
Appendix 3 (as supplied by the authors): Characteristics of included studies 

Study Anderssen 1995 [1]; Companion paper: ODES Investigators [2] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Andrews 2001 [4] England 

Objective To investigate whether increased physical activity has effects on glycaemia, blood 
pressure, lipid profile, insulin resistance, and insulin secretion in addition to those yielded 
by intensified dietary intervention or usual care in individuals with newly diagnosed T2D 

Methods Design: RCT 

Selection: searching records databases of 217 general practices in southwest England, 
and of community-based education programs, and by direct advertising 

Inclusion criteria: diagnosed with diabetes in past 5-8 months; >30 years at diagnosis 

Exclusion criteria: >80 years; HbA1c >10%; blood pressure >180/100 mmHg; LDL-C 
>4 mmol/L; BMI <25; weight >180 kg; use of weight-loss drugs; taking sulfonylurea at
maximum dose; unstable angina; myocardial infarction in previous 3 months; inability
to increase physical activity; pregnant or planning to become pregnant

Participants Sample: 593 

Intervention 1 (diet) n=248; Intervention 2 (diet + exercise) n=246; Control n=99 

Age, Mean (SD) years: Intervention 1: 60.1 (10.2); Intervention 2: 60.0 (9.7); Control: 
59.5 (11.1) 

Gender [Female n (%)]: Intervention 1 n=90 (36%); Intervention 2 n=81 (33%); 
Control n=37 (37%) 

Race/Ethnicity: 94-97% of participants (by group) were white 

Co-morbidities: Diabetes 

Loss to follow-up: Intervention 1 n=2; Intervention 2 n=6; Control n=6 
Intervention Description of intervention 1 (diet): intensive, goal-oriented/motivation-based, non-

prescriptive diet with dietary advice and goal setting reinforcement provided by regular 
sessions with dietitians and study nurses 

Description of intervention 2 (diet + exercise): same diet conditions plus 5 days/week 
30 minutes of brisk walking in addition to current physical activities, also given 
pedometers and written materials (motivating literature and exercise diaries) 

Description of control: standard dietary and exercise advice 

Duration of intervention: 12 months 

Length of follow-up: immediate post 
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Study/Location Appel 2011 [5] US 

Objective To examine the effects of two behavioural weight-loss interventions in obese patients 
with at least one cardiovascular risk factor 

Methods Design: RCT 

Selection: recruited from 8 primary care practices in Baltimore metropolitan area 
physician referral, brochures, and targeted mailing 

Inclusion criteria: obese adults belonging to one of the included practices; ≥21 years of 
age; ≥1 cardiovascular risk factors (hypertension, hyper-cholesterolemia, or diabetes); 
regular access to a computer; basic computer skills 

Exclusion: lost ≥5% body weight recently; medication that causes/prevents weight loss 
Participants Sample: 415 

Intervention 1 (remote) n=139; Intervention 2 (in-person) n=138; Control n=138 

Age, Mean (SD) years: Overall: 54.0 (10.2); Intervention 1: 55.8 (9.7); Intervention 2: 
53.3 (10.5); Control: 52.9 (10.1)  

Gender [Female n (%)]: Intervention 1 n=88 (63.3%); Intervention 2 n=88 (63.85); 
Control n=88 (63.8%) 

Race/Ethnicity [White n (%)]: Intervention 1: 83 (59.7%); Intervention 2: 78 (56.5%); 
Control: 72 (52.2%) 

SES [College graduate n (%)]: Intervention 1: 81 (58.3%); Intervention 2: 90 (65.2%); 
Control: 75 (54.3%) 

Co-morbidities: high risk for CVD 

Loss to follow-up: n=23 
Intervention Description of intervention 1 (remote): provided patients with weight-loss support 

remotely via telephone, a study-specific Website, and e-mail 

Description of intervention 2 (in-person): provided in-person support during group and 
individual sessions, along with the 3 remote means of support 

Description of control: met with weight-loss coach at the time of randomization and, if 
desired, after final data-collection visit, at 24 months; received brochures and a list of 
recommended Web sites promoting weight loss 

Duration of intervention: 24 months 

Length of follow-up: immediate post 
Study Bakris 2002 [6] 

Comments See United States Preventive Services Task Force Review [69] for details 



Study/Location Balducci 2010 [7] Italy 

Objective To investigate effect of exercise modalities on high sensitivity-C reactive protein and 
other inflammatory markers in patients with T2D and metabolic syndrome (MS) 

Methods Design: RCT 

Inclusion: T2D and MS; no known CVD; aged 40-75; diabetes duration >1 year; BMI 
27-40; ability to walk without assistance; eligibility after cardiovascular evaluation 

Participants Sample: 82 

Intervention 1 n=20; Intervention 2 n=20; Intervention 3 n=22; Control n=20 

Age, Mean (SD) years: Intervention 1: 62.5 (7.1); Intervention 2: 64.3(8.1); 
Intervention 3: 60.6(9.3); Control: 61.1(7.1) 

Gender [Female n (%)]: Intervention 1 n=9 (45%); Intervention 2 n=8 (40%); 
Intervention 3 n=8 (36%); Control n=9 (45%) 

Co-morbidities: Diabetes 

Loss to follow-up: 6.1% 
Intervention Description of intervention 1: structured exercise counseling 

Description of intervention 2: prescribed and supervised aerobic activity only 

Description of intervention 3: aerobic and resistance exercise 

Description of control: remain sedentary 

Duration of intervention: 12 months 

Length of follow-up: immediate post 
Study/Location Bennett 2012 [8] US; Companion paper: Greaney [9] 

Objective To evaluate the effectiveness of a behavioural intervention that emphasized weight loss 
and hypertension medication adherence among primary care patients  

Methods Design: RCT 

Selection: urban community health centers serving racial/ethnic minority patient 
populations, using electronic medical record or automated scheduling system 

Inclusion: BMI of 30–50 (and weighing <400 pounds); being treated for hypertension; 
≥21 years of age; a patient at one of the participating CHC; read and speak English or 
Spanish; provide informed consent; willing to change diet, physical activity and weight 

Participants Sample: 365 

Intervention n=180; Control n=185 

Age, Mean (SD) years: Intervention: 54.58 (10.77); Control: 54.67 (11.03) 

Gender [Female n (%)]: Intervention n=128 (71.1%); Control n=122 (65.9%) 



Race/Ethnicity: Intervention: non-Hispanic Black 71.7%; Control: non-Hispanic Black 
70.8% 

SES (High school or less): Intervention: 58.9%; Control: 66.5% 

Co-morbidities: Hypertension  

Loss to follow-up: Intervention 10.3%; Control 17.8% 
Intervention Description of intervention: health educators delivered monthly counseling (year 1) and 

bimonthly (year 2) group sessions; primary care provider delivered ≥1 brief standard 
messages about importance of the intervention and tailored behavioural skills training 
materials, walking kits with pedometers 

Description of control: standard of care offered by the CHC; received the Aim for a 
Healthy Weight self-help booklet at baseline and 12 months later; providers used usual 
prevention, weight management, and CVD management strategies  

Length of intervention: 104 weeks 

Length of follow-up: immediate post 
Study Berne 2005 [10] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Broom 2002a [11] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Broom 2002b [12] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Burke 2005 [13] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Burtscher 2012 [14 Austria; Companion paper: Burtscher [15] 

Objective To study the effects of a supervised exercise program on serum gamma-glutamyl 
transferase, glycemic control and cardiovascular risk factors in pre-diabetic patients with 
isolated impaired fasting glucose and those with IFG + impaired glucose tolerance  

Methods Design: RCT 

Selection: recruited by family physicians primarily through screening for high-risk 
groups, such as first-degree relatives of patients with T2D and overweight individuals 
(BMI >25) aged 40-65 years. 

Inclusion criteria: impaired fasting glucose (IFG - fasting plasma glucose concentration 
of 100–125 mg/dL) and/or impaired glucose tolerance (IGT - plasma glucose 



concentration of 140–199 mg/dL after 2h of a 75 g glucose load) 

Exclusion criteria: diagnosis of diabetes mellitus; any indication of alcohol abuse; the 
presence of chronic disease rendering 3-year survival unlikely, and cardiopulmonary or 
musculoskeletal diseases not compatible with the planned exercise program. 

Participants Sample: 60 

Intervention 1 (IFG) n=12; Intervention 2 (IFG+IGT) n=12; Control (IFG) n=18; 
Control (IFG+IGT) n=18  

Age, Mean (SD) years: Intervention 1: 57.8 (6.5); Intervention 2: 54.0 (8.0); Control 1: 
57.8 (7.9); Control 2: 57.6 (5.8) 

Gender [Female n (%)]: Intervention n=16 (66.7%); Control n=18 (50%) 

Loss to follow-up: no loss 
Intervention Description of interventions: participants informed about their risk for developing T2D 

and associated health problems by family physicians; instructed about preventive 
effectiveness of changing lifestyle, especially losing weight and regular physical 
activity by health promotion and exercise physiology specialists; exercise group offered 
progressive, individually tailored aerobic exercise programs and circuit-type resistance-
training sessions for 1 h twice a week  

Description of controls: participants informed about their risk for developing T2D and 
associated health problems by family physicians; instructed about preventive 
effectiveness of changing lifestyle, especially losing weight and regular physical 
activity by health promotion and exercise physiology specialists 

Length of intervention: 12 months 

Length of follow-up: immediate post 
Study Christian 2008 [16] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Cohen 1991[17] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Davidson 1999 [18] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Dekkers 2011 [19] The Netherlands; Companion papers: van Wier [20,21] 

Objective To investigate lifestyle intervention effects on cardiovascular risk factors in healthy 
overweight employees 



Methods Design: RCT 

Selection: recruited from 7 service-sector companies in the Netherlands 

Inclusion criteria: ≥18 years old; BMI ≥ 25; access to Internet and know how to use it; 
paid employment for at least 8 hours a week; able to read and write Dutch 

Exclusion criteria: pregnancy; disorders that make physical activity difficult 
Participants Sample: 1,386 

Intervention 1 n=462; Intervention 2 n=464; Control n=460 

Age, Mean (SD) years: Overall: 43 (8.6); Intervention 1: 43 (8.8); Intervention 2: 43 
(8.4); Control: 43 (8.7) 

Gender [Female n (%)]: Intervention 1 n=141 (31%); Intervention 2 n=162 (35%); 
Control n=154 (33%) 

SES [highly educated (≥5 years secondary education)]: Intervention 1 n=271 (60.1%); 
Intervention 2 n=281 (62.2%); Control n=255 (58.8%) 

Co-morbidities: Diabetes, Hypertension 

Loss to follow-up: Intervention 1 n=199; Intervention 2 n=217; Control n=214 
Intervention Description of intervention 1 (phone): self-help materials on overweight, physical 

activity and healthy diet; access to a lifestyle intervention program consisting of 10 
workbook based modules on nutrition, physical activity and behavior modification; 
phone contact with personal counselor 

Intervention 2 (internet): self-help materials on overweight, physical activity and 
healthy diet; access to a lifestyle intervention program consisting of 10 modules on 
nutrition, physical activity and behavior modification strategies provided through an 
interactive Web site composed of personalized Web pages; contact by e-mail with 
personal counselor 

Description of control: self-help materials on overweight, physical activity and healthy diet 

Duration of intervention: 6 months 

Length of follow-up: 18 months 
Comments Patients also took medication for angina 

Study de Mello 2012 [22]; Companion papers: Eriksson [23],  Lindstrom [24], Ruusunen [25], 
Tuomilehto [26] , Uusitupa [27] 

Comments See United States Preventive Services Task Force Review [3] (Tuomilehto [26] main 
paper) for details 

Study Derosa 2003 [28] 

Comments See United States Preventive Services Task Force Review [3] for details 



Study/Location Derosa 2012 [29] Italy; Companion paper: Derosa [30] 

Objective To compare the effects of orlistat and placebo on body weight, glycaemic and lipid 
profile and insulin resistance in patients with T2D 

Methods Design: RCT 

Selection: patients identified from review of case notes and/or computerized clinic 
registers, contacted by investigators in person or by telephone 

Inclusion criteria: Caucasian patients with T2D aged ≥18, obese (BMI) ≥30, 
uncontrolled T2D on therapy with different oral hypoglycaemic agents or insulin 

Exclusion criteria: history of ketoacidosis or unstable or rapidly progressive diabetic 
retinopathy, nephropathy or neuropathy; impaired hepatic function [defined as plasma 
aminotransferase and/or gamma-glutamyltransferase level higher than the upper limit 
of normal (ULN) for age and sex], impaired renal function (defined as serum creatinine 
level higher than the ULN for age and sex) or severe anaemia; serious CVD (e.g. New 
York Heart Association class I–IV congestive heart failure or a history of myocardial 
infarction or stroke) or cerebrovascular conditions in past 6 months; GI disorders or 
major abdominal surgery in past 6 months; women who were pregnant or breast-
feeding or of child-bearing potential and not taking adequate contraceptive precautions 

Participants Sample: 254 

Intervention n=126; Control n=128 

Age, Mean (SD) years: Intervention: 53 (6); Control: 52 (5) 

Gender (Female): Intervention: n=64; Control: n=62 

Race/Ethnicity: Caucasian only 

Comorbidities: Diabetes  

Loss to follow-up: 7.9% 
Intervention Description of intervention: Orlistat 360 mg 

Description of control: placebo 

Duration of intervention: 52 weeks 

Length of follow-up: immediate post 
Study/Location Donner 2010 [31] US 

Objective To explore the metabolic effects of D-tag given daily to people with T2D 
Methods Design: One group pre/post 

Selection: T2D for at least 1 year in duration 
Participants Sample: 8 

Age, Mean (SD) years: Overall: 50.7 (10.9) 

Gender (Female): 50%  



Co-Morbidities: Diabetes 

Loss to follow-up: see comments 
Intervention Description of intervention: after 2-month run-in period, given 15-g packages of D-tag 

to be taken 3/day with nonstandardized meals; D-tag dissolved in liquids, used in 
baking, or added to prepared foods; encouraged not to otherwise alter diet; remained 
physically inactive 

Description of control: NA 

Duration of intervention: 52 weeks 

Length of follow-up: immediate post 
Comments Four of the 12 initially screened subjects were excluded from analysis because they did 

not complete the study; analysis performed on the 8 subjects who completed study 
Study The Diabetes Prevention Program (DPP) 1999 [32]; Companion papers: Ackermann 

[33], Crandall [34], Diabetes Prevention Program Research Group [35], Florez [36], 
Goldberg [37], Haffner [38], Knowler [39], Krakoff [40], Orchard [41], Price [42], 
Ratner [43], Rubin [44], West [45] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Finer 2000 [46] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Fontbonne 1996 [47] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Foster-Schubert 2012 [48] US; Companion papers: Mason [49–51], Imayama [52,53], 
Campbell [54], Kong [55] 

Objective To determine the effects of a calorie-reduced, low-fat diet, a moderate-intensity, facility-
based aerobic exercise program, or the combination of both interventions vs. a no-
lifestyle-change control on change in body weight and composition 

Methods Design: RCT 

Selection: mass mailings, media publicity and community outreach 

Inclusion criteria: age 50-75; BMI≥25 (Asian-American ≥23); <100 minutes/week of 
moderate or vigorous intensity physical activity; post-menopausal; not taking hormone 
replacement therapy for past 3 months; no history of breast cancer, heart disease, 
diabetes or other serious medical conditions; fasting glucose <126 mg/dL; not smoking; 
alcohol intake <2 drinks/day; able to attend sessions; normal exercise tolerance test 

Participants Sample: 439 

Intervention 1 (calorie-reduced diet) n=118; Intervention 2 (aerobic exercise) n=117; 
Intervention 3 (aerobic exercise + calorie-reduced diet) n=17; Control n=87 



Age, Mean (SD) years: Overall: 58.0 (5.0); Intervention 1: 58.1 (6.0); Intervention 2: 
58.1 (5.0); Intervention 3: 58.0 (4.5); Control: 57.4 (4.4) 

Gender (Female): 100% 

Race/Ethnicity [non-Hispanic white n (%)]: Intervention 1: 101 (85.5%); Intervention 
2: 98 (83.8); Intervention 3: 100 (85.5%); Control: 74 (85.1) 

SES [college graduate n (%)]: Intervention 1: 76 (64.4%); Intervention 2: 70 (59.9); 
Intervention 3: 82 (70.1); Control: 59 (67.8%) 

Loss to follow-up: 9% 
Intervention Description of intervention 1: diet only, calorie-reduced, low-fat. 

Description of intervention 2: exercise only (moderate-intensity, aerobic exercise) 

Description of intervention 3: exercise and diet combined 

Description of control: no lifestyle change. 

Length of intervention: 12 months 

Length of follow-up: immediate post 
Study Haapala 2009 [56] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Hanefeld 2002 [57] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Hauptman 2000 [58] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location He 2012 [59] China 

Objective To explore whether metformin-based treatment could benefit obesity-related 
hypertension without diabetes 

Methods Design: RCT 

Selection: recruited via flyer at a hospital in Chongqing, China 

Inclusion criteria: aged 30–70 years; elevated BP; waist circumference >90cm in men 
or 80cm in women  

Exclusion criteria: diabetes (known history or confirmed by oral glucose tolerance test 
at baseline); known allergy or hypersensitivity to trial drugs; heart failure, myocardial 
infarction or cerebro-vascular accident in past year; acute infections; tumor; severe 
arrhythmia, mental disease, drug or alcohol abuse; history of hepatitis or cirrhosis or 
severe kidney disease; pregnant or lactating; enrolled in other trials in past 3 months 



Participants Sample: 360 

Intervention n=180; Control n=180  

Age, Mean (SD) years: Intervention: 58 (7.0); Control: 57 (7.0)  

Gender [Female n (%)]: Intervention 118 (65.7%); Control 108 (60.0%) 

Co-morbidities: Hypertension 

Loss to follow-up: Intervention 16.7%; Control 13.9%  
Intervention Description of intervention: low-dose metformin (500 mg/day) and simultaneously one 

of the three antihypertensive drugs: candesartan 8 mg/day, telmisartan 80 mg/day, or 
amlodipine 5 mg/day; provided with general lifestyle guidelines  

Description of control: placebo and simultaneously one of the three antihypertensive drugs; 
provided with general lifestyle guidelines Length of intervention: 24 weeks 

Length of follow-up: immediate post 
Study Hollander 1998 [60] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Janney 2010 [61] USA 

Objective To assess the effects of exercise and BMI on the pattern of injuries/illnesses attributed 
to exercise over time and to identify predictors of time to first injury/illness  

Methods Design: RCT 

Selection: participants enrolled in one of two randomized clinical trials that emphasized 
exercise as part of a weight loss or weight gain prevention program 

Inclusion criteria: BMI 25-39.9 weight loss study; 25-29.9 weight gain prevention study 

Exclusion criteria: history of myocardial infarction; medications that alter heart rate or 
blood pressure during exercise (e.g. b-blockers) or affect metabolism or weight loss 
(e.g. thyroid medication); treatment for psychological conditions; pregnant, pregnant in 
past 6 months, planning to become pregnant; medical conditions that could affect 
metabolism or body weight (e.g. diabetes); reported weight loss >5% or participated in 
weight loss or physical activity study during the previous 12 months; reported 
exercising regularly for ≥20 minutes/day on ≥3 days/week over past 3 months 

Participants Sample: 397 

Intervention 1 n=64; Intervention 2 n=172; Intervention 3 n=84; Control n=77 

Age, Mean (SD) years: Intervention 1: 44.2 (8.4); Intervention 2: 44.0 (8.3); Intervention 
3: 45.3 (8.3); Control: 44.4 (8.0)  

Gender [Female n (%)]: Intervention 1: 59 (92%); Intervention 2: 134 (78%); 
Intervention 3: 77 (92%); Control: 70 (91%) 

Race/Ethnicity [White n (%)]: Intervention 1: 50 (79%); Intervention 2: 117 (68%); 



Intervention 3: 67 (80%); Control: 58 (75%) 

Loss to follow-up: NR 
Intervention Description of intervention 1 and 2 (weight gain prevention intervention): increasing 

exercise and modifying eating behaviours; gradually progress to 150 or 300 minutes/week 
of moderate-intensity exercise 

Description of intervention 3 (weight loss intervention): increasing exercise and 
modifying eating behaviours; gradually progress to 200 min/week of moderate-
intensity exercise and reduce energy intake to 1200-1500 kcal/day, reduce dietary fat 
intake to 20-30% of total energy intake 

Both the weight gain prevention and weight loss studies recommended brisk walking 
for exercise, 5 days/week; duration (150, 200 or 300 minutes/week) but not intensity of 
the recommended exercise differed among exercise groups 

Description of control: self-help manual related to exercise adoption and maintenance, 
printed materials related to healthy eating and exercise, and a monthly newsletter 

Duration of intervention: 18 months 

Length of follow-up: immediate post 
Comments The two interventions are reported together with outcomes reported by duration of 

exercise (group 1: 150 min/week; group 2: 200 min/week; group 3: 300 min/week) 
Study/Location Janus 2012 [62] Australia 

Objective To report results from the preliminary phase of an evaluation of the Greater Green 
Triangle Diabetes Prevention Program. 

Methods Design: RCT 

Selection: sources included primary healthcare practices; patients with impaired 
glucose tolerance or impaired fasting glucose identified and contacted, others screened 
opportunistically in waiting rooms; additional recruitment at community events 

Inclusion criteria: 50-75 years at high T2D risk (15 or above on AUSDRISK tool) 

Exclusion criteria: diabetes; cancer; severe mental illness; substance abuse; recent 
myocardial infarction; pregnancy; difficulty with English; belong to cultural group for 
whom AUSDRISK not calibrated, another household member involved in study 

Participants Sample: 92 

Intervention n=49; Control n=43 

Age, Mean (SD) years: Intervention: 64.2 (7.5); Control: 65.0 (6.0) 

Gender [Female n (%)]: Intervention n=21 (55.3%); Control n=32 (76.2%) 

SES [reported as income level, n(%)]: Intervention: low 20 (54.1%); medium 15 
(40.5%); high 2 (5.4%); Control: low 29 (74.4%); medium 9 (23.1%); high 1 (2.6%) 

Loss to follow-up: Intervention 22.4%; Control 2.3% 
Intervention Description of intervention: 6 structured group based lifestyle sessions 



Description of control: usual care provided by general practitioner 

Length of intervention: 12 months 

Length of follow-up: immediate post 
Study Kelley 2002 [63] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Kirby 2011 [64] Ireland 

Objective To investigate whether weight loss is associated with changes in serum concentrations 
of lutein and zeaxanthin and/or macular pigment optical density 

Methods Design: RCT 

Inclusion criteria: BMI ≥ 28; age ≥ 18 years; no known family history of AMD; no 
ocular pathology 

Exclusion criteria: pregnancy; planning pregnancy; currently in a weight loss program; 
ocular pathology; positive family history of AMD (given the previously established 
comprised relationship between serum carotenoids and MPOD in this subgroup) 

Participants Sample: 104 

Intervention n=54; Control n=50 

Age, Mean (SD) years: Overall: 46 (11); Intervention: 47 (10); Control: 44 (11) 

Gender [Female n (%)]: Intervention n=44 (81%); Control n=34 (68%)  

Loss to follow-up: Intervention n=20; Control n=16 
Intervention Description of intervention: Customized weight loss plan: dietary intervention, exercise 

intervention, motivational lectures, weekly weight checks 

Description of control: any steps necessary to achieve weight loss in a personal 
capacity; did not actively encourage or discourage weight loss in these subjects 

Duration of intervention: 12 months  

Length of follow-up: immediate post 
Study/Location Kopelman 2010 [65] UK 

Objective To determine the efficacy and safety of cetilistat and orlistat relative to placebo in 
obese patients with type 2 diabetes, on metformin 

Methods Design: RCT 

Selection: NR 

Inclusion criteria: aged 18-65; T2D (diagnosis >3 months previously, controlled by 
stable dose of metformin for ≥3 months); BMI 28-45; HbA1c >6 and <10% 

Participants Sample: 250 

Intervention n=124; Control n=126 



Age, Mean (SD) years: Intervention: 54.3 (7.8); Control: 54.4 (7.6) 

Gender [Female n (%)]: Intervention n=55 (45.5%); Control n=72 (57.6%) 

Co-morbidities: Diabetes 

Loss to follow-up: Intervention n=23; Control n=22 
Intervention Description of intervention and control: treatment with orlistat (120 mg t.i.d.) or matching 

placebo, stratified on the basis of the dose of metformin (≤ or >1,500 mg/day), 
medication taken three times daily with meals 

Duration of intervention: 12 weeks 

Length of follow-up: immediate post 
Study Krempf 2003 [66] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Kulzer 2009 [67] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Langford 1985 [68]; Companion paper: Wassertheil-Smoller [69] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Lim 2010 [70] Australia 

Objective To compare changes in weight and other cardiovascular risk factors in 3 isocaloric 
energy-restricted diets to no-intervention control after 1 year 

Methods Design: RCT 

Selection: public advertisement 

Inclusion criteria: aged 20-65; ≥1CVD risk factor other than obesity; BMI 28-40 

Exclusion criteria: hypoglycemic medication that affects insulin sensitivity; history of 
heavy alcohol consumption; history of metabolic or coronary heart disease; diabetes; 
fluctuating exercise patterns and frequent dining out (>2/week and unable to cease) 

Participants Sample: 113 

Intervention 1 n=30; Intervention 2 n=30; Intervention 3 n=30; Control n=23 

Age, Mean (SD) years: Overall: 47 (10)  

Gender [Female n (%)]: 93 (82%) 

Co-morbidities: CVD  

Loss to follow-up: Intervention 1 n=13; Intervention 2 n=12; Intervention 3 n=15; 
Control n=4 

Intervention Description of interventions: first 3 months diet groups (i.e. VLC, VLF, HUF) received 
intensive support to maximize dietary compliance; provided with prescriptive meal 



plans and foods contributing to 65% energy of the meal plans; received individual 
dietary counseling every 2 weeks from qualified dietitian to monitor; advised to 
maintain allocated energy-restricted diet for an additional 12 months 

Description of control: attended clinic for measurements but received no intervention 

Duration of intervention: 15 months 

Length of follow-up: immediate post 
Study/Location Lim 2011 [71] Australia 

Objective To determine the effect of metformin on body weight, body composition, metabolic 
risk factors and reproductive hormone levels in overweight or obese young women 
compared to placebo and comprehensive lifestyle intervention 

Methods Design: RCT 

Selection: public advertisement 

Inclusion: women 17-37 years; BMI 25.1-44; access to internet; ability to attend clinic 

Exclusion: significant illnesses, including kidney disease, liver disease, malignancy, 
uncontrolled hypertension, self-reported diabetes or thyroid disease; pregnancy or 
lactation; current rapid weight loss (0.5 kg/week) 

Participants Sample: 297 

Intervention 1 n=98; Intervention 2 n=99; Control n=100 

Age, Mean (SD) years: Overall: 28 (0.3) 

Gender (Female): 100% 

SES (university degree): 40%  

Loss to follow-up: 35% 
Intervention Description of intervention 1: metformin (gradually increased to 1,500 mg/day) 

Description of intervention 2: comprehensive lifestyle program including hypocaloric 
high protein diet, structured exercise program and supports for behaviour modification 

Description of control: placebo 

Duration of intervention: 12 weeks 

Length of follow-up: immediate post 
Study Lindgärde 2000 [72]; Companion paper: Lindgärde [73] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Ma 2013 [74] US 

Objective To evaluate two adapted Diabetes Prevention Program (DPP) lifestyle interventions 



Methods Design: RCT 

Selection: recruited from single primary care clinic that is part of a large multispecialty 
group practice  

Inclusion criteria: ≥18 years; BMI ≥25; presence of pre-DM (defined by impaired 
fasting plasma glucose level of 100 to 125 mg/dL) or metabolic syndrome 

Exclusion criteria: serious medical or psychiatric conditions (e.g., stroke, psychotic 
disorder) or special life circumstances (e.g., pregnancy, planned move) 

Participants Sample: 241 

Intervention 1 n=79; Intervention 2 n=81; Control n=81 

Age, Mean (SD) years: Overall: 52.9 (10.6); Intervention 1: 54.6 (11.0); Intervention 2: 
51.8 (9.9); Control: 52.5 (10.9) 

Gender [Female n (%)]: Intervention 1: 38 (48.1%); Intervention 2: 37 (45.7%); 
Control: 37 (45.7%) 

Race/Ethnicity (White): Intervention 1: 77.2%; Intervention 2: 79.0%; Control: 77.8%  

SES [income ≥150,000]: Intervention 1: 37.7%; Intervention 2: 52.6%; Control: 53.9% 

SES [≥college]: Intervention 1: 93.5%; Intervention 2: 100%; Control: 97.9% 

Loss to follow-up: 19.5%  
Intervention Description of interventions (coach-led vs. self-directed intervention 3-month intensive 

intervention and 12-month maintenance; during intensive intervention received adapted, 
12-session DPP lifestyle intervention; curriculum delivered in-person in 12-weekly 
classes to coach-led intervention participants or via a home-based DVD to self-directed 
intervention participants 

Description of control: usual care from primary care providers 

Length of intervention: 15 months 

Length of follow-up: immediate post 
Comments During the trial period, 15 of 81 participants in the usual care group reported joining a 

weight-loss program outside the study (12 used commercial programs, 2 used nutrition 
classes offered by the care delivery system, and 1 used a personal trainer), compared 
with 5 of 79 in the coach-led group (4 used personal trainers, and 1 used a commercial 
program) and 3 of 81 in the self-directed group (2 used personal trainers, and 1 used a 
commercial program). 

Study Martin 2008 [75]; Companion paper: Davis-Martin [76] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Miles 2002 [77] 



Comments See United States Preventive Services Task Force Review [69] for details 

Study/Location Morey 2012 [78] US 

Objective To determine whether a home-based lifestyle physical activity counseling intervention 
is effective in reducing glycemic measures in older outpatients with prediabetes  

Methods Design: RCT 

Selection: prescreened age-eligible VA clinic patients were sent recruitment packages 
followed by phone contact 

Inclusion criteria: ≥60 years; impaired glucose tolerance (fasting glucose 100-125 
mg/dl, but no diabetes diagnosis; HbA1c <7%; BMI 25-45  

Participants Sample: 302 

Intervention n=180; Control n=122 

Age, Mean (SD) years: Intervention: 67.1 (6.3); Control: 67.7 (6.2) 

Gender [Female n (%)]: Intervention n=7 (3.9%); Control n=3 (2.5%) 

Race/Ethnicity [White n (%)]: Intervention: 129 (71.7%); Control: 83 (68.0%) 

SES [Some college or trade school, n (%)]: Intervention: 107 (59.4); Control: 65 (53.3%) 

Loss to follow-up: 13.2% 
Intervention Description of intervention: in-person baseline counseling consultation with a trained 

health counselor, handouts on exercising and regular telephone counseling bi-weekly 
for 6 weeks and monthly until end of 1 year with regular encouragement by automated 
phone system and quarterly individualized feedback report that summarized progress 
toward each long-term goal of endurance and strengthening exercise 

Description of control: standard of care as provided in usual VA primary, women’s 
health, or geriatrics clinic 

Length of intervention: 12 months 

Length of follow-up: immediate post 
Study Muls 2001 [79] 

Comments See United States Preventive Services Task Force Review [69] for details 

Study/Location Nakade 2012 [80] Japan 

Objective To evaluate the effects of a behavioural approach which placed emphasis on tailored 
behavior counseling, diet, weight loss and weight maintenance 

Methods Design: RCT 

Selection: recruitment by the Saku Health Dock Center; letter to potential participants 

Inclusion criteria: aged 40-64, visited Saku Health Dock Center from 2000 on and were 



in the top 5% (≥28.4 kg/m2) in terms of the result of the latest BMI screening 

Exclusion criteria: psychiatric conditions or physical conditions that would preclude full 
participation (e.g., significant hepatic or renal dysfunction, cardiovascular diseases); 
current treatment for obesity, current treatments known to affect eating or weight 

Participants Sample: 235 

Intervention n=119; Control n=116 

Age, Mean (SD) years: Intervention: males: 53.6 (6.7), females: 55.1 (6.4); Control: 
males: 53.7 (6.3), females: 54.2 (6.2) 

Gender [Female n (%)]: Intervention n=57 (49.6%); Control n=56 (50.5%) 

Race/Ethnicity: Japanese 

Co-morbidities: hypertension, dyslipidemia  

Loss to follow-up: Intervention 3.4%; Control 4.3%  
Intervention Description of intervention: 1 year lifestyle intervention for weight loss based on a 

behavioural approach 

Description of control: no support 

Length of intervention: 12 months 

Length of follow-up: immediate post 
Study/Location Nanchahal 2012 [81] England 

Objective To evaluate effectiveness of a structured one-to-one behaviour change program on 
weight loss in obese and overweight individuals. 

Methods Design: RCT 

Selection: 23 of 39 general practices wrote to sample of patients meeting criteria, GPs 
and nurses given referral pads with study information and contact details, posters, 
flyers, and text messages 

Inclusion criteria: age ≥18 years; BMI ≥25; attending participating practice; willing to 
attend visits with CAMWELL advisor over 12 months 

Exclusion criteria: pregnancy; lactation; diagnosis of renal failure; use of pacemaker; 
recent diagnosis of cancer; participation in another weight management study 

Participants Sample: 381 

Intervention n=190; Control n=191 

Age, Mean (SD) years: Overall: 48.8 (14.8); Intervention: 48.2 (14.1); Control: 49.4 (15.5) 

Gender [Female n (%)]: Intervention n=137 (71.7%); Control n=138 (72.6%) 

Race/Ethnicity (White): Intervention: 74.3%; Control: 70.6% 

SES (university degree): Intervention: 44.7%; Control: 48.7% 



SES: participants spread evenly across area deprivation quartiles (approximately 25% in 
each group) 

Loss to follow-up: Intervention 46%; Control 40% 
Intervention Description of intervention: lifestyle intervention; evidence based components for 

behaviour change and weight loss: healthier eating, regular physical activity, goal 
setting, food/activity diaries, self-monitoring, positive reinforcement, coping, support, 
advisors, motivational interviewing, weight management software, 100-calorie portions, 
pedometers, handouts 

Description of control: routine clinical practice 

Length of intervention: 12 months 

Length of follow-up: immediate post 
Study/Location Ockene 2012 [82] US 

Objective To test the effectiveness of a community-based, literacy sensitive, and culturally 
tailored lifestyle intervention on weight loss and diabetes risk reduction among low-
income, Spanish-speaking Latinos at increased diabetes risk 

Methods Design: RCT 

Selection: recruited Latino participants (60% of Dominican origin and 40% Puerto 
Rican) from Lawrence, Massachusetts, who were at high risk for type 2 diabetes 

Inclusion criteria: self-reported Latino/Hispanic; ≥25 years; BMI>24; ≥30% likelihood of 
being diagnosed with diabetes in next 7.5 years (risk calculated using validated predictive 
algorithm based on age, gender, ethnicity, fasting blood glucose, systolic blood pressure, 
high-density lipoprotein cholesterol, BMI, and family history of diabetes) 

Exclusion criteria: inability to walk 5 city blocks (one quarter mile); life-limiting 
medical conditions; taking a medication or having a medical condition that interfered 
with the assessment of diabetes risk 

Participants Sample: 312 

Intervention n=162; Control n=150 

Age, Mean (SD) years: Intervention: 51.37 (10.9); Control: 52.37 (11.6) 

Gender [Female n (%)]: Intervention 117 (72.2%); Control 115 (76.7%) 

Race/Ethnicity: 100% Latino 

SES (<high school education): Intervention: 97 (60.6%); Control: 85 (57.1%) 

Loss to follow-up: 6% 
Intervention Description of intervention: 3 individual and 13 group sessions 

Description of control: usual care 

Length of intervention: 12 months 



Length of follow-up: immediate post 
Study Parikh 2010 [83] 

Comments See United States Preventive Services Task Force Review [69] for details 

Study/Location Patrick 2011 [84] US 

Objective To assess the effect of a 1-year internet-based weight loss intervention for men 

Methods Design: RCT 

Selection: recruited from community through printed and radio advertisements, a TV 
news story, and flyers 

Inclusion/Exclusion criteria: NR 
Participants Sample: 441 

Intervention n=224; Control n=217 

Age, Mean (SD) years: Overall: 43.9 (8.0); Intervention: 44.9 (7.8); Control: 42.8 (8.0) 

Gender: 100% male 

Race/Ethnicity (White non-Hispanic): Intervention: 72.8%; Control: 69.1% 

SES [some post-secondary education]: Intervention: 90%; Control: 94%  

Loss to follow-up: Intervention n=70; Control n=62  
Intervention Description of intervention: initial computerized assessment to tailor recommendations 

for behavioural targets, weekly Web-based learning activities, individualized feedback 

Description of control: wait-list  

Duration of intervention: 6 months 

Length of follow-up: 6 months 
Study/Location Penn 2009 [85] UK 

Objective To test the hypothesis that T2D can be prevented by lifestyle intervention and to 
explore secondary outcomes in relation to diabetes incidence 

Methods Design: RCT 

Selection: referral by primary care physician 

Inclusion criteria: >40 years, BMI >25, established IGT defined as a mean 2-hour 
plasma glucose value ≥7.8 mmol/l and <11.1 mmol/l from 2 consecutive standard 
OGTTs (glucose load 75 g) conducted 12 weeks apart 

Exclusion criteria: previous diagnosis of diabetes, chronic illness that would make 
moderate physical activity impossible, a special diet for medical reasons 

Participants Sample: 102 



Intervention n=51; Control n=51  

Age, Mean years: Intervention: 56.8; Control: 57.4 

Gender [Female n (%)]: Intervention 30 (58.8%); Control 31 (60.8%) 

Loss to follow-up: 58.8% in each arm at year 5  
Intervention Description of intervention: regular individual advice from dietician and physiotherapist 

trained in motivational interviewing; invited to group sessions, notably 'cook and eat' 
events; received a quarterly newsletter 

Description of control: standard health promotion advice including widely available 
contemporary written leaflets on healthy eating and physical activity 

Length of intervention: 60 months 

Length of follow-up: immediate post 
Study/Location Ross 2012 [86] Canada; Companion paper: Ross [87] 

Objective To assess the effectiveness of a 2-year behaviourally based physical activity and diet 
program implemented entirely within clinical practices to reduce obesity 

Methods Design: RCT 

Selection: 12 physicians supplied patient lists to the project coordinator, who created an 
information letter for each potential participant; physicians reviewed letters addressed 
removed those known to be ineligible or unable to participate for other reasons 

Inclusion criteria: 25-74 years; sedentary (planned activity for purpose of health ≤1 
day/week); waist circumference ≥102 or 88 cm for men and women, respectively; ± 2 
kg for 6 months before start study; BMI 25-39.9; informed consent 

Exclusion criteria: significant CVD including history of myocardial infarction, stroke, 
coronary bypass surgery or angioplasty in past 6 months, peripheral artery disease, 
unstable angina or ischaemia; insulin-dependent diabetes; pregnancy; physical 
impairment; plans to move from area; participating in another research study; clinically 
judged unsuitable for participation or adherence 

Participants Sample: 490 

Intervention n=249; Control n=241 

Age, Mean (SD) years: Intervention: 51.3 (11.0); Control: 52.4 (11.8) 

Gender [Female n (%)]: Intervention: 175 (70%); Control: 169 (70%) 

Loss to follow-up: Intervention 14.5%; Control 23.7% 
Intervention Description of intervention: individually tailored counselling based on transtheoretical 

model and social cognitive theory; Phase 1: health educator works one-on-one with 
participants (20 weeks, 15 sessions); Phase 2 (when lose 5% in waist circumference): 
encouraged by health educator to continue program (45-60 minutes of activity/day and 
health eating patterns); Phase 3: contact with health educator continues, duration of 



sessions based on waist circumference values and adoption of physical activity, those 
achieving targets meet health educator bimonthly for 30-minute session, those who 
have not achieved goals see health educator monthly for 60-minute sessions 

Description of control: advice from physicians regarding lifestyle as a strategy for 
obesity reduction, continue to meet with physician according to usual schedule; 
physicians asked not to change routine counseling approach  

Duration of intervention: 24 months 

Length of follow-up: immediate post 
Study Rossner 2000 [88] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Seifarth 2013 [89] Germany 

Objective To examine the effectiveness of metformin as a weight reducing drug in obese and 
overweight patients with regard to their degree of insulin resistance 

Methods Design: CCT 

Selection: patients screened at endocrinology practice 

Inclusion criteria: BMI≥ 27 

Exclusion criteria: overt diabetes, impaired glucose tolerance or already taking anti-
diabetic drugs (including metformin); on steroid or antipsychotic medication; 
depression; drug addiction; pregnant and nursing women 

Participants Sample: 199 

Intervention n=154; Control n=45 

Age, Mean (SD) years: Intervention: 37.8 (12.9); Control: 40.3 (11.4) 

Gender (Female): Intervention n=138; Control n=41 

Loss to follow-up: no loss 
Intervention Description of interventions: metformin, dosage slowly uptitrated starting with 500 mg 

per day during the first week, then weekly increased by 500 mg daily to final dose; 
patients with BMI <30 received 1,500 mg final dose per day, patients with a BMI ≥30 
but <35 received 2,000 mg and patients with a BMI ≥35 received 2,500 mg 

Description of control: untreated patients 

Length of intervention: 6 months 

Length of follow-up: immediate post 
Study Sjostrom 1998 [90] 

Comments See United States Preventive Services Task Force Review [3] for details 



Study/Location Smith 2011 [91] US and Sweden 

Objective To determine if a 24 week weight loss program with orlistat 60 mg in overweight subjects 
would produce a greater change in visceral adipose tissue compared to placebo 

Methods Design: RCT 

Inclusion criteria: 18–60 years; normal eating habits; BMI 25–34.9; waist 
circumference for females >88 cm (35 inches) or for males >102 cm (40 inches) 

Exclusion criteria: pregnancy; recent weight loss; prescription drugs that could interfere 
with weight or intestinal transit time; taking cyclosporine, warfarin, or amiodarone 
HCL; history of GI diseases, diabetes, uncontrolled hypertension, or heart disease 

Participants Sample: 131 

Intervention n=65; Control n=66 

Age, Mean (SD) years: Overall: 43.4 (10.40); Intervention: 42.9 (9.03); Control: 43.8 (11.68) 

Gender [Female n (%)]: Intervention: 51 (82.3%); Control: 51 (83.6%)  

Race/Ethnicity [White n (%)]: Intervention: 43 (69.4%); Control: 51 (83.6%) 

Loss to follow-up: Intervention 16.9%; Control 19.7% 
Intervention Description of intervention: met with registered dietitian for nutrition counseling and 

instructed to consume a hypocaloric, low-fat diet containing 50% carbohydrate, 30% fat 
and 20% protein; encouraged to exercise (e.g., a 30-45 min walk, five/week); received 
educational material; one capsule with each main meal three times a day and a 
multivitamin daily at least 2 h before or after taking the study medication. 

Description of control: Same as intervention group but with placebo. 

Duration of intervention: 24 weeks 

Length of follow-up: immediate post 
Study Stevens 1993 [92]; Companion papers: Whelton [93], Hypertension Prevention 

Collaborative Research Group [94], Satterfield [95] 
Comments See United States Preventive Services Task Force Review [3] for details 

Study Stevens 2001 [96]; Companion papers: Hypertension Prevention Collaborative Research 
Group [97], Hollis [98] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Swinburn 2005 [99] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location ter Bogt 2011 [100] The Netherlands; Companion papers: ter Bogt [101–103], Driehuis 
[104] 

Objective To examine the 1-year effects of lifestyle counselling by nurse practitioner on physical 
activity and diet, compared with usual care from general practitioner 



Methods Design: RCT 

Selection: 12 general practice locations (varying from one to seven general practitioners 
and one to three nurse practitioners in the northern part of the Netherlands) 

Inclusion criteria: BMI 25-40; either hypertension or dyslipidaemia, or both 

Exclusion criteria: diabetes; hypothyroidism; pregnancy; liver or kidney disease; 
current treatment for malignancy; severely shortened life expectancy; mental illness; 
addiction to alcohol or drugs 

Participants Sample: 457 

Intervention n=225; Control n=232 

Age Mean (SD) years: Intervention: 55.2 (7.7); Control: 57.1 (7.7) 

Gender [Female n (%]): Intervention n=87 (51.5%); Control n=94 (54.7%) 

Co-morbidities: hypertension; dyslipidemia 

Loss to follow-up: Intervention n=54; Control n=36 
Intervention Description of intervention: in first year, the lifestyle intervention of the Nurse 

Practitioner consisted of 4 individual visits (at 1, 2, 3 and 8 months after baseline) and 
one feedback session by telephone (5 months after baseline) 

Description of control: offered one visit with GP to discuss results from screening and 
thereafter received usual GP care  

Duration of intervention: 36 months 

Length of follow-up: immediate post 
Study/Location Thomas 2011 [105] UK 

Objective To determine whether 60 mg orlistat is effective as a weight loss option in a free-living 
community population with minimal professional input. 

Methods Design: Pre/Post 

Selection: poster advertising in local area and Clinical Imaging Centre volunteer panel 

Inclusion criteria: Aged 18-60 years; BMI 25-34.9; WC >88 cm (female), >102 (male) 

Exclusion criteria: recent history of weight loss or taking prescription drugs that affect 
body weight or metabolism 

Participants Sample: 27 

Age, Mean (SD) years: Overall: 39.8 (8.7) 

Gender [Female n (%)]: 7 (26%) 

Race/Ethnicity (Caucasian): n=17 

Loss to follow-up: 3 
Intervention Description of intervention: 4-week supply of alli (60 mg orlistat), educational materials 

included in the US starter kit and access to the US alli web site 



Description of Control: NA 

Duration of intervention: 12 weeks 

Length of follow-up: immediate post 
Study Torgerson 2004 [106]; Companion paper: Torgerson [107] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study/Location Tsai 2010 [108] US 

Objective To evaluate the effect of using medical assistants (MAs) as weight loss counselors 

Methods Design: RCT 

Selection: recruited through flyers, direct referrals from PCPs, and word-of-mouth 

Inclusion criteria: BMI 27-50; willingness to keep food and activity records 

Exclusion criteria: medical conditions that contraindicated weight loss; use of medications 
associated with weight gain or loss of ≥5% (e.g., systemic steroids, weight loss 
medications); substance abuse; or serious psychiatric illness including bipolar disorder, 
schizophrenia, or severe depression (score of ≥29 on the Beck Depression Inventory) 

Participants Sample: 50 

Intervention n=24; Control group n=26 

Age, Mean (SD) years: Intervention: 51.3 (2.3); Control: 47.6 (2.5) 

Gender (Female): 88%  

Race/Ethnicity (African American): Intervention: 79%; Control: 81%  

SES [education years (SD)]: Intervention: 14.4 (0.5); Control: 13.3 (0.4) 

Loss to follow-up: 6.0% 
Intervention Description of intervention: same schedule of Primary Care Practitioner visits, same 

materials as control participants; series of 8 brief (15–20 min) individual visits with a 
MA at weeks 0, 2, 4, 8, 12, 16, 20, and 24. Visits conducted by MAs using handouts 
adapted from the Diabetes Prevention Program 

Description of control: quarterly meetings with PCPs during study; provided 1–2 page 
handouts developed by the Weight-Control Information Network of the National 
Institutes of Health, a calorie counter, a pedometer, and a sample meal plan; weight 
management component of visit lasted about 2–3 min; PCPs instructed to encourage 
patients to lose weight, using materials provided, but did not give specific behavioural 
strategies for weight management 

Duration of intervention: 52 weeks 

Length of follow-up: immediate post 



Study Van Gaal 1998 [109] 

Comments See United States Preventive Services Task Force Review [69] for details 

Study/Location Vissers 2010 [110] Belgium 

Objective To determine the effect of whole body vibration combined with caloric restriction on 
weight 

Methods Design: RCT 

Selection: recruited in outpatient clinics and through media advertising 

Exclusion criteria: diabetes; pregnancy; treatment with tricyclic antidepressants; joint 
replacement surgery; use of weight loss drugs; BMI >40, weight loss >5% in past 6 
weeks; unable to swallow or unable/unwilling to participate in physical activity 

Participants Sample: 58 

Intervention1 (Diet) n=2; Intervention 2 (Fitness) n=20; Intervention 3 (Vibration) 
n=18; Control n=21 

Age, Mean (SD) years: Intervention 1: 45.5 (13.1); Intervention 2: 44.7 (13.0); 
Intervention 3: 43.3 (9.6); Control: 44.8 (11.4) 

Gender (Female): 74.7% 

Loss to follow-up: Intervention 1 n=8; Intervention 2 n=1; Intervention 3 n=5; Control n=4 
Intervention Description of intervention 1: diet only 

Description of intervention 2: diet and aerobic exercise 

Description of intervention 3: diet and non-aerobic exercise 

Description of control: NR 

Duration of intervention: 6 months 

Length of follow-up: 6 months 
Study/Location Wadden 2011 [111] US 

Objective To compare weight loss during a 2-year period in response to three lifestyle 
interventions, all delivered by PCPs in collaboration with auxiliary health professionals 
(lifestyle coaches) in their practices 

Methods Design: RCT 

Selection: multiple methods of recruitment, including PCP referral and self-referral in 
response to in-clinic advertisements at six primary care practices selected from a total 
of 27 on the basis of providing care to 2,000 or more adults and having at least two 
physicians and two auxiliary health providers on staff  

Inclusion: age ≥21 years; BMI 30-50; at least two of five components of the metabolic 



syndrome to increase likelihood of having cardiovascular risk factors 

Exclusion: recent CVD; other medical conditions contraindicating weight loss; blood 
pressure ≥ 160/100 mmHg, medications that substantially affect body weight, substance 
abuse, severe psychiatric illness that could affect adherence; bariatric surgery; loss of 
≥5% of body weight in the previous 6 months; pregnancy or lactation 

Participants Sample: 390 

Intervention 1 (brief lifestyle counseling) n=131; Intervention 2 (enhanced lifestyle 
counseling) n=129*; Control n=130 

Age, Mean (SD) years: Intervention: 52.0 (12.2); Control: 51.7 (12.1) 

Gender [Female n (%)]: Intervention: 110 (84.0%); Control: 98 (75.4%) 

Race/Ethnicity [White n (%)]: Intervention: 75 (57.3%); Control: 81 (62.3%) 

SES (post-secondary education): Intervention n=99 (76%); Control n=95 (73%) 

Loss to follow-up: Intervention n=19; Control n=20 
Intervention Description of intervention: quarterly visits with primary care provider, brief lifestyle 

counseling including 10 to 15 minutes each month with auxiliary health care provider 
(medical assistant), referred to as a lifestyle coach, who delivered treatment by 
following abbreviated lessons from the Diabetes Prevention Program 

Description of control: usual care (quarterly visits with primary care provider) 

Duration of Intervention: 24 months 

Length of follow-up: immediate post 
Comments *There was a second intervention group that was enhanced brief counseling. The

enhanced component involved participants choosing to take sibutramine, orlistat or
meal replacements. Outcomes were not reported by what enhanced option participants
chose. Also, there was no placebo group for comparison. As a result, data was not
extracted for this group.

Study Wood 1988 [112]; Companion paper: Frey-Hewitt [113] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Wood 1991 [114]; Companion paper: Kiernan [115] 

Comments See United States Preventive Services Task Force Review [3] for details 

Study Woollard 2003 [116] 

Comments See United States Preventive Services Task Force Review [3] for details 
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