View this email in your browser

‘Advantage

HEALTHCARE INC:

Dear FDA: Please don'’t....

Dear FDA:

We know that our president called together the top executives in the pharmaceutical
industry just a few weeks ago. Although it is a bit hazy what exactly was

discussed," a directive from our administration is that, for every new regulation
passed, two should be repealed. It is not clear whether this topic was discussed at the
meetings with the executives of our industry, and some have said that it may not apply

to the FDA.2 but...

Please, FDA, don’t do this with drug safety regulations. We are glad that your strict
safety regulations on drugs have been closely enforced and expanded over the years.
In the '80s and '90s, drugs approved by your agency often hit the market, use of the
product expanded logarithmically versus the numbers exposed in clinical trials, and

products were quickly withdrawn.2 We remember Omniflox (temafloxacin) withdrawn 4
months after approval,3'4 Rezulin, withdrawn 3 years after approval,e”5 VioxXx,

withdrawn 5 years after approval,3’6 and many others due to safety issues.


http://us8.campaign-archive1.com/?u=e24874678082c7f9da8da8669&id=95e456bb05&e=[UNIQID]

Thank you, FDA, for not complying with the “withdraw 2 regulations for every 1 new
regulation” directive.

Sincerely,

Ao botond, ek,

Thoughts? Do we need a petition to circulate from the regulated
industry as a new type of advocacy group?

Advantage Healthcare, focused on new products and business
development support, has been a valued partner to pharmaceutical,
biotech, device, diagnostic, and consumer companies for more than 20
years. We understand your need for quality work, delivered rapidly, from

a smart and accessible team, and at a realistic fee.

A abodis ek,

Managing Partner
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