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FDA Misses Fifth Target Date For Issuing
Draft Harmonized Quality System Reg

by Shawn M. Schmitt

It's yet another internal deadline missed by the US agency in publishing a
draft of its overhauled Quality System Regulation, which is being
harmonized with international quality systems standard ISO 13485.

The US Food and Drug Administration has failed to meet yet another internal deadline for
publishing a draft of its overhauled Quality System Regulation. The agency has been
harmonizing its QSR with international quality systems standard ISO 13485 for nearly three
years now.

The FDA’s February 2021 target for releasing the draft, set by the agency in December, is the fifth it
has missed. The agency previously set deadlines of April 2019, September 2019, April 2020 and
October 2020. (Also see "As Expected, FDA Misses Fourth Consecutive Deadline For Releasing Draft
OSR" - Medtech Insight, 1 Nov, 2020.)

The QSR is the bedrock rule for manufacturing safe and effective medical devices to be sold in
the US, while ISO 13485:2016 is used by manufacturers to ensure quality systems compliance
with regulators in a variety of countries, including Canada, Japan, Australia, the UK and the 27
member states of the EU.

“I would expect [the draft Quality System Regulation] to come after
the first quarter of the year.” — Eric Henry

The latest delay in the release of the draft QSR wasn’t unforeseen. Eric Henry, senior quality &
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regulatory compliance advisor at the law firm King & Spalding, told Medtech Insight in a late
January interview that the retooled rule probably wouldn’t come in February. (Also see "OA/RA
Outlook 2021: 4 Hotspots To Watch, From ‘Hybrid’ US FDA Inspections To QSR Harmonization" -
Medtech Insight, 5 Feb, 2021.)

“As is natural with a new presidential administration, they put on hold implementation of
regulations from the last several months of the previous administration. They have a review
period, and then they begin to roll out new regulations or ones that were already in progress,”
Henry said at the time.

President Joe Biden put a rule freeze in place on 20 January to pause so-called “midnight
regulations” that were pushed through in the waning days of the Trump administration. (Also
see "Mr. Freeze: Biden’s Swift Move To Pause Last-Minute Trump-Era Regs" - Medtech Insight, 1
Feb, 2021.)

“So I would expect [the draft QSR] to come after the first quarter of the year, just based on the
natural review periods of things that were initiated in the previous administration that aren’t yet
complete,” Henry said.
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