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	16. Abstract 
	Postpartum depression is common but inadequately recognized and undertreated. Continuing depressive symptoms are associated with adverse outcomes for the woman, her infant, and family. We wanted to determine the effect of a practice-based training program for screening, diagnosis, and management of depression in postpartum mothers.
METHODS:
In this practice-based effectiveness study, 28 practices were randomized to usual care (n = 14) or intervention (n = 14), and 2,343 women were enrolled between 5 and 12 weeks' postpartum. The intervention sites received education and tools for postpartum depression screening, diagnosis, initiation of therapy, and follow-up within their practices. Usual-care practices received a 30-minute presentation about postpartum depression. Screening information for the usual care was obtained from baseline surveys sent directly to the central site but was not available for patient care. Outcomes were based on patient-reported outcomes (level of depressive symptoms) from surveys at 6 and 12 months, plus medical record review (diagnosis and therapy initiation).
RESULTS:
Among the 2,343 women enrolled, 1,897 (80.1%) provided outcome information, and were included in the analysis. Overall, 654 (34.5% of 1,897) women had elevated screening scores indicative of depression, with comparable rates in the intervention and usual-care groups. Among the 654 women with elevated postpartum depression screening scores, those in the intervention practices were more likely to receive a diagnosis (P = .0006) and therapy for postpartum depression (P = .002). They also had lower depressive symptom levels at 6 (P = .07) and 12 months' (P=.001) postpartum.
CONCLUSIONS:
Primary care-based screening, diagnosis, and management improved 
mothers’ depression outcomes at 12 months. This practical approach 
could be implemented widely with modest resources.


	17. Pending PURL Review Date
	     

	sECTION 2:   Critical Appraisal of Validity
[to be completed by the Potential PURL Reviewer]
[to be revised by the Pending PURL Reviewer if needed]

	1. Number of patients starting each arm of the study?
	Usual care: 1022 and intervention: 1353 

	2. Main characteristics of study patients (inclusions, exclusions, demographics, settings, etc.)?I
	Inclusion: 18+yo, 5-12 weeks postpartum, speaking English or Spanish, receiving continuing care art FM practice.
Exclusion: <18yo
PRACTICES: Family Medicine Reach Network practices providing maternity or well-baby care to 30+ patients in the past year and not routinely providing postpatum depression screening.

	3. Intervention(s) being investigated?


	Multi-step screening and diagnosis, follow-up and management process within the primary care setting.
 

	4. Comparison treatment(s), placebo, or nothing?
	Usual care of the study sites prior to study inception.
 

	5. Length of follow up? Note specified end points e.g. death, cure, etc.
	12 months
 

	6. What outcome measures are used? List all that assess effectiveness.
	Primary: 5 point drop in PHQ-9 scores from baseline to 6 or 12 months.
Secondary: change in PSI, DAS-6 scores from baseline to 12 months
 

	7. What is the effect of the intervention(s)? Include absolute risk, relative risk, NNT, CI, p-values, etc.
	Improvement in intervention group 98 Pts (45%) vs usual care group 
60 patients (35%)
Unadjusted OR 1.82 (1.14-2.91)
Adjusted OR 1.74 (1.05-2.86).

	8. What are the adverse effects of intervention compared with no intervention?
	Inclusion: 18+yo, 5-12 weeks postpartum, speaking English or Spanish, 
None

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


	 FORMCHECKBOX 
 Well covered                   

 FORMCHECKBOX 
 Adequately addressed         

 FORMCHECKBOX 
 Poorly addressed
 FORMCHECKBOX 
 Not applicable
Comments:      


	10. Random allocation to comparison groups


	 FORMCHECKBOX 
 Well covered                   

 FORMCHECKBOX 
 Adequately addressed         

 FORMCHECKBOX 
 Poorly addressed    

 FORMCHECKBOX 
 Not applicable

Comments: Study mentions that practice sites were assigned to study arms without reporting how. 


	11. Concealed allocation to comparison groups


	 FORMCHECKBOX 
 Well covered                   


 FORMCHECKBOX 
 Adequately addressed         


 FORMCHECKBOX 
 Poorly addressed    

 FORMCHECKBOX 
 Not applicable

Comments: Study sites were not blinded, received different training 

	12. Subjects and investigators kept “blind” to comparison group allocation


	 FORMCHECKBOX 
 Well covered                   


 FORMCHECKBOX 
 Adequately addressed         


 FORMCHECKBOX 
 Poorly addressed    

 FORMCHECKBOX 
 Not applicable

Comments:      


	12. Comparison groups are similar at the start of the trial


	 FORMCHECKBOX 
 Well covered                   


 FORMCHECKBOX 
 Adequately addressed         


 FORMCHECKBOX 
 Poorly addressed    

 FORMCHECKBOX 
 Not applicable

Comments:      


	14. Were there any differences between the groups/arms of the study other than the intervention under investigation? If yes, please indicate whether the differences are a potential source of bias.
	 FORMCHECKBOX 
 Well covered                   

 FORMCHECKBOX 
 Adequately addressed         


 FORMCHECKBOX 
 Poorly addressed    

 FORMCHECKBOX 
 Not applicable

Comments:      


	15. Were all relevant outcomes measured in a standardized, valid, and reliable way?


	 FORMCHECKBOX 
 Well covered                   


 FORMCHECKBOX 
 Adequately addressed         


 FORMCHECKBOX 
 Poorly addressed    

 FORMCHECKBOX 
 Not applicable

Comments:      


	16. Are patient oriented outcomes included? If yes, what are they?
	Drop in PHQ-9 scores of 5 points from baseline to 12 months 

	17. What percent dropped out, and were lost to follow up? Could this bias the results? How?
	Total: 13.4%

Inrtervention: 10%

Usual care: 18% 



	18. Was there an intention-to-treat analysis? If not, could this bias the results? How?
	NO

	19. If a multi-site study, are results comparable for all sites?
	Not addressed 

	20. Is the funding for the trial a potential source of bias? If yes, what measures were taken to insure scientific integrity?
	No

	21. To which patients might the findings apply? Include patients in the study and other patients to whom the findings may be generalized.
	18+ yo women 5-12 weeks postpartum 

	22. In what care settings might the findings apply, or not apply?
	Any providing postpartum care

	23. To which clinicians or policy makers might the findings be relevant?
	Family practitioners 

	SECTION 3: Review of Secondary Literature



	Citation Instructions
	For UpTo Date citations, use style modified from http://www.uptodate.com/home/help/faq/using_UTD/index.html#cite & AMA style. Always use Basow DS as editor & current year as publication year.

EXAMPLE:  Auth I. Title of article. {insert author name if given, & search terms or title.} In: Basow DS, ed. UpToDate [database online]. Waltham, Mass: UpToDate; 2009. Available at: http://www.uptodate.com.  {Insert dated modified if given.} Accessed February 12, 2009. {whatever date PPRF reviewer did their search.}

For DynaMed, use the following style:
Depression: treatment {insert search terms or title}. In: DynaMed [database online]. Available at: http://www.DynamicMedical.com. Last updated February 4, 2009. {Insert dated modified if given.}  Accessed June 5, 2009.{search date}

	1. DynaMed excerpts
	     

	2. DynaMed citation/access date
	Title.       Author.       In: DynaMed [database online]. Available at: www.DynamicMedical.com  Last updated:      . Accessed      

	3.  Bottom line recommendation or summary of evidence from DynaMed 

(1-2 sentences)
	     

	4. UpToDate excerpts
	     

	5. UpToDate citation/access date
	Always use Basow DS as editor & current year as publication year.
Title.      Author.       In: UpToDate [database online]. Available at: http://www.uptodate.com. Last updated:      . Accessed     

	6.  Bottom line recommendation or summary of evidence from UpToDate 

(1-2 sentences)
	     

	7. PEPID PCP excerpts

www.pepidonline.com
username: fpinauthor

pw: pepidpcp
	     

	8. PEPID citation/access data
	Author.      Title.       In: PEPID [database online]. Available at: http://www.pepidonline.com. Last updated:      . Accessed     

	9. PEPID content updating 
	1. Do you recommend that PEPID get updated on this topic?
 FORMCHECKBOX 
 Yes, there is important evidence or recommendations that are missing
 FORMCHECKBOX 
 No, this topic is current, accurate and up to date.
If yes, which PEPID Topic, Title(s): 

     
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?

 FORMCHECKBOX 
 Yes, there is important evidence or recommendations that are missing
 FORMCHECKBOX 
 No, this topic is current, accurate and up to date.
If yes, which Evidence Based Inquiry(HelpDesk Answer or Clinical Inquiry), Title(s): 

     


	10. Other excerpts (USPSTF; other guidelines; etc.)
	     

	11. Citations for other excerpts
	     

	12.  Bottom line recommendation or summary of evidence from Other Sources (1-2 sentences)
	     

	

	
	

	SECTION 4: Conclusions 



	1. Validity: How well does the study miminize 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)

 FORMCHECKBOX 
1   FORMCHECKBOX 
2   FORMCHECKBOX 
3   FORMCHECKBOX 
4   FORMCHECKBOX 
5   FORMCHECKBOX 
6   FORMCHECKBOX 
7  

	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)

 FORMCHECKBOX 
1   FORMCHECKBOX 
2   FORMCHECKBOX 
3   FORMCHECKBOX 
4   FORMCHECKBOX 
5   FORMCHECKBOX 
6   FORMCHECKBOX 
7  

	4. If 4.3 was coded as 4, 5, 6, or 7, lease 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)
 FORMCHECKBOX 
1   FORMCHECKBOX 
2   FORMCHECKBOX 
3   FORMCHECKBOX 
4   FORMCHECKBOX 
5   FORMCHECKBOX 
6   FORMCHECKBOX 
7  

	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) 

 FORMCHECKBOX 
1   FORMCHECKBOX 
2   FORMCHECKBOX 
3   FORMCHECKBOX 
4   FORMCHECKBOX 
5   FORMCHECKBOX 
6   FORMCHECKBOX 
7  

	8. If you coded 4.7 as a 4, 5, 6 or 7, please explain.   
	     

	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) 

 FORMCHECKBOX 
1   FORMCHECKBOX 
2   FORMCHECKBOX 
3   FORMCHECKBOX 
4   FORMCHECKBOX 
5   FORMCHECKBOX 
6   FORMCHECKBOX 
7  

	10. If you coded 4.9 as 4, 5, 6, or 7, please explain why.
	     

	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) 

 FORMCHECKBOX 
1   FORMCHECKBOX 
2   FORMCHECKBOX 
3   FORMCHECKBOX 
4   FORMCHECKBOX 
5   FORMCHECKBOX 
6   FORMCHECKBOX 
7  

	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? 

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 
	Give one number on a scale of 1 to 7

(1=definitely a Pending PURL; 4=uncertain; 7=definitely not a Pending PURL) 

 FORMCHECKBOX 
1   FORMCHECKBOX 
2   FORMCHECKBOX 
3   FORMCHECKBOX 
4   FORMCHECKBOX 
5   FORMCHECKBOX 
6   FORMCHECKBOX 
7  

	14. Comments on your response in 4.13
	     

	SECTION 4.1: Diving for PURLs 



	1. Study Summary- Please summarize the study in 5-7 sentences
	Single blinded, RCT comparing usual practice to multi-step screening, diagnosis, follow-up and management process showed significant improvement in PQ-9 scores at 12 months for women with elevated baseline depression scores.

	2. Criteria- note yes or no for those which this study meets
  
	RELEVENT –Y 
VALID  ?
CHANGE IN PRACTICE- Y
MEDICAL CARE SETTING -Y
IMMEDIATELY APPLICABLE -N 
CLINICALLY MEANINGFUL   ?

	3.  Bottom Line- one –two sentences noting the bottom line recommendation 
	     

	4.  Title Proposal
	

	


