FDA  ACCOUNTABILITY OPPORTUNTITY ALERT 

Nov. 20,2004

 
Support Iowa Senator Chuck Grassley. 
 

Senator Grassley crossed party lines Nov. 19, and faced off against the FDA.  Recognizing that the FDA is sorely in need of oversight he suggested that an Independent Board of Drug Safety  be created to protect the people from failed FDA policy .
 

 

Call  Senate Switchboard  1-800 839-5276    Fax  202-224-6020
e-mail   Senator Charles E. Grassley (R- IA) 

 

Tell Sen. Grassley you support his idea and will stand with him. Ask him to join us in supporting a "Federal Drug Safety Act of 2005."
 

You might want to call Sen. Orrin Hatch, R-UT, supposed "FDA Watchdog" and ask him to support Sen. Grassley as well as your other Senator(s).
Contacting the Congress.   http://www.visi.com/juan/congress/
 

 

FDA's Oversight Ability Under Fire In Congress
 

Flu vaccine crisis, Vioxx spur fundamental questions about FDA...
"As the FDA disdains its own reviewers, Sen. Charles Grassley suggested an independent board of drug safety may be needed to ensure the safety of medications after FDA approval". 
http://www.yahoo.com/_ylh=X3oDMTB2MXQ5MTU3BF9TAzI3MTYxNDkEdGVzdAMwBHRtcGwDaW5kZXgtaWU-/s/135781/*http://story.news.yahoo.com/news?tmpl=story2&u=/ap/20041119/ap_on_go_ca_st_pe/vioxx_safety
 

From:   Inside Health Policy.com.
FDA this week found itself under fire from Congress and within its own ranks, facing a politically charged fight over the adequacy of its oversight. Democrats repeatedly charged FDA is shirking its regulatory responsibilities, while key Republicans defended the agency's recent decisions on the flu vaccine and Vioxx. The notable GOP exception was Sen. Charles Grassley (R-IA), who crossed party lines to conduct a hearing on issues surrounding Merck's withdrawal of the popular arthritis drug Vioxx.
An FDA drug safety officer told lawmakers the agency ignored his warnings about the safety of Vioxx, and questioned why FDA has not withdrawn five other drugs from the market.
What started as a case of vaccine contamination and another drug withdrawal has turned into a Democratic indictment of the agency. In an unprecedented action for a lame duck session of Congress, FDA was called to testify in a three-day span this week before four key congressional committees.
A Democratic memo charges FDA made grave mistakes in overseeing Chiron's flu vaccine production, including ignoring the advice of its own inspectors, which contributed to the current shortage. GOP members acknowledged changes may be needed to rectify problems illustrated by the Chiron crisis.  [If not stopped, Congress Omnibus bill plans to fund them $ 100 M. without increased supervision.]
Charges that FDA has ignored advice from its own staff were echoed by Grassley and committee Democrats during the drug safety hearing.
Acting FDA chief Lester Crawford and senior management at the drug center scrambled to defend the agency's actions on maintaining drug safety and ensuring adequate supply of the flu vaccine. 
At hearings conducted by the Senate Special Committee on Aging and the House Government Reform and Energy and Commerce Committees this week, Crawford faced a barrage of questions over his agency's handling of the flu vaccine shortage. Democrats charged  the agency's [FDA's] reaction to the vaccine crisis was lax and is indicative of a possibly dangerous approach to regulating drugs. 
Key Republicans, on the other hand, defended the agency, pressing lawmakers to look forward on how to prevent future vaccine shortages instead of dwelling on the past. The GOP argued FDA followed long-established protocol in its handling of the flu vaccine shortage, some Republicans even blaming themselves for failing to revise FDA procedures to anticipate crises such as the vaccine shortage. Republicans also named liability concerns [and exempted the flu vaccine from liability lawsuit] and a soft market as culprits behind the vaccine crisis. 
 Partisan politics aside, with the flu season underway and frequent news of problems (see News coverage below) with FDA-approved drugs, pressure on the agency is not likely to subside. 
The agency also faced tough questions on Vioxx. FDA drug safety officer David Graham accused the agency [FDA] of blocking his study showing increased risk of heart attacks from Vioxx. Graham testified at a Senate Finance Committee hearing where he charged that officials from the agency's new drug office pressured him to change his conclusions about Vioxx.
Senate Judiciary Committee chair [and supposed FDA watchdog] Orrin Hatch  (R-UT), a senior member of the Finance Committee, criticized Grassley [Finance Committee Chair] for holding the hearing. He said members were not given sufficient time to prepare, and that the investigation encroached on the Senate health committee's turf.  But Grassley said he felt is was important to investigate an agency which has twice been accused of suppressing its scientific officers' drug safety opinions. 

While Hatch defended the agency's actions and warned about assigning blame too quickly, Grassley called for a separate drug safety office. Senior FDA officials have dismissed the idea. -- David Francis and Veena Menon
 
Recent News Coverage on the Failures of the FDA.
 

House berates FDA, drug makers. US Congressional subcommittee holds hearing on clinical trial disclosure rules - By Alicia Ault
Sept. 10, 2004

At a day-long hearing in Washington, DC, yesterday (September 9), the House Energy and Commerce Subcommittee on Oversight and Investigations repeatedly took both Food and Drug Administration (FDA) and pharmaceutical company officials to task for failing to fully disclose clinical trial results.

The charge was led by committee chairman Rep. Joe Barton (R-Texas), a long-time FDA critic. Barton chided the agency for stonewalling committee requests for more data on studies of antidepressants in children, saying that FDA "actually stands for 'foot-dragging and alibis."
http://www.biomedcentral.com/news/20040910/04

FDA Urged Withholding Data on Antidepressants 
Makers Were Dissuaded From Labeling Drugs as Ineffective in Children - By Shankar Vedantam

The Washington Post
Friday, September 10, 2004; Page A02

The Food and Drug Administration has repeatedly urged antidepressant manufacturers not to disclose to physicians and the public that some clinical trials of the medications in children found the drugs were no better than sugar pills, according to documents and testimony released at a congressional hearing yesterday. 
Regulators suppressed the negative information on the grounds that it might scare families and physicians away from the drugs, according to testimony by drug company executives. For at least three medications, they said, the FDA blocked the companies' plans to reveal the negative studies in drug labels, and in one case the agency reversed a manufacturer's decision to amend its drug label to say that the drug was associated in studies with increased hostility and suicidal thinking among children. 
"Why would FDA require a company to remove stronger labeling?" demanded an incredulous Rep. Greg Walden (R-Ore.) yesterday, at a hearing of the House Energy and Commerce subcommittee on oversight and investigations. "FDA should want to encourage a company to do that kind of thing." 

Secret US report surfaces on antidepressants in children – By Jeanne Lenzer 

Internal memos and a secret government report about the negative effects of antidepressants in children—suppressed by the US Food and Drug Administration—have surfaced publicly. 
http://bmj.bmjjournals.com/cgi/ijlink?linkType=FULL&journalCode=bmj&resid=329/7461/307
BMJ 2004;329:307 (7 August), doi:10.1136/bmj.329.7461.307

Health : Prozac May Stunt Growing Bones By E.J. Mundell HealthDay Reporter

THURSDAY, Nov. 11 (HealthDayNews) -- The success of Prozac in easing depression in children may come at the price of impaired bone growth, suggests a study in mice.

"We need to have independent studies looking at these drugs, so things aren't brushed under the carpet."
http://www.forbes.com/lifestyle/health/feeds/hscout/2004/11/11/hscout522315.html 
Eileen Dannemann,
Director, National Coalition of Organized Women
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