever developing risk assessment methodology and related sciences.
This combination of usefulness in the outputs, the credibility and efficiency in the process, and the flexibility in
the ideas reflecting scientific progress, shows a good example of what we should do in improving our risk
assessment in this country and developing assessment documents.
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Selection of A National Review to Prepare A CICAD Draft Based on That Review

|

Consultation to Other National Authorities Which has A National Review on the

Same Compound for Potential Collaboration

}

English Translation of the National Review

|

(Applies only to Japan)

Preparation of A CICAD Draft Based on the National Review and Other Papers of
the Areas Which are not Covered by the National Review with Pertinent Update of

the Information

|

Original Draft sent to the IPCS

|

IPCS Headquaters in Geneva

|

Asking Comments from Experts, National Authorieties,

and Interested Organizations or People

Author's Responses to the Comments and the Pertinent

(Usually three to four months)

(Usually three months)

(Usually three weeks)

Revisions of the Draft — Author May Ask
Discussion of the FRB* When Necessary

|

Review of the Comments and Responses by the

Members of the FRB *

}

Review, Discussion, Judgement and Recommendation

by the FRB *

|

Revision by the Author Based on the Judgement and

Recommendations of the FRB *

Final Editing by the IPCS and the Author

(Usually two weeks)
(Three days meeting
for several drafts)

(Usually one month)

Note: * FRB = Final Review Board

Publication in Prints and on the IPCS Homepage

Fig.1 CICAD development process
It takes about one year from start of preparing an original draft to finalizing the draft to be published. The document
is usually published in the next year and the executive summary is shown in the IPCS homepage.
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No | Rev

Comment

Author’s response

FRB

General (Classification of comments)

1

Only dose levels at which

there were no effects observed -

have been specified; all have
been designated as
"NOAEL"s. The authors
need to distinguish between
"effect" and "adverse effect”,
i.e., NOAEL versus NOEL.
Similarly, the (higher) dose
levels at which effects were
observed should be specified
and designated as either
LOELs or LOAELs so that
dose-response is adequately
characterised.

As seen in the reference, most critical
studies for health effects are cited from the
JMPR monograph on fentin compounds
which summarises unpublished reports
submitted by the manufacturers for
toxicological evaluation by the JMPR.
Therefore author could not see detailed
original data to examine dose-response etc.
The JMPR monograph uses the term,
NOAEL, in all cases without describing
the severity or the extent of changes
detected (relative liver weight decrease or
lymphocyte decrease, etc.), that the author-
finds difficulty in deciding whether NOEL
or NOAEL is appropriate word to be used.

Comments and author's response to the
comments are arranged in a table format.
They are reviewed by the members of the
final review board (FRB). This exmple
shows a part of a long comment.

* If the discussion by the FRB is
required, the judgemnet of the FRB is

described in the final column.

Fig.2 Presentation and recording of the comments and responses to comments with the judgement of

the final review board in a table format
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Table 1
CICAD List Publication FRB *1 Autors *2
Volume (Year)
Azodicarbonamide No.l6 (1999) 3 HSE
Barium and its compounds 7 EPA & HSE
Benzoic acid and sodium benzoate 6 BUA
Beryllium and its compounds 7 EPA
Biphenyl No.6  (1999) 2 BUA
1,3-Butadiene 7 EPA
2-Butoxyethanol No.10  (1998) 2 NIOSH & ITE
Butyl benzyl phthalate No.17 (1999) 3 EHD
Chloral hydrate 6 EPA
Crystalline silica, quartz 6 NIOSH
1,2-Diaminethane =Ethylenediamine No.1s  (1999) 3 HSE
3,3-Dichlorobenzidine No2 (1998) 1 EHD
1,2-Dichloroethane No.l  (1998) 1 EHD
2,2-Dichloro-1,1,1-trifluoroethane =HCFC-123 6 NICNAS
Dimethy! formamide 7 EHD A . .
Diphenylmethane diisocyanate=MDI S NIHS & EPA *1 FRB : the round of the Final Review Boad
Ethylene glycol 4 ITE *2 Authors
2-Furaldehyde 4 HSE ATSDR: Agency for Toxic Substances and Disease
Limonene No.5  (1998) 1 KEMI Repistry. USA
Manganese and its compounds No.12  (1999) 2 ATSDR cgistry, . .
Elemental mercury and inorganic mercury 7 ATSDR BUA: Federal Ministry of the Environment, Germany
Methy! chloride 5*3 KEMI EHD: Environmental Health Directorate, Health
Methyl methacrylate No4  (1998) 1 EHD Canada
N-Methyl-2-pyrrolidone =NMP (1999) 5 KEMI . .
Nitrophenols 4 BUA EPA: Environmental Protection Agency, USA
Phenyl hydrazine 4 HSE HSE: Health & Safety Excutive, UK
T;ﬁ‘;"?‘:r:‘ﬁh‘hy't:::"e :“Z E:ggg; ? ggg HSH: Department of Human Services and Health, USA
» <=l etracnloroe € 0.. . .
1,1,1,2-Tetrafluoroethane Noll (1998) 1 HSE ITE: Institute of Terrestrial Ecology, UK
o-Toluidine No.7 _ (1998) 1 HSE KEMI: Swedish National Chemical Inspectorate,
Tributyltin oxide No.14 (1999) 3 EPA Sweden
Triglycidyl isocyanurate No.8 (1998) 2 NICNAS . . . . N
Triphenyltin compounds Nod3 (1999) 3 NIHS NIC.NAS‘. Australian National Industrial Chemicals
Vanadium pentoxide and other inorganic vanadium 7 HSE & ITE Notification and Assessment Scheme

Drafl in preparation

NIHS: National Institute of Health Sciences, Japan

Alkyl phenols and alkyl phenol ethoxylates
Diethyl phthalate

Respirable particulate matter

Hydrogen sulfide

Uranium

NIOSH: National Institute for Occupational Safety and
Health, USA

*3 Redrafting requested

Table 1 List of the Concise International Chemical Assessment
Document (CICAD) developed as of the early half of 2000
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