
 

Review of Vitamin D research identifies
ethical issues in placebo use
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Since World War II, medical ethics in research studies involving human
subjects have shifted significantly. Despite this important growth, ethical
issues remain. Nutrition supplementation research does not have
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guidelines around the use of placebo groups in clinical trials, posing
ethical issues.

A team led by Leigh Frame, PhD, MHS, director for the Integrative
Medicine Program at the George Washington University School of
Medicine and Health Sciences, published a review of this issue in 
Nutrients, where she looked at various studies in the developing field of 
vitamin D research.

"We developed this review with the goal of raising awareness and
starting a discussion about the potential ethical issues behind study
design," said Frame. "When it comes to ethics in supplementation
research, we have gotten comfortable with following the standards. Our
team is questioning if the standards are actually enough."

The field of vitamin D research shows variation in how placebo groups
are used. The team looked at four types of control groups currently in
use: active control, placebo control with restrictions on supplementation,
placebo control without supplementation restrictions, and placebo
control with rescue repletion therapy.

The first two control groups highlight discrete ethical issues. Active
control groups can limit the ability of the study to detect a meaningful
effect of the supplement. Placebo control with restrictions limits
supplementation, potentially placing subjects at risk in vitamin D
deficient subjects. The last two controls offer potential solutions to these
ethical challenges by allowing participants access to supplements to
potentially mitigate vitamin D deficiency.

The review concludes that there is a need to establish and enforce
guidelines for ethics in supplementation research for the use of placebo 
control groups and that vitamin D research can be a leading example as
the field continues to grow.
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Frame and her team suggest that before using a placebo group,
investigators should deeply consider the ethical implications of placebos
in their study design. The authors also recommend that journals and
funding agencies request thorough justifications of placebo use,
especially in cases of known nutritional deficiency or in vulnerable
populations.

"It's important to note that though we focused on vitamin D research for
this review, that is just one example," Frame said. "This is applicable to
any supplementation study, whether it be vitamins or protein."

  More information: Leigh Frame et al, Use of Placebo in
Supplementation Studies—Vitamin D Research Illustrates an Ethical
Quandary, Nutrients (2018). DOI: 10.3390/nu10030347
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