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BIHE 1
(1) BEEOFHm LI RS FIE

1. Joint FAO/WHO expert committee on food additives (JECFA)
[http://www.who.int/ipcs/publications/jecfa/en/index.html]

(1) JECFA. Methods for Enzyme Preparations: General Specifications and Considerations for
Enzyme Preparations Used in Food Processing. (2001)

2. Scientific Committee on Food (SCF)
[http://ec.europa.eu/food/fs/sc/scf/index_en.html]

(1) Commission of the European Communities. Guidelines for the presentation of the data on
food enzymes. (Opinion expressed 11 April 1991) Reports of the Scientific Committee for
Food (27th series), Ref. No EUR 14181 EN 1992; 13-22

3. U.S. Food and Drug Administration (FDA)
[http://www.cfsan.fda.gov/~dms/guidance.html#add]

(1) U.S. FDA. Center for Food Safety& Applied Nutrition, Office of Premarket Approval,
Enzyme Preparations: Chemistry Recommendations for Food Additive and GRAS
Affirmation Petitions. (January 1993)

4. Others
(1) Pariza M.W., & Johnson E.A. Evaluating the safety of microbial enzyme preparations used

in food processing: Update for a new century. Regul. Toxicol.Pharmacol. (2001) 33,
173-186



(2) FROFHMTIEICAR 5 HIE
1. JECFA

(1) Evaluation of certain food additives and contaminants (Sixty-seventh report of
the Joint FAO/WHO Expert Committee on Food Additives). WHO Technical
Report Series, No. 940; 3-6 (section 2.2.1 and 2.2.2), and 80-83 (Annex 4), 2007

(2) Evaluation of certain food additives and contaminants (Sixty-eighth report of
the Joint FAO/WHO Expert Committee on Food Additives). WHO Technical
Report Series, No. 947: 6-18 (section 2.5), 2007

(3) Joint FAO/WHO Expert Committee on Food Additives Sixty-ninth meeting
Rome, 17-26 June 2008 Summary and Conclusions Annex 3: 15-18 (Issued 4
July 2008)

2. SCF

(1) European commission : Opinion on a Programme for the Evaluation of
Flavoring Substances, Scientific Committee on Food (expressed on 2 December
1999), Annex I to the minutes of the 119th Plenary meeting.

3. Flavor and Extract Manufacturers Association (FEMA)

(1) Woods L. A. and Doull J. GRAS evaluation of flavouring substances by the
Expert Panel of FEMA. Regulatory Toxicology and Pharmacology (1991)14,
48-58.

(2) Robert L.Smith et al. Criteria for the safety evaluation of flavoring substances
The Expert Panel of the Flavor and Extract Manufacturers Association (2005)
43(8): 1141-77

LIFIZOWTIE, NI A4 T2 N—VREOENZIERT 5 Z &,

(1) Munro I. C., Safety assessment procedures for indirect food additives: An
overview. Regulatory Toxicology and Pharmacology (1990) 34, 2-12.

(2) Munro I. C., Ford R. A., Kennepohl, E and Sprenger J. G. Correlation of
structural class with no observed-effect levels: A proposal for establishing a
threshold of concern. Food and Chemical Toxicology (1996) 34, 829-867.

(3) Munro I. C., Shubik P. and Hall R. Principles for the safety evaluation of
flavouring substances. Food and Chemical Toxicology (1998) 36, 529-540.
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(4) Munro I. C., Danielewska-Nikiel Comparison of estimated daily intakes of
flavouring substances with no-observed-effect levels. Food and Chemical
Toxicology 44 (2006) 758-809

(5) Lambe J, et al. Comparison of stochastic modeling of the intakes of intentionally
added flavoring substances with theoretical added maximum daily intakes
(TAMDI) and maximized survey-derived daily intakes (MSDI), Food Additives
and Contaminants, Vol. 19, No.1, 2-14 (2002)

(6) Karen W.H. Young, Barbara Danielewska-Nikiel, Ian C. Munro. An evaluation
of the maximized survey-derived daily intake (MSDI) as a practical method to

estimate intake of flavouring substances. Food and Chemical Toxicology 44
(2006) 18491867
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(3) BIsmMEFRENAWEOFHEIITE (FRCBMEDS 27 2 a8 te,) (THR 5 5H

1. The International Programme on Chemical Safety (IPCS)
[http://www.who.int/ipcs/publications/ehc/methodology_alphabetical/en/index.html]

(1) Guidance values for health-based exposure limits: Assessing human health
risks of chemicals: Derivation of guidance values for health-based exposure limits
(EHC No. 170, 1994) section 2~5

(2) Human health risks: Principles for the assessment of risks to human health
from exposure to chemicals (EHC No. 210, 1999) section 4.4

2. United Kingdom (UK)

(1) Department of Health. Committee on Mutagenicity of Chemicals in Food,
Consumer Products and The Environment (COM), Guidance on a strategy for
testing of chemicals for mutagenicity (December 2000)
(http://www.iacom.org.uk/publications/documents/guidance.pdf)

(2) Department of Health. Committee on Carcigenicity of Chemicals in Food,
Consumer Products and The Environment, Guidance on a Strategy for the Risk
Assessment of Chemical Carcinogens (September 2004)

(http://www .iacoc.org.uk/publications/documents/guideline04.pdf)

(3) Statement on Joint COC and COM Meeting 9 June 2005, Use of Target organ
mutagenicity data in carcinogenicity risk assessment. COM/05/S6 and
COC/05/S3 - October 2005
(http://www.iacoc.org.uk/statements/TargetOrgan.htm)

3. FDA

(1) Rulis A. M. De Minimis and the threshold of regulation. In Food Protection
Technology, ed. C. W. Felix, (1986) 29-37. Lewis Publishers Inc., Chelsea, MI.

(2) Scheuplein R. Perspectives on toxicological risk —an example: Food-borne

carcinogenic risk. Progress in Predictive Toxicology. (1990) 351-372.

(3) Federal Register (1993) Food additives; threshold of regulation for substances
used in food-contact articles. Federal Register 58 (195), 52719-52729.

(4) Federal Register (1995) Food additives; Threshold of regulation for substances
used in food-contact articles (Final rule). Federal Register 60 (136),
36582-36596.



4. Others

LIFIZOWTIE, ENENA4T2 _R—RREOEREZERT D 2 &,

(1) Ashby J. and Tennant R. W. (1988) Chemical structure, Salmonella
mutagenicity and extent of carcinogenicity as 1indicators of genotoxic
carcinogenesis among 222 chemicals tested in rodents by the U.S. NCI/NTP.
Mutation Research 204, 17-115.

(2) Ashby J. Origins of current uncertainties in carcinogen/mutagen screening.
Environ. Mol. Mutagen. (1989) 14(16), 51-59.

(3) S. Barlow et al Risk assessment of substances that are both genotoxic and
carcinogenic Report of an International Conference organized by EFSA and
WHO with support of ILSI Europe Food and Chemical Toxicology (2006) 44
1636-1650
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(4) NOAEL, NOEL. LOAEL, LOEL O%EIZFR2 FIH
1. JECFA
(1) Evaluation of certain food additives and contaminants (Sixty-eighth report of

the Joint FAO/WHO Expert Committee on Food Additives). WHO Technical
Report Series, No. 947: 5-6 (section 2.4), 2007



(5) nAURZEH (HLShIR) ~DEEIZFR D FIH

1. IPCS

(1) Children: Principles for evaluating health risks in children associated with
exposure to chemicals (EHC No. 237, 2006)

Section 2~5 (22T, FHE OKREIZH S Summary and conclusions % FHER
THZ L,
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(6) T O L E 7R E Y
1. IPCS

(1) Plan for the Project to update the principles and methods for the assessment of

chemicals in food

(2) Principles for Modelling Dose-Response for the Risk Assessment of Chemicals
(Draft)

(3) Hypersensitization: Principles and methods for assessing allergic
hypersensitization associated with exposure to chemicals (EHC No. 212, 1999)
Section 1~3, 4.2~4.6, 5. 8 Z[&<,

(4) Neurotoxicity: Integrated approach to the assessment of neurotoxicity of
chemicals (EHC No. 223, 2001)
Section 3 [ZDWTlE, 3.2 Toxicological principles } Tf 3.5 Summary % #IR
45 Z &, Section 5 (ZOW T, 5.7 Summary #FIERT5 2 &,

LIFIZ2OWTIE, A4 T1 OX—VREOEREZERT 52 &
(1) Transgenic animal mutagenicity assays (EHC No. 233, 2006)
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