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ABSTRACT/BACKGROUND RECORD 4 TRIAL, THE REZULIN STORY REFERENCES

contd.

e The Lancet issued a formal correction and apologye Troglitazone was developed by Parke-Davis as the
in December 2022, acknowledging inaccuracies in first anti-diabetic drug for patients with insulin

e 1. Rivaroxaban: Lancet opens investigation into
anti clotting drug trial after BMJ report: https://

e [here have been instances where the drug
development process faced challenges and

iIssues related to the accuracy of the data. In the original paper. re3|stanc'e. , , _ . _ www.bmj.com/content/379/bm).03071

many instances the drugs were approved by the e Janssen, the drug's marketer, acknowledged the ©® The FDA's medlcal officer cited Rezulin's potential

FDA only to find out later on that there were FDA's concerns but stated that the study's safety 0 harm the liver and the heart and recommended ¢ 2. Effect of Rivaroxaban vs Enoxaparin on
gaps in the development process of the drug. and efficacy conclusions remain unchanged. against the_ drug.s aPprovaI. | | B Major Cardiac Adverse Events and Bleeding
Such incidences in the past have created major e Parke-Davis maintained that the risk of liver toxicity Risk in the Acute Phase of Acute Coronary
safety problems. We looked at some of the was comparable to placebo. Syndrome: The H-REPLACE Randomized
published data on some of these incidences to THE BMJ REPORT e Parke-Davis complained to the FDA, and the Equivalence and Noninferiority Trial: https://
make all of us aware that safety and honesty medical officer was removed from his post. jamanetwork.com/journals/jamanetworkopen/
are the best recourse for the development of the e Approved on January 29, 1997. fullarticle/2801235

e -Brook Jackson filed a complaint with the FDA
regarding issues in Pfizer's COVID-19 mRNA

drug.

e May 17, 1998: a 55-year-old patient died of acute

iver failure after taking troglitazone. e 3. BMJ Investigation: FDA oversight of clinical

vaccine clinical trials, and reported manipulated | trials is "grossly inadequate,” say experts:
data, lack of blinding, and inadequate follow-up ~ ® June 4, 1988: The NiH dropped troglitazone from https://www.bmj.com/content/379/bm].02628
OBJECTIVES on adverse events at three trial sites. the study. | o
e Dr. David J. Graham, an FDA epidemiologist, e 4. Rivaroxaban for Thromboprophylaxis in
concluded that patient monitoring was not effective Acutely lll Medical Patients: https://www.nejm.
We reviewed three reported cases where there in protecting against liver failure. org/doi/full/10.1056/NEJMo0a1111096

THE LANCET CHALLENGE

were concerns about the accuracy of the data.
The instances to be analyzed in this presentation
include the Record 4 Trial, the BMJ Report, and

e Dr. Janet B. McGill, an endocrinologist wrote in a . . .
March 1, 2000 letter to Sen. Edwar?j M. Kennedy: ® 5. RECORDA4 Trial of Rivaroxaban, Published

in 2009, Still Turning Heads: https://www.tctmd.

"l believe that the company... deliberately omitted

the story of Rezulin. ° ;I;]f;eelaaitr;(;:tc)(]c)@rilleeﬂga;scv;/fst;?trR()i(gngc(ji Il-lnoft(c))%sa?(/j reports of liver toxicity and misrepresented serious Com( news/ record4.-trial-r.ivaroxaban-
. Sabine Kleinert S adverse events experienced by patients in their published-2009-still-turning-heads
- =abine RISt | clinical studies.” e Biopharmaceutical Industry-Sponsored Clinical
RECORD 4 TRIAL This initiative called for pharmaceutical ¢ parch 21, 2000, the FDA withdrew the drug from Trials: Impact on State Economies: http://
companies to provide the raw data of their clinical the market. phrma-docs.phrma.org/sites/default/files/pdf/
trials tor |nFiepend$nt relylgw It? _pjomOLet biopharmaceutical-industry-sponsored-clinical-
e The FDA approved rivaroxaban in July 2011 openness In Teportng clinical tials and 1o ensure trials-impact-on-state-economies.pdf
| that published projects were accurate and
e The results of the four RECORD ftrials revealed unbiased. CONCLUSIONS 6. Singh, Yashaswini; Matthew, D.; Eisenberg
data integrity problems in the RECORDA trial. e GlaxoSmithKline and Pfizer responded, providing Mathew; and Sood, Neeraj: Factors Associated
e An investigation was initiated after concerns free access to the raw data of their clinical trials. e Industry involvement in data analysis and financial With Public Trust in Pharmaceutical
were reported bY the BMJ and JAMA V|ew.p0|nts. e This was a huge step towards promoting honesty interest may lead to biased reports. M anufatc turirs, JA;MA’ 6r’] 1-4,|t2(??23.t2ttp_s.//
* The ITanlcet publl§hed Fhe study In 2009 without in the reporting of clinical trials opened the way e Being honest, revealing financial relations to the jl\e/llnl?hne V:/_%r ;Ec-)m ssarc&re_sl\l/Jl ?t.hau _I_%r:_
mentioning data integrity problems. for other efforts aimed to improve the reporting of industry, and the process of professional peer E.a EW " I_?ﬁ” °'9 tq_ ka e\//y oS/
e [his indicates an incidence where there were clinical trial results, such as the International review are recommended. =15en etrg kps. Ji;lfmﬁm?_ vlvo/rzéc(:)c;rggdcr)urna >
some glitches in the clinical development of Committee of Medical Journal Editors (ICMJE) e Our message is that honesty is the best policy, jJamanetworkopeniiufiariicie
rivaroxaban. conditions for clinical trial registration and asking, "What if my physician gives me this drug?

reporting, and the AllTrials campaign. Will | take it?".
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