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Many babies exposed to unnecessary pain in research
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Michael Grabinski, two weeks old, has his arm measured at The Children's Hospital in Aurora, Colorado August 23, 2010

during a research study on obesity in infants.
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(Reuters Health) - Babies often suffer unnecessary pain in clinical studies, potentially
breaching international standards for ethical research, according to a new review of the
medical literature.
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That's partly because nerve pathways that help block painful sensations are not yet fully
developed, and the receptive fields of nerve cells processing sensory input are larger.
That means a small prick in the heel might hurt all the way up to the knee, Johnston,
past-president of the Canadian Pain Society, told Reuters Health.

Apart from the pain, minor procedures also cause measurable physiological changes in
babies - their blood pressure and heart rate go up, their blood oxygen level drops, and
potentially harmful molecules called free radicals are released into their bloodstream.
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“If you have a (pain) treatment that is established, then it's unethical to withhold it even in
a clinical trial,” said Johnston. Doing so, she added, goes against the Declaration of
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Helsinki, a set of ethical principles guiding research worldwide.

Dr. Joe Brierley, who until recently chaired the Bloomsbury Research Ethics Committee in
London and was not involved in the new work, agreed with that message.

“We would not have allowed one of these studies through in our committee,” Brierley, of
Great Ormond Street Hospital for Children in London, told Reuters Health. “We would be
like, ‘What do you mean you'’re not going to give these babies pain killers?"”

For their review, Johnston and Dr. Carlo Bellieni, a bioethicist and specialist & in newborn
care at Siena University Hospital in Italy, combed through clinical trials published between
2013 and June of this year. o
Trial participants are usually divided into two groups, one of which receives the treatment Duteh eﬁ(.
under investigation. The other group, called the control or comparator group, may receive
an inactive placebo, an established treatment, or nothing at all. Then researchers

compare the outcomes in the two groups.
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one in Brazil and one in Malaysia - for comments, but received no reply.

While a needle prick may seem trifling to many adults, studies show they cause “severe” RECOMMENDED VIDEO

pain in babies, ranging from 5.4 to 6.4 on the Neonatal Infant Pain Scale, where 0 is no
pain and 7 is maximum pain.

There are several proven ways to ease that pain: A few drops of sugar water, breast
feeding, skin-to-skin contact and analgesic creams all do the trick. “Everybody knows that
effective analgesia exists,” Bellieni told Reuters Health.

Except in cases where “for compelling and scientifically sound methodological reasons
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the use of placebo is necessary,” the Declaration of Helsinki requires researchers to use
the “best current proven intervention” in the control group.

There could many reasons why researchers choose to withhold pain relief in clinical trials.
For example, it may be easier to show that a new intervention is better than nothing,
whereas showing that it's as good or better than a proven pain reliever would be harder.

And at many hospitals around the world, infants continue to undergo minor procedures

without pain relief. —— T
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“Many ethics boards allow placebo-controlled trials using placebo control or usual care
(which is nothing) and parents consent because their child has at least a 50-percent
chance of receiving a potential pain-relieving treatment in that particular setting,” said
Marsha Campbell-Yeo of Dalhousie University in Halifax, Canada, who studies pain in
infants and is also a neonatal nurse practitioner.

But the fact that clinical practice is lagging behind the science is no excuse for
researchers, Campbell-Yeo, who was not involved in the review, told Reuters Health by
email.
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“The trouble is that two wrongs do not make a right,” she said.

SOURCE: hit.ly/1Jg6on7 Acta Paediatrica, online September 20, 2015.
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