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Complete Summary 

GUIDELINE TITLE 

Controversies concerning vitamin K and the newborn. 

BIBLIOGRAPHIC SOURCE(S) 

Controversies concerning vitamin K and the newborn. American Academy of 

Pediatrics Committee on Fetus and Newborn. Pediatrics 2003 Jul;112(1 Pt 1):191-
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GUIDELINE STATUS 

This is the current release of the guideline. 

American Academy of Pediatrics (AAP) Policies are reviewed every 3 years by the 

authoring body, at which time a recommendation is made that the policy be 

retired, revised, or reaffirmed without change. Until the Board of Directors 

approves a revision or reaffirmation, or retires a statement, the current policy 
remains in effect. 
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SCOPE 

DISEASE/CONDITION(S) 

 Early vitamin K deficiency bleeding (formerly known as classic hemorrhagic 

disease of the newborn) 
 Late vitamin K deficiency bleeding 

GUIDELINE CATEGORY 

Prevention 

http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=12837888
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CLINICAL SPECIALTY 

Family Practice 

Pediatrics 
Preventive Medicine 

INTENDED USERS 

Physicians 

GUIDELINE OBJECTIVE(S) 

To present updated recommendations for the use of vitamin K in the prevention of 

early and late vitamin K deficiency bleeding 

TARGET POPULATION 

All newborns, particularly newborns who are breastfed exclusively 

INTERVENTIONS AND PRACTICES CONSIDERED 

Intramuscular vitamin K1 administration 

MAJOR OUTCOMES CONSIDERED 

 Rate of late vitamin K deficiency bleeding 

 Relationship between newborn parenteral administration of vitamin K and 

incidence of childhood cancer 

METHODOLOGY 

METHODS USED TO COLLECT/SELECT EVIDENCE 

Searches of Electronic Databases 

DESCRIPTION OF METHODS USED TO COLLECT/SELECT THE EVIDENCE 

Not stated 

NUMBER OF SOURCE DOCUMENTS 

Not stated 

METHODS USED TO ASSESS THE QUALITY AND STRENGTH OF THE 
EVIDENCE 

Not stated 

RATING SCHEME FOR THE STRENGTH OF THE EVIDENCE 
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Not applicable 

METHODS USED TO ANALYZE THE EVIDENCE 

Review 

DESCRIPTION OF THE METHODS USED TO ANALYZE THE EVIDENCE 

Not stated 

METHODS USED TO FORMULATE THE RECOMMENDATIONS 

Not stated 

RATING SCHEME FOR THE STRENGTH OF THE RECOMMENDATIONS 

Not applicable 

COST ANALYSIS 

A formal cost analysis was not performed and published cost analyses were not 

reviewed. 

METHOD OF GUIDELINE VALIDATION 

Peer Review 

DESCRIPTION OF METHOD OF GUIDELINE VALIDATION 

Not stated 

RECOMMENDATIONS 

MAJOR RECOMMENDATIONS 

Because parenteral vitamin K has been shown to prevent vitamin K deficiency 

bleeding (VKDB) of the newborn and young infant and the risks of cancer have 

been unproven, the American Academy of Pediatrics recommends the following: 

1. Vitamin K1 should be given to all newborns as a single, intramuscular dose of 

0.5 to 1 mg (American Academy of Pediatrics, American College of 

Obstetricians and Gynecologists, 1992). 

2. Additional research should be conducted on the efficacy, safety, and 

bioavailability of oral formulations and optimal dosing regimens of vitamin K 

to prevent late vitamin K deficiency bleeding. 

3. Health care professionals should promote awareness among families of the 

risks of late vitamin K deficiency bleeding associated with inadequate vitamin 

K prophylaxis from current oral dosage regimens, particularly for newborns 
who are breastfed exclusively. 
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CLINICAL ALGORITHM(S) 

None provided 

EVIDENCE SUPPORTING THE RECOMMENDATIONS 

REFERENCES SUPPORTING THE RECOMMENDATIONS 

References open in a new window 

TYPE OF EVIDENCE SUPPORTING THE RECOMMENDATIONS 

The type of evidence supporting each recommendation is not specifically stated. 

BENEFITS/HARMS OF IMPLEMENTING THE GUIDELINE RECOMMENDATIONS 

POTENTIAL BENEFITS 

Appropriate use of vitamin K in the prevention of early and late vitamin K 
deficiency bleeding 

POTENTIAL HARMS 

Some earlier studies attempted to show an association between intramuscular 

vitamin K administration and increased incidence of childhood cancer, but more 

recent studies failed to substantiate this concern. 

QUALIFYING STATEMENTS 

QUALIFYING STATEMENTS 

The guidance in this report does not indicate an exclusive course of treatment or 

serve as a standard of medical care. Variations, taking into account individual 

circumstances, may be appropriate. 

IMPLEMENTATION OF THE GUIDELINE 

DESCRIPTION OF IMPLEMENTATION STRATEGY 

An implementation strategy was not provided. 

INSTITUTE OF MEDICINE (IOM) NATIONAL HEALTHCARE QUALITY REPORT 

CATEGORIES 

IOM CARE NEED 

Staying Healthy 

http://www.guideline.gov/summary/select_ref.aspx?doc_id=4247
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IOM DOMAIN 

Effectiveness 
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*Lead author 

FINANCIAL DISCLOSURES/CONFLICTS OF INTEREST 

Not stated 

GUIDELINE STATUS 

This is the current release of the guideline. 

American Academy of Pediatrics (AAP) Policies are reviewed every 3 years by the 

authoring body, at which time a recommendation is made that the policy be 

retired, revised, or reaffirmed without change. Until the Board of Directors 

approves a revision or reaffirmation, or retires a statement, the current policy 
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GUIDELINE AVAILABILITY 
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AVAILABILITY OF COMPANION DOCUMENTS 

None available 

PATIENT RESOURCES 
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NGC STATUS 
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The National Guideline Clearinghouse™ (NGC) does not develop, produce, 
approve, or endorse the guidelines represented on this site. 

All guidelines summarized by NGC and hosted on our site are produced under the 

auspices of medical specialty societies, relevant professional associations, public 
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Guidelines represented on the NGC Web site are submitted by guideline 
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NGC, AHRQ, and its contractor ECRI Institute make no warranties concerning the 

content or clinical efficacy or effectiveness of the clinical practice guidelines and 

related materials represented on this site. Moreover, the views and opinions of 

developers or authors of guidelines represented on this site do not necessarily 
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or hosting of guidelines in NGC may not be used for advertising or commercial 
endorsement purposes. 

Readers with questions regarding guideline content are directed to contact the 

guideline developer. 

 

 

© 1998-2008 National Guideline Clearinghouse 

Date Modified: 11/3/2008 

  

     

 
 

http://www.guideline.gov/about/inclusion.aspx

