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	13. Assigned Potential PURL Reviewer 
	Debbie Stulberg

	14. Reviewer Affiliation 
	University of Chicago 

	15. Date Review Due 
	February 11, 2010

	16. Abstract 
	CONTEXT: Targeted systematic review to support the updated US Preventive Services Task Force (USPSTF) recommendation on screening for obesity in children and adolescents. OBJECTIVES: To examine the benefits and harms of behavioral and pharmacologic weight-management interventions for overweight and obese children and adolescents. METHODS: Our data sources were Ovid MEDLINE, PsycINFO, the Education Resources Information Center, the Database of Abstracts of Reviews of Effects, the Cochrane databases, reference lists of other reviews and trials, and expert recommendations. After 2 investigators reviewed 2786 abstracts and 369 articles against inclusion/exclusion criteria, we included 15 fair- to good-quality trials in which the effects of treatment on weight, weight-related comorbidities, and harms were evaluated. Studies were quality rated by 2 investigators using established criteria. Investigators abstracted data into standard evidence tables. RESULTS: In the available research, obese (or overweight) children and adolescents aged 4 to 18 years were enrolled, and no studies targeted those younger than 4 years. Comprehensive behavioral interventions of medium-to-high intensity were the most effective behavioral approach with 1.9 to 3.3 kg/m2 difference favoring intervention groups at 12 months. More limited evidence suggests that these improvements can be maintained over the 12 months after the end of treatments and that there are few harms with behavioral interventions. Two medications combined with behavioral interventions resulted in small (0.85 kg/m2 for orlistat) or moderate (2.6 kg/m2 for sibutramine) body mass index (BMI) reduction in obese adolescents on active medication; however, no studies followed weight changes after medication use ended. Potential adverse effects were greater than for behavioral interventions alone and varied in severity. Only 1 medication (orlistat) has been approved by the US Food and Drug Administration for prescription use in those aged ≥12 years. CONCLUSIONS: Over the past several years, research into weight management in obese children and adolescents has improved in quality and quantity. Despite important gaps, available research supports at least short-term benefits of comprehensive medium- to high-intensity behavioral interventions in obese children and adolescents.

	17. Pending PURL Review Date
	 

	SECTION 2: CRITICAL APPRAISAL OF VALIDITY

	1. What types of studies are included in this review?
	Randomized (23) and nonrandomized (2) controlled trials

	2. What is the key question addressed by this review? Summarize the main conclusions and any strengths or weaknesses.
	Key question 1: Do weight management programs (behavioral, combined behavioral, and pharmacologic) reduce or stabilize measured BMI, weight, or adiposity in children and adolescents who are obese (≥95th percentile) or overweight (85th-94th percentile)?

Main conclusions:

· In behavioral intervention trials (children ages ≥6), at 6 to12 months follow-up, intervention groups were 1.9 to 3.3 kg/m2 lighter than controls.

· In pharmacologic plus behavioral trials (ages ≥12), results favored medication (sibutramine or orlistat) + behavioral intervention compared with behavioral alone. Sibutramine: approximate between-group difference in change in BMI was 2.6 kg/m2. Orlistat: between-group difference in change in BMI was approximately 0.5 to 0.8 kg/m2.

Key question 2: Do weight management programs (behavioral, combined behavioral, and pharmacologic) help children and adolescents who are initially obese or overweight maintain BMI, weight, or adiposity improvements after the completion of an active intervention?

Main conclusions:

· In behavioral intervention trials, at least 12 months after completing the intervention, 3 of 4 studies showed the intervention group had a lower average BMI or lower average % overweight than the control group. In the 2 studies that reported BMI change, the average between-group difference at the end of the study period was 1.7 kg/m2 in the intervention group vs. the control.
· No pharmacologic + behavioral trials followed subjects after medication was discontinued.
Key question 3: What are the adverse effects of weight management programs (behavioral, or combined behavioral and pharmacologic) that attempt to stabilize, reduce, or maintain BMI?

Main conclusions:

· Behavioral intervention trials show no evidence that these programs may be harmful, except they perhaps mildly increase injury risk with exercise (of 6 trials commenting on adverse events, 2 include injury risk and of these, 1 found 1 child with a fracture in the intervention group compared with none in the control group).
· Pharmacologic + behavioral trials: for sibutramine, tachycardia and mild systolic blood pressure (BP) increases were more common in the intervention group than in the control group; for orlistat, mild-to-moderate gastrointestinal adverse effects were more common in the intervention group than in the control group; serious adverse effects were rare.

Subquestions to key questions 1 and 2:

(a) Do these programs lead to other positive outcomes (eg, improved behavioral or physiologic measures, decreased childhood morbidity, improved childhood functioning, or reduced adults morbidity and mortality)?

Main conclusions:

· Behavioral trials: poor reporting of this outcome, but insulin resistance appears to favor the intervention group, as does physical fitness.
· Pharmacologic + behavioral trials: favorable reductions in waist circumference; for sibutramine 12-month trial, favorable improvements in high-density lipoprotein (HDL), triglycerides (TG), and insulin profile, but no difference in low-density lipoprotein (LDL) or serum glucose; for orlistat, no difference between intervention and control groups in LDL, HDL, TG, glucose, or insulin, small benefit in diastolic, but not systolic BP.
(b) Do specific components of the programs influence the effectiveness of the programs?

Main conclusions:

· For behavioral trials, medium- to high-intensity programs (≥26 hours of contact) were more effective than lower intensity programs, but even very-low-intensity programs (<10 hours of contact) showed short-term (but not long-term) benefit.

· For pharmacologic + behavioral trials, the effect of sibutramine appears to be larger than that of orlistat, although no head-to-head comparisons have been conducted. These trials enrolled adolescents ages 12 to 18 years who met adult criteria for class II obesity; no trials have looked at medications in children younger than 12 years.

(c) Are there population or environmental factors that influence the effectiveness of the programs?

Main conclusions: The moderate- to high-intensity programs, which were the more effective ones, were conducted in specialty (eg, pediatric obesity) clinics, and the authors think they'd be less feasible for primary care. The more primary care-friendly behavioral interventions are less (but still somewhat) effective, at least in the short term.



	3. Study addresses an appropriate and clearly focused question - select one


	Adequately addressed

Comments: It poses 3 questions, of which 2 have 3 subquestions. Within each question, it assesses behavioral and combined pharmacologic + behavioral programs separately. It doesn't specifically answer all subquestions for all types of studies, but overall this is a ton of information, and the bottom line is they are trying to show there are interventions that do work.

	4. A description of the methodology used is included.
	Well covered

	5. The literature search is sufficiently rigorous to identify all the relevant studies.
	Well covered

	6. Study quality is assessed and taken into account.
	Adequately addressed

	7. There are enough similarities between selected studies to make combining them reasonable.
	Well covered 

Comments: Where the studies are not adequately similar, the authors do not pool the results.

	8. Are patient oriented outcomes included? If yes, what are they?


	The main results are change in BMI or change in % overweight. I think these are sufficiently patient-oriented. It would have been nice to have more functional outcomes, but most studies didn't look much at this. The long-term morbidity outcomes (adult risk of CVD, death, etc) are almost impossible to study (it would take 50-70 years of observation), but there is good enough evidence that childhood obesity predicts adult obesity and morbidity, so that I think 12+ month change in BMI is an appropriate outcome.



	9. Are adverse effects addressed? If so, how would they affect recommendations?
	Yes, adverse effects are one of the key questions addressed.

	10. Is funding a potential source of bias? If yes, what measures (if any) were taken to insure scientific integrity?
	Yes, most of the medication studies were funded by the drug manufacturers.

	11. To which patients might the findings apply? Include patients in the meta-analysis and other patients to whom the findings may be generalized.
	For behavioral interventions: ages 6-18, obese (≥95th percentile BMI) and possibly overweight (85th-94th percentile BMI, although most study participants were obese).

For pharmacologic + behavioral: obese adolescents ages 12 to 18.

	12. In what care settings might the findings apply, or not apply?
	Pharmacologic interventions and low-intensity behavioral interventions can be provided in primary care settings. High-intensity behavioral interventions (which are the most effective with least side effects) would require referral to a pediatric obesity clinic.

	13. To which clinicians or policy makers might the findings be relevant?
	Any who see or provide coverage for children.

	SECTION 3: REVIEW OF SECONDARY LITERATURE

	1. DynaMed excerpts
	 

	2. DynaMed citation/access date
	Obesity in children and adolescents. In: DynaMed [database online]. Available at: www.DynamicMedical.com. Last updated: February 2, 2010. Accessed February 10, 2010.

	3. Bottom line recommendation or summary of evidence from DynaMed

(1-2 sentences)
	Behavioral interventions in obese children 6 and older, and medications plus behavioral in adolescents, provide small to moderate short-term benefit. 

	4. UpToDate excerpts
	 

	5. UpToDate citation/access date
	Klish WJ. Clinical evaluation of the obese child and adolescent. In: Basow DS, ed.  UpToDate [database online]. Waltham, Mass: UpToDate; 2010. Available at: http://www.uptodate.com. Last updated: December 18, 2008. Accessed February 11, 2010.

	6. Bottom line recommendation or summary of evidence from UpToDate

(1-2 sentences)
	Measure weight and height in all children yearly to identify those who are overweight or obese. Screen overweight and obese children for diabetes, insulin resistance, dyslipidemia, and fatty liver disease. Refer to a pediatric obesity specialist those overweight and obese children who have comorbidities (eg, sleep apnea, slipped capital femoral epiphysis) and those younger than 2 years.

	7. PEPID PCP excerpts

www.pepidonline.com

username: fpinauthor

pw: pepidpcp
	What are the most effective interventions to reduce childhood obesity?

Evidence-Based Answer (Published October 2002)

1.
Efforts to increase physical activity or decrease sedentary activities have shown some short-term benefit, and adding dietary changes may be more effective.

· Aiming interventions at parents, intensive family therapy, comprehensive school-based programs, and selecting motivated children for subspecialty care may improve success (Grade of recommendation: B, based on poor-quality RCTs and heterogeneous systematic reviews).

· Other potentially effective short-term strategies include screening with BMI for age (Grade of recommendation: C, extrapolation from cohort studies and ecological research) or dietary counseling (Grade of recommendation: D, conflicting poor-quality RCTs).

· No drugs are currently approved for pediatric obesity therapy in the United States. 

	8. PEPID citation/access data
	Hill JC, Smith PC, Meadows S. Obesity (Peds Eating DO). In: PEPID [database online]. Available at: http://www.pepidonline.com. Last updated: Evidence-Based CI published October 2002. Accessed February 10, 2010.

	9. PEPID content updating 
	1. Do you recommend that PEPID get updated on this topic?

Yes, there is important evidence or recommendations that are missing

2. Is there an EBM Inquiry (HelpDesk Answers and Clinical Inquiries) as indicated by the EB icon ([image: image1.png]


) that should be updated on the basis of the review?

Yes, there is important evidence or recommendations that are missing

If yes, which Evidence-Based Inquiry(HelpDesk Answer or Clinical Inquiry), Title(s):

Obesity (Peds Eating DO).

	10. Other excerpts (USPSTF; other guidelines; etc.)
	Summary of Recommendation

· The USPSTF recommends that clinicians screen children aged 6 years and older for obesity and offer them or refer them to comprehensive, intensive behavioral interventions to promote improvement in weight status.

· Grade: B recommendation. 

	11. Citations for other excerpts
	http://www.ahrq.gov/clinic/uspstf/uspschobes.htm, updated January 2010, accessed February 10, 2010.

	12. Bottom line recommendation or summary of evidence from Other Sources (1-2 sentences)
	In January 2010 the USPSTF changed its recommendation on screening for pediatric obesity, based on this study and an ARHQ report that had a similar methodology. Previously, USPSTF found insufficient evidence to recommend for or against screening. It now recommends screening for children age 6 and older. 

	SECTION 4: CONCLUSIONS


	1. Validity: How well does the study minimize sources of internal bias and maximize internal validity? Give one number on a scale of 1 to 7 (1=extremely well; 4=neutral; 7=extremely poorly)
	2 

	2. If 4.1 was coded as 4, 5, 6, or 7, please describe the potential bias and how it could affect the study results. Specifically, what is the likely direction in which potential sources of internal bias might affect the results?
	 

	3. Relevance: Are the results of this study generalizable to and relevant to the health care needs of patients cared for by “full scope” family physicians? Give one number on a scale of 1 to 7 (1=extremely well; 4=neutral; 7=extremely poorly)
	1 

	4. If 4.3 was coded as 4, 5, 6, or 7, please provide an explanation.
	 

	5. Practice-changing potential: If the findings of the study are both valid and relevant, does the practice that would be based on these findings represent a change from current practice? Give one number on a scale of 1 to 7 (1=definitely a change from current practice; 4=uncertain; 7=definitely not a change from current practice)
	2 

	6. If 4.5 was coded as 1, 2, 3, or 4, please describe the potential new practice recommendation. Please be specific about what should be done, the target patient population and the expected benefit.
	 

	7. Applicability to a Family Medical Care Setting:

Is the change in practice recommendation something that could be done in a medical care setting by a family physician (office, hospital, nursing home, etc), such as a prescribing a medication, vitamin or herbal remedy; performing or ordering a diagnostic test; performing or referring for a procedure; advising, educating or counseling a patient; or creating a system for implementing an intervention? Give one number on a scale of 1 to 7 (1=definitely could be done in a medical care setting; 4=uncertain; 7=definitely could not be done in a medical care setting)
	2 

	8. If you coded 4.7 as a 4, 5, 6, or 7, please explain. 
	Though the high-intensity programs will require a specialty center for most family physicians, this is no different from a recommendation to refer to any specialist: if the primary care provider has the resources, he or she can provide or refer. 

	9. Immediacy of Implementation: Are there major barriers to immediate implementation? Would the cost or the potential for reimbursement prohibit implementation in most family medicine practices? Are there regulatory issues that prohibit implementation? Is the service, device, drug, or other essentials available on the market? Give one number on a scale of 1 to 7 (1=definitely could be immediately applied; 4=uncertain; 7=definitely could not be immediately applied)
	5 

	10. If you coded 4.9 as 4, 5, 6, or 7, please explain why.
	Based on the Sermo poll (which is consistent with our University of Chicago group's basic experience), pediatric obesity programs to which we could refer patients in order to implement the intensive behavioral interventions are apparently not widely available/accessible. The other 2 recommendations from the study—to screen for obesity routinely and to consider medication for obese adolescents—should be fairly easy to implement. 

	11. Clinical meaningful outcomes or patient-oriented outcomes: Are the outcomes measured in the study clinically meaningful or patient oriented? Give one number on a scale of 1 to 7 (1=definitely clinically meaningful or patient oriented; 4=uncertain; 7=definitely not clinically meaningful or patient oriented)
	2 

	12. If you coded 4.11 as a 4, 5, 6, or 7, please explain why.
	 

	13. In your opinion, is this a Pending PURL? Give one number on a scale of 1 to 7 (1=definitely a Pending PURL; 4=uncertain; 7=definitely not a Pending PURL)

Criteria for a Pending PURL:

· Valid: Strong internal scientific validity; the findings appears to be true.

· Relevant: Relevant to the practice of family medicine

· Practice changing: There is a specific identifiable new practice recommendation that is applicable to what family physicians do in medical care settings and seems different than current practice.

· Applicability in medical setting:

· Immediacy of implementation 
	2 

	14. Comments on your response in 4.13
	This PURL would have to be written carefully and with several caveats. The recommendations are: (1) Screen children ages 6 and older for obesity (with BMI percentile). (2) Refer obese children to comprehensive behavioral intervention programs. (3) Consider offering obese adolescents weight-loss medications (although proven benefits are only short-term and the side effects are clinically significant).

	SECTION 5: EDITORIAL DECISIONS

	1. FPIN PURLs editorial decision

(select one)
	Pending PURL

	2. Follow-up issues for pending PURL Reviewer


	(1) Assess current practice around screening for obesity and treatment.
(2) Assess availability of highly intense behavioral interventions.

	3. FPIN PURLS Editor making decision 
	Bernard Ewigman

Kate Rowland

	4. Date of decision
	Initial decision: February 11, 2010

Review decision: March 11, 2010

	5. Brief summary of decision
	The USPSTF recently upgraded its recommendations regarding pediatric obesity from the prior level I (insufficient evidence supporting screening for pediatric obesity due to lack of effective treatment options) to grade B (a recommendation that clinicians screen for pediatric obesity and refer for treatment when appropriate), because this study demonstrated that effective interventions exist for obese pediatric patients. We think the findings were valid (ie, that short-term and sustained weight loss can be achieved with behavioral interventions) and suspect that the notion that obesity is very difficult or impossible to treat is widely held. A Sermo poll is being done to determine providers' current practices with regard to screening, access to pediatric obesity programs, and willingness to make referrals to such programs.

Review update: the Sermo poll confirmed that only about 50% of practitioners are screening with BMI percentiles. Even fewer are using medications or referrals to intensive behavioral programs for treatment. The findings of this study are valid, and its implementation would be a practice-changer. 

	2. Did you review the Sermo poll & Instant Poll results (if available)? Add comments as needed.
	Yes

Comments: Responses to the Sermo poll questions were as follows:

(1) Do you screen pediatric patients (age ≥6 years) for obesity using a BMI percentile? 12/25 (48%) said yes; 6/25 (24%) said sometimes.

(2) Do you currently refer obese pediatric patients (age ≥6 years) to pediatric obesity programs for behavioral interventions? 10/24 (42%) said sometimes; 4/24 (17%) said yes.

(3) If you wanted to refer a patient to a pediatric obesity program and the patient/family wanted to attend, how easy or difficult would it be for your patients to access a program? 10/23 (43%) said very difficult; 4/23 (17%) said somewhat difficult.

(4) Do you offer obese adolesscents (age ≥12 years) medications for weight loss? 18/24 (75%) said no.

	3. Did you modify Sections 2, 3, or 4? Add comments as needed.
	Yes

Comments: Section 4.5: I changed the response on "practice-changing potential" from a 4 to a 2 to reflect the results of the Sermo poll. It does appear that for many (>50%), routine screening for obesity with BMI percentile would be a change in practice. 
Sections 4.9 and 4.10: I changed my response on "immediacy of implementation" from a 2 to a 5. The recommendation to refer obese kids to specialty pediatric obesity programs would be somewhat difficult to implement, as many physicians feel these programs are not readily available/accessible to their patients.


