14. BIBLIOGRAPHY 14-1
14.1 Section 14.1 Bibliography for Background to the Washout Study 14-7




Ver. 44 05/18/2001

14. BIBLIOGRAPHY

Adverse reactions to bendrofluazide and propranolol for the treatment of mild hypertension. Report of Medical
Research Council Working Party on Mild to Moderate Hypertension. Lancet, 2: 539-543, 1981.

Agresti A. Categorical Data Analysis, New Y ork, John Wiley 1990.

American Diabetes Association. Detection and management of lipid disordersin diabetes. Diabetes Care, 16:828-834,
1993.

American Diabetes Association. Nutritional recommendations and principles for individuals with diabetes mellitus.
Diabetes Care, 18 (Suppl 1): 16-19, 1995.

American Diabetes Association. Report of the expert committee on the diagnosis and classification of diabetes

mellitus. Diabetes Care, 20 (7), 1997.

American Diabetes Association. Screening for diabetes. Diabetes Care, 13:7-9, 1990.

Annuzzi G, Vaccaro O, Caprio S, Di Bonito P, Caso P, Riccardi G, Rivellese A. Association between low habitual
physical activity and impaired glucose tolerance. Clinical Physiology, 5:63-70, 1985.

Banerji MA, Lebovitz HE. Coronary heart disease risk factor profilesin black patients with non-insulin-dependent
diabetes mellitus: paradoxic patterns. American Journal of Medicine, 91:51-59, 1991.

Banerji MA, Norin AJ, Chaiken RL, Lebovitz HE. HLA -DQ associations distinguish insulin-resistant and insulin-
sensitive variants of NIDDM in black Americans. Diabetes Care, 16:429-433, 1993.

Barrett-Connor E. Epidemiology, obesity and non-insulin-dependent diabetes mellitus. Epidemiology Review,
11:172-181, 1989.

Barrett-Connor EL; Cohn BA; Wingard DL ; Edelstein SL. Why is diabetes mellitus a stronger risk factor for fatal
ischemic heart disease in women than in men? JAMA 1991 265:627-631, 1991.

Bengtsson C, Blohme G, LapidusL, Lindquist O, Lundgren H, Nystrom E, Petersen K, Sigurdsson JA. Do
antihypertensive drugs precipitate diabetes? British Medical Journal (Clin Res Ed), 289: 1495-1497, 1984.

Bergstrom RW, Newell-MorrisLL, Leonetti DL, Shuman WP, Wahl PW, Fujimoto WY . Association of elevated
fasting c-peptide level and increased intra-abdominal fat distribution with the development of NIDDM in
Japanese-American men. Diabetes, 39:104-111, 1990.

Birmingham Diabetes Survey Working Party. Ten year follow-up report on Birmingham diabetes survey of 1961.
British Medical Journal, 35-37, 1976.

Bourn DM, Mann JI, McSkimming BJ, Waldron MA, Wishart JD. Impaired glucosetolerance and NIDDM: does
lifestyle intervention program have an effect. Diabetes Care, 17:1311-1319, 1994.

Brunzell JD, Robertson RP, Lerner RL, Hazzard, WR, Ensinck JW, Bierman EL, Porte D Jr. Relationships between
fasting plasma glucose levels and insulin secretion during intravenous glucose tol erance tests. Journal of
Clinical Endocrinology and M etabolism, 42:222-229, 1976.

Burchfid CM, Curb JD, Rodriguez BL, Yano K, Hwang LJ, Fong KO, Marcus EB. Incidence and predictors of
diabetes in Japanese-American men. The Honolulu Heart Program. Annals of Epidemiology, 5:33-43, 1995.

Chaiken RL, Banerji MA, Huey H, Lebovitz HE. Do blackswith NIDDM have an insulin-resistance syndrome.
Diabetes, 42:444-449, 1993.

Chiasson JL, Josse RG, Hunt JA, Palmason C, Rodger NW, Ross SA, Ryan EA, Tan MH, Wolever, TM. The efficacy
of acarbosein the treatment of patients with non-insulin-dependent diabetes mellitus. Annals of Internal
Medicine, 121:928-935, 1994.

Colditz GA, Willett WC, Stampfer MJ, Manson JE, Hennekens CH, Arky RA, Speizer FE. Weight asarisk factor for
clinical diabetesin women. American Journal of Epidemiology, 132:501-513, 1990.

Conover WJ. Practical Nonparametric Statistics, New Y ork, Wiley, 1980.

Coustan DR, Carpenter MW, O'Sullivan PS, Carr SR. Gestational diabetes:. predictors of subsequent disordered
glucose metabolism. American Journal Obstetrics and Gynecology, 168:1139-1144, 1993.

Cowie CC, Harris M1, Silverman RE, Johnson EW, Rust KF. Effect of multiple risk factors on differences between
blacks and whites in the prevalence of non-insulin-dependent diabetes mellitusin the United States.
American Journal of Epidemiology, 137:719-732, 1993.

GWU Biostatistics Center 14-1



Ver. 44 05/18/2001

Cowie CC, Port FK, Wolfe RA, Savage PJ, Moll PP, Hawthorne VM. Disparitiesin incidence of diabetic end-stage
renal disease according to race and type of diabetes. The New England Journal of Medicine, 321:1074-1079,
1989.

Curb JD, Aluli NE, Kautz JA, Petrovitch H, Knutsen SF, Knutsen R, O'Conner HK, O'Conner WE. Cardiovascular risk

factor levelsin ethnic Hawaiians. American Journal of Public Health, 81:164-167, 1991.

Damm P, Kuhl C, Hornnes P, Molsted-Perersen L. A longitudinal study of plasmainsulin and glucose in women with
previous gestational diabetes. Diabetes Care, 18:654-665, 1995.

DeFronzo RA, Goodman AM. Efficacy of metformin in patients with non-insulin-dependent diabetes mellitus. The
Multicenter Metformin Study Group. New England Journal of Medicine, 333:541-549, 1995.

DeFronzo RA. Thetriumvirate: B-cell, muscle, liver: acollusionresponsible for NIDDM. Diabetes, 37.667-687, 1988.

Denno KM, Sadler TW. Effects of the biguanide class of oral hypoglycemic agents on mouse embryogenesis.
Teratology, 49:260-266, 1994.

Doar JWH, Wilde CE, Thompson ME, Sewell PFJ. Influence of treatment with diet alone on oral glucosetolerance
test and plasma sugar and insulin levelsin patients with maturity-onset diabetes mellitus. Lancet, 1: 1263-6,
1975.

Dowse GK, Zimmet PZ, Gareeboo H, Alberti KG, Tuomilehto J, Finch CF, Chitson P, Tulsidas H. Abdominal obesity
and physical inactivity asrisk factorsfor NIDDM and impaired glucose tolerancein Indian, Creole, and
Chinese Mauritians. Diabetes Care, 14:271-282, 1991.

Edelstein SL, Knowler WC, Bain RP, Andres R, Barrett-Connor EL, Dowse GK, Haffner SM, Pettitt DJ, Sorkin JD,
Muller DC, Collins VR, and Hamman RF. Predictors of Progression from Impaired Glucose Toleranceto
NIDDM: An Analysis of Six Prospective Studies. Diabetes, 46:701-710, 1997.

Eriksson J, Franssila-Kallunki A, Ekstrand A, Saloranta C, Widen E, Schalin C, Groop L. Early metabolic defectsin
persons at increased risk for non-insulin-dependent diabetes mellitus. The New England Journal Medicine,
321:337-43, 1989.

Eriksson KF, Lindgarde F. Prevention of Type Il (non-insulin-dependent) diabetes mellitus by diet and physical
exercise: the 6-year Malmo feasibility study. Diabetologia, 34:891-898, 1991.

Eriksson KF, Saltin B, Lindgarde F. Increased skeletal muscle capillary density precedes diabetes development in
men with impaired glucose tolerance. Diabetes, 43:805-808, 1994.

Eschwege E, Richard JL, Thibult N, Ducimetiere P, Warnet M, Claude JR, Rosselin GE. Coronary heart disease
mortality in relation with diabetes, blood glucose and plasmainsulin levels. The Paris Prospective Study, ten
years later. Hormone and M etabolism Research, 15 (Suppl):41-46, 1985.

Everhart JE, Knowler WC, Bennett PH. Incidence and risk factors for non-insulin-dependent diabetes. In: National
Diabetes Data Group. Diabetesin America: Washington, D.C.: US GPO, 1985(NIH publication no 85-1468).

Flega KM, Ezzati TM, Harris M1, Haynes SG, Juarez RZ, Knowler WC, Perez-Stable EJ, Stern MP. Prevalence of
diabetesin Mexican Americans, Cubans, and Puerto Ricans from the Hispanic Health and Nutrition
Examination Survey, 1982-1984. Diabetes Care, 14:628-638, 1991.

Flemming TR, Harrington DP. Counting process and SUrviva analysis. New York: Wiley, 1991.

Fujimoto WY/, Leonetti DL, Kinyoun JL, Shuman WP, Stolov WC, Wahl PW. Prevalence of complications among
second-generations Japanese-American men with diabetes, impaired glucose tolerance, or normal glucose
tolerance. Diabetes, 36:730-739, 1987.

Fujimoto WY . Diabetesin Asian and Pecific Islander Americans. In: Harris, M1 (ed.), Diabetesin America, NIH,
Washington, DC, 1995, pp. 661-681.

Fuller JH, Shipley MJ, Rose G, Jarrett RJ, Keen H. Coronary-heart-disease risk and impaired glucose tolerance. The
Whitehall study. Lancet, 1: 1373-1376, 1980.

Garancini MP, Calori G, Ruotolo G, ManaraE, 1zzo A, Ebbli E, Bozzetti AM Boari L, Lazzari P, Gallus G. Prevaence of
NIDDM and impaired glucose tolerance in Italy: an OGTT-based population study. Diabetologia, 38:306-
313, 1995.

GeissLS, Herman WH, Goldschmid MG, DeStefano. Surveillance for Diabetes Mellitus- United States, 1980-1989.
Morbidity and Mortality Weekly Report, 42:1-19, 1993.

Glynn, Thomas J.; Manley, Marc. How to help your patients stop smoking/G. : aNationa Cancer Institute manual for
physicians. [Bethesda, Md.] :/Smoking, Tobacco, and Cancer Program, Division of Cancer Prevention and
Control, National Cancer Institute, U.S. Dept. of Health and Human Services, Public Health Service, National
Institutes of Health,/1989. (NIH publication ;/89-3064/G).

GWU Biostatistics Center 14-2



Ver. 44 05/18/2001

Grant PT, Oats JN Beischer NA. The long-term follow-up of women with gestational diabetes. Austrian and New
Zealand Journal Obstetrics and Gynecology, 16:17-22, 1986.

Gray DS, FujiokaK, Devine W, Bray GA. A randomized double-blind clinical trial of fluoxetine in obese diabetics.
International Journal of Obesity and Related Metabolic Disorders, 16 (Suppl 4):S67-72, 1992.

Guidelinesfor perinatal care./N. 2nd ed. ed. Elk Grove Village, I11. :/American Academy of Pediatrics ; Washington, DC
: American College of Obstetricians and Gynecologists,/c1988.

Haffner SM, Hazuda HP, Mitchell BD, Patterson JK, and Stern MP. Increased incidence of Type |l diabetes mellitus
in Mexican Americans. Diabetes Care, 14:102-108, 1991.

Haffner SM, Stern MP, Hazuda HP, Mitchell BD, Patterson JK. Cardiovascular risk factorsin confirmed prediabetic
individuals: doesthe clock for coronary heart disease start ticking before the onset of clinical diabetes?
JAMA, 263:2893-2898, 1990.

Haffner SM, Stern MP, Hazuda HP, Pugh JA, Patterson JK. Do upper body and centralized adiposity measure
different aspects of body fat distribution? Relationship to non-insulin dependent diabetes mellitus, lipids
and lipoproteins. Diabetes, 36:43-51, 1987.

Haffner SM, Vadez RA, Hazuda HP, Mitchell BD, Morales PA, Stern MP. Prospective analysis of the insulin
resistance syndrome (Syndrome X). Diabetes, 41:715-722, 1992.

Hanson RL, Pettitt DJ, Bennett PH, Narayan KM, Fernandes R, de Courten M, Knowler WC. Familia relationships
between obesity and NIDDM. Diabetes, 44:418-422, 1995.

Harris M1, Hadden WC, Knowler WC, and Bennett PH. Prevalence of diabetes and impaired glucose tolerance and
plasmaglucose levelsin U.S. population aged 20-74 years. Diabetes, 36:523-534, 1987.

HarrisMI. Impaired glucose tolerance in the U.S. population. Diabetes Care, 12:464-474, 1989.

HarrisMI. Non-insulin-dependent diabetes mellitusin black and white Americans. Diabetes/Metabolism Reviews,
6:71-90, 1990.

Harris MI. Epidemiological correlates of NIDDM in Hispanics, Whites and Blacksin the U.S. population. Diabetes
Care, 14:639-648, 1991.

Helmrich SP, Ragland DR, Leung RW, Paffenbarger RS. Physical activity and reduced occurrence of non-insulin-
dependent diabetes mellitus. The New Endland Journal of Medicine, 325:147-152, 1991.

Henry OA, Beischer NS. Long-term implications of gestational diabetesfor the mother. Bailliere's Clinical Obstetrics
and Gynecology, 5:461-483,1991.

Hoy WE; Megill DM; Hughson MD. Epidemic renal disease of unknown etiology in the Zuni Indians. American

Journal of Kidney Diseases, 9:485-496, 1987.

Hypertension Prevention Trial Research Group. The Hypertension Prevention Trial: three-year effects of dietary

changes on blood pressure. Archives of Internal Medicine, 150:153-162, 1990.

Jackson WPV . Diagnosis and dietary management of mild and borderline diabetes. In Proceedings of the VI
Congress, Malaise WJ, ed. Amsterdam Excerpta Medica, 1974, p. 639.

Jarrett RJ, Keen H, Fuller H, and McCartney M. Worsening to diabetes in men with impaired glucose tolerance
("Borderline Diabetes"). Diabetologia, 16:25-30, 1979.

Jarrett RJ. Epidemiology and public health aspects of non-insulin-dependent diabetes mellitus. Epidemiological
Review, 11:151-171, 1989.

Kadowaki T, Miyake Y, HaguraR, AkanumaY, KajinumaH, KuzuyaN, Takaku F, KosakaK. Risk factorsfor
worsening to diabetes in subjects with impaired glucose tolerance. Diabetologia, 26:44-49, 1984.

Kalbfleisch JD, Prentice RL. The Statistical Analysis of Failure Time Data. New Y ork: John Wiley, 1980.

Kannel, WB, McGee DL. Diabetes and glucose tolerance asrisk factors for cardiovascular disease: the Framingham
study. Diabetes Care, 2: 120-6, 1979.

Kawate R, Yamakido M, Nishimoto Y, Bennett PH, Hamman RF, Knowler WC. Diabetes mellitus and its vascular
complications in Japanese migrantson the Island of Hawaii. Diabetes Care, 2:161-170, 1979.

Keen H, Jarrett RJ, McCartney P. Theten-year follow-up of the Bedford Survey (1962-1972): Glucose tolerance and
diabetes. Diabetologia, 22:73-78, 1932.

King H, Rewers M, and the WHO Ad Hoc Diabetes Reporting Group. Global estimates for prevalence of diabetes
mellitus and impaired glucose tolerance in adults. Diabetes Care, 16:157-177, 1993.

King H, Rewers M. Diabetesin adultsis now a Third World problem. The WHO AD Hoc Diabetes Reporting Group.
Bulletin World Health Organization, 69:643-648, 1991.

GWU Biostatistics Center 14-3



Ver. 44 05/18/2001

King H, Zimmet P, Raper LR, Balkau B. Risk factorsfor diabetes in three Pacific popul ations. American Journal of
Epidemiology, 119: 396-409, 1984.

KjosSL, Peters RK, Xiang A, Henry OA, Montoro M, Buchanan TA. Predicting future diabetesin Latino women
with gestational diabetes. Utility of early postpartum glucose tolerance testing. Diabetes, 44:586-591, 1995.

Klein R, Klein BEK, Linton KLP, Moss SE. Microalbuminuriain a population-based study of diabetes. Archives of
Internal Medicine, 152:153-158, 1992.

Knowler WC, Bennett PH, Hamman RF, Miller M. Diabetesincidence and prevalencein Pimalndians. a19-fold
greater incidence than in Rochester, Minnesota. American Journal of Epidemiology, 108:497-505, 1978.

Knowler WC, Pettit DJ, Savage PJ, Bennett PH. Diabetes incidence in Pima Indians: contributions of obesity an
parental diabetes. American Journal of Epidemiology, 113:144-156, 1981.

Kovar MG, Harris M1, and Hadden WC. The scope of diabetesin the United States population. American Journal of
Public Health, 77:1549-1550, 1987.

Kumanyika SK, Obarzanek E, Stevens VJ, Herbert PR, Whelton PK. Weight-loss experience of black and white
participantsin NHLBI-sponsored clinical trials. American Joumnal of Clinical Nutrition, 53:1631S-1638S, 1991.

Lachin JM and Foulkes MA. Evaluation of sample size and power for analyses of survival with allowance for
nonuniform patient entry, losses to follow-up, noncompliance, and stratification. Biometrics, 42:509-519,
1986.

Lachin JM, Wei LJ. Estimators and tests in the analysis of multiple nonindependent 2 x 2 tables with partially missing
observations. Biometrics, 44: 513-28, 1988.

Lagakos SW, Lim LL, Robins IM. Adjusting for early treatment termination in comparative clinical trials. Statisticsin
Medicine, 9:1417-1424, 1990.

Laird NM, Ware JH. Random-effects models for longitudinal data. Biometrics, 38:963-74, 1982.

LamKS, Li DF, Lauder 1J, Lee CP, Kung AWC, MaJTC. Prediction of persistent carbohydrate intolerance in patients
with gestational diabetes. Diabetes Research and Clinical Practice, 12:181-186, 1991.

Lan KK, Lachin JM. Implementation of group sequential logrank testsin amaximum duration trial. Biometrics, 46:759
70, 1990.

Lan KK and DeMets DL. Discrete sequential boundariesfor clinical trials. Biometrika, 64:191-199, 1983.

Leahy JL. Natural history of b-cell dysfunctionin NIDDM. Diabetes Care, 13:992-1010, 1990.

Lee ET, Howard BV, Savage PJ, Cowan LD, Fabsitz RR, Oopik AJ, Yeh J, Go O, Robbins DC, Welty TK. Diabetes and
impaired glucose tolerance in three American Indian populations aged 45-74 years. Diabetes Care, 18:599-
610, 1995.

Levine LR, Enas GG, Thompson WL, Byyny RL, Dauer AD, Kirby RW, Kreindler TG, Levy B, Lucas CP, Mcllwain
HH, et a. Use of fluoxetine, a selective serotonin-uptake inhibitor, in the treatment of obesity: adose
response study. International Journal of Obesity, 13: 635-645, 1989.

Liang K, Zeger SL. Longitudinal data analysis using generalized linear models, Biometrika, 73:13-22, 1986.

Long SD, O'Brien K, MacDonad KG, Leggett-Frazier N, Swanson M S, Pories WJ, Caro JF. Weight loss in severely
obese subjects prevents the progression of impaired glucose tolerance to type |l diabetes. Diabetes Care,
17:372-375, 1994.

Manson JE, Nathan DM, Krolewski AS, Stampfer MJ, Willett WC, and Hennekens CH. A prospective study of
exercise and incidence of diabetes among US male physicians. JAMA, 268:63-67, 1992.

Manson JE, Rimm EB, Stampfer MJ, Colditz GA, Willett WC, Krolewski As, Rosner B, Hennekens CH, Speizer FE.
Physical activity and incidence of non-insulin-dependent mellitusin women. Lancet, 338:774-778, 1991.

Mau M, Grandinetti A, Arakaki RF, Ladao NKB, Chang HK, Curb DJ. Diabetes Méellitus and Insulin Resistance
Syndromein Native Hawaiians. American Diabetes Association, 639, 1995 (Abstract).

McCullagh P. Regression modelsfor ordinal data. Journal of the Royal Statistical Society, 42:109-142, 1980.

McKeigue PM, Pierpoint T, Ferrie JE, Marmot MG. Relationship of glucose intolerance and hyperinsulinaemiato
body fat pattern in south Asians and Europeans. Diabetologia, 35:785-791, 1992.

McPhillips JB, Barrett-Connor E, Wingard DL. Cardiovascular disease risk factors prior to the diagnosis of impaired
glucose tolerance and non-insulin-dependent diabetes mellitusin acommunity of older adults. American
Journal of Epidemiology, 131:443-453, 1990.

Megill DM, Hoy WE, Woodruff SD. Rates and causes of end-stage renal disease in Navgjo Indians, 1971-1985. West

JMed, 149:178-182. 1988.

GWU Biostatistics Center 14-4



Ver. 44 05/18/2001

Meigs J, Singer D, Nathan DM, et al. Metabolic abnormalities associated with glucose intol erance extend across the
spectrum of prevalent glucose intolerance in 3297 Framingham offspring study subjects. Diabetes, 44 in
press, 1995,

Metzger BE, Bybee DE, Freinkel N, Phelps RL, Radvany RM, Vaisrub N. Gestational Diabetes Méellitus. Correlations
between the phenotypic and genotypic characteristics of the mother and abnormal glucose tolerance during
thefirst year postpartum. Diabetes, 34:115, 1985.

Miller RG. Simultaneous Statistical Inference. New Y ork, Springer-Verlag, 1981.

Miller WR, Benefield G, Tonigan JS. Enhancing motivation for change in problem drinking: a controlled comparison
of two therapist styles. Journal of Consulting and Clinical Psychology, 61:455-461, 1993.

Mitchell BD, Valdez R, Hazuda HP, Haffner SM, Monterrosa A, and Stern MP. Differencesin the prevalence of
diabetes an impaired glucose tolerance according to maternal or paternal history of diabetes. Diabetes Care,
16:1262-1267, 1993.

Modan M, Halkin H, Almog S, Lusky A, Eshkol A, Shefi M, Shitrit A, Fuchs Z. Hyperinsulinemia. A link between
hypertension obesity and glucose intolerance. Journal of Clinical Investigation, 75: 809-817, 1985.

Modan M, Karasik A, Halkin H, Fuchs Z, Lusky A, Shitrit A., Modan B. Effect of past and concurrent body mass
index on prevalence of glucose intolerance and type 2 (non-insulin-dependent) diabetes and on insulin
response. The Israel study of glucose intolerance, obesity and hypertension. Diabetologia, 29: 82-89, 1986.

Monterrosa A, Haffner SM, Stern MP, Hazuda HP. Sex differencein lifestyle factors predictive of diabetesin
Mexican-Americans. Diabetes Care, 18:448-456, 1995.

Mykkanen L, Haffner SM, Ronnemaa T, Bergman R, Leino A, LaaksoM. |Isthere asex difference in the association
of plasmainsulin level and insulin sensitivity with serum lipids and lipoproteins. M etabolism, 43:523-528,
1994.

Nathan DM. Long-term complications of diabetes mellitus. New England Journal of Medicine, 328:1676-85, 1993.

National Diabetes Data Group. Classification and diagnosis of diabetes mellitus and other categories of glucose
intolerance. Diabetes, 28:1039-1057, 1979.

National Institute of Diabetes and Digestive and Kidney Diseases. Diabetes Statistics. Bethesda, National Institutes
of Health, 1995 (NIH Publication No. 96-3926).

Nelson RG, Newman JM, Knowler WC, Sievers ML, Kunzelman CL, Pettitt DJ, Moffett CD, Teutsch SM, Bennett PH.
Incidence of end-stage renal disease in type 2 (non-insulin-dependent) diabetes mellitusin Pimalndians.
Diabetologia, 31:730-736, 1938

Nolan JJ, Ludvik B, Beerdsen P, Joyce M, Olefsky J. Improvement in glucose tolerance and insulin resistancein
obese subjects treated with troglitazone. New England Journal of M edicine, 331:1188-93, 1994.

O'Rahilly S, Turner RC, Matthews DR, Phil D. Impaired pulsatile secretion of insulin in relatives of patients with non-
insulin-dependent diabetes. New England Journal of Medicine, 318:1225-30,1988.

O'Sullivan JB, Mahan CM. Prospective study of 352 young patients with chemical diabetes. New England Journal of
Medicine, 278:1038-1041, 1968.

O'Brien PC, Fleming TR. A multiple testing procedure for clinical trials. Biometrics, 35:549-556, 1979.

O'sullivan JB, Mahan CM. Blood sugar levels, glycosuria, and body weight related to development of diabetes
mellitus. Journal of the American Medical Association, 194:117-122, 1965.

O'Sullivan JB. Diabetes Mellitus After GDM. Diabetes, 40(Suppl 2):131-135, 1991.

Ohlson L-O, Larsson B, Svardsudd K, Welin L, Eriksson H, Wilhelmsen L, Fjorntorp P, Tibblin G. The influence of
body fat distribution on the incidence of diabetes mellitus: 13.5 years of follow-up of the participantsin the
study of men bornin 1913. Diabetes, 34:1055-1058, 1985.

Pan X, Guangwei L, YinghuaH, Jixing W, Bennett PH, Howard BV. Effect of dietary and/or exercise interventions on
incidence of diabetesin 530 subjectswith IGT - The Da-Qing IGT and diabetes study. |DF Federation
Conaress Program, 489, 1994 (Abstract).

Parke Davis. Troglitazone Investigator Manual

Peduzzi P, Wittes J, Detre K, Holford T. Analysis as-randomized and the problem of non-adherence: an example from
the Veterans Affairs Randomized Trial of Coronary Artery Bypass Surgery. Statisticsin Medicine, 12:1185
1195, 1993.

Perry 1J, Wannamethee SG, Walker MK, Thomson AG, Whincup PH, Shaper AG. Prospective study of risk factors
for the development of non-insane dependent diabetesin middle aged British men. British Medical Journal,
310: 560-564, 1995.

GWU Biostatistics Center 14-5



Ver. 44 05/18/2001

Rubin RJ, Altman WM, Mendelson DN. Health care expenditures for people with diabetes mellitus, 1992. Journal of
Clinical Endocrinology and M etabolism 78:809A -809F, 1994.

Rudnichi A, Fontbonne A, Safar M, Bard IM, Vague P, Juhan-Vague |, Eschwege E, and the BIGPRO Study Group.
The effect of metformin on the metabolic anomalies associated with android type body fat distribution.
Results of the BIGPRO Trial. Diabetes, 43(Suppl 1):150A, 1994.

Saad MF, Knowler WC, Pettitt DJ, Nelson RG, and others. A two-step model for development of non-insulin-
dependent diabetes. American Journal of Medicine, 90:229-235, 1991.

Saad MF, Knowler WC, Pettitt DJ, Nelson RG, Mott SM, and Bennett PH. The natural history of impaired glucose
tolerance in the PimaIndians. The New England Journal of Medicine, 319:1500-1506, 1988.

Salomaa V'V, Jauhiainen M, Pietinen P, Korhonen HJ, Kartovaara L, Vartiainen E, Tuomilehto J. Five-year trend in
serum HDL-lipoprotein cholesterol in the Finnish population aged 25-64 years. A suggestion of an increase.
Atherosclerosis, 86: 39-48, 1991.

Sartor G, Schersten B, Carlstrom S, Melander A, Norden A, Persson G. Ten-year follow-up of subjects with impaired
glucose tolerance: prevention of diabetes by tolbutamide and diet regulation. Diabetes, 29:41-44, 1980.

Savage PJ, Bennion LJ, Nagulesparan M, Mott DM, Roth J, Unger RH, Bennett PH. Diet-induced improvement of
abnormalitiesin insulin and glucogon secretion and in insulin receptor binding in diabetes mellitus. Journal
of Clinical Endocrinology M etabolism, 48:999-1007, 1979.

Saxman KA, Barrett-Connor EL, Morton DJ. Thiazide-associated metabolic abnormalities and estrogen replacement
therapy: an epidemiological analysis of postmenopausal women in Rancho Bernardo, California. Journal of
Clinical Endocrinology and Metabolism 78:1059-1063, 1994.

Schneider, S. H.; Khachadurian, A. K.; Amorosa, L. F.; Clemow, L.; Ruderman, N. B. Ten-year experience with an
exercise-based outpatient life-style modification program in the treatment of diabetes mellitus. Diabetes Care,
15:1800-10, 1992.

Second report of the Expert Panel on Detection, Evaluation, and Treatment of High Blood Cholesterol in Adults
(Adult Treatment Panel 11). Detection, evaluation, and treatment of high blood cholesterol in adults/.
[Bethesda, MD] :National Cholesterol Education Program, National Institutes of Health, National Heart,
Lung, and Blood Institute, 1993]. (NIH publication; no. 93-3095/G).

Sicree RA, Zimmet PZ, King HOM, Coventry JS. Plasmainsulin response among Nauruans: prediction of
deterioration in glucose tolerance over 6 years. Diabetes, 36:179-186, 1987.

SkarforsET, Lithell HO, Selinus|, Aberg H. Do antihypertensive drugs precipitate diabetes in predisposed men?
BMJ 298: 1147-1152, 1989.

Stamler R, Stamler J, Grimm R, Gosch FC, ElImer P, Dyer A, Berman R, Fishman J, Van Heel J, Cininelli J, McDonald A.
Nutritional therapy for high blood pressure: final report of afour-year randomized controlled tria - The
Hypertension Control Program. Journal of the American M edical Association, 257:1484-1501, 1987.

Stamler R, Stamler J, Schoenberger JA, Shekelle RB, Collette P, Shekelle S, Dyer A, Garside D, Wannamaker J.
Relationship of glucose tolerance to prevalence of ECG abnormalities and to 5-year mortality from
cardiovascular disease: findings of the Chicago Heart Association Detection Project in Industry. Journal of
Chronic Diseases, 32: 817-828, 1979.

Taylor R, Ram P, Zimmet P, Raper LR, Ringrose H. Physical activity and prevalence of diabetesin Melanesian and

Indian menin Fiji. Diabetologia, 27: 578-582, 1984.

Trials of Hypertension Prevention Collaborative Research Group. The effects of nonpharmacol ogic interventions on
blood pressure of personswith high normal levels. Journal of American Medical Association, 267:1213-1220,
1992.

UKPDS Group. United Kingdom Prospective Diabetes Study 13. Relative efficacy of randomly allocated diet,
sulphonylurea, insulin, or metformin in patients with newly diagnosed non-insulin dependent diabetes
followed for three years. British Medical Journal, 310:83-88, 1995.

Valiquett T, Balagtus B, Whitcomb R. Troglitazone Dose-Response Study in Patients with NIDDM. American
Diabetes Association, 406, 1995 (Abstract).

Warram JH, Martin BC, Krolewski AS, Soeldner JS, Kahn CR. Slow glucose removal rate and hyperinsulinemia
precede the development of type |1 diabetesin the offspring of diabetic parents. Annals of Internal
Medicine, 113: 909-15, 1990.

Wei LJ, Lachin JM. Two-sample asymptotically distribution-free tests for incomplete multivariate observations.
Journal of the American Statistical Association, 79:653-661, 1984.

Wei LJ, Lachin JM. Properties of Urn Randomization in Clinica Trials. Controlled Clinical Trials, 9:345-364, 1988.

GWU Biostatistics Center 14-6



Ver. 44 05/18/2001

Wei LJ. The accelerated failure time model: auseful alternative to the Cox regression model in survival analysis.
Statisticsin Medicine, 11:1871-1879, 1992.

West KM, Kalbfleisch IM. Influence of nutritional factors on prevalence of diabetes. Diabetes, 20: 99-108, 1971.

West KM. Epidemiology of Diabetes and Its Vascular Lesions. New York: Elsevier, 1978.

Wingard DL, Barrett-Connor EL, Scheidt-Nave C, McPhillips JB. Prevalence of cardiovascular and renal
complicationsin older adults with normal or impaired glucose tolerance or NIDDM. Diabetes Care, 16:1022-
1025, 1993.

World Health Organization. WHO Expert Committee on Diabetes Mellitus, Second Report. Geneva, World Health
Organization, 1980 (Tech. Rep. Ser. No. 646).

Yudkin JS, Alberti KGMM, McLarty DG, Swai GPM. Impaired glucose tolerance. British Medical Journal, 301:397-
402, 1990.

Y udkin JS. Hypertension and non-insulin dependent diabetes. BMJ, 303: 730-732, 1991.

Zimmet P, Type |l (non-insulin dependent) diabetes--an epidemiological overview. Diabetologia, 22:399-411, 1982.

14.1  Section 14.1 Bibliography for Background to the Washout Study

Diabetes Prevention Program Research Group. The Diabetes Prevention Program: Design and methods for aclinical
trial in the prevention of type 2 diabetes mellitus. Diabetes Care 1999, 22:623-34.

Bailey CJ. Biguanides and NIDDM. Diabetes Care 1992;15:755-72.

Strumvoll M, Nurgham N, Perriello G, et a. Metabolic effects of metformin in non-insulin-dependent diabetes mellitus.
N Engl JMed 1995;333:550-54.

Bailey CJ, Turner RC. Metformin. N Engl JMed 1996;334:574-79.

GWU Biostatistics Center 14-7



