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Smaller medical device companies aren’t imagining things – it really does take longer to receive 510(k) approval for medical device
developers with fewer than 100 employees than it does for larger industry players.  This startling information comes from a study published this
summer by researchers at Northwestern University, which took a hard look at how much time companies of various sizes spent in the pre-IDE
process.

According to an article published by MDDI Online, on average small medical device companies found themselves in the pre-IDE stage 3.4
months longer than their larger counterparts.  Even more startling is the fact that larger companies faced close to 50 percent less 510(k) review
time (330 days for organizations with fewer than 100 employees, 177 days for those with more than 100 employees).

The Medical Device Manufacturer’s Association (MDMA) claims that this disparity in approval times is driving more and more product launches
to the European market, where well over 60 percent of small medical device companies are successful in their pursuit of initial clearance. 
Exported product launches bring with them exported jobs and a brain drain of institutional knowledge that could end up staying in Europe in
order to continue to benefit from the more welcoming regulatory environment that it has to offer.

The FDA has publicly stated that one of the biggest reasons for increased delays during the 510(k) medical device approval process has to do with
the amount of time that companies take to respond to information requests on the part of the Administration.  This reality affects both large and
small medical device manufacturers, but larger companies have greater resources to draw on in addressing these requests, which puts them in a
better position to move through the pre-IDE process more quickly.  Big medical device manufacturers are also typically more capable of
absorbing the financial burden of medical device approval delays due to their more diversified cash flow situations.

The FDA argument regarding the quality of 510(k) submissions and the increased need for additional information to clarify incomplete or
confusing applications is nothing new.  The unbalanced effect that current FDA review and clearance practices has on smaller medical device
companies, however, is alarming.  Smaller companies spearhead innovation, and given that the industry is currently up in arms over regulatory
hurdles that are pushing more and more researchers out of the U.S. and into Europe and Asia where product approval is quicker and more
efficient, the impact of these 510(k) delays cannot be overstated.  The FDA might call for higher quality submissions as a solution for rectifying
the situation, but the focus on this one particular symptom of what is currently wrong with the pre-market approval process runs the risk of
missing the bigger picture implications of maintaining the status quo in the American market.

Benjamin Hunting
MDCI Blogging Team

Tags: 510(k) review process, 510k submissions, FDA device approval, International medical device regulations, medical device applications

3 Comments to Smaller Medical Device Companies Facing Extended 510(k) Review Periods

MDCI
October 3, 2011

Smaller Medical Device Companies Facing Extended 510(k) Review Periods #MedicalDevice #FDA http://t.co/80cmrRK4

MDCI
October 3, 2011



10/19/11 10:39 PMSmaller Medical Device Companies Facing Extended 510(k) Review Periods | Medical Device News and Insights Blog

Page 2 of 4http://www.mdci.com/blog/2011/10/smaller-medical-device-companies-facing-extended-510k-review-periods/#more-1431

Smaller Medical Device Companies Facing Extended 510(k) Review Periods: Smaller medical device companies aren’t … http://t.co/h6TZo61F

PathWise, Inc.
October 7, 2011

Smaller Medical Device Companies Facing Extended 510(k) Review Periods
http://t.co/6WUyth8I #devices

Leave a comment

Name (required)  Mail (will not be published) (required)  Website  Comment 

Submit Comment

Subscribe to the RSS feed!
Medical Device News and Insights

Subscribe via Email

Your email:
Enter email address...

Subscribe  Unsubscribe

Categories

Adaptive Clinical Trials
FDA Medical Device Regulations
Industry News and Innovations
International Medical Device Requirements
Medical Device Clinical Trials
Medical Device Market
Medical Device Quality Assurance
Uncategorized

Blogging Team

Vicki Anastasi
Gia Griffith
Benjamin Hunting
Lisa King
Helen Mayfield
Jeffrey Roberts
Mark Sheehan
Tina Wu



10/19/11 10:39 PMSmaller Medical Device Companies Facing Extended 510(k) Review Periods | Medical Device News and Insights Blog

Page 3 of 4http://www.mdci.com/blog/2011/10/smaller-medical-device-companies-facing-extended-510k-review-periods/#more-1431

Search

search...  GO

Archives

October 2011
September 2011
August 2011
July 2011
June 2011
May 2011
April 2011
March 2011
February 2011
January 2011
December 2010
November 2010
October 2010
September 2010
August 2010
July 2010
June 2010
May 2010
March 2010
February 2010
January 2010
November 2009
October 2009
September 2009
August 2009
July 2009
May 2009
April 2009

Recent Posts

Make Plans to attend MDCI’s complimentary seminar addressing Adaptive Clinical Trials and Conduct of Medical Device Clinical Trials
FDA Makes Changes To Informed Consent Requirements for Medical Device Trials
Smaller Medical Device Companies Facing Extended 510(k) Review Periods
New ISO 14155 Standard Focuses on Medical Device Safety
AdvaMed Releases Competitiveness Agenda to Preserve Medical Device Innovation

Professional and Industry Groups

AdvaMed
AdvaMed Emerging Growth Company Council
American Society for Quality (ASQ) - Biomedical Division
Association of Clinical Research Professionals (ACRP)
FDA Medical Devices Site



10/19/11 10:39 PMSmaller Medical Device Companies Facing Extended 510(k) Review Periods | Medical Device News and Insights Blog

Page 4 of 4http://www.mdci.com/blog/2011/10/smaller-medical-device-companies-facing-extended-510k-review-periods/#more-1431

Medical Device Link
Medical Devices Business Review

Medical Device News and Insights Blog is powered by Backbone Media, Inc.


