RESEARCH OFFICE STANDARD APPLICATION FORM
	RESEARCH OFFICE 
STANDARD APPLICATION FORM
	

Research Office
Contact Details




	
· This form should be completed before the research project commences. 
· Principal Investigator refers to the PI at the Research Site ( or Chief Investigator for a single site study)
· This form should be consistent with the planned or submitted Research Ethics Committee application
· Please return completed form along with any supporting documents to the appropriate Research Office 



	
	STUDY IDENTIFICATION

	Study Registration number: (to be completed by Research Office)
	

	Study Identification number: 
For example EUCT, CIV-ID/ PS-ID
	

	Study Registry ID:
For example ClinicalTrials.gov ID
	

	
	STUDY DETAILS 

	Study Title:

	


	Short Study title:

	


	Study Information: Please provide a brief lay (plain English) description of the study. Please ensure the language used in your answer is at a level suitable for use in a research participant information leaflet.

	

	Expected Start Date:
	Click or tap to enter a date.
	Expected Duration in months:
	

	Is this a multi-site study:  
	Choose an item
	Name all study sites under remit of this Research Office:
(Please just add the Study site name. Further information is requested in the Study Site(s) Section of the form)
	

	
	STUDY TYPE
(Decide which option (Option 1, 2, 3 or 4) applies to your study and then select from the corresponding dropdown) 

	Option 1 - Interventional: Regulated Clinical Trial[footnoteRef:1] [1:  Clinical trial: A clinical trial is a type of health research. These types of studies prospectively assign human participants or groups of humans to one or more health related intervention in order to evaluate the effects on health outcomes. Interventions include, but are not restricted to, drugs, cells and other biological products, surgical procedures, radiological procedures, devices, behavioural treatments, process-of care changes, or preventive care. Clinical Trials can be regulated or non-regulated
] 

	Choose an item

	Before they can start Regulated Clinical Trials need approval from both the HPRA and the applicable National Research Ethics Committee (NREC).

	Option 2 - Interventional: Non-Regulated Clinical Trial1
	Choose an item
	These are studies that meet the definition of a Clinical Trial but are not regulated. 
Non- IMP clinical trial: where the intervention isn’t a Drug or device for example nutritional, cosmetic, surgical procedures, radiological procedures, behavioural treatments, process-of care changes, or preventive care.
Ionizing radiation: research projects where the radiological procedure is a primary focus of the research, i.e. is undertaken to assess the safety, performance or effectiveness of a medical radiological procedure, and/or research projects that propose a medical radiological procedure that significantly deviates from standard care.

	Option 3 - Non-Interventional: Additional Assessment
	Choose an item.
	A study that doesn't directly intervene in the care journey but involves additions to the standard of care, i.e. testing or procedures that are only conducted because the service user is enrolled in the study.

	Option 4 - Non-Interventional: - Observational only
	Choose an item.
	Option 4 – Other (more details)
	

	A study that doesn't intervene in the care journey or require additional testing or procedures. for example an observational clinical study that involves non-invasive data collection only i.e. surveys

	
	CHIEF INVESTIGATOR
(For multi-centre study the Irish Chief or Co-ordinating Investigator (CI) or for single site study the Principal Investigator. Note: For a multi-centre study, the CI is the individual responsible for the overall study across all sites nationally and may also act as a site PI.)

	Chief Investigator 
Prefix/Title:
	Choose an item.
	Name:
	

	Position:
	

	Organisation Affiliation: (for the purposes of this study)
	

	Address:
	

	Email Address:
	

	Contact Number:
	

	
	LEAD CONTACT
(An administrator or individual delegated to complete the Application Form on behalf of study CI/PI and receive communication. The application is approved by the study CI/PI before submission)

	Lead Contact 
Prefix/Title:
	Choose an item.
	Name:
	

	Position:
	

	Organisation Affiliation:
	

	Address:
	

	Email Address:
	

	Phone Number:
	

	
	Additional Details

	









	
	
	SPONSOR OR LEGALLY RESPONSIBLE ENTITY

	
	Formal Sponsor in Place?
	-----
	
	The Sponsor is a company, institution, or organisation which takes responsibility for the initiation, management, and/or financing of a clinical trial. Under the HSE RGMS Framework a formal sponsor is required for all Clinical Trials as defined in the HRB Clinical Trials and Interventions Research Governance Policy. This definition includes regulated and certain non-regulated studies.
Note: For HSE Centre studies endorsement by the HSE centre is not equivalent to agreeing to sponsor a clinical study.

	
	INSTRUCTIONS:
If a Formal sponsor is not in place please complete the Legal Responsibility Entity Section 

	
	Sponsor Section
(This section is only to be completed if a Formal Sponsor is in place)

	
	Sponsor

	Sponsor 
Organisation Name:
	

	Address:
	

	Country:
	

	Contact Point Prefix/Title:
	Choose an item.
	Name:
	

	Position:
	

	Email Address:
	

	Phone Number:
	

	
	Co-Sponsor 

	
	INSTRUCTION:
Only complete the Co-Sponsor section if you are conducting a Regulated Clinical Trial under the Clinical Trial Regulation with a formal Co-Sponsorship arrangement.

	Co-Sponsor 
Organisation Name:
	

	Address:
	

	Country:
	

	Contact Point Prefix/Title:
	Choose an item.
	Name:
	

	Position:
	

	Email Address:
	

	Phone Number:
	

	Please provide any additional information on co-sponsorship arrangement(s) such as legal agreements, areas of responsibility etc.:

	



	
	Sponsor’s legal representative

	
	INSTRUCTION:
You must complete this section if you are conducting a Regulated trial and the Sponsor is not located in the EEA. In regulated trials if the sponsor is located outside the EEA there is a requirement to have a Sponsor’s legal representative who is based in the EEA.
European Economic Area (EEA) Countries - Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Liechtenstein, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden

	Sponsor’s Legal Representative 
Organisation Name:
	

	Address:
	

	Country:
	

	Contact Point Prefix/Title:
	Choose an item.
	Name:
	

	Position:
	

	Email Address:
	

	Phone Number:
	

	
	Legally Responsible Entity Section
(This section is only to be completed if a Formal Sponsor is NOT in place)

	
	A responsible legal entity is the body that, either alone or with another entity, has ultimate responsibility for the study. The term ‘sponsor’ is used for the responsible legal entity for clinical trials. For other types of studies, the legal responsibility for the various aspects of the study (e.g. contractual, financial, data protection), may reside with one or several parties [i.e. the organisation responsible for accepting and managing the research funding, the clinical investigators and their employers, and the data controller(s) may be any one or all of the participating organisations]. 
Note: For HSE Centre studies endorsement by the HSE centre is not equivalent to taking on any legal responsibility for a research study.

	
	INSTRUCTION:
Repeat this section as required to identify who holds the responsibility for the various aspects of the study. At a minimal a responsible legal entity for indemnity and insurance should be identified.

	Legally Responsible Entity 
Organisation Name:
	

	Address:
	

	Country:
	

	Contact Point Prefix/Title:
	Choose an item.
	Name:
	

	Position:
	

	Email Address:
	

	Phone Number:
	

	Area of Responsibility: 
(Select all that apply for this responsible legal entity.)
	Indemnity and Insurance
	☐
	
	Financial responsibility,
	☐
	
	Compliance with data protection legislation,
	☐
	
	Research misconduct
	☐
	
	Rights related to intellectual property generated from the research
	☐
	
	Compliance with HSE policies and procedures and other standards of good practice.
	☐
	
	Other (please specify)
	☐
	Other:
	

	Additional Information:
	






	
	STUDY SITE(S)

	
	INSTRUCTIONS:
Please list the sites i.e. Hospitals, Service, Department, etc. hosting the research which are under the remit of this research office.

	
	Site Details
(repeat as required)

	Site Name:
	

	Is the Site Principal Investigator the same individual as the Chief Investigator list above:
	-----
	
	INSTRUCTIONS:
If NO then please complete details for Principal Investigator below

	
	Site Principal Investigator

	
	Note: The Principal Investigator (PI) is responsible for the day-to-day management of the research study at the research site. The PI retains ultimate responsibility for the management of the research study, even if tasks are delegated to other research staff. The PI is responsible for all research activities at the site.

	Principal Investigator 
Prefix/Title:
	Choose an item.
	Name:
	

	Position:
	

	Organisation Affiliation: (for the purposes of this study)
	

	Address:
	

	Email Address:
	

	Contact Number:
	

	
	Site Research Liaison[footnoteRef:2]  [2:  Research Liaison- External research studies (i.e. third-level institution projects led by a PI who is not a member of staff) taking place within a research site should involve an employee of such a site (i.e. research site responsible officer or Research Liaison). The level of involvement will depend on the nature of the research study and the responsibilities and requirements placed on such an employee of the site. RGMS Framework (page 20)] 

(if the site Principal Investigator is NOT an employee of the site)

	Research Liaison 
Prefix/Title:
	Choose an item.
	Name:
	

	Position:
	

	Organisation Affiliation:
	

	Address:
	

	Email Address:
	

	Phone Number:
	

	
	Supplementary site information 

	






	
	FINANCE AND RESOURCING

	
	

	
	Study Finances

	Is this a cost incurring study:
	-----
	If YES then please provide details
	

	Status of funding: Is funding in place to conduct this study?  
	-----
	If NO then outline how this study will be resourced:
	

	
	INSTRUCTION:
If YES to ‘funding in place’ then please provide details in the sections below. 

	Funder: 
	Choose an item.

	Commercially funded or other please specify:
	

	If grant funded specify the organisation holding the grant:
	

	
	For grant funded research studies, the Lead institution (The institution who has been awarded the grant) is usually the Legal Entity responsible for ensuring compliance with the terms and conditions of the Research Grant.

	If grant funded specify the grant Principal Investigator:
	

	
	Where a Research study is part of a funded Research project the role and aligned responsibilities of the site Principal Investigator (PI), Chief/Co-Ordinating Investigator (CI) or Sponsor should not be confused with the role of project grant application or grant agreement Principal Investigator, Lead Investigator, Lead Institution etc. While the roles may be occupied by the same individuals/institutions it is not always the case.

	If grant funded provide the grant number or ID:
	

	Is this funder registered for VAT:
	-----
	If YES funder Vat Name:
	

	If YES country of VAT registration:
	

	What is the duration of the funding in months:
	

	Total funding amount:
	

	Details of any in kind contribution: i.e. PI or clinical staff time, equipment, consumables
	

	
	Funding per site
(repeat as required)

	Site Name:
	

	Amount of funding for the Site:
	

	Details of any in-kind contribution:
	

	Please outline how the funding will be managed at site:
	

	If funds will be transferred to the site where will the funding be lodged:
(include the name of the account holder)
	

	If funds will be transferred to the site how will the funds be invoiced:
	






	
	INDEMNITY AND INSURANCE

	Is this study suitable to use the CIS Clinical Trial Self Approval Check Sheet:
i.e. a Clinical Trial with an academic partner, no commercial involvement?
	-----
	
	INSTRUCTIONS:
If YES then please complete and provide a copy of the CIS Clinical Trial Self Approval Check Sheet (Appendix A of the SIG 10: Indemnity and Insurance Arrangements for Clinical Trials Health Research Between DSA Healthcare Enterprises and Academic Institutions: www.stateclaims.ie )

	Clinical Trial Indemnity Form (CTIF) signed by the Sponsor:
Requirement for interventional studies requiring cover under the Clinical Indemnity Scheme
	-----
	
	The State Claims Agency (SCA) has provided a pro-forma for clinical trial indemnity, the Clinical Trial Indemnity Form (CTIF), to assist State Delegated Authorities (DSA) involved in clinical trials. The CTIF should be signed by the Sponsor (the entity providing indemnity). The form is editable so that the following can be added:
· the legal name of the Clinical Organisation i.e. Hospital or site;
· the Authority, in the case of HSE owned hospitals the term ‘Authority’ refers to the HSE;
· the Principal Investigator (PI);
· the Sponsor;
· the Study title.
Please note: 
NO OTHER CHANGES can be made to the wording in the CTIF (including headers and footers) without discussion with the SCA. 
The CTIF should be separate document to the main CTA.

	Proof of Clinical Trial Insurance cover for Sponsor: 
	-----
	
	INSTRUCTIONS:
If YES then please provide a copy.

	
	Note: Clinical Trial Insurance cover for Sponsor should be checked that;
· Policy date consistent with trial dates.
· Scope of policy consistent with trial.
· Includes protocol cover. 
· Any exclusions reviewed and do not conflict with trial e.g. pregnant women, minor and genetic testing.
· Minimum Limit of €6.5million in annual aggregate.
· Territorial limit includes the Republic of Ireland.
· Insurer is authorised to operate by Central Bank of Ireland.

	If NO please provide justification:

	

	Additional Insurance or indemnity arrangements in place, i.e. legal agreements, insurance policy etc. 


	

	
	Supplementary insurance and indemnity information 

	









	
	RISK ASSESSMENT
(If more than one option is applicable please select the highest numbered option applicable.)

	Study Phase
	Choose an item.
	
	Phase
	Drug Study
	Stage
	Device Study

	
	Phase I
	Pharmacology ‘First in human’
Small Study (10’s)to determine preliminary safety and dosage -
	Pilot
	Small study (10’s) to determine preliminary safety and device performance

	
	Phase II
	Exploratory
Large study (100’s) to determine efficacy and adverse effects -
	
	

	
	Phase III
	Confirmatory
Larger study (1000’s) to determine  clinical efficacy and monitor adverse reactions
	Pivotal
	Large study (100’s)to determine clinical efficacy and adverse effects

	
	Phase IV
	Post Marketing/ surveillance study to collect long term data on effectiveness and safety in general population
	Post Approval
	Post approval study to collect long-term data on effectiveness, safety and usage in general population

	Scale of Research
	Choose an item.
	
	Total planned or estimated study recruitment across all Irish sites

	Study Population
	Choose an item.
	
	Note: A vulnerable population is a group of people that requires greater protection than normal against the potential risks of participating in research as they are more susceptible to social, psychological, legal, economic and physical harm. This will include such groups as children, drug users, runaways, prisoners, patients, victims of violence or the mentally ill.

	Research Intervention
	Choose an item.
	
	Note: Sensitive or distressing topics include those which might be considered personally intrusive. This includes such topics as illegal activities, sexual behaviours or experiences of abuse.
Note For more information on classification of Dose Categories please refer to HIQA Dose Constraints in Medical Exposures to Ionising Radiation 2020 https://www.hiqa.ie/reports-and-publications/guide/guidance-dose-constraints-medical-exposures-ionising-radiation .

	Study Specific Assessments 
(or procedures):
	Choose an item.
	
	This question reflects that the assessments or procedures conducted during a study may of themselves have the potential for harm. An observational study may be non-interventional but may include blood sampling, an additional x-ray or a lumbar puncture each of which have a different risk profile 

	Safety reporting
	Choose an item.
	
	

	Follow-up
	Choose an item.
	
	Follow-up is all post-treatment/active participation data that is collected per protocol i.e. to see if the short term effects of an intervention have continued after a certain period of time.). This can include study specific assessments, standard of Care (SOC) assessments or data collection/questionnaires

	Consent
	Choose an item.
	
	

	Information / Personal Data
	Choose an item.
	
	This question is designed to be a high level assessment of possible data risk associated with the study and the governance requirements.

	Investigator
	Choose an item.
	
	Note: Experience in this context refers to experience of conducting research studies of a type similar to the study proposed

	Research team
	Choose an item.
	
	Note: Experience in this context refers to experience of conducting research studies of a type similar to the study proposed. Support in this context refers to supports provided by external parties’ i.e. academic, commercial, other hospitals/sites.

	Hospital/Site/Service Support
	Choose an item.
	
	Note: Additional support in this context refers to access to facilities, services, assessments or procedures provided in addition to or outside of the clinical/healthcare service provided under standard of care by the hospital/site/service. 

	Finance implications for the site(s)
	Choose an item.
	
	

	Any Risk Mitigation measures in place
	

	
	





	DPIA SCREENING AND RECORD TOOL

	SECTION 1: PROJECT GENERAL INFORMATION

	1.
	Please select all Organisational types involved in the project.
	Academic
	☐
	
	
	HSE
	☐
	
	
	Voluntary/S38 Hospitals
	☐
	
	
	Commercial
	☐
	
	
	Charities
	☐
	
	
	Other
	☐
	
	
	Consortium without commercial entities
	☐
	
	Other Please specify:
	

	2.
	Are any of the Organisations involved in the project based outside of the EEA?
	-----
	
	European Economic Area (EEA) Countries - Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Liechtenstein, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden

	3.
	Processing Personal Data - Does your study involve the processing of personal data (identifiable or pseudonymised)?
	-----
	3.1
	If YES to processing Personal Data, will the project involve processing of special category personal data?
	-----
	
	Special category personal data includes: Personal data (1) revealing racial or ethnic origin. (2) Political opinions. (3) Religious or philosophical beliefs. (4) Trade union membership. (5) Genetic data and biometric data processed for the purpose of uniquely identifying a natural person. (6) Data concerning health. (7) Data concerning a natural person’s sex life or sexual orientation.

	3.2
	If YES to processing personal data what is the format of this personal data
	Choose an item.
	3.3
	Other format please specify:
	

	4.
	If the data is pseudonymised/coded, please specify the method of pseudonymisation that you are using.
	Choose an item.
	
	Other method please specify:
	

	
	Hashing – a specific named algorithm that cannot be undone (theoretically) once applied to data.
Encryption (secret key) – an algorithm that changes data and can be undone if you have access to the key and the algorithm.
Tokenisation – a replacement of parts of the data (personal or sensitive) with tokens that can be undone if you have the token map.
Masking – an algorithm that changes parts of the data (personal or sensitive) with equivalent data that may be similar but fake or randomly generated. This method enables the data to be read as intended.
Scrambling – an algorithm that randomly changes the order of data in a data set or data field.
Blurring – an image anonymization method to hide personal or sensitive data in an image.
Rounding – a way of changing numeric data to reduce granularity which can be a small or broad depending on the range of the numbers.

	5.
	Is the HSE or a S38 entity (for example voluntary hospital) the data controller for this project, i.e. will the HSE or S38 decide ‘why’ and ‘how’ the personal data should be used (Processed)?
	-----
	
	Data Controller – The Data Controller is normally the institution(s) of the researcher(s) who determine(s) the purpose and the manner by which Personal Data is processed for the purpose of a research project. This commonly coincides with the institution of the researcher who conceives a research idea and generates the project plan. 
In other words, the Data Controller decides ‘why’ and ‘how’ the Personal Data should be processed. 
Control, rather than possession, of Personal Data is the key factor in determining who the Data Controller is.
If you jointly design the research project, with one or more other entities you might be a joint Controller.  Joint Control does not mean 50/50.  It can be as little as 10/90. There can be multiple joint Controllers as is common on EU funded projects. 
Data Processor - A Data Processor is a separate legal entity/individual which processes Personal Data on behalf of and under the instruction of the Controller. The existence of a Processor depends on a decision taken by the Controller to delegate all or part of the processing activities to an external Institution.

	
	INSTRUCTION: 
If your organisation is NOT the Data Controller then it is not your responsibility, if required, to complete a DPIA. The Data Controller is responsible for completing the DPIA process
However if you are processing Personal Data controlled by another institution, you must comply with requirements set out in the Data Processing Agreement

	6.
	Did the Data Controller undertake a DPIA previously, which assessed and covered the type of risks that arise from this project?
	-----
	
	INSTRUCTION
If YES please provide copy of previously completed DPIA

	7.
	Has or will the explicit consent* to the processing of their personal data for the specific purposes of the project been/be obtained from the data subjects (i.e. research participants)
	-----
	
	* Explicit consent =informed consent, appropriately obtained, AND recorded)

	8.
	Would the data subject be surprised to find out that their personal data collected for healthcare purposes were to be used in this research project?
	-----
	SECTION 2: PROJECT TECHNICAL INFORMATION

	[bookmark: _GoBack]
	INSTRUCTIONS:
If you answered NO, to Section 1 Question 3. - Processing Personal Data, then you do not need to complete this Section 2 as a DPIA is not required. This study would not raise Data protection issues as no personal data is being processed. You do not need to complete Section 2.
If you answered YES to Section 1 Question 3. - Please complete Section 2 Project Technical Information

	Data Risk Assessment

	1.
	Evaluation/Scoring - Does your research involve the evaluation or scoring of individuals (data subjects) to make generalisations about that person that could lead to significant decisions being made that could directly affect the individual? 
	-----
	
	Example 1: Cancer research that classifies individuals into different groups (High risk of getting cancer; Low risk of getting cancer) on the basis of their personality, behaviour, interests and habits.
Example 2: A biotechnology company offering genetic tests directly to consumers in order to assess and predict the disease/health risks.

	2.
	Automated Decision Making - Does your research involve making decisions about individuals that would have a significant effect on the individuals, without the involvement of a human being?
	-----
	
	Example 1: Genomic research that will determine whether an individual is suitable for a particular treatment. 
Example 2: Research that profiles individuals that would lead to their exclusion from a particular form of care.

	3.
	Systematic monitoring - Does your research involve the systematic monitoring of individuals?
	-----
	
	Example 1: Research into a global pandemic that involves collecting location data of individuals through a mobile phone application.
Example 2: Research that involves the monitoring of wellness, fitness and health data via wearable device

	4.
	Sensitive data or data of a highly personal nature - Does your research involve the use of Health Data, genetic data, biometric data, or other sensitive personal data?
	-----
	
	Example 1: Research that collects health data retrospectively from patients' hospital of GP medical records. 
Example 2: Research that prospectively collects health data directly from patients through a questionnaire.

	5.
	This Question is a multi-part question. Please answer "Yes" if any of the following applies
Do ANY of the following apply to this research project?
	-----
	
	· Does the research process personal data relating to a large number of individuals either as a specific number or as a proportion of the relevant population?
	☐
	
	· Does your research involve processing a large volume or wide range of personal data?
	☐
	
	· Will your research be carried out over a long period of time?
	☐
	
	· Does your research involve processing of personal data across multiple sites within Ireland?
	☐
	
	· Does your research involve processing personal data across multiple sites outside of Ireland but within the EU?
	☐
	
	· Does your research involve processing personal data across multiple sites outside of the EU?
	☐
	
	Large Number of individuals:
Example 1: Research that uses personal data relating to hundreds of individuals
Example 2: Research that uses personal data relating to 20 individuals with a rare disease from a total population of 100 individuals who have the disease
Large volume or wide range of Personal Data: 
Example1: Research that uses the entire medical record of a small number of individuals
Example 2: Research that uses health data, phenotypic data, and images of data subjects
Long period of time covered 
Example 1: Research that will involve the collection of personal data every quarter for a period of three years. 
Example 2: Research where the data will need to be kept in an identifiable format for 10 years after the research has completed
Processing of personal data across multiple sites within Ireland
Example: Research that is being conducted between two different hospitals in Ireland, where both hospitals have access to the identifiable personal data
Processing of personal data across multiple sites outside of Ireland but within the EU
Example: Research that is being conducted between a hospital in Ireland and a hospital in Germany, where both hospitals have access to the identifiable personal data
Processing personal data across multiple sites outside of the EU
Example: Research that is being conducted between a hospital in Ireland and a hospital in the USA, where both hospitals have access to the identifiable personal data

	6. 
	Matching or combining datasets - Does your research involve matching or combining personal data that would not have been available previously in a combined format?
	-----
	
	Example 1: Research that takes a dataset of identifiable personal data from one hospital and combines it with a dataset from another hospital.
Example 2: Research that takes the employee database and combines it with data held on employees in the patient database.

	7.
	Data concerning vulnerable data subjects - Does your research involve processing personal data relating to individuals who belong to a vulnerable segment of the population,
	-----
	
	Example 1: Research that uses personal data relating to individuals with an intellectual disability.
Example 2: Research that uses personal data relating to children.

	8.
	Innovative use or applying new technological or organisational solutions - Does your research involve the use of new technologies or use of novel organisational tools/solutions?
	-----
	
	

	9.
	Prevents data subjects from exercising a right or using a service or a contract - Does your research restrict individual’s data protection rights or prevent the individual from using a service?
	-----
	
	Example 1: Your research will prevent individuals from making requests for access to their personal data.
Example 2: Your research will exclude individuals from access a particular type of health service or healthcare.

	
	Count the number of times you have selected YES in Section 2, Questions 1 to Question 9
	-----
	Instructions:

· If you have answered YES to 3 or more questions: This project appears likely to result in a high risk to the participants. The Data Controller is required to complete a Data Protection Impact Assessment (DPIA) to help manage the risks resulting from the processing of personal data. You should consult with the Data Protection Officer. 
· If you have select YES to less than 3 questions: This project does not appear likely to result in a high risk to the participants. You are not required to complete a Data Protection Impact Assessment (DPIA). You are still required to incorporate appropriate Data Protection controls into the project.

	Mitigating Factors

	10.
	Will the research have robust transparency arrangements in place to ensure that individuals are aware about how their personal data will be used in the research?
	-----
	
	Measures could include Patient Information Leaflets [PIL], Website Notices, Posters in Clinics, etc.

	11.
	Will the data be protected by robust security measures?
	-----
	
	Measures could include password protection, encryption, audit trail, limitation of access to research data, etc.
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