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					At least half of the most innovative and life-saving medicines that exist today were originally developed in university labs with taxpayer funding. This includes almost all vaccines, many HIV-AIDS and tuberculosis drugs, and even insulin. In the United States, every single one of the 210 medicines approved by the US Food and Drug Administration (FDA) between 2010-2016 can be tied to funding from the National Institutes of Health (NIH), a government agency run with taxpayer dollars.*http://www.pnas.org/content/early/2018/02/06/1715368115


					Clinical trials are experiments carried out in clinical research that are designed to evaluate a treatment’s impact — positive or negative — on the health of people. In 2007, the US Congress passed the Food and Drug Administration Amendments Act (FDAAA), requiring universities to post the results of clinical trials on Clinicaltrials.gov  (a public database of clinical trials) within a year of trial completion. By law, since 2017, America’s top 40 research universities have had to post the results of 1,516 clinical trials. However, 101 of those trials are still missing results on the public registry, in violation of the FDA Amendments Act. In addition, due to the recent court ruling  for a lawsuit filed against the FDA, HHS *Health and Human Services, and NIH, clinical trials sponsors are now mandated to retrospectively report trials from 2007 and onwards, when the FDAAA was enacted. This will allow for thousands of publicly-funded clinical trials from a decade of research to be recorded and made accessible for all.


					Clinical trial transparency is critical for physicians to make informed decisions when prescribing medicines and for researchers to avoid duplicating studies. The failure to comply with US legal requirements in disclosing trial results squanders public funds, hurts patients, and slows the pace of discovering new treatments and cures. The timely disclosure of results helps to improve public health outcomes over time by reducing waste in research, increasing efficiency in the use of resources, limiting reporting bias and contributing to enhanced decision-making.


					The COVID-19 pandemic has demonstrated that clinical trial data crucially informs the global community’s response to emerging health crises by informing clinical and regulatory decision-making. For instance, the FDA’s initial emergency use authorization for remdesivir as a potential COVID-19 treatment in May 2020 was based upon early-stage clinical data which suggested that the therapy could potentially be effective against the virus. Such regulatory decisions exemplify the importance of clinical trial transparency in ensuring public safety and trust during a rapidly evolving landscape for biomedical innovation. The universities mentioned in this report have received millions of dollars  in public funding for coronavirus-related research. Moreover, accurately reported clinical trial results remain the best way for the researchers, policymakers, and the public to see that drug and vaccine development is progressing in a safe and trustworthy manner – a feat that corporate press releases alone simply cannot achieve. 


					Universities must make public all of their clinical trial protocols and results — past, present and future — on public registries. UAEM urges universities to live up to their social missions and become leaders in the drive for greater clinical trial transparency by maintaining 100% compliance under the FDAAA. 












					
				


					
						Take Action on Your Campus
						Urge  your institution to sign onto the commitments made in the WHO Statement
					

					
					
					

						
							Under-Reporting of Clinical Trials on ClinicalTrials.gov
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								Approximately 1 in 3 applicable clinical trials registered on ClinicalTrials.gov, the world’s largest clinical trial register, have failed to report results. (FDAAA Trials Tracker)

								The US government is currently due to collect over $16 billion in fines for late or unreported trial results. As of March 2021, it has collected $0, despite extensive violations of reporting requirements. 
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							Taxpayer Money for Biomedical Research At Universities, Medical Schools, and Affiliated Cancer Centers
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								The NIH gives $41.7B of US taxpayer money to 2,500+ universities and medical schools annually to do basic biomedical research. In 2017, about 40% went into clinical research, clinical trials, and supporting activities (NIH)2
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							Impact of Failure to Register and Report Clinical Trials
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								The failure to register and report clinical trials results in duplicative studies and incomplete and biased reporting of trials results, distoring the picture of how effective new medicines really are. This squanders public funds, hurts patients, and slows the pace of discovering new treatments and cures.

								Clinical trial transparency accelerates medical progress for new treatments, improving understanding of treatment efficiency and safety, ultimately contributing to improved access to medicines and better health outcomes.3
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							Clinical Research for COVID-19 at US Universities
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								As of March 2021, there are over 2,600 ongoing clinical trials concerning COVID-19 health technologies being conducted. Of the 40 institutions included in this report, 26 are actively engaged in such clinical research, and 9 others are running preclinical studies, reaffirming the relevance and importance of timely reporting of clinical trials data during the pandemic. (Global COVID-19 Clinical Trial Tracker)
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						See Source


						
								
								
									
										Source: Ross et al, 2009, which found that 46% of trials on ClinicalTrials.gov, the world’s largest clinical trials register, had reported results.

								
	
									
										The NIH gives $37B of US taxpayer money to 2,500+ universities and medical schools annually to do basic biomedical research. In 2017, 38% went into clinical research, clinical trials, and supportive activities (NIH)
									

									
										Source: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4508873/
									

								
	
									See UAEM TranspariMed Full Report for more information
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						Download the Full 2021 Report
						Download the Full 2021 Report
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						Download the Full 2019 Report
					

				


			



			
				
					Explore the Data

					 
						These data visualization tools provide an interactive display of findings from UAEM Report.
					

				

			


			





			

					
						

							
								Who is running the most trials?
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		IN THE NEWS

		 
			Browse a selection of news articles featuring the UAEM Transparency Campaign and the work of our allies!
		

	





	

			
				

					
						Many leading universities are still failing to report clinical trial results
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						Top US institutes still aren’t reporting clinical-trial results on time
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						Some Covid-19 trial sponsors never posted other study results in an EU database. Will they hide data again?
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						WNYU and Yale Collaboration Leads to Ruling that Will Reveal Decade of Undisclosed Clinical Trial Data
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						Transparency Advocates Win Victory for Public Access to Clinical Trial Data 
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						COVID-19 lesson: New FDA chief, when chosen, must crack down on clinical trial transparency
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		We are part of a global network advocating for a new approach to biomedical R&D. We invite you to join the conversation.


		

			
			
				

				
					1 in 3

					Approximately 1 in 3 people around the world lack access to essential medicines. In Sub-Saharan Africa, this rises to 1 in 2.

				


				
					
					
					
					
				

			

			

			
			
				

				
				2%

				Neglected diseases, which primarily affect the world’s poor, only receive 2% of the money spent on medical R&D every year. Yet, neglected diseases affect 1 in 6 people globally.

				


				
				
				
				
				
				

			

			

			
			
				

				
				7 days

				In Kenya, seven days of treatment for adult respiratory infection costs a full month of most government workers’ salaries.

				


				
				
				
				
				
				

			

			

			
			
				

				
				Delinkage

				Delinking means the price of a medicine is separated from the cost of its R&D.

				


				
				
				
				
				
				

			

			

			
			
				

				
				25,000

				Drug-resistant bacteria have caused an estimated 25,000 deaths in EU attributed to drug-resistant bacteria annually. Yet no major new antibiotics have been developed in the past 30 years.

				


				
				
				
				
				
				

			

			

			
			

				
				11,315

				The 2014 Ebola outbreak in West Africa claimed over 11,315 lives. With few or no vaccines or treatments available for emerging infections, new R&D solutions are urgently needed.

				


				
				
				
				
				
				

			

			


		



		
			See Source


			
				1 in 3: p. 25. Working Group on Access to Essential Medicines. UN Millennium Project--Task Force on HIV/AIDS, Malaria, TB and Access to Essential Medicines. United Nations Development Programme. 2005.
	2%: Till, Brian. “How Drug Companies Keep Medicine Out of Reach,” The Atlantic. http://www.theatlantic.com/health/archive/2013/05/how-drug-companies-keep-medicine-out-of-reach/275853/ May 15, 2013.
	7 days: World Health Organization. The World Medicines Situation 2011: Medicines Prices, Availability and Affordability. p.9 http://apps.who.int/medicinedocs/documents/s18065en/s18065en.pdf
	Delinkage: http://www.wto.org/english/tratop_e/trips_e/who_wipo_wto_e.htm
	25,000: World Health Organization. Antibiotic resistance fact sheet. October 2015. http://ecdc.europa.eu/en/aboutus/organisation/Director%20Speeches/1201_Director_speech_EU_health_prize_journalists.pdf
	11,315: Centers for Disease Control and Prevention. “2014 Ebola Outbreak in West Africa.” January 3, 2016. http://www.cdc.gov/vhf/ebola/outbreaks/2014-west-africa/
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			For media inquiries, please contact us at info@uaem.org

			

			
			
			


			To learn more about UAEM or to donate visit www.uaem.org
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			About

			
			Universities Allied for Essential Medicines (UAEM) and TranspariMED have co-authored a report examining how compliant university-conducted clinical trials are with transparency laws. Using the United States’ 40 most active research universities as a sample, both organisations have established that universities — the pioneers in research, medical innovations, education and public service — are poorly performing in terms of reporting trial results and overall transparency.
			


			
			Using publicly available data on university clinical trial compliance and results postings, this webpage highlights where we are today regarding clinical trial transparency and how much further we have to go. UAEM is working towards holding universities accountable.
			


			

			
			This student-led project is part of UAEM’s broader strategy around pushing for an alternative and transparent biomedical research and development (R&D) system.
			
		

		
			Our Methodology

			

			
			This study covers clinical trials run by the 40 leading U.S. universities which were completed in the year after the HHS Final Rule came into effect. It assesses each university’s compliance with U.S. legal reporting requirements under the FDA Amendments Act (FDAAA) since January 2017. In addition, it assesses efforts made by universities to clear their backlogs of missing clinical trial results from 2007 and beyond.
			


			
			The data included in this report has been manually extracted from the FDAAA Trials Tracker and is accurate as of February 2021.
			



			Limitations: The datasets used in this study only cover those clinical trials that are required to have their results posted on ClinicalTrials.gov within 12 months of the trial’s primary completion date, as provided for in the FDAAA. However, pursuant to international best practice, researchers have an ethical and scientific obligation to post the summary results of all clinical trials, as the World Health Organization has explicitly stated. Therefore, the data presented in this report only represents the tip of the iceberg. Universities’ overall performance on disclosing results from clinical trials is likely to be far worse than the figures in this study suggest. As new and more complete data sets become available, UAEM will continue to assess universities’ reporting performance across the full range of interventional clinical trials they have sponsored, and across a broader range of trial registries.
			

			For full methodology and limitations, download the report.
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