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Table. Questions and answers options used in the survey
	Question
	Answer options

	Registries in general
	
	

	1. What do you believe is a minimal coverage of patients (% of the disease population) needed to guarantee a minimal representation of the disease population for use of the registry to support regulatory decision-making?
	VAS score from 0 to 100%

	2. The geographical spread of the registry network is a key factor for understanding treatment practices and outcomes across the EU. How important is it that registry data originate from
	Multiple-choice:
· At least more than 1 patient care / clinical center 
· All the centers from the country 
· More than 1 country in Europe 
· Countries worldwide including USA 

	Common data elements

	1. How important is the collection of the following demographic data? 
Age; Date of birth; Death; Date of death; Gender; Race; Country of birth; Country of residence; Body Mass Index (BMI); Current pregnancy; Smoking; Alcohol use
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	2. What kind of BASELINE data should be collected for the disease of interest?
	Multiple-choice:
· Clinical 
· Laboratory / diagnostic data 
· Treatment 
· Patient reported outcomes 

	3. What kind of BASELINE clinical information should be collected? 
First date of diagnosis; Objective confirmation of the diagnosis; Severity of disease; Organ damage; Physical function
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	4. Depending on the disease, what kind of BASELINE laboratory / diagnostic data should be collected? 
Blood tests; Genetic data; Biomarkers; Imaging data 
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	5. What kind of BASELINE treatment data should be collected? 
Medicinal product (including self-prescribed); Intervention, e.g. surgery
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	6. What kind of BASELINE patient reported outcomes data should be collected? 
Quality of Life Questionnaire, e.g. SF 36; Validated patient disease specific questionnaires 
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	7. Would you collect the same common data elements for co-morbidities and if no, why not?
	Multiple-choice:
· Yes
· No, a more limited data set, please explain 
· No, not needed, please explain

	8. The common data elements about the disease that need to be captured should be based on
	Multiple-choice:
· Validated (national) clinical practice guidelines 
· EMA scientific guidelines
· FDA guidance documents
· Evidence-based disease literature
· Daily clinical practice

	9. The confirmation of the diagnosis should be based on
	Multiple-choice: 
· Doctor’s written diagnosis 
· Hospital disease codes 
· Relevant genetic tests
· Relevant biomarkers

	10. MEDICATION Which of the following details with regard to the medicinal product to treat the disease of interest should be captured?

	Multiple-choice: 
· Substance name of the medicinal product 
· ATC classification 
· Start- and stop-date medicinal product
· Duration of the treatment 
· Reason for stop/switch to other medicinal product registered 
· Dosage 

	11. For co-morbidities would you collect any data about medicinal products?
	Multiple-choice:
· Yes
· Yes, a more limited set
· No

	12. INTERVENTION If a non-pharmacological intervention takes place, what should be captured?
	Multiple-choice:
· Intervention, e.g. surgery, radiotherapy
· Start - and stop date intervention
· Duration of the intervention
· Reason for stop/switch to intervention
· Not applicable

	13. PREGNANCY If women of childbearing potential are captured in the registry, how important is the collection of the following data if a woman becomes pregnant?
Exposure to any medication during pregnancy; Trimester of pregnancy during exposure; Outcome of pregnancy; Birth weight; Follow-up mother with regard to perinatal complications; Follow-up child for functional or developmental deficits; Follow-up teratogenic events, considered to be associated with the medicinal product of interest 
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	14. In the case of pregnancy is it important to collect data from the partner?
	Multiple-choice:
· Yes, please explain
· No, please explain 

	15. How important is the collection of the following data from the partner of the women who are pregnant?
Exposure to medicinal product before pregnancy of the partner; Exposure to medicinal product during pregnancy of the partner
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	16. TREATMENT OUTCOMES What data should be collected?
Clinical; Laboratory / diagnostic data; Treatment; Patient reported outcomes
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	17. EFFICACY OUTCOMES The criteria for the ENDPOINTS should be based on
	Multiple-choice:
· Validated (national) clinical practice guidelines 
· EMA scientific guidelines
· FDA guidance documents
· Evidence-based disease literature
· Daily clinical practice

	18. The confirmation of the endpoints should be based on
	Multiple-choice: 
· Doctor’s written diagnosis 
· Hospital disease codes 
· Relevant genetic tests
· Relevant biomarkers

	19. How important is it to use validated endpoints only?

	5-point Likert scale ranging from (1) very unimportant to (5) very important

	20. To be able to monitor disease progression, how often should endpoint parameters be assessed (at least)?
	Multiple-choice: 
· Once a month 
· Quarterly 
· Twice a year 
· Once a year

	21. SAFETY OUTCOMES Which adverse drug events should be collected?
	Multiple-choice:
· All adverse events
· Serious adverse events
· Adverse events of special interest (specific or anticipated problems)
· Not applicable

	22. For adverse events potentially related to medicinal products the following should be recorded
Severity of the event; Duration of the event; A causality assessment 
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	23. FOLLOW-UP VISITS How important is it to capture at each visit the following data:
The use of a medicinal product at each visit; Patients lost
to follow-up (definitely); Reason for lost to follow-up
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	24. The minimal duration of follow-up of the patient should be
	Multiple-choice
· 1 year
· 1-5 years 
· 5-15 years
· For life / as long as possible 

	Data quality
	

	1. How are the data entered in the registry?
	Multiple-choice
· Direct entry through web-based platform 
· Direct import from Electronic Health Reports 
· Manual data entry 
· Other, please explain

	2. Who should be able to enter data in the registry?
	Multiple-choice
· Only trained staff 
· Treating physician / investigator 
· Study-coordinator
· Patient

	3. Once a patient has come for a visit, the frequency of data entry in the registry should be 
Immediately (at the time of the patient visit)
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	4. How important are the following approaches to optimise data quality?
Checking systematically data entry (double data entry); Standard terminology; Free text
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	5. Source data verification - what percentage of the source data should be verified (source data verification is the process of ensuring that data accurately represents the source data from which it was derived?
	VAS score from 0 to 100%

	6. Missing data - what percentage of missing data of the key values is permissible?
	VAS score from 0 to 100%

	7. How important are the proposed measures to improve data quality?
Training of data entry/management staff; Work instructions
or standard operating procedures; Software with drop down menus, text prompts or flags; Audits; Manual checks at centres levels by monitors
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	8. What is the importance of the following measures to minimise missing data?
Mandatory fields; Creation of automated queries for missing data or unexpected values; Maximizing import of data from Electronic
Health Records; Manual checks at clinical centre level by monitors
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	9. How important are the following proposed indicators of quality to improve consistency and/or accuracy?
To track changes in fields that will be previously entered; To measure number of missing fields over time; Creation of
alerts if the input data is out of range
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	10. How often should a quality check be done?
	Multiple-choice
· Event driven, e.g. at time of publication of data
· Randomly
· Regularly, e.g. every year

	Governance
	

	1. How important are the following statements about data sharing in relation to governance of a registry?
Data sharing across countries; Data linkage to other data sources; A central contact point available on behalf of the registry; Request additional information from treating physician, if needed by external stakeholders
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	2. How relevant is it for regulatory decision-making that registry data are shared with?
Regulatory authorities; Academic centers; Pharmaceutical companies
	5-point Likert scale ranging from (1) very irrelevant to (5) very relevant

	3. How acceptable is it that a registry is (partly) financed by..... if the data are to be used by regulators:
Regulatory authorities; Academic centers; Pharmaceutical companies
	3-point Likert scale ranging from (1) not acceptable to (3) acceptable

	4. FAIR: Findable, Accessible, Interoperable, and Reusable - How important is it that the data of the registry should be FAIR?
	VAS score from 0 to 100%

	Registry-based studies, to use the data to support efficacy and/or safety evaluation of medicinal products by regulatory authorities

	1. How important is it to be able to collect data under a common study protocol in a multi-registry study?
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	2. How valuable is it to perform a randomized study in the registry, if the data are used to support efficacy and/or safety evaluation of medicinal products by regulatory authorities?
	3-point Likert scale ranging from (1) not valuable to (3) valuable

	3. How important is the registration of the registry-based study in a public register, like:
ENCePP; EU Clinical Trials Register; ClinicalTrials.gov
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	4. How important is it that the following elements are predefined in a registry study?
Primary objective; Secondary objectives; Statistical Analysis Plan with clearly defined sample size; Identification of a control group; Randomization
	5-point Likert scale ranging from (1) very unimportant to (5) very important

	5. The statistical plan should include information about
Analysis strategy; Confounders; Effect modifiers; Bias; Missing data; Treatment discontinuation
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