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(1) PUBLICATION OF DIETARY SUPPLEMENT GMPS IMMINENT?
Publication of the Food and Drug Administration’s (FDA) final regulation on good
manufacturing practices (GMPs) for dietary supplements moved a step closer to completion
this week. The regulation was recently sent to the Office of Management and Budget (OMB)
for review.
As part of the executive branch of government, the OMB conducts in-depth regulatory
analyses and can be the last stop in the rule-making process.
The regulation, which is considered a “major” rule, could routinely take as long as 90 days to
be reviewed.
Once OMB has reviewed the rule, it has the option of sending it back to FDA for additional
changes.While the industry has remained hopeful that a regulation could be finalized by
year-end, many experts are now predicting that the rule will not be finalized until early

2006.



