paxilprogress

Freedom is in you...
You are enough. You are your solution.

W paxilprogress > Paxil > News / Research [ Articles / Books User Name |User Name "I remember Me?
4 Drugmakers criticized over release of trial data P
Reqister Moderation Guidelines Members List Calendar Search Today's Posts Mark Forums Read
News [/ Research / Articles / Books Helpful rescurces for books, news, research and more. If you find a book article or research paper interesting, mention it here please.
Adwverse Drug Reaction Reporting FDA Warnings Published Withdrawal Studies Pregnancy Warnings Forum Psychology
|(th pastrep .x:l
Thread Tools

SCDtt:f Drugmakers criticized over release of trial data
Once again GSK... getting creative with clinical data.
http://www.nj.com/business/ledger/in...|=1&thispage=1
Drugmakers criticized over release of tnal data
Delayed or parbial disclosure of clinicals wornes experts
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Ecikicic v s In 1998, a big pharmaceutical company completed a pair of clinical studies comparing rival drugs for treating genital herpes.

oo But the results weren't published until last month.
The unusual delay 15 being chalked up by one drugmaker to the complicated fallout from a merger, which caused one medicine to change hands and data to be misplaced.
But the lead researcher for the studies complained she was never given a satisfactory explanation, and noted the drugmaker responsible for the delay also owns the medicine that fared poorly.
"I was given all sorts of reasons,” said Anna Wald, a professor of medicine at the University of Washington, whose work compar ing the two drugs -- Valtrex and Famvir -- was recently published in Sexually Transmitted
Diseases, a medical journal.
"It took years to receive any maternal,” she said. "They should have moved faster.”
The episode comes to light amid growing criticism of the pharmaceutical industry for failling to disclose results of clinical studies -- especially studies that provide information about the safety or effectiveness of medicines being
taken by consumers. The charges became especally heated during the recent debate about the safety of antide pressants and the withdrawal of the once-popular painkiller Vioxx, which spurred accusations that, in some
cases, side-effect data were suppressed.
The issue has prompted scru tiny from some members of Congress and calls by the editors of several leading medical journals to require greater -- and more timely -- disclosure of clinical tnals. Put on the defensive,
pharmaceutical companies are voluntarily register ing more of their clinical trials on company and government Web sites.
The debate, however, I1s far from fimshed.
Last month, a report by the Institute of Medicine, which criticized industry oversight by the Food and Drug Administration, recommended results of nearly all clinical trials should be disclosed. The report also noted few
meaningful studies are conducted after a drug goes on the market, and even then, the data are generally guite limited.
"The purpose in having greater disclosure is for doctors and patients to make informed choices about benefits and rnisks,” said Bruce Psaty, a professor of medicine at the University of Washington and a member of the IOM drug
safety panel that i1ssued the report. "It's simply not appropnate to delay publication. It's not in the interest of public health.”
The studies of Valtrex and Famvir, for treating genital herpes, onginated in the mid-1990s with the former SmithKlineBeecham, which onginally sold Famvir. & rival medicine, Valtrex, was sold by the former GlaxoWellcome. The
drugs were already on the market and each company touted their treatment as supenor, but there was no comparative data to bolster the claims.
To gain an edge, SmithkKlineBeecham funded a pair of comparative studies. Such clinical tnials are known as head-to-head studies, but are rarely undertaken voluntanly by drugmakers due to the expense and, in particular, the
possibility that results will be unflattering. In effect, SmithKlineBeecham took a gamble in hopes of goosing sales.
There was good reason. In 1997, the drugs were in a dead heat. Val trex sales totaled $111million on 1.6million prescriptions, while Famvir rang up $107million in revenue on 1.1milllon prescriptions, according to Verispan, a
market-research firm.
& team of researchers led by Wald conducted the studies in 1997 and 1998, but SmithKlineBeecham never shared the results, even though Wald said she repeatedly asked for the data. As a result, Wald said she had no way of
knowing SmithKlineBeecham's Famvir compared unfavorably with Val trex.
In other words, SmithKlineBee cham lost its bet.
"They kept telling me they were analyzing the data and analyzing the data,” she said. "I got nowhere.”
In 2000, Glaxo and SmithKline merged, complicating the tale. The combined company promptly sold Famvir to Novartis to satisfy anti- trust concerns. A Glaxo spokeswoman said there was no information available about how the
study data were handled at that time or why the data weren't given to Wald.
By then, Glaxo's Valtrex had taken the lead. In 2001, Valtrex generated $413million in sales on 4.4million prescriptions; Famvir rang up $191million in sales on 1.5million prescriptions, according to Verispan.
After the merger, Wald said she began asking Novartis for the study data, but didn't receive anything until early last year, when the drug maker sent what she descrnibed as an "enormous box of papers.” She said Novartis
personnel insisted the data couldn't be located.
"There are two possible interpretations,” said Wald, who is also a consultant to Novartis. "Either the data got lost as part of the transfer from one company to another. The other is that Novartis didn't want to share the data
be cause it wasn't favorable (ko Famwvir), which might hurt the sales. I don't know which it 15.”
In an e-mail, a Novartis spokeswoman, Lucia Aurello-Beauchamp, wrote that there was actually no statistical significance found between the two drugs in the studies.
However, Wald and her colleagues concluded in their recently published journal article that Val trex appears to be "somewhat bet ter” than Famvir.
The spokeswoman added No vartis supports timely disclosure of clinical trnial results and last year agreed to support an industry inibiative. But she acknowledged "it took longer to publish the results than we would have wished.
This reflects the fact that we did not conduct the studies ourselves, but acquired the data from another company, which had not completely analyzed the results.”
The Novartis spokeswoman also explained Famvir data were stored among 28,000 boxes sent by Glaxo, and that talks began with Wald in January 2003, But she couldn't ex plain the delay between 2003 and late 2005, when
Wald finally received the data.
One physician said he might have given patients a different medicine if the studies had been published.
"We used to prescribe a lot of Famvir three to five years ago, al though we've since come to believe Valtrex 1s a better drug,” said Ronald Frank, a urologist in Livingston. "But maybe I would've prescribed more Valtrex back
then if I'd known about the studies. It's something I would've like to have known.”
Ed Silverman may be reached at (973) 392-1542 or esilverman@starled ger.com.
AKA Laurne
"Faith 1z talang the first step even when you don't see the whole staircaze”
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Evil. Plain evil.

-Bnian

1998 - put on paxil for panic disorder.

01/01/04 - Quit cold turkey 15mg - First Attempt.

05/18/04 - Went back on to 15 mg - I think I could have hung in there if I was aware of this forum.
07/ 28/2005 - Quit Paxil 15 mg - Second Attempt

11/06/2005 -- On 10 mg to stabilize and will try again

_ 11/320/2005 — Back to 15mg again.

Join Date: Oct 2005 izf1Bf05 -- 7.5 mg

Posts: 543 12/31/05 —- 0

1/05/06 -- back on 15 mg

10/25/06 -- 1myg xanax down from 3 mg from 5 month taper.

www.diabuddies.com
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