
Theme Sub-theme Quote / issue

Inconsistency and 
ambiguity Problematic and 

contradictory use of the 
term "all".

Abbvie's webpage describing their transparency policy says "AbbVie will submit a manuscript to a 
peer-reviewed scientific/medical journal for all AbbVie-sponsored interventional clinical trials", with 
no restrictions by phase. However, the Abbvie PDF document "AbbVie’s Approach to Implementing 
the PhRMA-EFPIA Principles for Responsible Clinical Trial Data Sharing" says “At a minimum, results 
from all Phase 3 clinical trials and any clinical trials of significant medical importance  should be 
submitted for publication” (our emphasis). 
Roche state in their transparency policy document "Roche Global Policy on Sharing of Clinical Trials 
Data": "Roche posts summary reports on ClinicalTrials.gov (CT.gov) for all Roche-sponsored Phase I 
clinical trials in patients, all Phase II–IV interventional and observational clinical trials, and all Roche-
sponsored interventional trials that use diagnostic products", with no limitations for approval status, 
nor other caveats. However in their policy webpage (http://roche-trials.com/results_about.action) 
they give a long list of exceptions, stating their commitment only includes "trials completed after 
October 1, 2002 on any approved product... [and] trials completed for products that received first 
approval in first indication after October 1, 2002" (our emphasis).
The Boehringer Ingelheim policy repeatedly states, especially at the beginning of documents, that 
they share results of all trials. Later in the document it appears that this commitment does not cover 
all trials, but is in fact limited to approved treatments. 
Bristol Myers Squibb say "We commit to submitting all phase III and IV clinical trials regardless of 
outcome to peer reviewed journals for publication"; however elsewhere they state that their other 
commitments for transparency (such as synopses, or summary results on registers) are only for 
approved products and indications, and for trials completing after 2008. It is highly likely that those 
caveats also apply to journal submission, but their written commitment is "all", without caveats.
GSK's policy sets out caveats for earlier trials, then commits to share "all studies" for trials from 
2013: it is unclear whether this "all" supercedes the "after approval" caveat of the first sentence 
("GSK studies are listed on this system once a medicine has been approved by regulators or 
terminated from development and the study has been accepted for publication. Studies that did not 
progress to publication are also included. We have already populated the system with global studies 
conducted since 2007, and over the next two years we are adding global studies going back to the 
formation of GSK in 2000. Moving forward, all studies that started in 2013 and onwards will be 
included.")



Inconsistency and 
ambiguity Problematic and 

contradictory use of the 
term "all".

AbbVie commit to sharing CSR synopses for all previous trials in one lengthy policy, with no listed 
exceptions. However in another policy, a single side of A4 PDF describing their implementation of the 
EFPIA PhRMA policies, they include the caveat that this is only for approvals. ("AbbVie is also 
committed to posting CSR synopses for historical approvals dating back to May 2004 via a phased 
approach.", vs "For interventional clinical trials completed between May 2004 and September 2012, 
we will post CSR synopses in batches and complete this work no later than year end 2015 for all 
AbbVie sponsored clinical trials that were conducted in patients, regardless of the phase of the trial 
or the age of the study participants").
Astellas say their policy applies to all trials phase 1 to phase 4, but then specify that this "includes" 
trials used in marketing authorisation approval packages, a subset which by definition cannot include 
phase 4 (post-marketing) trials; it is unclear whether "includes" here is intended to define the trials 
shared, or provide additional reassurance that a subset already captured by "all" is shared. ("Astellas 
commits to disclosing summary results of all Astellas sponsored phase 1 to phase 4 interventional 
trials, in patients, that seek to evaluate the safety and efficacy profile for Astellas products that have 
regulatory approval. This policy applies to products that receive regulatory approval after January 1, 
2014 consistent with the EFPIA/PhRMA principles for responsible clinical trial data sharing dated July 
18, 2013, and includes the summary results for trials covered under this policy and included in the 
application to support regulatory approval.") 
UCB's first mention of results sharing seem to include all ("results will also be added as they become 
available"); then two sentences later it seems this applies only to approved products ("completed 
studies, which were conducted with a product approved in at least one country, have results 
presented in a tabular format").

Ambiguous language Abbvie state the company: "submits a manuscript, that at a minimum, reports the results of the 
primary endpoint, to a peer-reviewed scientific/medical journal within 12 months, and no later than 
18 months". It is unclear whether this commitment is to within 12 or 18 months.
Merck Serono states: "All Merck Serono clinical trials in patients will be  considered for publication in 
the scientific literature, regardless of outcome" (our emphasis). This statement was described as a 
"commitment" in the document containing it.
BMS' policy uses the phrase "calls for" in reference to activity over which the company has complete 
control: "Our policy also calls for the open and timely reporting of results from Bristol-Myers Squibb 
sponsored clinical trials involving Bristol-Myers Squibb marketed products."



Inconsistency and 
ambiguity

Ambiguous language

Pfizer's policy contains vague language and duplication that is hard to interpret. Specifically we were 
unable to assess the impact or meaning of the last clause in this sentence: "Pfizer makes patient-
level data available for globally conducted interventional trials in patients that complete after 
September 27, 2007, or initiated on or before that date and still ongoing as of December 26, 2007, as 
well as all such trials initiated after January 2014."
Abbott's policy contains vague language, and an unusual caveat about conflict between professional 
bodies' advice and the law: "In addition, Abbott respects the influence of the following organizations 
regarding registrations and results disclosures. However, where policies of the following 
organizations conflict with the above laws, Abbott will defer to the law." It is hard to understand how 
the minimal transparency commitments in, for example, PhRMA's "Principles on Conduct of Clinical 
Trials" would actively conflict with legislation: it could only exceed it, or fall short of it. 
Menarini's policy reads: "The results summaries of the clinical trials sponsored by the Menarini 
Group (for authorized products) are posted on publicly-available databases such as ClinicalTrials.gov 
and other applicable websites as required". It is unclear whether the caveat "as required" refers to 
Menarini posting results to "other applicable websites", or to the commitment in the whole sentence. 
Takeda's policy describes their "expanded clinical trial data transparency policy": however it is 
unclear whether this is announcing something novel from now, or a term referring to their policy 
since 2002. "Since 2002, Takeda has registered and disclosed information for company-sponsored 
clinical research on clinicaltrials.gov and other websites in compliance with industry standards and 
applicable regulations. Takeda’s expanded clinical trial data transparency policy seeks to go beyond 
compliance. To achieve this, Takeda will register all Takeda-sponsored interventional trials or non-
interventional trials designed to assess the effects of our medicines. Takeda commits to register 
these trials on www.clinicaltrials.gov (at a minimum) prior to the start of each trial. Our trial 
registration policies meet or exceed all regulations and industry guidelines (for example, by including 
more types of trials, such as phase 1 healthy-participant trials)."
Astrazeneca does not use clear language to state that they register all trials: "We publish 
information on the registration and results of all new and ongoing AstraZeneca sponsored clinical 
trials for all products in all phases".

Poorly defined caveats 
on the trials included in 

policy

Sanofi commits to post results for "phase I to IV clinical trials conducted in patients, and for some 
vaccines trials conducted in healthy subjects" (our emphasis).
Purdue's policy states: "In addition, Purdue has committed to publish in a publicly available database 
the results of many of its clinical trials" (our emphasis).
Novo Nordisk state that they publish "all trial results regardless of outcome in public databases  
according to global and local requirements" (our emphasis).



Inconsistency and 
ambiguity

Poorly defined caveats 
on the trials included in 

policy

Novartis' timeline on their transparency commitments includes a caveat whose application is 
unclear: "1999: Novartis begins registering innovative clinical trials on public U.S. registry". It is 
ambiguous whether they are using "innovative" as a rhetorical marketing term, or as a conditional 
caveat restricting their transparency commitment to a poorly specified subset of trials.
Abbott's policy contained caveats that were so broad as to make the policy uninterpretible: "Abbott 
will register all applicable/covered  clinical trials, regardless of outcome, in a publicly accessible 
clinical trials registry, such as www.ClinicalTrials.gov" (our emphasis). No clear definition is given of 
applicable/covered: it appears to allude to legislation as discussed in the preceeding sentence. In 
addition, it is hard to understand why contingency on outcome has any role in a commitment 
regarding registration before a trial has begun. 
Ipsen's policy commits to post results at ClinicalTrials.gov "on all its Phase IIb, III & IV ‘hypothesis-
testing’ trials wherever performed, by the date on which the first patient is enrolled. From January 
2010, Ipsen disclosed information on all interventional clinical trials in patients and non-
interventional observational studies which may have an influence on subsequent patient healthcare. 
[Our italics].  As of January 2014, we disclose information on all Ipsen-sponsored interventional and 
observational clinical trials in patients."



Inconsistency and 
ambiguity

Inconsistency within 
document.

AstraZeneca's policy contains a complicated timeline with multiple ambiguities: "in 2005, 
AstraZeneca committed to post the key results of AstraZeneca-sponsored hypothesis-testing global 
clinical trials completed since April 1999 and local trials completed since January 2005 for all our 
approved medicines. The website also included local trials conducted under a US IND or NDA and 
completed since October 2002 and results of core safety and efficacy registration trials for medicines 
approved since the formation of the company in April 1999. Since 2005, AstraZeneca has continually 
expanded the trial information it makes public, providing information about the registration and 
results of hypothesis testing trials, trials in patients with a serious or life-threatening disease or 
condition [surely a subset of "hypothesis testing trials"], and non-interventional trials as defined by 
AstraZeneca. On this website, since May 2008 AstraZeneca makes information public on all new and 
ongoing AstraZeneca-sponsored clinical trials for all products in all phases, including approved 
medicines, drugs in development and drugs whose further development has been discontinued." 
Elsewhere AZ says: "We publish information on the registration and results of all new and ongoing 
AstraZeneca-sponsored clinical trials for all products in all phases, including marketed medicines, 
drugs in development and drugs whose further development has been discontinued." But then they 
say: "Since 2005, we have posted results of trials with already marketed medicines within one year of 
completion." (It is unclear whether this is consistent with the other commitment for trials after 2005). 
"Results of trials with medicines in development are posted within 30 days of first regulatory 
approval for the new medicine. When a medicine in development has been discontinued, results are 
published within one year of the public announcement of the decision" This suggests that trials on 
drugs in development are only shared when the drug is approved, which makes it hard to interpret 
the commitment to share on drugs in development. Then AZ state: "On this website, since May 2008 
AstraZeneca makes information public on all new and ongoing AstraZeneca-sponsored clinical trials 
for all products in all phases, including approved medicines, drugs in development and drugs whose 
further development has been discontinued." It is not clear whether the earlier caveat, about only 
sharing trials drugs in development when the drug is approved, also applies here.
Pfizer's policy about sharing CSRs is clear, but their statements about its enactment are 
contradictory: they initially say they post synopses for all trials, then in the next sentence they say 
they have posted some. "Pfizer posts synopses on our public website of Clinical Study Reports 
(documents prepared for regulators) for all trials registered on clinicaltrials.gov. Many clinical study 
report synopses are now publicly posted, and additional clinical study report synopses will be posted 
during 2014."  

Inconsistency between 
documents

J&J describe their IPD sharing commitment in various places, but only one mentions that it includes 
phase 4 trials; the others, while being comprehensive on other issues, did not cover that important 
inclusion.



Inconsistency and 
ambiguity

Inconsistency between 
documents

Merck's policy is spread between various documents: for example, there is an 18 month commitment 
for journal publication only in one document, but not in another where the commitment to journal 
publication is described. 

Legal Limiting commitment to 
legal compliance.

Pfizer commit to adhere to the law on sharing summary results: "After the completion of those 
studies, we provide results on clinicaltrials.gov and other registries, in accordance with local 
regulations and guidelines." However these regulations and guidelines are often poorly specified and 
implemented: for example, the rules implementing the FDA Amendment Act 2007 have yet to be 
written, 9 years after the legislation was passed, and poor compliance with its principles throughout 
industry has been well documented. 
AstraZeneca state: "since 2007 we have posted results as required on the US National Library of 
Medicine’s website and other sites as required by law"
Eisai make transparency commitments that appear to explicitly fall short of legislative requirements 
(which do not permit delay in sharing results for publication reasons): "Data will be shared for trials 
included in dossiers submitted to and approved by FDA and EMA after 1st January 2014 and only 
after the primary manuscript describing the results has been accepted for publication, and only if 
clinical data disclosure will not lead to commercial competitive risk."
Abbott's policy makes reference to legislation, and does so ambiguously, leaving it unclear whether 
they will only register trials when legally compelled to do so, or whether those laws will determine 
the manner in which they register trials in some territories. "For medical devices and diagnostics, this 
means we will register interventional clinical studies of health outcomes and pediatric post-
marketing surveillance studies, as designated by national laws and regulations." In contrast, Celgene 
are explicit and clear on the same issue, committing to register all trials, and stating in addition that 
they will comply with local regulations for local registers: "Celgene will continue to... register all 
Celgene-sponsored studies... on the public repository ClinicalTrials.gov regardless of where the study 
is being conducted... All Celgene-sponsored studies also will be registered on national registries as 
required by local regulations."
Johnson and Johnson commit to "disclosing clinical trial results of investigational studies in 
accordance with specific format and timeframe of local laws and regulations".
Daiichi Sankyo's entire transparency policy is "Daiichi Sankyo registers and discloses clinical trial and 
result information according to local regulations."



Legal

Promising compliance 
with a law that doesn't 

exist. 

Amgen appear to promise to adhere to an EMA policy that does not exist. "Trial results will be posted 
(and made publically available by the EMA) retroactively back to 2004 by July 2016 in accordance 
with transition timelines set forth in regulation and associated guidance." We are aware of no such 
2004 commitment from the EMA: a commitment of adherence to a detailed regulation that 
apparently does not exist is hard to interpret. It may be that 2004 is an independent commitment 
made by Amgen: on this reading, the reference to regulation and associated guidance would be hard 
to interpret.

Broken Links Commitments to share 
on platforms that do not 

exist, or contain only 
dead links.

AstraZeneca's current policy commits to posting information on an IFPMA portal that has not existed 
since 2011.
AbbVie claimed that they had archived the contents of the now-deleted IFPMA results portal, onto a 
new site containing all phase 3 and 4 trial results since 2002. Although this initially appeared to be 
true, closer examination showed that it was not. There is a list of trials maintained on AbbVie's 
website. Clicking on "more" for any trial takes you to a page with some brief further details on the 
existence of the trial. But the links for summary results on all trials clicked on went to a dead "404 
not found" page. [https://youtu.be/S9mXeKbIrDU ]

Regions Different policies for 
different regions

Amgen has different policies for different territories: "In the United States: Amgen registers clinical 
trials and reports clinical study results on www.clinicaltrials.gov for trials that were initiated after 27 
September 2007 or ongoing as of 26 December 2007" and "In Europe: Amgen registers clinical trials 
and will post results on the EU Clinical Trial Register. Amgen-sponsored interventional clinical trials 
(Phases I-IV) will be registered as follows: Where there is at least one participating site within the 
European Union (EU), or the European Economic Area (EEA) which started after 1 May 2004."

Requiring approval on 
two continents before 

transparency.

Lundbeck state they will share CSRs and IPD for "products approved in Europe and US after 1 January 
2014" (our emphasis). If this means a treatment must approved in both of two continents to be 
shared, then information would be inaccessible if the treatment was approved and being used in only 
one continent. Astellas impose a similar limitation on CSR sharing. 

Unrealistic and extreme 
transparency 
commitments

Lundbeck list a series of exclusions to their transparency policy, setting out the trials whose results 
they will not report, but also say they adhere to "the Declaration of Helsinki" which requires all 
results to be made publicly available. This contradictory commitment appears in the same sentence 
as the commitment to comply with EFPIA PhRMA joint statement, and so draws into question whether 
their commitment to this lighter set of commitments is similarly not carried through.
"Sanofi publicly discloses information on clinical study protocols and results... in line with... 
International and local legal, regulatory and ethical requirements" (our emphasis). This is an 
extremely broad commitment which is highly unlikely to be met, as the widely recognised Declaration 
of Helsinki on trial ethics, for example, requires all trials to be published.



Concerns about 
transparency 

prejudicing journal 
publication

Almirall state: "The results summary of the clinical trial... is published within a year... These 
schedules are subject to adjustment... to avoid compromising publication in a peer-reviewed medical 
journal."  This conflicts with the ICMJE statement that results sharing on a registry should not be 
regarded as prior publication to prejudice journal acceptance. 
Roche state: "Results will be published within 1 year of trial completion (unless restricted by journal 
publication timing or pending regulatory filing)." 
Amgen say they "may delay the public posting of a clinical trial summary for purposes of protecting 
our intellectual property, or to comply with the requirements of medical journals or medical 
conferences to which Amgen has submitted or plans to submit manuscripts". 
Sanofi raises a similar concern around CSR sharing ("For all trials conducted by the Sanofi group of 
companies, the requested trials must also have been accepted for publication.") The impact of this 
caveat is greater because Sanofi do not make a clear commitment to timely journal publication. 
Boehringer Ingelheim state that data access is "once the primary manuscript describing the results 
has been accepted for publication"; but their journal publication commitment is limited: "For pivotal 
Phase III clinical studies,we submit manuscripts with the key findings [to] journals no later than 12 
–18 months after study completion. For all other studies, we strive to publish the results in a timely 
manner."

"Approved and 
terminated"

"Pfizer thus became one of the first companies to register and report results from all of its 
interventional trials (phase 1 through 4), including results for trials involving marketed products 
(posted following approval or for post-marketing trials, one year from study completion), and 
summary results of trials where development of the compound or mechanism is discontinued."
AZ "When a medicine in development has been discontinued, results are published within one year 
of the public announcement of the decision"
GSK policy applies to "...both medicines that are approved by regulators and ones that are terminated 
from development"

Multiple claims to be 
"first"

More than one company claimed in their policy document to be the first company to commit to 
setting up their own register of trials. "Back in 2004 we introduced our publicly accessible Clinical 
Study Register online – a place where we could post information about the clinical research we carry 
out on our existing medicines, and also the ones that we are developing. We were the first 
pharmaceutical company to do this." GSK. "In 2004, Lilly became the first company to voluntarily 
disclose the initiation of our clinical studies and post study results in the publicly available Lilly 
Clinical Trial Registry."



Exemplary policy 
commitments

Good policies Bristol Myers Squibb made an uncommon explicit commitment to submitting all phase 4 trials for 
journal publication ("We commit to submitting all phase III and IV clinical trials regardless of 
outcome to peer reviewed journals for publication and any clinical trial results of significant medical 
importance.")
"Merck applies the same ethical standards to clinical trials in all countries including the developing 
world"

Clear policies Bayer have a comprehensive clear policy on registration: "Bayer submits information on its clinical 
trials to the publicly funded website www.ClinicalTrials.gov. Trials sponsored by Bayer of drug 
development phases II, III, and IV, and relevant trials concerning Bayer’s Medical Devices are 
registered. Covered are interventional clinical trials related to Bayer’s drug development which 
started after July 01, 2005. Additionally, trials in patients of drug development phase I which started 
after January 01, 2010 are registered."
Merck make an efficient statement that covers a large number of issues clearly in a small number of 
words: "Clinical Trial Registration and Results • Merck complies with laws requiring registration of 
clinical trials and disclosure of clinical trial results, and is committed to the transparency of the 
clinical trials we sponsor. • Since 2007, Merck has registered, at trial initiation, all clinical trials in 
patients (Phases I-V) that the company sponsors and conducts worldwide on www.ClinicalTrials.gov. 
We also disclose results from all registered clinical trials of marketed products – regardless of 
outcome – on www.ClinicalTrials.gov."
A clear policy from AstraZeneca: "We publish information on the registration and results of all new 
and ongoing AstraZeneca sponsored clinical trials for all products in all phases, including marketed 
medicines, drugs in development and drugs whose further development has been discontinued. We 
post results, irrespective of whether they are favourable or unfavourable to AstraZeneca." 
Novartis explicitly excludes Phase 4 trials from CSR and IPD sharing: this is less than ideal, but the 
policy is clear and unambiguous on this issue. 


