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3 Strikes for Children’s Cold Medicines?

By Editorial Staff

Children’s cough and cold medicines have taken a justifiable beating in the past few years, and the news

isn’t getting any better (at least not for the drug manufacturers). A recent study published in the medical

journal Pediatrics suggests use of these medicines in children under age 6 may cause as many as 500 child 

deaths per year - strike three in the eyes of many concerned parents and health care providers who feel the

potential dangers aren’t worth the risk. 

Mary Rimsza of the University of Arizona College of Medicine and Susan Newberry of the Arizona Child

Fatality Review Program, Arizona Department of Health Services, reviewed the data of all unexpected

infant deaths in Arizona over a one-year period. The researchers then estimated total national deaths

attributable to decongestants, expectorants, antihistamines and cough suppressants.

The first strike against cough and cold medicines came in 2006, when guidelines published by the American

College of Chest Physicians (ACCP) stated that over-the-counter cough and cold medicines are ineffective

in treating the "underlying causes" of cough. The guidelines strongly recommended against the use of such

medicines by children ages 14 and younger. At the same time, a review in Respiratory Physiology and 

Neurobiology attributed the perceived benefit of cold medicines to "the placebo effect," essentially

suggesting parents (and their children) feel the medicine is working because they have an underlying

assumption it will work. 
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came in 2008 - that’s when the Food and Drug Administration (FDA) issued a public health advisory

recommending that over-the-counter cough and cold products not be given to infants and children under 2

years of age because of serious and potentially life-threatening side effects. The agency had received reports

of deaths associated with decongestants and antihistamines in children, most younger than age 2.

Pharmaceutical manufactures complied, pulling products from the shelves. Approximately six months later,

manufacturers announced they would voluntarily change their product labels, this time to warn against 

giving cough and cold medicines to children ages 4 and younger. 
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http://www.pediatrics.org/cgi/content/full/122/6/1413
http://www.chestnet.org/about/press/releases/2006/010906a.php
http://www.chestnet.org/about/press/releases/2006/010906a.php
http://www.sciencedirect.com/science?_ob=ArticleURL&_udi=B6X16-4HPKBYV-2&_user=10&_rdoc=1&_fmt=&_orig=search&_sort=d&view=c&_acct=C000050221&_version=1&_urlVersion=0&_userid=10&md5=aa428877f129e449dd746d120296e648
http://www.fda.gov/Cder/drug/advisory/cough_cold_2008.htm
http://www.nutritionalwellness.com/archives/2008/nov/11_cold_remedies.php


Adult cold medicines have potential side effects, too, but at least there’s some level of research done before

dispensing them for public consumption. With the pediatric population, there’s little if any research out

there (After all, who wants to subject their children to a "test" medicine to see if it’s safe?), so there’s an

underlying - not necessarily correct - assumption that what works in adults works in children. This means

children have been receiving cough and cold medicines for years without any real science to support their

use. Now science is starting to show they’re neither effective nor safe. 

The FDA is in the process of deliberating whether to extend the ban on cough/cold medicines to children

older than age 4; perhaps all the way up to age 11. A decision is expected within months. With up to 500

children dying each year, isn’t it about time? After all, three strikes and you’re out. Ask your doctor about

the dangers of common child medications and potential nondrug alternatives.
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