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Table 1. Data components for, and provisions for flexible application of,
the OECD minimum pre-marketing set of data

1. Data components for the OECD minimum pre-marketing set of data

Chemical identification data
Name according to agreed international nomenclautre, e. g. UIPAC; Other names; Structural
formula; CAS-number; Spectra (“finger-print spectra” from purified and technical grade
product); Degree of purity of technical grade product; Known impurities, and their percent-
age by weight; Essential (for the purposes of marketing) additives and stabilisers and their
percentage by weight.

Production] Use/ Disposal data
Estimated production, tons/year; Intended uses; Suggested disposal methods; Expected mode
of transportation.

Recommended precautions and emergency measures

Analytical methods

Physical [Chemical data
Melting point; Boiling point; Density; Vapour pressure; Water solubility; Partition coef-
ficient; Hydrolysis*; Spectra; Adsorption-Desorption*; Dissociation constant; Particle size*.

Acute toxicity data
Acute oral toxicity; Acute dermal toxicity; Acute inhalation toxicity; Skin irritation; Skin
sensitisation; Eye irritation.

Repeated dose toxicity data
14-28 days; repeated does.

Mutagenicity data

Ecotoxicity data
Fish LCso—at least 96 hours exposure; Daphnia—reproduction 14 days; Alga—growth inhibition
4 days.

Degradation] Accumulation data
Biodegradation : screening phase biodegradability data (readily biodegradable),
Bioaccumulation : screening-phase bioaccumulation data (partitioning coefficient, n-octanol/

water, fat solubility, water solubility, biodegradability).
2. Provisions for flexible application of the OECD minimum pre-marketing set of data
The member countries further note that:

(1) Due regard may be given, on a case-by-case basis, to the scientific and economic factors that
may influence the need for and scope of testing;

(2) Member countries may omit or substitute certain tests or ask for them in a later stage of

initial assessment, as long as they can justify their course of action.

* Only the screening part to be done for base set.
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Table 2. OECD guidelines for testing of chemicals

Physical-Chemical properties

101
102
103
104
105
106
107
108
109
110

111
112
113

114
115
116

UV-VIS Absorption Spectra

Melting Point/Melting Range

Boiling Point/Boiling Range

Vapour Pressure Curve

Water Solubility
Adsorption/Desorption

Partition Coefficient (n-octanol/water)
Complex Formation Ability in Water
Density of Liquids and Solids
Particle Size Distribution/Fibre Length
and Diameter Distributions
Hydrolysis as a Function of pH
Dissociation Constants in Water
Screening Test for Thermal Stability
and Stability in Air

Viscosity of Liquids

Surface Tension of Aqueous Solutions
Fat Solubility of Solid and Liquid
Substances

Effects on biotic systems

201
202

203
204

205
206
207
208
209

Alga, Growth Inhibition Test

Daphnia sp. Acute Immobilisation Test
and Reproduction Test

Fish, Acute Toxicity Test

Fish, Prolonged Toxicity Test: 14-day
Study

Avian Dietary Toxicity Test

Avian Reproduction Test

Earthworm, Acute Toxicity Tests
Terrestrial Plants, Growth Test
Activated Sludge, Respiration Inhibi-
tion Test

Degradation and accumulation

Ready biodegradability

301
301
301
301
301

A Modified AFNOR Test

B Modified Sturm Test

C Modified MITI Test (I)

D Closed Bottle Test

E Modified OECD Screening Test

Inherent biodegradability

302

A Modified SCAS Test

302
302

B Modified Zahn-Wellens Test
C Modified MITI Test (II)

Simulation test

303

A Aerobic Sewage Treatment:
Coupled Units Test

Biodegradability in soil

304

A Inherent Biodegradability Test in
Soil

Bioaccumulation

305
305
305
305
305

A Sequential Static Fish Test

B Semi-static Fish Test

C Degree of Bioconcentration in Fish
D Static Fish Test

E Flow-through Fish Test

Health effects

Short-term toxicology

401
402
403
404
405
406
407

408

409

410

411
412

413

414
415
416
417
418

419

Acute Oral Toxicity

Acute Dermal Toxicity

Acute Inhalation Toxicity

Acute Dermal Irritation/Corrosion
Acute Eye Irritation/Corrosion

Skin Sensitisation

Repeated Dose Oral Toxicity—Rodent:
28/14~day

Subchronic Oral Toxicity—Rodent:
90-day

Subchronic Oral Toxicity—Non-rodent:
90-day

Repeated Dose Dermal Toxicity:
21/28-day

Subchronic Dermal Toxicity: 90-day
Repeated Dose Inhalation Toxicity:
28/14-day

Subchronic Inhalation Toxicity:
90-day

Teratogenicity

One-generation Reproduction Toxicity
Two-generation Reproduction Toxicity
Toxicokinetics

Acute Delayed Neurotoxicity of
Organophosphorus Substances
Subchronic Delayed Neurotoxicity of
Organophosphorus Substances: 90-day
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Table 2.

(Continued)

Long-term toxicology

477

Sex-linked Recessive Lethal Test in

451 Carcinogenicity Studies Drosophila melanogaster
452 Chronic Toxicity Studies : 478 Rodent Dominant Lethal Test
453 Combined Chronic Toxicity/Carcinoge- 479 In vitro Sister Chromatid Exchange
nicity Studies Assay in Mammalian Cells
Genetic toxicology 480 Saccharomyces cerevisiae, Gene Mutation
471 Salmonella typhimurium, Reverse Assay
Mutation Assay 481 Saccharomyces cerevisiae, Mitotic
472 Escherichia coli, Reverse Mutation Recombination Assay
Assay 482 DNA Damage and Repair, Unscheduled
473 In vitro Mammalian Cytogenetic Test DNA Synthesis in Mammalian Cells
474 Micronucleus Test in vitro
475 In vivo Mammalian Bone Marrow 483 Mammalian Germ Cell Cytogenetic
Cytogenetic Test—Chromosomal Assay
Analysis 484 Mouse Spot Test
476 In vitro Mammalian Cell Gene Muta- 435 Mouse Heritable Translocation Assay
tion Test
Table 3. Step system of ecotoxicity tests in european community
Test species Test item Level Le{’ el Le; el
Acute toxicity (LCso) O
Fish Long term toxicity (at least 14 days) O
Long term toxicity (including reproduction) O
. Acute toxicity (LCso) O
Daphnia .
Reproduction (21 days) O
Alga Growth inhibition O
Higher plant Toxicity O
Earth worm Toxicity O
Bird (When BCF is larger than 100) l O
Other species ll (If necessary) ' O

FELNRS - SARCERFEWRR  KRARATHECBHEHBRENPE » BT RRERR
HIMREE - RS A YHEARE AL « &K  FEATHE > THEMRRMN  SIMREE
BB EENERZNE T MR - S AE RT3 MRBETTRET ©

ARBEER » WIHMKNEAR (EC) HERSHNBWEMARE (MX=Fm) @ TH-R
HERNEREERR  BREEASEEYR  RRRMRAEERMY -
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Table 4. Recommended species

Recommended Recommended

Recommended species test temperature | total length of test
o (range in °C) fish in cm*

Brachydanio rerio (Teleostei, Cyprinidae) (Hamilton- 21~25 2.0+1.0
Buchanan) Zebra-fish

Pimephales promelas (Teleostei, Cyprinidae) Fathead 21~25 2.0£1.0
minnow

Cyprinus carpio (Teleostei, Cyprinidae) (Linné 1758) 20~24 3.0+1.0
Common carp

Oryzias latipes (Teleostei, Poeciliidae) (Schlegel 1850) 21~25 2.0+1.0
Red killifish

Poecilia reticulata (Teleostei, Poeciliidae) (Peters 1859) 21~25 2.0+1.0
Guppy

Lepomis macrochirus (Teleostei, Centrarchidae) (Linné 21~25 2.0+1.0
1758) Bluegill

Salmo gairdneri (Teleostei, Salmonidae) (Richardson 13~17 5.0+1.0
1836) Rainbow trout
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Table 5. Test results under “full life cycle test” and “FELST”
Toxicant Species IE/I#’;}‘I(): Estimz(a;legd/ll)\/IATC
Metals
1. Cadmium Fathead minnow 37.0-57.0 37.0-57.0
2. Cadmium Bluegill 31.0-80.0 31.0-80.0
* 3. Cadmium Flagfish 4.1-8.1 8.1-16.0
4. Cadmium Flagfish 7.4-16.9 7.4-16.9
5. Cadmium Flagfish 3.0-6.5 3.0-6.5
6. Cadmium Flagfish 3.4-7.3 3.4-7.3
7. Cadmium Brook trout 1.7-3.4 1.7-3.4
8. Copper Fathead minnow 10.6-18.4 10.6-18.4
9. Copper Brook trout 9.5-17.4 9.5-17.4
10. Copper Brook trout 9.5-17.4 9.5-17.4
11. Copper Bluegill 21.0-40.0 21.0-40.0
12. Chromium Fathead minnow 1,000. 0-3,950.0 1,000.0-3,950.0
13, Chromium Brook trout 200.0-350.0 200.0-350.0
14. Lead Brook trout 58.0-119.0 58.0-119.0
*15. Lead Flagfish 31.3-62.5 62.5-125.0
16. Nickel Fathead minnow 380.0-730.0 380.0-730.0
17. Zinc Fathead minnow 30.0-180.0 30.0-180.0
*18. Zinc Flagfish 26.0-51.0 51.0-85.0
*19. Zinc Flagfish 75.0-139.0 139.0-267.0
20. Zinc Brook trout 532.0-1,368.0 532.0-1,368.0
21. Zinc Fathead minnow 78.0-145.0 78.0-145.0
Tri-metal
22. Mixture Fathead minnow
Zinct 27.3-42.3 27.3-42.3
Cadmiumt 3.9-7.1 3.9-7.1
Copper 5.3-6.7 5.3-6.7
Organo-metallics
*23. Methylmercury Fathead minnow 0.07-0.13 0.13-0.23
24. Methylmercury Flagfish 0.17-0.33 0.17-0.33
25. Methylmercury Brook trout 0.29-0.93 0.29-0.93
Halogens
26. Chlorine Fathead minnow 14.0-42.0 14.0-42.0
*27. Chloramine Fathead minnow 16.0-43.0 43.0-108.0

28. Fluoride
PCBs

29, PCB-1254
30. PCB-1242
31. PCB-1248
32. PCB-1260
Pesticides
*33. Atrazine

Fathead minnow

Fathead minnow
Fathead minnow
Fathead minnow

Fathead minnow

Brook trout

6,800.0-13,600.0

1.8-4.6
5.4-15.0
1.1-3.0
2.1-4.0

60.0-120.0

6,800.0-13,600.0

1.8-4.6
5.4-15.0
1.1-4.4
2.1-4.0

120.0-240.0
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Table 5. (Continued)

Toxicant Species i}fu:/ll(): EStim?Legd/l?IATC
34. Captan Fathead minnow 16.5-39.5 16.5-39.5
35. Carbaryl Fathead minnow 210,0-680.0 210.0-680.0
36. Diazinon Flagfish 54.0-88.0 54.0-88.0
37. Diazinon Fathead minnow 6.8-13.5 6.8-13.5
38. Diazinon Brook trout <0.80 <0.80
39. Endrin Flagfish 0.22-0.30 0.22-0.30
*40. Guthion® Fathead minnow 0.33-0.51 0.7-1.8
*41. Lindane Fathead minnow 9.1-34.5 No effect
42. Malathion Flagfish 8.6-10.9 8.6-10.9
43. Acrolein Fathead minnow 11.4-41.7 11.4-41.7
44. Heptachlor Fathead minnow 0.86-1.84 0.86-1.84
45. Endosulfan Fathead minnow 0.20-0.40 0.20-0.40
*46. Trifluralin Fathead minnow 1.95-5.1 5.1-8.2
47. Toxaphene Brook trout <0.039 <0.039
Sewage
48. Nondisinfected Fathead minnow 25-50% 25-50%
49, Chlorinated Fathead minnow 7-149% 7-1494
50. Dechlorinated Fathead minnow 50-100% 50-10094
51. Chlorobrominated Fathead minnow 50-10094 50-1009
Other
52. Linear alkylate sulfonate Fathead minnow 630.0-1,200.0 630.0-1,200.0
53. pH Fathead minnow 6.6-5.9 (pH) 6.6-5.9 (pH)
54. pH Brook trout 6.5-6.1 (pH) 6.5-6.1 (pH)
55. NTA Fathead minnow 54,000.0-114,000.0 54,000.0-114,000.0
56. Oxygen Fathead minnow 5.01-4.02 (mg/1) 5.01-4.02 (mg/1)
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