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We often use the terms ‘registry’ and ‘registry study’ to 
mean the same thing.  But they are actually different.  


According to the EMA, a patient registry is a long-term, 
open-ended data collection system that uses 
observational methods to collect data on a patient 
population. The type of data (real world data) collected in 
a patient registry is defined by a 
particular disease, drug exposure or 
condition (e.g. age, pregnancy, specific 
patient characteristics).  Whereas, a 
registry study seeks to answer a 
specific research question and 
parameters such as duration, patient 
population, data to be collected (and 
analysis to be performed) are defined (and constrained) 
by a study-specific protocol.  The data collected in a 
registry may be used for the purpose of a specific study 
(EMA/763513/2018).


The EMA even acknowledges that regulators have 
sometimes requested marketing authorisation holders 
(MAHs) to establish a registry, although the objective was 
to perform a registry study e.g., a post-authorisation 

safety study (PASS) to monitor the safety of a product 
(EMA/763513/2018).


The distinction is important because the regulatory, 
methodological, operational and quality considerations 
can differ significantly between a registry and a registry 
study. 


As explained in a recent EMA 
publication (EMA/763513/2018), the 
main differences between a registry 
and a registry study are summarised in 
Table 1 and include the following 
aspects:


1) Nature: a patient registry is a data 
collection system. A registry study is an investigation set 
up to answer a research question that uses data 
collected in the registry, and which may be initiated, 
managed or financed by a pharmaceutical company, a 
regulatory authority or another organisation.


2) Timelines: a disease registry is a long-term 
endeavour and in principle it has no end. 
Timelines are driven by schedules for data 
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collection (schedule of medical consultations or other 
encounters between patients and registry participants) 
and for routine data analyses. On the other hand, 
timelines for a registry study are driven by the time 
needed to collect or extract the data relevant for the 
specific study objective and to perform the analyses. 


3) Patient enrolment: patient enrolment in the registry 
should be exhaustive within the boundaries defined by 
the purpose of the registry (for example, all patients 
diagnosed with a disease in a region), while the study 
population should be defined in line with the research 
objective and may be a subset of the registry population.


4) Data collection: depending on the purpose of the 
registry, different types of data can be collected, such as 
data on demographic characteristics, treatments, 
diseases, patient-related outcomes or comorbidities. In a 
study, data collection or extraction is restricted to the 
data necessary to investigate the research question, 
including data on potential confounders and effect 
modifiers. A specific study may also require additional 
data collection from other sources if these data are not 
routinely collected in the registry.


5) Analysis plan: data analysis in a registry is generally 
performed at intervals based on patient accrual or time 

schedule and it follows a routine analytical plan with 
additional ad-hoc analyses performed by the registry 
coordinator or registry participants. In a study, key 
elements of the planned statistical analysis should be 
described in the protocol, supplemented as required with 
a separate Statistical Analysis Plan (SAP). As with the 
protocol, deviations to the SAP following the start of the 
study should be accompanied by a formal amendment 
process. Registries and registry studies may face 
different methodological and analytical issues.


6) Collection and reporting of suspected adverse 
reactions: disease registries conducted by organisations 
such as academia or medical research associations 
should follow the national requirements as regards the 
management of safety data. Any active data collection 
system put in place in a disease registry and initiated, 
managed or funded by a MAH to collect and record 
suspected adverse reactions to one of its medicinal 
products should follow the regulatory framework for 
PASS. In registries without active safety data collection, 
health care professionals (HCPs) and patients should be 
reminded of the possibility to report suspected adverse 
reactions to the MAH of the suspected medicinal 
product or to the concerned competent authority 
via the national spontaneous reporting system. 
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Any noxious or unintended response to a medicinal 
product notified to the MAH should be managed by the 
MAH as a spontaneous report of a suspected adverse 
reaction.


For registry studies, requirements to MAH for suspected 
adverse reactions differ between studies with a design 
based on primary or secondary data collection. Any 
system for collecting, reporting and analysing adverse 
events put in place should be described in the study 
protocol. 


7) Data quality control: measures for data quality 
control should be routinely in place in a registry and 
these measures therefore also apply to the data and 
procedures used in a study. Additional measures may be 
needed for a specific study, for example to verify the 
completeness of the information on some data elements.


8) Regulatory status: by nature, a registry is 
observational, i.e. non-interventional; on the other hand, 
a registry study may be non-interventional or 
interventional, if additional treatment is given.
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REGISTRY REGISTRY STUDY

NATURE Data collection system Investigation of a research question or hypothesis

TIMELINES Long-term, open-ended Defined by the study objective and described in the 
study protocol

PATIENT ENROLMENT Exhaustive within the boundaries of the purpose of the 
registry (e.g., all patients diagnosed with a disease in a 
hospital, region or country)

Defined by research objective and described in the 
study protocol - it may be a subset of the registry 
population

DATA COLLECTION Wide range of data may be collected depending on the 
purpose of the registry

Restricted to what is needed by the research question 
including data on potential confounders and effect 
modifiers - additional data collection may be required

ANALYSIS PLAN Routine periodical data analysis; additional ad-hoc 
analysis

Statistical analysis plan separate from the study 
protocol 

COLLECTION AND REPORTING OF 
SUSPECTED ADVERSE REACTIONS

National requirements as regards the management of 
safety data apply.  Any active data collection with 
involvement of a Marketing Authorisation Holder must 
follow the regulatory framework for PASS.

National requirements may apply.  Regulatory 
requirements for Marketing Authorisation Holders 
differ between studies with primary or secondary data 
collection.

DATA QUALITY CONTROL Applied routinely to all data and processes Additional quality assurance may be needed

REGULATORY STATUS Non-interventional Non-interventional or interventional

Table 1 - Important Differences Between a Registry and a Registry Study 

Source: EMA/763513/2018 - Discussion paper: Use of patient disease registries for regulatory purposes – methodological and operational considerations, November 2018.
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Are you struggling with real world research?  Do all those 
acronyms (NIS, RWD, RWE, WTF, non-CTIMP, non-WMO, 
non-IND) leave you confused?   

Do you need help navigating the ‘mind-blowing chaos’ of 
regulations and guidelines that may, or may not, be 
applicable to your research? 

Have a ‘niggling’ concern that you may have missed 
something when you approved that observational study 
plan, and want an expert second opinion?  

New to real world research and worried that you ‘don’t 
know, what you don’t know’? 

Need help creating a strategy to address your target value 
profile (TVP)? 

Want someone to ‘health check’ your protocols, SOPs, 
quality systems for relevance to, and compliance with, the 
real world research requirements and best practice? 

If you have a problem, if no one else can help, and if you 
can find them, maybe you can hire... the A-Team…Phoenix-
RWR…they survive as soldiers of fortune…sounds much 
cooler than 'independent consultants and experts in all 
things Real World and Late Phase’. 

Yip – the intro definitely needs work! But you get the idea. If 
you want high quality deliverables…and a laugh, then 
you’ve come to the right place. 

Our solutions range from ‘casual’ consultancy through to 
strategic partnerships.  Call us for a chat.  If nothing else, we 
offer a shoulder to cry on! 

We are firm believers in the ‘people’ part of the work we do.  
Meaning?  We’re not here to fob you off with technical talk 
and verbal diarrhoea.  We genuinely want to provide you 
with solutions that inspire confidence and trust. 

E: stuart.mccully@phoenix-rwr.co.uk 

T: +44 1997 421 206 

M: +44 7909 111 510

About Phoenix-RWR
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