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	SECTION 1: Identifying Information for Nominated Potential PURL
 [to be completed by PURLs Project Manager]



	1. Citation 
	Oronasopharyngeal suction versus wiping of the mouth and nose at birth: a randomised equivalency trial. Kelleher J, Bhat R, Salas AA, Addis D, Mills EC, Mallick H, Tripathi A, Pruitt EP, Roane C, McNair T, Owen J, Ambalavanan N, Carlo WA. Lancet. 2013 Jul 27;382(9889):326-330. doi: 10.1016/S0140-6736(13)60775-8. Epub 2013 Jun 3. PMID: 23739521

	2.  Hypertext link to PDF of full article 
	http://www.ncbi.nlm.nih.gov/pubmed/?term=Oronasopharyngeal+suction+versus+wiping+of+the+mouth+and+nose+at+birth%3A+a+randomised+equivalency+trial.

	3.  First date published study available to readers 
	6/3/13

	4. PubMed ID 
	23739521

	5. Nominated By 
	Jim Stevermer  Other: 

	6. Institutional Affiliation of Nominator 
	University of Missouri Other: 

	7. Date Nominated  
	9/18/13

	8. Identified Through 
	Other Other: POEMs

	9. PURLS Editor Reviewing Nominated Potential PURL
	Kate Rowland Other: 

	10. Nomination Decision Date 
	08/15/13

	11.  Potential PURL Review Form (PPRF) Type 
	RCT

	12. Other comments, materials or discussion 
	

	13. Assigned Potential PURL Reviewer 
	Nil Das, MD

	14. Reviewer Affiliation 
	Other Other: St. Margaret’s

	15. Date Review Due 
	11/8/13

	16. Abstract 
	BACKGROUND:

Wiping of the mouth and nose at birth is an alternative method to oronasopharyngeal suction in delivery-room management of neonates, but whether these methods have equivalent effectiveness is unclear.

METHODS:

For this randomized equivalency trial, neonates delivered at 35 weeks' gestation or later at the University of Alabama at Birmingham Hospital, Birmingham, AL, USA, between October, 2010, and November, 2011, were eligible. Before birth, neonates were randomly assigned gentle wiping of the face, mouth (implemented by the pediatric or obstetric resident), and nose with a towel (wipe group) or suction with a bulb syringe of the mouth and nostrils (suction group). The primary outcome was the respiratory rate in the first 24 hours after birth. We hypothesized that respiratory rates would differ by fewer than 4 breaths per minute between groups. Analysis was by intention to treat. This study is registered with ClinicalTrials.gov, number NCT01197807.

FINDINGS:

506 neonates born at a median of 39 weeks' gestation (IQR 38-40) were randomized. Three parents withdrew consent and 15 non-vigorous neonates with meconium-stained amniotic fluid were excluded. Among the 488 treated neonates, the mean respiratory rates in the first 24 hours were 51 (SD 8) breaths per minute in the wipe group and 50 (6) breaths per minute in the suction group (difference of means 1 breath per minute, 95% confidence interval [CI] -2 to 0, p<0.001).

INTERPRETATION:

Wiping the nose and mouth has equivalent efficacy to routine use of oronasopharyngeal suction in neonates born at or beyond 35 weeks' gestation.

	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?
	246 in the Wipe Group, 242 in the Suction Group

	2. Main characteristics of study patients (inclusions, exclusions, demographics, settings, etc.)?
	Inclusion: >35 weeks gestational age

Exclusion: known major congenital anomalies, decision to institute comfort care, anticipated advanced resuscitation, non-vigorous neonates with meconium-stained amniotic fluid, and previous enrollment in other delivery-room intervention studies

	3. Intervention(s) being investigated?
	Wipe Group: gentle wiping externally over the face, mouth (at the discretion of the obstetric or pediatric resident), and nose with a towel

Wiping or suction were applied immediately after the umbilical cord was cut and for as long as a neonate remained in the resuscitation area. In the wipe group, if copious secretions were seen coming from the mouth, the baby’s head was turned to the side to facilitate clearance. Neonates who were non-vigorous with meconium-stained amniotic fluid were intubated, airways were cleared with a meconium aspirator, and they were excluded from the trial.

	4. Comparison treatment(s), placebo, or nothing?
	Suction Group: suction in the mouth and nostrils with a bulb syringe

	5. Length of follow up? Note specified end points e.g. death, cure, etc.
	Every 4 hours for the first 24 hours

	6. What outcome measures are used? List all that assess effectiveness.
	Primary Outcome: Mean respiratory rate (RR) in the first 24 hours of birth

Secondary Outcomes: Advanced resuscitation by intubation at birth

Use of Positive Pressure Ventilation

Use of Chest compressions

Emergent medications

APGAR Scores at 1 and 5 minutes

Admission to NICU

Tachypnea (>60 RR in first 24 hours after birth)

Pulse Oximetry at discharge

	7. What is the effect of the intervention(s)? Include absolute risk, relative risk, NNT, CI, p-values, etc.
	This is an equivalency trial, testing 2 interventions to ensure that they are equivalent.

For the primary outcome they found a RR of 51 (SD 8) in the wipe group and a RR of 50 (SD 6)

Apgar scores at 1 minute 8 (7-8) 8 (7-8) p=0.55, 5 minute 9 (9-9) 9 (9-9) p=0.27

Median (IQR) oxygen saturation at discharge (%) 100 (99-100) 100 (99-100) 0.54

Advanced resuscitation required at birth 24 (10%) 17 (7%) Relative Risk 1.40 (CI 0.76-2.50) p=0.28

NICU admission required 45 (18%) 30 (12%) 1.5 (0.96-2.30) 0.07

Any respiratory rate value >60 breaths per minute in first 24 hours 113 (46%) 112 (46%) 0.99 (0.82-1.20) 0.9

	8. What are the adverse effects of intervention compared with no intervention?
	No adverse events in this trial of significance.

NICU admission, which this study was not powered for, almost approached significance (p=0.07).

	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: 



	11. Concealed allocation to comparison groups


	 FORMCHECKBOX 
 Well covered                   


 FORMCHECKBOX 
 Adequately addressed         


 FORMCHECKBOX 
 Poorly addressed    

 FORMCHECKBOX 
 Not applicable

Comments: 



	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: Of most concern is the high crossover rate. The rate was 20% with 34 undergoing wiping in the suction group and 64 undergoing suction in the wipe group. This is addressed.

	16. Are patient oriented outcomes included? If yes, what are they?
	Infant distress, in as much as respiratory rate, advanced resuscitation, NICU admission, and pulse oximetry at discharge are markers for this.

	17. What percent dropped out, and were lost to follow up? Could this bias the results? How?
	18 excluded from the study, but these patients underwent intention to treat analysis.

	18. Was there an intention-to-treat analysis? If not, could this bias the results? How?
	Yes there was.

	19. If a multi-site study, are results comparable for all sites?
	Single Site

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

	21. To which patients might the findings apply? Include patients in the study and other patients to whom the findings may be generalized.
	Normal Vaginal Childbirth

	22. In what care settings might the findings apply, or not apply?
	All vaginal labor settings.

	23. To which clinicians or policy makers might the findings be relevant?
	All family practitioners, midwives and obstetricians performing obstetrics currently, as well as hospital administrators for cost considerations.

	SECTION 3: Review of Secondary Literature

[to be completed by the Potential PURL Reviewer]

[to be revised by the Pending PURL Reviewer as needed]

	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. DynaMed [Internet]. Ipswich (MA): EBSCO Information Services. 1995  Overview of labor and delivery; Author. In: DynaMed [database online]. Available at: www.DynamicMedical.com  Last updated:10/30/2013. Accessed 11/3/2013

	3.  Bottom line recommendation or summary of evidence from DynaMed 

(1-2 sentences)
	gentle towel wiping of face, nose and mouth appears as effective as oronasopharyngeal suction for clearance of secretions at birth of term neonates (level 3 [lacking direct] evidence)

	4. UpToDate excerpts
	

	5. UpToDate citation/access date
	Always use Basow DS as editor & current year as publication year.

Title. Management of normal labor and delivery. Funai, Norwitz In: UpToDate [database online]. Available at: http://www.uptodate.com. Last updated:09/18/2013. Accessed 11/3/2013

	6.  Bottom line recommendation or summary of evidence from UpToDate 

(1-2 sentences)
	Mucus is gently wiped from the fetal nose and mouth. There is no evidence that oronasopharyngeal suctioning by a bulb or catheter is beneficial in healthy term infants [73-77] and, in some studies, suctioning slightly lowered neonatal oxygen saturation in the first few minutes of life [73,76,77]. Suctioning immediately after birth is appropriate for babies with obvious obstruction to spontaneous breathing due to secretions or who are likely to require positive-pressure ventilation. The mouth is suctioned first and then the nares to decrease the risk for aspiration (newborns are obligate nose breathers). Suctioning of the posterior pharynx should be avoided, as it can stimulate a vagal response, resulting in apnea and/or bradycardia. In a randomized equivalency trial, wiping the face, mouth, and nose with a towel was equivalent to suction with a bulb syringe [78]. The trial’s primary endpoint was mean respiratory rate within the first 24 hours after birth; infants who were non-vigorous or born with meconium stained amniotic fluid were excluded. (See "Overview of the routine management of the healthy newborn infant", section on 'Delivery room care' and "Neonatal resuscitation in the delivery room", section on 'Airway'.)

	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): Pregnancy, Procedure, other considerations
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 

[to be completed by the Potential PURL Reviewer] 
[to be revised by the Pending PURL Reviewer as needed]



	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)

 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?
	Although accounted for in the study the significant crossover could have influenced some of the outcomes.

	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.
	Particularly relevant to family medicine physicians who are playing the role of obstetrician and pediatrician.

	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.
	Even at the investigating hospital use of suction during delivery appears to have been standard of care, although we believe there are likely many family docs who are wiping alone.

	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.   
	Very applicable to practice.

	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.
	Nursing and system change, but otherwise easily implentable for physicians.

	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.
	Given the near significance of NICU admissions this maybe a concern, but the suction is not without it's risks with vagal response initiation, and wiping certain should be considered as an alternative.

	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
	Suction is certainly standard of care at this time and it is appropriate to consider wiping as a good option in normal delivery of newborns.

	SECTION 4.1: Diving for PURLs 

[optional for the potential PURL reviewer -if you wish to be the author on the summary]



	1. Study Summary- Please summarize the study in 5-7 sentences
	Please see DFP document.

	2. Criteria- note yes or no for those which this study meets

  
	RELEVENT - 
VALID - 
CHANGE IN PRACTICE- 

MEDICAL CARE SETTING - 
IMMEDIATELY APPLICABLE - 
CLINICALLY MEANINGFUL   - 

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

	4.  Title Proposal
	

	SECTION 5: Editorial Decisions 

[to be completed by the FPIN PURLs Editor or Deputy Editor]



	1. FPIN PURLs editorial decision

(select one)
	 FORMCHECKBOX 
1  Pending PURL Review—Schedule for Review 
 FORMCHECKBOX 
2  Pending PURL—Forward to JFP Editor

 FORMCHECKBOX 
3  Drop


	3. Follow up issues for Pending PURL Reviewer

  
	

	3.  FPIN PURLS Editor making decision 
	 FORMCHECKBOX 
1 Bernard Ewigman

 FORMCHECKBOX 
2 Sarah-Anne Schumann
 FORMCHECKBOX 
3 John Hickner

 FORMCHECKBOX 
4 Kate Rowland

	4.  Date of decision
	

	5.  Brief summary of decision
	

	SECTION 6: Survey Questions for SERMO, PURLs Instant Polls and Other Surveys

[To be completed by the PURLs Survey Coordinator and PURLs Editor]

	1.  Current Practice Question for Surveys
	

	2.  Barriers to Implementation Question for Surveys
	

	3.  Likelihood of Change Question for Surveys
	

	4.  Other Questions for Surveys
	

	SECTION 7: Variables for Secondary Database Analyses 

	1.  Population: Age, gender, race, ethnicity
	

	2.  Diagnoses
	

	3.  Drugs or procedures
	

	SECTION 8: Pending PURL Review Assignment

[to be completed by PURLs Project Manager

	1. Person Assigned for 

 Pending PURL Review
	

	2. Date Pending PURL Review is due
	

	SECTION 9: Pending PURL Review 

[to be completed by the Pending PURL Reviewer]

	1. Did you address the follow up issues identified at the PURL Jam (Section 5.2).  Add comments as needed.


	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Not applicable

 Comments: 

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


	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Not applicable

 Comments: 

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

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Not applicable

 Comments: 


	SECTION  10: PURL Authoring Template 
[to be completed by the assigned PURL Author]

	Author Citation Information (Name, Degrees, Affiliation)
	

	1. Practice Changer


	

	2. Illustrative Case


	

	3. Background/

    Clinical Context/Introduction/Current Practice/

	

	4. Study Summary


	

	5. What’s New


	

	6. Caveats


	

	7. Challenges to Implementation


	

	8.  Acknowledgment Sentence
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If using UHC data:

We acknowledge Sofia Medvedev of University HealthSystem Consortium (UHC) in Oak Brook, IL for analysis of the National Ambulatory Medical Care Survey data.
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