
References



References

1.

2.

3.

4.

5.

6.

7.

8.

9.

10.

11.

12.

13.

Administrative Conference of the United States,
Office of the Chairman, OSHA Rulemak”ngl%o-
cedures, report to the Assistant Secretary for Oc-
cupational Safety and Health, Occupational
Safety and Health Administration (Washington,
DC: Feb. 19, 1987).
Aidala, J. V., FederaZ Insecticide, Fungicide, and
Rodenticide  Act: Reauthorization Issues Before
the 99th Congress, Congressional Research Serv-
ice, Library of Congress, Feb. 27, 1985.
Albert, R. E., Train, R. R., and Anderson, E.,
“Rationale Developed by the Environmental Pro-
tection Agency for the Assessment of Carcino-
genic Risks,”J.  Nat. Cancer Inst. 58:1537-1541,
May 1977.
American Industrial Health Council, “Statement
of Donald E. Stevenson, ” presented at public
meeting on National Toxicology Program, An-
nuaZ Report, Washington, DC, Apr. 21, 1987.
American Iron and Steel Institute v. Occupa-
tional Sakety and Health Adnu”nistration,  Federal
Reporter, Second Series 577 (1978), p. 825.
American Textile Manufacturers Institute v.
Donovan, U.S. Reports, Second Series s77
(1981), p. 490.
Ames, B. N., “Dietary Carcinogens and Anticar-
cinogens,” Science 221:1256-1264,  1983.
Ames, B. N., Magaw,  R., and Gold, L. S., “Rank-
ing Possible Carcinogenic Hazards, ” Science
236:271-280,  1987.
Anderson, E. L., and U.S. Environmental Protec-
tion Agency, Carcinogen Assessment Group,
“Quantitative Approaches in Use To Assess Can-
cer Risk, ” Risk Analysis 3(4):77-295,  1983.
Aqua Slide n’Dive  v. ConsumerProduct Safety
Commission, Federal Reporter, Second Series
569 (1978), p. 83.
Auer, C. M., “Approaches to Chemical Hazard
Assessment in the Presence of Limited Data,”
typescript, July 12, 1985.
Auer, C.M. and Francis, E. Z., Executive Sum-
mary-The PMN Process: A Discussion and
Analysis of the New Chemicals Program in the
Office of Toxic Substances, U.S. Environmental
Protection Agency, Office of Pesticides and
Toxic Substances, 1987 (forthcoming).
Bailar, J., Office on Disease Prevention and
Health Promotion, U.S. Department of Health
and Human Services, personal communication,
1987.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

Blaymore, A., “Retroactive Application of Super-
fund: Can Old Dogs Be Taught New Tricks?”
Boston College Environmental Affairs Law Re-
view 12:1-50,  1978.
Brandes, R., U.S. Environmental Protection
Agency, Office of Water Enforcement and Per-
mits, Division of Municipal Pollution Control,
personal communication, July 1986.
Brink, R. H., Executive Secretary, Toxic Sub-
stance Control Act Interagency Testing Commit-
tee, letter to OTA, Dec. 2, 1986.
Brink, R. H., Executive Secretary, Toxic Sub-
stance Control Act Interagency Testing Commit-
tee, letter to OTA, Mar. 24, 1987.
Brink, R. H., Executive Secretary, Toxic Sub-
stance Control Act Interagency Testing Commit-
tee, personal communication, 1987.
Bristol, D. W., “National Toxicology Program
Approach to Monitoring Study Performance, ”
Managing Conduct and Data Quality of Toxi-
cology Studies, B.K. Hoover, et al. (eds. ) (Prince-
ton, NJ: Princeton Scientific Publishing Co.,
1986).
Brown, A., “Summary of the Revised Preamble,”
presentation at the Winter Toxicology Forum,
Washington, DC, Feb. 16-18, 1987.
Burin, G., U.S. Environmental Protection Agency,
Office of Pesticide Programs, personal commu-
nications, 1986 and 1987.
Byrd, D., Halogenated  Solvents Industry Alli-
ance, personal communication, 1987.
Calkins, D. R., Dixon, R. L., Gerber, C. R., et al.,
“Identification, Characterization, and Control of
Potential Human Carcinogens: A Framework for
Federal Decision-Making,” staff paper, U.S. Of-
fice of Science and Technology Policy, Execu-
tive Office of the President, Feb. 1, 1979; printed
in Journal of the National Cancer Institute 64:
169-176, January 1980.
Camon, H. C., Associate Commissioner for Leg-
islative Affairs, U.S. Department of Health and
Human Services, Food and Drug Administra-
tion, comments on unpublished OTA draft re-
port, “Identifying and Regulating Carcinogens”
(1987).
Canter D., Assistant to the Director, National
Toxicology Program, U.S. Department of Health
and Human Services, letter to OTA, Jan. 27,
1987.
Canter D., Assistant to the Director, National

235

63-986 0 - 87 - 7



236

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40,

41.

Toxicology Program, U.S. Department of Health
and Human Services, personal communication,
1987.
Certified Color Manufacturers Association v.
Mathews, Federal Reporter, Second Series 543
(1976), p. 284.
Chemical & Engineering News, “Court Rules
Standards To Be Based on Health,” Chemical&
Engineering News 65(31):6, 1987.
Chemical Manufacturers Association v. NRDC,
U.S. Reports 470 (1985), p. 116.
Chemical Manufacturers Association, National
Agricultural Chemicals Association, and Phar-
maceutical Manufacturers Association, “Com-
ments on the National Toxicology Program’s
Annual Reports on Carcinogens,” presented at
public meeting on National Toxicology Program
AnnuaZ  Report, Washington, DC, Apr. 21,1987.
Cherney, C. T., and Wadzinski, K. M., “State
and Federal Rules Under the Clean Water Act, ”
Nat. Resources Environ. 1:1922, 1968.
Chu, K. C., Cueto, C., and Ward, J. M., “Fac-
tors in the Evaluation of 200 National Cancer In-
stitute Carcinogen Bioassay,” J. Toxicol. Envi-
ron. Health 8:251-280,  1981.
Cohn, M., Consumer Product Safety Commis-
sion, personal communication, 1987.
Coodley, C. F., “Risk in the 1980’s: New Perspec-
tives on Managing Chemical Hazards,” San
Diego Law Review 21(5):1015-1044,  September-
October 1984.
Cooper, R. M., “Stretching Delaney Till It Breaks,”
Regulation 9:11-17, November-December 1985.
Cotruvo, J., Director, Criteria and Standards Di-
vision, U.S. Environmental Protection Agency,
Office of Drinking Water, personal communica-
tion, 1986 and 1987.
Crump, K. S., Heel, D. G., Langely, C. H., et al,,
“Fundamental Carcinogenic Processes and Their
Implications for Low Dose Risk Assessment,”
Cancer Res. 36:2973-2979,  1976.
DeMuth, C. C., and Ginsburg, D. H., “White
House Review of Agency Rulemaking,”  Harvard
Law Review 99:1075-1088,  1986.
Derfler, P., U.S. Department of Health and Hu-
man Services, Food and Drug Administration,
Office of General Counsel, comments on unpub-
lished OTA draft report, “Identifying and Reg-
ulating Carcinogens” (1987).
Di Carlo, F. J., and Fung, V. A., “Summary of
Carcinogenicity Data Generated by the National
Cancer Institute/National Toxicology Program,”
Drug Metabol. Rev. 15(5&6):1251-1273, 1984.
Doll, R., and Pete, R., “The Causes of Cancer:

42.

43.

44.

45.

46.

47.

48.

49.

50.

51.

52.

53.

54.

55.

56.

Quantitative Estimates of Avoidable Risks of
Cancer in the United States Today,”J.  Nat. Can-
cer Inst. 66(6):1193-1308,  June 1981, reprinted
with the same title by Oxford University Press,
1981.
Doniger, E., Senior Staff Attorney, Natural Re-
sources Defense Council, personal communica-
tion, 1987.
Dorge, Carol L., “After ‘Voluntary’ Liability:
The EPA’s Implementation of Superfund,” l?os-
ton College Environmental Affairs Law Review
11:443-479,  1984.
Dow Chemical v. Blum, Federal Supplement 467
(1979), p. 892.
Dow Chemical v. Consumer Product Safety
Commission, Federal Supplement 459 (1978), p.
378.
Dry Color Manufacturing Association v. Oc-
cupational Safety and Health Administration,
Federal Reporter, Second Series, 486 (1979), p.
98.
Dull, D., U.S. Environmental Protection Agency,
Office of Toxic Substances, comments on unpub-
lished OTA draft report “Identifying and Regu-
lating Carcinogens” (1987).
Environmental and Energy Study Institute and
the Environmental Law Institute, Statutory Dead-
lines in Environmental Legislation: Necessary But
Need Improvement (Washington, DC: Septem-
ber, 1985).
Environmental Defense Fund and Boyle, R. H.,
Malignant Neglect (New York: Vintage Books,
1980).
Environmental Defense Fund v. Environmental
Protection Agency, Federal Reporter Second Ser-
ies 465 (1972), p. 528.
Environmental Defense Fund v. Environmental
Protection Agency, Federal Reporter, Second
Series 489 (1973), p, 1247.
Environmental Defense Fund v. Environmental
Protection Agency, Federal Reporter, Second
Series 510 (1975), p. 1292.
Environmental Defense Fund, v. Environmental
Protection Agency, Federal Reporter, Second
Series 548 (1978), p. 998.
Environmental Defense Fund v. Ruckelshaus,
Federal Reporter, Second Series 439 (1971), p.
584.
Environmental Defense Fund v. Train, 8 Envi-
ronmental Reporter Cases (BNA) 2120 (D.D.C.
Cir. 1976), as modified sub. nom. NRDC v. Cos-
tle, 12 Environmental Reporter Cases (BNA)
1833 (D.D.C.  Cir. 1979).
Environmental Monitoring Services, Inc., Tech-



237

57.

58.

59,

60.

61.

62.

63.

64.

65.

66.

67.

nical Background Document To Support Rule-
making Pursuant to CERCLA  Section 102: Vol-
ume 3 (Proposed Rulemaking),  report to the U.S.
Environmental Protection Agency, Contract No.
68-03-3182, December 1986.
Epstein, S. S., and Swartz, J. B., letter, Science
224:660-666,  1984.
Farland, W., Director, Carcinogen Assessment
Group, U.S. Environmental Protection, personal
communication, 1987,
Feron, V. J., Grice, H. C., Griesemer,  R., et al.,
“Report 1: Basic Requirements for Long-Term
Assays for Carcinogenicity,” L.ong-T’erm and
Short-Term Screening Assays for Carcinogens:
A Critical Appraisal, R. Montesano, H. Bartsch,
and L. Tomatis (eds. ), IARC Monographs, Sup-
plement 2 (Lyons, France: International Agency
for Research on Cancer, 1980).
Fredrickson, D. S., “Chairman’s Overview, ”
Health Research Activities of the Department of
Health, Education and Welfare: Current Efforts
and Proposed Initiatives (Washington, DC: U.S.
Department of Health, Education, and Welfare,
1979).
Funk, W., “The Exception That Proves the Rule:
FDF Variances Under the Clean Water Act,” l?os-
ton University Journal of Environmental Affairs
13:1-60, 1985.
Gaba, J. M., “Regulation of Toxic Pollutants Un-
der the Clean Water Act: NPDES Toxics Con-
trol Strategies, ” Journal of Air Law and Com-
merce 50:761-791,  1985.
Gaylor, D. W., and Kodell, R. L., “Linear Inter-
polation Algorithm for Low Dose Risk Assess-
ment of Toxic Substances, ”J. of Environ. Path.
and Toxicol. 4:305-312,  1980.
Gaylor, D. W., National Center for Toxicology
Research, U.S. Department of Health and Hu-
man Services, Food and Drug Administration,
comments on unpublished OTA draft report,
“Identifying and Regulating Carcinogens” (1987).
Glocklin, V. G., “Current FDA Perspectives on
Animal Selection and Extrapolation,” paper pre-
sented at the Monsanto Environmental Health
Laboratory Toxicology Symposium, St. Louis,
MO, Oct. 27, 1985.
Glocklin, V. G., “Drug Regulation,” paper pre-
sented at Toxicology Forum, Annual Meeting,
Aspen, CO, July 28, 1980.
Glocklin, V. G., “Justification for Requiring 12-
mortth Chronic Toxicity Studies for New Drug
Substances,” paper presented at Centre  for Medi-
cines Research Workshop, London, U. K., Oct.
2, 1984.

68.

69.

70.

71.

72.

73.

74.

75.

76.

77.

78.

79.

80.

Glocklin, V. G., U.S. Food and Drug Adminis-
tration, comments on unpublished OTA draft re-
port, “Identifying and Regulating Carcinogens”
(1987).
Glocklin, V. G., and Temple R., U.S. Food and
Drug Administration, personal communication,
1987.
Gold, L. S., Sawyer, C. B., Magaw, R., et al., “A
Carcinogenic Potency Database of the Standard-
ized Result of Bioassay,” Environ. Health Per-
spectives 58:9-319,  1984.
Graham, J. D., “The Failure of Agency-Forcing:
The Regulation of Airborne Carcinogens Under
Section 112 of the Clean Air Act,” Duke Law
Journal 19:100-150,  1985.
Gray, K., Office of General Counsel, U.S. Envi-
ronmental Protection Agency, personal commu-
nication, 1986.
Griesemer,  R. A., and Cueto, C., “Toward a
Classification Scheme for Degrees of Experimental
Evidence for the Carcinogenicity of Chemicals
for Animals,” Molecular and Cellular Aspects of
Carcinogen Screening Tests, R. Montesano, H.
Bartsch, and L. Tomatis (eds.) (Lyons, France:
International Agency for Research on Cancer,
1980).
Grubbs, G., Bureau Chief, Technical Support,
Permits Division, Office of Municipal Pollution
Control, U.S. Environmental Protection Agency,
personal communication, June 1986.
Grundfest,  C., Pharmaceutical Manufacturers
Association, personal communication, 1986.
Gulf South Insul. v. U.S. Consumer Product
Safety Commission, Federal Reporter, Second
Series 701 (1983), p. 1137.
Hall, K., “The Control of Toxic Pollutants Un-
der the Federal Water Pollution Control Act
Amendments of 1972,” Iowa Law Review 63:
609-648, 1978.
Hall, R., Jr., “Regulation of Problem Pollutants
Under the Federal Water Pollution Control Act:
The 1976 Consent Decree,” Proceedings of the
Second Open Forum on Management of Petro-
leum Refine~  Waste Water, EPA Dec. No.
600/2-78-078, March 1978.
Hall, R., Jr., “The Evolution and Implementa-
tion of EPA’s Regulatory Program To Control
the Discharge of Toxic Pollutants to the Nation’s
Waters,” Natural Resources Lawyer 10:507-529,
1977.
Halogenated Solvents Industry Alliance, “Com-
merits, ” statement presented at public meeting on
National Toxicology Program Annual Report,
Washington, DC, Apr. 21, 1987.



238

81.

82.

83.

84.

85.

86.

87.

88.

89.

90.

91.

92.

93,

Harrill, E. D., Director of Congressional Rela-
tions, Consumer Product Safety Commission,
comments on unpublished OTA draft report,
“Identifying and Regulating Carcinogens” (1987).
Haseman, J. K., “Comments,” paper presented at
the Winter Toxicology Forum, Washington, DC,
Feb. 16-18, 1987.
Haseman, J. K., “Statistical Issues in the Design,
Analysis and Interpretation of Animal Carcino-
genicity Studies,” Environ. Health Perspectives
58:385-392,  1984.
Haseman, J. K., Crawford, D. D., Huff, J. E., et
al., “Results From 86 Two-Year Carcinogenic-
ity Studies Conducted by the National Toxicol-
ogy Program,” J. Toxicol. Environ. Health 14:
621-639, 1984.
Haseman,  J. K., Huff, J. E., Zeiger, E. E., et al.,
“Results of 327 Chemical Carcinogenicity Studies
Conducted by the National Cancer Institute and
the National Toxicology Program, ” Environ.
Health Perspectives (in press).
Hattis, D., and Smith, J. A., “What’s Wrong
With Quantitative Risk Assessment?” paper pre-
sented at the Conference on Moral Issues and
Public Policy Issues in the Use of the Method of
Quantitative Risk Assessment, Georgia State
University, Sept. 26-27, 1985.
Haworth, S., Lawlor, T., Mortelman, K., et al.,
“Salmonella Mutagenicity Test Results for 250
Chemicals,” Environ. Mutagen. 5 (Suppl. 1):3-
142, 1983.
Hercules, Inc. v. Environmental Protection
Agency, Federal Reporter, Second Series 598
(1978) pp. 91-131.
Heel, D. B., Kaplan, N. L., and Anderson, M. W.,
“Implication of Nonlinear Kinetics on Risk Assess-
ment in Carcinogenesis, ” Sa”ence  219:1032-1037,
1983.
Hudson, E.J., “National Toxicology Program,”
Office of Program Planning and Evaluation, Na-
tional Institute of Environment Health Sciences
(unpublished paper), July, 1981.
Huff, J. E., “Carcinogenesis  Bioassay Results
From the National Toxicology Program,” Envi-
ron. Health Perspectives 45:185-198,  1982.
Huff J. E., Eustis, S. L., and Haseman,  J. K.,
“Chemicals Causing Malignant, Malignant and
Benign, or Benign Neoplasia in 113 Recent NTP
Long-Term Carcinogenesis Studies in Rodents,”
unpublished manuscript, May 1986.
Huff J. E., McConnell, E. E., Haseman,  J. K., et
al., “Carcinogenesis  Studies Results of 398 Ex-
periments on 104 Chemicals From the U.S. Na-
tional Toxicology Program,” proceedings of the
Collegium Ramazzini Conference, Bologna,

94.

95.

96.

97.

98.

99.

100.

101.

102.

103.

104.

105.

106.

Italy, October 1985, Annals of the New York
Academy of Sciences (in press).
Huff, J. E., Pharmacologist, Division of Toxicol-
ogy Research and Testing, National Toxicology
Program, Department of Health and Human
Services, National Institute of Environmental
Health Sciences, memorandum to Dr. John Moore,
May 9, 1980.
Huff, J., Pharmacologist, Division of Toxicol-
ogy Research and Testing, National Toxicology
Program, Department of Health and Human
Services, National Institute of Environmental
Health Sciences, personal communication, 1986
and 1987.
Industrial Union Department AFL-CIO v. Amer-
ican Petroleum Institute, U.S. Reports 448 (1980),
p. 607.
Industrial Union Depatiment AEL-CIO v. Ho&-
son, Federal Reporter, Second Series 467 (1974),
p. 467.
International Agency for Research on Cancer,
Approaches To Classifying Chemical Carcino-
gens According to Mechanism of Action, Tech-
nical Report No. s3/001  (Lyons, France: Inter-
national Agency for Research on Cancer, 1983).
International Agency for Research on Cancer,
IARC Monographs on the Evaluation of Car-
cinogenic Risks to Humans: Preamble, IARC
Technical Report No. 87/001 (Lyons, France:
IARC, 1987).
Jacoby, D., Counsel for Standards, U.S. Depart-
ment of Labor, Office of the Solicitor, personal
communication, 1986.
Jaffe, L. L., and Nathanson, N. L., Administra-
tive Law (Boston, MA: Little, Brown and Co.,
1968).
Juskevich J., Department of Health and Human
Services, Food and Drug Administration, Cen-
ter for Veterinary Medicine, personal commu-
nication, July 27, 1987.
Kellam, R., Chief, Program Analysis and Tech-
nology Division, Office of Air and Radiation,
U.S. Environmental Protection Agency, personal
communication, July 1986.
Kelly T. E., Acting Director, Office of Standards
and Regulations, U.S. Environmental Protection
Agency, comments on unpublished OTA draft
report, “Identifying and Regulating Carcinogens”
(1987).
Keyworth, G. A., Science Advisor to the Presi-
dent, statement before the Subcommittee on
Commerce, Transportation, and Tourism, Com-
mittee on Energy and Commerce, U.S. House of
Representatives, Mar. 17, 1983.
Kooyoomjian,  J., Office of Solid Waste and



239

107.

108.

109.

110.

111.

112.

113.

114.

115.

116.

117.

118.

119.

120.

121.

Emergency Response, U.S. Environmental Pro-
tection Agency, personal communication, July
1986.
Kovalick W., Deputy Director, Office of Emer-
gency and Remedial Response, U.S. Environ-
mental Protection Agency, letter to OTA, Mar.
16, 1987.
Kover F., Chief, Chemical Screening Branch, Of-
fice of Toxic Substances, U.S. Environmental
Protection Agency, personal communication,
1987.
Lehman, A. J., Patterson, W. I., Davidow, B., et
al., “Procedures for the Appraisal of the Toxic-
ity of Chemicals in Foods, Drugs and Cosmetics, ”
Food Drug Cosmetic Law J. 10:679-748,  1955.
Lemberg, S., Assistant General Counsel, U.S.
Consumer Product Safety Commission, personal
communication, 1986.
Lowrance, W., Of Acceptable Risk: Science and
the Determination of%fety (Los Altos, CA: Wil-
liam Kaufman, 1976).
Lynn, F. M., “The Interplay of Science and Values
in Assessing and Regulating Environmental Risks, ”
Sci. Technol.  Human Values 11(2):40-50,  Spring
1986.
Maguire, A., statement at public meeting on Na-
tional Toxicology Program Annual Report,
Washington, DC, Apr. 21, 1987.
Marcus, A., “The Environmental Protection
Agency, ” in The Politics of Regulation, James
Wilson (cd. ) (New York: Basic Books, 1980).
Maronpot, R. R., Haseman, J. K., Boorman,
G. A., et al., “Liver Lesions in B6C3F1  Mice: The
National Toxicology Program, Experience and
Position,” Arch. ToxicoZ, Suppl. 10:10-26, 1987.
Marshall, E., “Carcinogenesis  Without Contro-
versy,” Science 224:1078,  June 8, 1984.
Marshall, E., “Revisions in Cancer Policy,” Sci-
ence 220:36-37,  Apr. 1, 1983.
Martonick, J., Deputy Director, Health Stand-
ards, Occupational Safety and Health Adminis-
tration, personal communication, 1986 and 1987.
Mazuzan, G. T., and Walker, J. S., ControZ of the
Atom (Berkeley, CA: University of California
Press, 1984).
McConnell E., Director Toxicology Research and
Testing Program, U.S. Department of Health
and Human Services, National Institute of Envi-
ronmental Health Sciences, personal communi-
cation, 1986.
McConnell, E., Director Toxicology Research
and Testing Program, U.S. Department of Health
and Human Services, National Institute of Envi-
ronmental Health Sciences, comments on unpub-

122.

123.

124.

125.

126.

127.

128,

129,

130.

131.

132.

133.

134.

135

lished OTA draft report, “Identifying and Reg-
ulating Carcinogens” (1987).
McGarity, T. O., “OSHA’S Generic Carcinogen
Policy: Rule Making Under Scientific and Legal
Uncertainty,” Law and Science in Collaboration,
J.D. Nyhart and M.M. Carrow (eds.) (Lexing-
ton, MA: Lexington Books, 1983).
McGaughy, R., Carcinogen Assessment Group,
U.S. Environmental Protection Agency, personal
communication, 1987.
McGinnis, J. M., Director, Office of Disease Pre-
vention and Health Promotion, U.S. Department
of Health and Human Services, comments on un-
published OTA draft report, “Identifying and
Regulating Carcinogens” (1987).
McGuire, J., Supervisory Research Chemist,
Measurements Branch, Environmental Research
Laboratory, U.S. Environmental Protection
Agency, personal communication, 1987.
Merrill, R. A., “CPSC Regulation of Cancer Risks
in Consumer Products: 1972-1981, ” Virginia Law
Review 67:1261-1375,  1981.
Merrill, R. A., “Regulating Carcinogens in Food:
A Legislator’s Guide to the Food Safety Provi-
sions of the Federal Food, Drug, and Cosmetic
Act,” Michigan Law Review 72:172-250,  1979.
Merrill R.A. and Schewel,  “FDA Regulation of
Environmental Contaminants of Food, ” Virginia
Law Review 8:1357, 1980.
Monsanto v. Kennedy, Federal Reporters, Sec-
ond Series 613 (1979), p, 947.
Moore, J., Assistant Administrator, Office of
Pesticides and Toxic Substances, U.S. Environ-
mental Protection Agency, letter to Representa-
tive Henry Waxman, Oct. 2, 1985.
Morbidity and Mortality Weekly Report, “NIOSH
Recommendations for Occupational Safety and
Health Standards,” Morbidity and Mortality
Weekly Report 34(1 S):22S, July 19, 1985.
Morrison, A. B., “OMB Interference With Agency
Rulemaking:  The Wrong Way To Write a Reg-
ulation,” Harvard Law Review 99:1059-1074,
1986.
Mortelmans,  K., Haworth, S., Lawlor, T., et al.,
“Salmonella Mutagenicity Tests, II: Results From
the Testing of 270 Chemicals, ” Environ. Muta-
gen. 8( Suppl. 7):1-119, 1986.
National Academy of Sciences/National Research
Council, Board on Toxicology and Environ-
mental Health Hazard, Drinking Water and
Health, vols. 1-8 (Washington, DC: NationaI
Academy Press, 1977-86).
National Academy of Sciences/National Re-
search Council, Meat and Poultry Inspection:

63-986 0 - 87 - 8



240

136.

137,

138.

139.

140.

141.

142.

143.

144.

145,

146.

147.

The Scientific Basis of the Nation’s Program
(Washington, DC: National Academy Press,
1985).
National Academy of Sciences/National Re-
search Council, Regulating Pesticides in Food—
The Delaney Paradox (Washington, DC: Na-
tional Academy Press, 1987).
National Academy of Sciences/National Re-
search Council, Risk Assessment in the Federal
Government: Managing the Process (Washing-
ton, DC: National Academy Press, 1983).
National Academy of Sciences/National Re-
search Council, Toxicity Testing; Strategies To
Determine Needs and Priorities (Washington,
DC: National Academy Press, 1984).
National Association of Metal Finishers v. Envi-
ronmental Protection Agency, Federal Reporter,
Second Series 719 (1983), p. 624, revised sub
nom. ChemicaJ Manufacturers Association v.
Natural Resources Defense Council, Supreme
Court Reports 105 (1985), p. 1102.
Natural Resources Defense Council v. Costle,
Environmental Reporter Cases 12 (D. D. C. Cir.,
Mar. 9, 1979).
Natural Resources Defense Council v. Environ-
mental Protection Agency, Environmental Reporter
Cases 17 (D. D. C. Cir., July 8, 1982), p. 1721.
Natural Resources Defense Council v. Environ-
ment] protection Agency, et a]., No. 85-1150
(D. D. C. Cir., July 28, 1987).
Natural Resources Defense Council v. Gorsuch,
Environmental Reporter Cases 17 (1982), p.
2013.
Natural Resources Defense Council v. Gorsuch,
October 1982; Natural Resources Defense Coun-
cil v. Ruckelshaus, August 1983; Natural Re-
sources Defense Council v. Ruckelshaus, Janu-
ary 1984; Natural Resources Defense Council v.
Ruckelshaus,  July 1984; Natural Resources De-
fense Council v. Thomas, January 198s; and
Natural Resources Defense Council v. Thomas,
April 1986, Civil Actions Nos. 73-2153, 75-0172,
75-1698, 75-1267.
Natural Resources Defense Council v. Thomas,
U.S. Court of Appeals, District of Columbia Cir-
cuit, Civil Actions 84-1387, 85-1567, brief for
petitioners (1985).
Natural Resources Defense Council v. Thomas
et al., U.S. Court of Appeals, District of Colum-
bia Circuit, Civil Actions 84-1387,85-1567, brief
for respondents, 1985.
Natural Resources Defense Council v. Thomas,

148.

149.

150.

151.

152.

153.

154.

155.

156.

157.

158.

159.

160.

161.

No. 86 CIV 0603 (CSH), pending in S. Dist. of
N.Y.
Natural Resources Defense Council v. Train,
Environmental Reporter Cases 8(D.D.C.Cir.,
1976), p. 2120.
Nichols, A. L., and Zeckhauser, R.J., ‘The Dangers
of Caution: Conservatism in Assessment and the
Mismanagement of Risk,” Harvard University
Energy and Environmental Policy Center, John
F. Kennedy School of Government, discussion
paper series (Cambridge, MA, November 1985).
Nothstein, G. Z., The Law of Occupational
Safety and Health (New York: The Free Press,
1981).
Ohanian, E. V., and Cotruvo, J. A., “Summation
From a Regulatory Perspective,” Environmental
Health Perspectives 69:281-284,  1986.
Olson, E. D., “The Quiet Shift of Power: Office
of Management and Budget Supervision of Envi-
ronmental Protection Agency Rulemaking Un-
der Executive Order 12,291,” Virginia Journal of
Natural Resources Law 4:1-80, 1984.
Pactra Industries v. Consumer Product Safety
Commission, Federal Reporter, Second Series ss
(1977), p. 677.
Page, T., “A Framework for Unreasonable Risk
in the Toxic Substances Control Act (TSCA),”
Management of Assessed Risk for Carcinogens,
W.J. Nicholson (cd.), Annals of the New York
Academy of Sciences, vol. 363 (New York: New
York Academy of Sciences, 1981).
Perera, F. P., and Petite, C., “Formaldehyde: A
Question of Cancer Policy?” Science 216:1285-
1291, 1982.
Perera, F. P., “Quantitative Risk Assessment and
Cost-Benefit Analysis for Carcinogens at EPA:
A Critique,” J. Environ. Health Po]. (in press).
Perera, F. P., ‘The Genotoxic/Epigenetic Distinc-
tion: Relevance to Cancer Policy, ” Environ. Res.
34:175-191,  1984.
Perera F. P., Senior Science Advisor, Natural Re-
sources Defense Council, comments on unpub-
lished OTA draft report, “Identifying and Reg-
ulating Carcinogens” (1987).
Pete, R., and Schneiderman, M., Quantification
of Occupational Cancer, Banbury House Report
9 (Cold Spring Harbor, NY: Cold Spring Har-
bor Laboratory, 1981).
Petrie, J., U.S. Department of Labor, Mine Safety
and Health Administration, personal communi-
cation, 1986 and 1987,
Pharmaceutical Manufacturers Association,



241

“Guidelines for the Assessment of Drug and
Medical Device Safety in Animals, ” typescript,
February 1977.

162. physician’s Desk Reference (Oradell, NJ: Medi-
cal Economics Co., 1987).

163. Pitot, H. C., Fundamentals of Oncology, 3d ed.
(New York: Marcel Dekker, 1986).

164. Preuss P., Director, Office of Health and Envi-
ronmental Assessment, U.S. Environmental Pro-
tection Agency, personal communication, 1986.

165. Public Citizen Health Research Group v. Auchter,
Federal Reporter, Second Series 702 (1983), p.
1150.

166. Purcell T., Office of Water Regulations and
Standards, Criteria and Standards Division, U.S.
Environmental Protection Agency, comments on
unpublished OTA draft report, “Identifying and
Regulating Carcinogens” (1987).

167. Radian Corp., Draft User’s Manual forModified
Hazardous Air Pollutant Pn”oritization  System
(M.HAPPS),  prepared for U.S. Environmental
Protection Agency, Office of Air Quality Plan-
ning and Standards, Pollutant Assessment Branch,
Contract No. 68-02-3889, December 1985.

168. Reagan, R., “Federal Regulation,” Executive Or-
der No. 12291, Fed. Reg. 46(33):13193,  Feb. 17,
1981.

169. Reagan, R., “Regulatory Planning Process” Ex-
ecutive Order No. 12498, Fed. Reg. 50:1036,  Jan.
4, 1985.

170. Renwick, A. G., “Pharmacokinetics in Toxicol-
ogy,” Principles and Methods of Toxicology,
A.W. Hayes (cd. ) (New York: Raven Press,
1982).

171. Rikleen, L. S., “Negotiating Superfund Settlement
Agreements,” Boston College  EzzvironmentalAf-
fairs Review 10:639-714, 1982-83.

172. Rinsky, R. A., Smith, A. B., Hornung, R., et al.,
“Benzene and Leukemia,” New EnglandJ.  Med.
316:1044-1050,  Apr. 23, 1987.

173. Robbins, A., Professor, Boston University School
of Public Health, statement presented at public
meeting on National Toxicology Program An-
nual Report, Washington, DC, Apr. 21, 1987.

174.  Rodgers, W., Handbook of Environmental Law
(St. Paul, MN: West Publishing Co., 1977).

17s. Rogers, P., quoted in Occupational Health &
Safety Letter, May 22, 1987.

176. Rogers, P., statement presented at public meet-
ing on National Toxicology Program Annual Re-
port, Washington, DC, Apr. 21, 1987.

177. Rubin, M., Chief, Chemicals Industry Branch,
Industrial Technology Division, Office of Water,
U.S. Environmental Protection Agency, personal
communication, 1986.

178. Ruckelshaus,  W. D., “Risk in a Free Society,”
Risk Anal. 4(3):157-162,  1983.

179. Rushefsky, M. E., “Assuming the Conclusions:
Risk Assessment in the Development of Cancer
Policy,” Po]. Life Sci. 4(1):31-66, August 1985.

180. Rushefsky, M. E., Making Cancer PoZicy  (Al-
bany, NY: State University of New York Press,
1986).

181. Ruttenberg, R., and Bingham,  E., “A Compre-
hensive Occupational Carcinogen Policy as a
Framework for Regulatory Activity, ” Manage-
ment of Assessed Risk for Carcinogens, W.J.
Nicholson (cd.), Annals  of the New York Acad-
emy of Sciences, vol. 363 (New York: New York
Academy of Sciences, 1981).

182. Scheuplein,  R., Food and Drug Administration,
personal communication, 1987.

183. Schroeder, C., “A Decade of Change in Regu-
lating the Chemical Industry,” Law and Contem-
porary Problems 46(4):1,  1983.

184. Scott v. Foodand DrugAdministration, Federal
Reporter, Second Series, 728 (1984), p. 322.

185. Shackelford, W. M., and Cline, D. M., “Organic
Compounds in Water,” Environ. Sci. Technol.
20(7):652-657,  1986.

186. Silbergeld E., Environmental Defense Fund, let-
ter to OTA, Mar. 11, 1987.

187. Society for Plastics Industn”es  v. Occupational
Safety and Health Administration, Federal Re-
porter, Second Series s09 (197s), p. 1301.

188. Springer, J., Food and Drug Administration, per-
somd communication, 1987.

189. Springs Mills v. Consumer Product Safety Com-
mission, Federal Supplement 434 (1977), p. 416.

190. Sutherland, W., Mine Safety and Health Admin-
istration, U.S. Department of Labor, personal
communication, 1986 and 1987.

191. Synthetic Organic Chemical Manufacturers Asso-
ciation v. Breman  I, Federal Reporter, Second
Series 503 (1974), p. 1155.

192. Synthetic Organic Chemical Manufacturers Asso-
ciation v. Brennan  II, Federal Reporter, Second
Series 506 (1974), p. 385.

193. Temple R., Director, Office of Drug Research
and Review, Center for Drugs and Biologics,
U.S. Department of Health and Human Services,
Food and Drug Administration, personal com-
munication, Feb. 2, 1987.

194. Tennant, R. W., Margolin, B. H., Shelby, M. D.,
et al., “Prediction of Chemical Carcinogenicity
in Rodents From In Vitro Genetic Toxicity As-
says,” Science 236:933-941,  1987.

195.  Timm, G., Office of Toxic Substances, U.S.
Environmental Protection Agency, personal
communication, Apr. 2, 1987.



242

196.

197.

198.

199.

200.

201.

202.

203.

204.

205.

206,

Todhunter, J. A., “Review of Data Available to
the Administrator Concerning Formaldehyde
and Di(2-ethylhexyl) Phthalate (DEHP),  ” memo
to A.M. Gorsuch, Feb. 10, 1982.
U.S. Congress, “Joint House-Senate Summary
and Explanation, ” legislative history for Public
Law 95-622, Congressional Record 124: H13566,
Oct. 14, 1978.
U.S. Congress, General Accounting Office, De-
lays in EPA’s Regulation of Hazardous Air Pol-
lutants, RCED-83-199  (Washington, DC: U.S.
Government Printing Office, Aug. 26, 1983).
U.S. Congress, General Accounting Office, Fed-
eral Efforts To Protect the Public From Cancer-
Causing Chemicals Are Not Very Effective (Wash-
ington, DC: U.S. Government Printing Office,
1976).
U.S. Congress, General Accounting Office, Haz-
ardous Waste: EPA Has Made Limited Progress
in Determining the Wastes To Be Regulated,
GAO/RCI!13-87-27  (Washington, DC: U.S. Gov-
ernment Printing Office, Dec. 1986).
U.S. Congress, General Accounting Office, IVa-
tional Toxicology Program: Efforts To Improve
Oversight of Contractors Testing Chemicals,
HRD-85-86 (Washington, DC: U.S. Government
Printing Office, 1985).
U.S. Congress, General Accounting Office, Non-
ag~”cultural Pesticides: Risks and Regulation
(Washington, DC: U.S. Government Printing
Office, Apr. 18, 1986).
U.S. Congress, General Accounting Office, Pes-
ticides: EPA’s Formidable Task To Assess and
Regulate Their Risks (Washington, DC: U.S.
Government Printing Office, 1986).
U.S. Congress, House of Representatives, Com-
mittee on Agriculture, Subcommittee on Depart-
ment Operations, Research, and Foreign Agri-
culture, Hearings on the Federal Food liradiation
Development and Control Act of 2985 (H.R.
696), Hearings, Nov. 11, 1985 (Washington, DC:
U.S. Government Printing Office, 1986).
U.S. Congress, House of Representatives, Com-
mittee on Appropriations, Subcommittee on La-
bor and Health Education and Welfare, Depart-
ment of Labor, Health, Education and Welfare,
and Related Agencies Appropriations for 1981,
Part 4, IVationaZ Institutes of Health, Hearings,
Feb. 25, 28, 29, Mar. 3-6, 1980 (Washington,
DC: U.S. Government Printing Office, 1980).
U.S. Congress, House of Representatives, Com-
mittee on Energy and Commerce, Subcommit-
tee on Oversight and Investigations, EPA’s As-
bestos Regulations: Report on a Case Study on
OMB Interference in Agency Rulemaking  (Wash-

207.

208.

209,

210.

211.

212.

213.

214.

215.

216,

217.

ington, DC: U.S. Government Printing Office,
1985).
U.S. Congress, House of Representatives, Com-
mittee on Energy and Commerce, Subcommit-
tee on Oversight and Investigations, OM13 Re-
view of CDCResearch:  Impact of the Paperwork
Reduction Act (Washington, DC: U.S. Govern-
ment Printing Office, 1986).
U.S. Congress, House of Representatives, Com-
mittee on Energy and Commerce, Subcommit-
tee on Oversight and Investigations, Investiga-
tion of the Environmental Protection Agency,
Report on the President’s Claim of Executive
Privilege Over EPA Documents, Abuses in the
Superfund Program, and Other Matters, Com-
mittee Print 984 (Washington, DC: U.S. Gov-
ernment Printing Office, 1984).
U.S. Congress, House of Representatives, Com-
mittee on Government Operations, FDA’s Reg-
ulation of Zomax, H. Rpt. 98-584 (Washington,
DC: U.S. Government Printing Office, 1983).
U.S. Congress, House of Representatives, Com-
mittee on Government Operations, HHS’ Fai]-
ure To Enforce the Food, Drug, and Cosmetic
Act: The Case of Cancer-Causing Color Addi-
tives, H. Rpt. 99-151 (Washington, DC: U.S.
Government Printing Office, 1985).
U.S. Congress, House of Representatives, Com-
mittee on Government Operations, Human Food
Safety and the Regulation of Animal Drugs, H.
Rpt. 99-461 (Washington, DC: U.S. Government
Printing Office, 1985).
U.S. Congress, House of Representatives, Com-
mittee on Interstate and Foreign Commerce,
Committee Report To Accompany H.R. 14032,
H. Rpt. 94-1341 (Washington, DC: U.S. Gov-
ernment Printing Office, 1976).
U.S. Congress, House of Representatives, Com-
mittee on Science and Technology, Subcommit-
tee on Investigations and Oversight, National
Toxicology Program, Hearings, July 15, 1981
(Washington, DC: U.S. Government Printing
Office, 1981).
U.S. Congress, House of Representatives, Report
To Accompany H.R. 13W2 (Safe Drinking Water
Act), H. Rpt. 93-1185 (Washington, DC: U.S.
Government Printing Office, July 10, 1974).
U.S. Congress, House of Representatives, Report
on the Safe Drinking Water Act Amendments of
1985, Rpt. N<o. 99-168.
U.S. Congress, Office of Technology Assess-
ment, “Smoking-Related Deaths and Financial
Costs,” staff memorandum, September 1985.
U.S. Congress, Office of Technology Assess-
ment, Assessment of Technologz”es for Determin-



243

218.

219.

220.

221.

222.

223.

224.

225.

226.

227.

228,

229.

230.

ing Cancer Risks From the Environment (Wash-
ington, DC: U.S. Government Printing Office,
1981).
U.S. Congress, Office of Technology Assess-
ment, Postmarketing Surveillance of Prescription
Drugs (Washington DC: U.S. Government Print-
ing Office, 1982).
U.S. Congress, Office of Technology Assess-
ment, Preventing Illness  and I.njury in the Work-
place (Washington, DC: U.S. Government Print-
ing Office, 1985).
U.S. Congress, Office of Technology Assess-
ment, Reproductive Health Hazards in the Work-
place (Washington, DC: U.S. Government Print-
ing Office, 1985).
U.S. Congress, Office of Technology Assess-
ment, Technologies and Management Strategies
for Hazardous Waste Control (Washington, DC:
U.S. Government Printing Office, 1983).
U.S. Congress, Office of Technology Assess-
ment, The Information Content of Premanufac-
ture Notices (Washington, DC: U.S. Govern-
ment Printing Office, 1983).
U.S. Congress, Office of Technology Assess-
ment, Transportation of Hazardous A4aterials
(Washington, DC: U.S. Government Printing
Office, 1986).
U.S. Congress, Office of Technology Assess-
ment, Wastes in Marine Environments (Wash-
ington, DC: U.S. Government Printing Office,
1987).
U.S. Congress, Senate, Committee on Environ-
ment and Public Works, Office of Management
and Budget Influence on Agency Actions, S. Rpt.
99-156 (Washington, DC: U.S. Government
Printing Office, 1986).
U.S. Consumer Product Safety Commission,
Commission decision not to convene a Chronic
Hazard Advisory Panel Regarding Formaldehyde
Emissions, October 1986.
U.S. Consumer Product Safety Commission,
“Children’s Pacifiers Containing Nitrosamines;
Enforcement Policy,” Fed. Reg. 48:56989, 1983.
U.S. Consumer Product Safety Commission,
“Classifying, Evaluating, and Regulating Car-
cinogens in Consumer Products: Interim State-
ment of Policy and Procedure, ” Fed. Reg. 43:58-
25665, 1978.
U.S. Consumer Product Safety Commission,
“Consumer Products Containing Benzene as an
Intentional Ingredient or as a Contaminant Un-
der the Consumer Product Safety Act,” Proposed
Rule, Fed. Reg. 43:21838,  1978.
U.S. Consumer Product Safety Commission,
“Federal Hazardous Substance Act Regulations;

231.

232.

233.

234.

235.

236.

237.

238.

239.

240.

241.

Part 1500-Hazardous Substances and Articles;
Administration and Enforcement Regulations, ”
Fed. Reg. 38:27017,  1973.
U.S. Consumer Product Safety Commission,
“Labeling Asbestos-Containing Household Prod-
ucts; Enforcement Policy, ” Fed. Reg. s1:3391o,
1986.
U.S. Department of Health and Human Services,
Committee to Coordinate Environmental and
Related Programs (CCERP), Executive Commit-
tee, “Risk Assessment and Risk Management of
Toxic Substances, A Report to the Secretary,
April 1985,” Determining Risks to Health, U.S.
Department of Health and Human Services (Dover
MA: Auburn House Publishing Co., 1986).
U.S. Department of Health and Human Services,
Determining Risks to Health (Dover, MA: Au-
burn House Publishing Co., 1986).
U.S. Department of Health and Human Services,
Memorandum of Understanding Between the
National Institute of Environmental Health Sci-
ences and the National Toxicology Program, fis-
cal year 1986.
U.S. Department of Health and Human Services
and U.S. Environmental Protection Agency,
“Notice of the First Priority List of Hazardous
Substances That Will Be the Subject of Toxico-
logical Profiles, ” Fed. Reg. 52:12866, 1987.
U.S. Department of Health and Human Services,
Food and Drug Administration, “General Prin-
ciples for Evaluating the Safety of Compounds
Used in Food-Producing Animals, ” typescript,
JuIy 1983.
U.S. Department of Health and Human Services,
Food and Drug Administration, “Acrylonitrile
Copolymers Used To Fabricate Beverage Con-
tainers; Final Decision, ” Fed. Reg. 42:48528,
1977.
U.S. Department of Health and Human Services,
Food and Drug Administration, “Compounds
Used in Food-Producing Animals, ” Fed. Reg.
38:19226, July 19, 1973.
U.S. Department of Health and Human Services,
Food and Drug Administration, “Correction of
Listing of D&C Orange No. 17 for Use in Exter-
nally Applied Drugs and Cosmetics, ” Fed. Reg.
52:8081, Feb. 19, 1987.
U.S. Department of Health and Human Services,
Food and Drug Administration, “Correction of
Listing of D&C Red No. 19 for Use in Externally
Applied Drugs and Cosmetics, ” Fed. Reg.
52:5083,  Feb. 19, 1987.
U.S. Department of Health and Human  Services,
Food and Drug Administration, “D&C Green
No. 6; Listing as a Color Additive in Externally



244

Applied Drugs and Cosmetics,” Fed. Reg. 47:
14138, Apr. 2, 1982.

242. U.S. Department of Health and Human Services,
Food and Drug Administration, “Listing of D&C
Orange No. 17 for Use in Externally Applied
Drugs and Cosmetics,” Fed. Reg. 51:28331, Aug.
7, 1986.

243. U.S. Department of Health and Human Services,
Food and Drug Administration, “Listing of D&C
Red No. 19 for Use in Externally Applied Drugs
and Cosmetics, ” Fed. Reg. 51:28346,  Aug. 7,
1986.

244. U.S. Department of Health and Human Services,
Food and Drug Administration, “Listing of D&C
Red No. 8 and D&C Red No. 9 for Use in In-
gested Drug and Cosmetic Lip Products and Ex-
ternally Applied Drugs and Cosmetics, ” Fed.
Reg. 51:43677,  43899, Dec. 5, 1986.

245. U.S. Department of Health and Human Services,
Food and Drug Administration, “Policy for Reg-
ulating Carcinogenic Chemicals in Food and
Color Additives; Advance Notice of Proposed
Rulemaking,”  Fed. Reg. 47:14464,  Apr. 2, 1982.

246. U.S. Department of Health and Human Services,
Food and Drug Administration, “Sponsored
Compounds in Food-Producing Animals; Pro-
posed Rule and Notice,” Fed. Reg. 50:45530,
Oct. 31, 1985.

247. U.S. Department of Health and Human Services,
Food and Drug Administration, Advisory Com-
mittee on Protocols for Safety Evaluation, “Panel
on Carcinogenesis Report on Cancer Testing in
the Safety Evaluation of Food Additives and Pes-
ticides, ” Toxicol. Appl.  Pharmacol.  20:419-438,
1971.

248. U.S. Department of Health and Human Services,
Food and Drug Administration, Bureau of Foods,
Toxicologic Pn”nc@les for the Safety Assessment
of Direct Food Additives and Color Additives
Used in Food (Washington, DC: 1982).

249. U.S. Department of Health and Human Services,
Food and Drug Administration, comments on
unpublished OTA draft report, “Identifying and
Regulating Carcinogens” (1987).

250. U.S. Department of Health and Human Services,
National Cancer Institute, Ad Hoc Committee
on the Evaluation of Low LeveIs of Environ-
mental Chemical Carcinogens, “Evaluation of
Environmental Carcinogens” (Report to the Sur-
geon General, Apr. 22, 1970), Chemicals and the
Future of Man, Hearings before Subcommittee
on Executive Reorganization and Government
Research, Committee on Government Opera-
tions, U.S. Senate, Apr. 6-7, 1971, pp. 180-190

(Washington, DC: U.S. Government Printing
Office, 1970).

251. U.S. Department of Health and Human Services,
National Cancer Institute, Guidelines for Car-
cinogen Bioassay in Small Rodents, NCI-CG-TR-
1, DHEW Pub. No. (NIH) 76-801 (Washington,
DC: U.S. Government Printing Office, February
1976).

252. U.S. Department of Health and Human Sewices,
National Institute of Occupational Safety and
Health, Division of Standards Development and
Technology Transfer, “Evaluation of Epidemio-
logic Studies Examining the Lung Cancer Mor-
tality of Underground Uranium Miners, ” report
prepared for U.S. Mine Safety and Health Ad-
ministration, May 9, 1985.

253. U.S. Department of Health and Human Services,
National Toxicology Program, NTP Tech. Bull.
1(3):1-2,  1980.

254. U.S. Department of Health and Human Services,
National Toxicology Program, “Announcement
of Completed Short-term Toxicology Studies on
Three Chemicals: Request for Comments,” Fed.
Reg. 51:31376, 1986.

255. U.S. Department of Health and Human Services,
National Toxicology Program, “Explanation of
Levels of Evidence of Carcinogenic Activity,”
March 1986.

256. U.S. Department of Health and Human Services,
National Toxicology Program, “General State-
ment of Work for the Conduct of Acute, 14-Day
Repeated Dose, 90-day Subchronic, and 2-Year
Chronic Studies in Laboratory Animals,” type-
script, July 1984.

257. U.S. Department of Health and Human Services,
National Toxicology Program, Annual Plan, FY
1986, DHHS Pub. No. NTP-86-086  (Research
Triangle Park, NC, May 1986).

258. U.S. Department of Health and Human Services,
National Toxicology Program, Board of Scien-
tific Counselors, Report of the NTP Ad Hoc
Panel on Chemical Carcinogenesis  Testing and
Evaluation (Research Triangle Park, NC, Aug.
17, 1984).

259. U.S. Department of Health and Human Services,
National Toxicology Program, Board of Scien-
tific Counselors, summary minutes, meeting of
Apr. 30 and May 1, 1985, attachment 4, p. 2.

260. U.S. Department of Health and Human Services,
National Toxicology Program, Board of Scien-
tific Counselors, summary minutes, meeting of
Nov. 25, 1986.

261. U.S. Department of Health and Human Services,
National Toxicology Program, Chemical Evalu-



245

262.

263.

264.

265.

266.

267.

268.

269.

270.

271.

272.

273.

274.

ation Committee, minutes, meeting of Sept. 16,
1986.
U.S. Department of Health and Human Services,
National Toxicology Program, First Annual 17e-
port on Carcinogens (Research Triangle Park,
NC, July 1980).
U.S. Department of Health and Human Services,
National Toxicology Program, Fourth Annual
Report on Carcinogens, Pub. No. NTP 85-001
(Research Triangle Park, NC, 1985).
U.S. Department of Health and Human Services,
National Toxicology Program, Review of Cur-
rent DHHS,  DOE, and EPA Research Related to
Toxicology, fi”scal Year 1986, Pub. No. NTP-86-
087 (Research Triangle Park, NC, 1987).
U.S. Department of Health and Human Services,
National Toxicology Program, Second Annual
Report on Carcinogens (Research Triangle Park,
NC, December 1981).
U.S. Department of Health and Human Services,
National Toxicology Program, ThirdAnnuaZRe-
port on Carcinogens (Research Triangle Park,
NC, September 1983).
U.S. Department of Health, Education, and Wel-
fare, Food and Drug Administration, Division
of Pharmacology, Appraisal of the Safety of
Chemicals in Foods, Drugs, and Cosmetics
(Topeka, KS: Association of Food and Drug
Officials of the United States, 1959).
U.S. Department of Health, Education, and Wel-
fare, Public Health Service, “Establishment of a
National Toxicology Program,” Fed. Reg. 43:
53060, 1978.
U.S. Department of Labor, Mine Safety and
Health Administration, “Ionizing Radiation Stand-
ards for Underground Metal and Nonmetal Mines;
Proposed Rule,” Fed. Reg. 51:45678,  1986.
U.S. Department of Labor, Mine Safety and
Health Administration, “Recodification of Safety
and Health Standards for Metal and Nonmetal
Mines, Final Rule,” Fed. Reg. 50:4048,  1985.
U.S. Department of Labor, Occupational Safety
and Health Administration, “Access to Employee
Exposure and Medical Records,” 29 Code of Fed-
eral Regulations 1910.20.
U.S. Department of Labor, Occupational Safety
and Health Administration, “Final Standard on
Certain Carcinogens, “ Fed. Reg. 39:3756, 1974.
U.S. Department of Labor, Occupational Safety
and Health Administration, “Hazard Communica-
tion,” 29 Code of Federal Regulations 1910.1200.
U.S. Department of Labor, Occupational Safety
and Health Administration, “Identification, Clas-
sification and Regulation of Potential Occupa-

275.

276.

277.

278.

279.

280.

281.

282.

283.

284.

tional Carcinogens; Conforming Deletion, ” Fed.
Reg. 46:4889, Jan. 19, 1981.
U.S. Department of Labor, Occupational Safety
and Health Administration, “Identification, Clas-
sification and Regulation of Potential Occupa-
tional Carcinogens, ” Fed. Reg. 47:187, Jan. 5,
1982.
U.S. Department of Labor, Occupational Safety
and Health Administration, “Identification, Clas-
sification and Regulation of Potential Occupa-
tional Carcinogens,“ Fed. Reg. 45:5002,  Jan. 22,
1980.
U.S. Department of Labor, Occupational Safety
and Health Administration, “List of Substances
Which May Be Candidates for Further Scientific
Review and Possible Identification, Classifica-
tion, and Regulation as Potential Occupational
Carcinogens, ” Fed. Reg. 45:53672, Aug. 12,
1980.
U.S. Department of Labor, Occupational Safety
and Health Administration, “Occupational Ex-
posure to Coal Tar Pitch Volatiles; Modification
of Interpretation, Final Interpretation, ” F&f.  Reg.
48:2764, 1983.
U.S. Environmental Protection Agency, “Addi-
tional U.S. Environmental Protection Agency
Guidance for the Health Assessment of Suspect
Carcinogens With Specific Reference to Water
Quality Criteria” (draft, June 21, 1982), PCBS
and Dioxin Cases, Hearing before Subcommit-
tee on Oversight and Investigations, Committee
on Energy and Commerce, U.S. House of Rep-
resentatives, Nov. 19, 1982, pp. 105-124 (Wash-
ington, DC: U.S. Government Printing Office,
1982).
U.S. Environmental Protection Agency, “As-
bestos; Proposed Mining and Import Restrictions
and Proposed Manufacturing Importation and
Processing Prohibitions,” Fed. Reg. 51:3738,  Jan.
29, 1986.
U.S. Environmental Protection Agency, “Data
Requirements for Pesticide Registration; Final
Rule,” Fed. Reg. 49:42856,  Oct. 24, 1984e.
U.S. Environmental Protection Agency, “Devel-
opment of Water Quality Based Permit Limita-
tions for Toxic Pollutants; National Policy,” Fed.
Reg. 49:9017,  1984.
U.S. Environmental Protection Agency, “For-
maldehyde; Determination of Significant Risk;
Advance Notice of Proposed Rulemaking,”  Fed.
Reg. 49:21870-98,  May 23, 1984.
U.S. Environmental Protection Agency, “Guide-
lines for Carcinogen Risk Assessment,” Fed. Reg.
51:33992, 1986.



246

285. U.S. Environmental Protection Agency, “Guide-
lines for Exposure Assessment,” Fed. Reg. 51:
34042, 1986.

286. U.S. Environmental Protection Agency, “Guide-
lines for Health Risk Assessment of Suspect De-
velopmental Toxicants, ” Fed. Reg. 51:34028,
1986.

287. U.S. Environmental Protection Agency, “Guide-
lines for Mutagenicity Risk Assessment,” Fed.
Reg. 51:34006,  1986.

288. U.S. Environmental Protection Agency, “Haz-
ardous Waste Management System: Identifica-
tion and Listing of Hazardous Waste, Final Rule,”
Fed. Reg. 45:33084, 1980.

289. U.S. Environmental Protection Agency, “Haz-
ardous Waste Management System: Identificat-
ion and Listing of Hazardous Waste, ” Fed. Reg.
45:33084,  1980.

290. U.S. Environmental Protection Agency, “Haz-
ardous Waste Guidelines and Regulations, ” Fed.
Reg. 43:58946, 1978.

291. U.S. Environmental Protection Agency, “Haz-
ardous Waste Management System; Dioxin-Con-
taining Waste,” Fed. Reg. 50:1978, 1985.

292. U.S. Environmental Protection Agency, “Health
and Safety Data Reporting; Submission of Lists
and Copies of Health and Safety Studies, ” Fed.
Reg. 51:27562, 1986.

293. U.S. Environmental Protection Agency, “Health
Risk and Economic Impact Assessments of Sus-
pected Carcinogens: Interim Procedures and
Guidelines,” Fed. Reg. 41:402, 1976.

294. U.S. Environmental Protection Agency, “Inert
Ingredients in Pesticide Products; Policy State-
ment,” Fed. Reg. 52:13305, 1987.

295. U.S. Environmental Protection Agency, “Inert
Ingredients in Pesticide Products; Policy State-
merit, ” Fed. Reg. 52:13305, 1987.

296. U.S. Environmental Protection Agency, “Intent
To List Chloroform as a Hazardous Air Pollut-
ant,” Fed. Reg. 50:39626, 1985.

297. U.S. Environmental Protection Agency, “List of
Office of Toxic Substances Documents Submitted
to the Office of Technology Assessment in Re-
sponse to the Request of May 16, 1986, ” letter
to OTA.

298. U.S. Environmental Protection Agency, “Na-
tional Emission Standards for Hazardous Air
Pollutants; Policy and Procedures for Identify-
ing, Assessing, and Regulating Airborne Sub-
stances Posing a Risk of Cancer, ” Fed. Reg.
44:58642, 1979.

299. U.S. Environmental Protection Agency, “Na-
tional Primary Drinking Water Regulations;
Synthetic Organic Chemicals, Inorganic Chem-

icals and Microorganisms, ” Fed. Reg. 50:46936,
1985.

300. U.S. Environmental Protection Agency, “Na-
tional Primary Drinking Water Regulations;
Volatile Synthetic Organic Chemicals, Proposed
Rulemaking,” Fed. Reg. 49:24330,  1984.

301. U.S. Environmental Protection Agency, “Na-
tional Primary Drinking Water Act Regulations;
Volatile Synthetic Organic Chemicals,” Fed. Reg.
50:46880,  1985.

302. U.S. Environmental Protection Agency, “Na-
tional Primary Drinking Water Regulations;
Synthetic Organic Chemicals, Inorganic Chem-
icals and Microorganisms, Proposed Rulemak-
ing,” Fed. Reg. 50:46936, 1985.

303. U.S. Environmental Protection Agency, “Na-
tional Revised Primary Drinking Water Regula-
tions, Volatile Synthetic Organic Chemicals in
Drinking Water, Advance Notice of Proposed
Rulemaking,” Fed. Reg. 47:9350,  1982.

304. U.S. Environmental Protection Agency, “Na-
tional Revised Primary Drinking Water Regula-
tions,” Fed. Reg. 48:45502,  1983.

305. U.S. Environmental Protection Agency, “Na-
tional Revised Primary Drinking Water Regula-
tions, Advanced Notice of Proposed Rulemak-
ing,” Fed. Reg. 48:45502,  1983.

306. U.S. Environmental Protection Agency, “Notice
of the First Priority List of Hazardous Substances
That Will Be the Subject of Toxicological Pro-
files,” Fed. Reg. 52:12866,  Apr. 17, 1987.

307. U.S. Environmental Protection Agency, ‘Notific-
ation Requirements, Reportable Quantity Ad-
justments,” Fed. Reg. 50:13456, 1985.

308. U.S. Environmental Protection Agency, “Pro-
posed Comprehensive Assessment Information
Rule; Proposed Rule,” Fed. Reg. 51:35762, Oct.
7, 1986. “

309. U.S. Environmental Protection Agency, “Pro-
posed Guidelines for Carcinogen Risk Assess-
ment; Request for Comments, ” Fed. Reg. 49:
46294, NOV. 23, 1984.

310. U.S. Environmental Protection Agency, “Pro-
posed Guidelines for Exposure Assessment; Re-
quest for Comments,” Fed. Reg. 49:46304, Nov.
23, 1984.

311. U.S. Environmental Protection Agency, “Pro-
posed Guidelines for Health Risk Assessment of
Suspect Developmental Toxicants and Request
for Comments,” Fed. Reg. 49:46324,  Nov. 23,
1984.

312. U.S. Environmental Protection Agency, “Pro-
posed Guidelines for Health Risk Assessment of
Chemical Mixtures and Request for Comments;
Notice,” Fed. Reg. 50:1170,  Jan. 9, 1985.



247

313.

314.

315.

316.

317.

318.

319.

320.

321.

322.

323.

324.

325.

326,

327.

U.S. Environmental Protection Agency, “Pro-
posed Guidelines for Mutagenicity Risk Assess-
ment; Request for Comments, ” Fed. Reg. 49:
46314, NOV. 23, 1984.
U.S. Environmental Protection Agency, “Report-
able Quantity Adjustments, ” Fed. Reg. 52:8140,
1987.
U.S. Environmental Protection Agency, “Re-
spondent’s Brief in Support of Proposed Find-
ings, Conclusions and Order, In Re: Stevens In-
dustries, Inc., et. al. [consolidated DDT hearing]”
I.F. & R. Docket Nos. 63 et seq., Apr. 5, 1972.
U.S. Environmental Protection Agency, “Super-
fund Programs; Reportable Quantity Adjust-
ments,” Fed. Reg. 51:34534,  1986.
U.S. Environmental Protection Agency, “Toxic
Substances Control Act Interagency Testing
Committee (ITC)—Background,” typescript, De-
cember 1986.
U.S. Environmental Protection Agency, “Toxic
Substances Control Act Test Guidelines; Final
Rules,” Fed. Reg. 50:39252,  Sept. 27, 1985.
U.S. Environmental Protection Agency, “Toxic
Substances: Glycidol and Its Derivatives; Re-
sponse to the Interagency Testing Committee, “
Fed. Reg. 48:57562, 1983.
U.S. Environmental Protection Agency, “Toxic
Substances; Submission of Lists and Copies of
Health and Safety Studies on Certain Substances
Subject to the 1984 RCRA Amendments,” Fed.
Reg. 51:2890, Jan. 22, 1986.
U.S. Environmental Protection Agency, ‘lJnsub-
stituted Phenylenediamines, Proposed Test Rule, ”
Fed. Reg. 51:472, 1986.
U.S. Environmental Protection Agency, “Water
Pollution Control; National Primary Drinking
Water Regulations, “ Fed. Reg. 52:20672, 1987.
U.S. Environmental Protection Agency, “Water
Quality Criteria Documents; Availability,” Fed.
Reg. 45:79318,  Nov. 28, 1980.
U.S. Environmental Protection Agency, Office
of Air and Radiation, “National Emission Stand-
ards for Hazardous Air Pollutants; Policy and
Procedures for Identifying, Assessing, and Reg-
ulating Airborne Substances Posing a Risk of
Cancer, ” Fed. Reg. 44:58642, 1979.
U.S. Environmental Protection Agency, Office
of Air and Radiation, “National Emission Stand-
ards for Hazardous Air Pollutants; Vinyl Chlo-
ride, ” Fed. Reg. 50:1183, Jan. 9, 1985.
U.S. Environmental Protection Agency, Office
of Drinking Water, Health Advisory [or Al-
dicarb  (Washington, D.C. September 1985).
U.S. Environmental Protection Agency, Office

328.

329.

330.

331.

332.

333.

334.

335.

336.

337,

338.

of Emergency and Remedial Response and Of-
fice of Waste Programs Enforcement, “Guidance
on Feasibility Studies Under CERCLA, ” EPA/
540/G-85/003, June 1985.
U.S. Environmental Protection Agency, Office
of Pesticide Programs, Hazard Evaluation Divi-
sion, personal communication, June 1986,
U.S. Environmental Protection Agency, Office
of Pesticides Programs, Hazard Evaluation Di-
vision, Standard Evaluation Procedure, Oncoge-
nicity Potential: Guidance for Analysis and Evalu-
ation of Long-Term Rodent Studies, prepared by
O.E. Paynter, EPA-540/9-85-019 (Washington,
DC, June 1985).
U.S. Environmental Protection Agency, Office
of Pesticide Programs, Hazard Evaluation Group,
personal communication, June 1986.
U.S. Environmental Protection Agency, Office
of Pesticide Programs, “Report on the Status of
Chemicals in the Special Review Program, Regis-
tration Standards Program, and Data Call-in
Program,” typescript, March 1986.
U.S. Environmental Protection Agency, Office
of Pesticides and Toxic Substances, Pesticide
Assessment Guidelines, Subdivision F, Hazard
Evaluation: Human and Domestic Animals, Ser-
ies 83: Chronic and Long-term Studies, EPA-
540/9-82-025 (Washington, DC, October 1982).
U.S. Environmental Protection Agency, Office
of Research and Development, Environmental
Research Laboratory, Frequency of Organic
Compounds Identified in Water, EpA-600/4-76-
062, December 1976.
U.S. Environmental Protection Agency, Office
of Solid Waste and Emergency Response, The
New RCRA: A Fact Book, Environmental Pro-
tection Agency, (Washington, DC, October
1985).
U.S. Environmental Protection Agency, Office
of Toxic Substances, “Chemical Selection Proc-
ess—1986, ” typescript, June 11, 1986.
U.S. Environmental Protection Agency, Office
of Toxic Substances, “CSB Existing Chemical
Assessment Tracking System: CHIP Report, ”
Mar. 19, 1987, printout.
U.S. Environmental Protection Agency, Office
of Toxic Substances, “CSB Existing Chemical
Assessment Tracking System: CHIP Report,”
Mar. 19, 1987, provided to OTA.
U.S. Environmental Protection Agency, Office
of Toxic Substances, “Procedures Governing
Testing Consent Agreements and Test Rules Un-
der the Toxic Substances Control Act; Interim
Final Rule,” Fed. Reg. 51:23706,  June 30, 1986.



248

339. U.S. Environmental Protection Agency, Office
of Toxic Substances, ‘TSCA Report to Congress
for Fiscal Year 1986,” typescript, June 1987.

340. U.S. Environmental Protection Agency, Office
of Toxic Substances, ‘TSCA  Section 8(e): Over-
view, Outreach, and Benefits of Implementa-
tion,” typescript, May 1, 1986.

341. U.S. Environmental Protection Agency, Office
of Toxic Substances, comments on unpublished
OTA draft report, “Identifying and Regulating
Carcinogens” (1987).

342. U.S. Environmental Protection Agency, Office
of Toxic Substances, Exposure Evaluation Divi-
sion, Methods for Assessing Ekposure  to Chem-
ical Substances, vol. 1: Introduction, EPA-s60/s-
85-001 (Washington, DC, July 1985).

343. U.S. Environmental Protection Agency, Office
of Toxic Substances, personal communication,
1986.

344. U.S. Environmental Protection Agency, Office
of Toxic Substances, “Health and Safety Data
Reporting; Submission of Lists and Copies of
Health and Safety Studies on Certain Substances,
Final Rule,” l%d. Reg. 52:16022, 1987.

345. U.S. Environmental Protection Agency, Office
of Water Regulations and Standards, “Numeric
Criteria for Toxic Pollutants in State Water
Quality Standards,” typescript, Apr. 28, 1986.

346. U.S. Environmental Protection Agency, response
to OTA request for information, July 1986.

347. U.S. Interagency Regulatory Liaison Group,
“Scientific Bases for Identification of Potential
Carcinogens and Estimation of Risks,” J. Nat.
Cancer Inst. 63(1):241-268,  July 1979, and Fed.
Reg. 44:39858,  July 6, 1979.

348. U.S. National Cancer Advisory Board, Subcom-
mittee on Environmental Carcinogenesis,  “Gen-
eral Criteria for Assessing the Evidence for Car-
cinogenicity of Chemical Substances, ” J. Nat.
Cancer Inst. 58:461, February 1977.

349. U.S. Office of Management and Budget, Com-
ments on OSHA’S Proposed Rulemaking:  Oc-
cupational Exposure to Formaldehyde, March
1986.

350. U.S. Office of Management and Budget, Regu-
latory Program of the United States Govem-
znent: Apr. 1, 1986-Mar. 32, 1987 (Washington,
DC: U.S. Government Printing Office, 1986).

351. U.S. Office of Science and Technology Policy,
“Chemical Carcinogens: A Review of the Science
and Its Associated Principles, February 1985,”
%/. Reg. 50:10372,  Mar. 14, 1985; reprinted in
Environ. Health Perspectives 67:201, 1986.

352. U.S. Regulatory Council, “Statement on Regu-
lation of Chemical Carcinogens; Policy and Re-
quest for Public Comments,” Fed. Reg. 44:60038-
49, Oct. 17, 1979.

3s3. Ulsamer, A. G., White, P. D., and Preuss, P. W.,
“Evaluation of Carcinogens: Perspective of the
Consumer Product Safety Commission,” Hand-
book of Carcinogen Testing, H.A. Milman and
E.K. Weisburger  (eds. ) (Park Ridge, NJ: Noyes
Publications, 1985).

354. United States v. GAFCorp., Federal Supplement
389 (1975), p. 1379.

3SS. Wamick, H., Office of Pesticide Programs, U.S.
Environmental Protection Agency, personal
communication, July 1986.

356. Weinstein, I. B., letter, Science 219:794-796,
1983.

3s7. Weisburger,  E. K., “History of the Bioassay Pro-
gram of the National Cancer Institute,” Prog.
Exp. Tumor Res. 26:187-201,  1983.

358. Weisburger,  J. H., and Williams, G. M., “Chem-
ical Carcinogens, ” Toxicology: The Basic Science
of Poisons, J. Doull, C.D. Klassen,  and M.O.
Amdur (eds.) 2d ed. (New York: MacMillan,
1980).

3s9. Weisburger,  J. H., and Williams, G. M., “Car-
cinogen Testing: Current Problems and New Ap-
preaches, ” Science 214:401, 1981.

360. Wilbourn, J., Haroun,  L., Hesletine,  E., et al.,
“Response of Experimental Animals to Human
Carcinogens: An Analysis Based Upon the IARC
Monographs Program,” Carcinogenesis  7:1853,
1986.

361. Wilk, A., Fuod and Drug Administration, Na-
tional Toxicology Program, Chemical Evalua-
tion Committee, comments, minutes, meeting of
Sept. 16, 1986.

362. Wines, M., “Scandals at EPA May Have Done
In Reagan’s Move To Ease Cancer Controls,”
National Journal 15(25):1264,  June 18, 1983.

363. Wolfe, S., statement presented at public meet-
ing on National Toxicology Program Annual  Re-
port, Washington, DC, Apr. 21, 1987.

364. Wolfe, S. M., “Standards for Carcinogens: Sci-
ence Affronted by Politics, ” Origins of Human
Cancer, H.H. Hiatt, J.D. Watson, and J.A. Win-
sten (eds. ) (Cold Spring Harbor, NY: Cold Spring
Harbor Laboratory, 1977).

365. Wrem, G. C., Director of Health Standards Pro-
grams, U.S. Occupational Safety and Health
Administration, quoted in “Cracking Down on
the Causes of Cancer,” T.B.  Clark, National
Journal 10:2056,  Dec. 30, 1978. -



,

249

366. Young, F., Commissioner, Food and Drug Ad- 367. Zeiger, E., Tainer, B., Haworth, S., et al,, “Sal-
ministration, “Testimony before U.S. House of monella  Mutagenicity Tests, AIII: Results From
Representatives Committee on Agriculture, Sub- the Testing of 255 Chemicals, ” Environ. A4uta-
committee on Department Operations, Research, gen. (in press).
and Foreign Agriculture, ” November 1986.


