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REDP form checklist for reviewers Part 1: Applicant and Project Details
	Section on REDP form
	Notes

	Applicant details
	

	Project details
Title of Project Project Description
Research question/statement and method, in brief
	

	Will project involve collection of primary data from human participants? If ‘Yes’:
	

	a. Salient participant characteristics: min-max participants, age, sex, other)
	

	b. How they will be recruited (e.g. sampled, selected, contacted, if involving intermediary etc)
	

	c. What they will be required to do in full detail and for how long
	

	d. If inducements/rewards/compensation are offered
	

	e. How participants/society may benefit
	

	f. Is the participant’s identity recorded at any stage of the research (e.g. in consent forms, records, publications)
	

	g. The manner in which you will manage and store the data and records (including consent forms)
If there is a need to ensure confidentiality (e.g., when collecting special categories of personal data):
To state that data will be pseudonymised, i.e., identity will not be noted on transcripts or notes from the interview, but instead, a code will be assigned. The codes that link the data to participants’ identity will be stored securely and separately from the data. Any data that may lead to the identification of research participants will be stored [select appropriate option from the following] offline on an encrypted external hard drive or flash drive and kept in a locked secure place when not in use / on a secure UM-approved server with the appropriate access settings applied, to ensure data security [identifiable data should preferably be stored offline]. Any material in hard copy form will be placed in a locked cupboard. Only researcher and supervisor (and in exceptional cases, examiners) will have access to this data. All data collected will be erased/stored in an anonymised form [select appropriate option] on completion of the study and
following publication of results within XX  months/years [please specify month and year] of completion of the study.
	

	Will project involve collection of primary data from animals (live non-human vertebrates /cephalopods, their foetuses and larvae, their tissue/samples and/or dead specimens of these animals)? If yes, explanation of primary data collection from animals.
	

	
	


Part 2: Self-Assessment

	Human participants
	

	1.	Risk of harm to participants:
i. whether and how participants risk any harm (physical, psychological, legal economic or social) by participating in the research; ii. Why such risks are unavoidable; iii. What safeguards you have taken to minimise the risk.
	

	2.	Physical intervention:
Brief risk assessment of each technique used and a brief overall risk assessment.
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	3.	Vulnerable participants:
i. the nature of the vulnerability; ii. What safeguards will be taken to protect vulnerable participants (e.g. by not stigmatising participants, not putting undue pressure, implementing safeguards while processing consent, providing contact details for professional help should this be required, safeguarding privacy, providing compensation, etc. If participants are unable to give consent, please explain how you intend to obtain their assent; if this is not possible,-
please explain why.
	

	4.	Identifiable participants:
Note: to be marked as ‘yes’ only if there participants whose identity may be revealed in the research data, even though they have not given explicit consent to be so identified/attributed.
i. the nature of the records, their storage, security, traceability, identifiability of participants and access to research records; ii. How participants will be protected when disseminating results (e.g. pseudonyms, coding, making data attributable with consent); iii. Plans for retention and destruction of the records. Please submit a Data Management
Plan.
	

	5.	Special Categories of Personal Data (SCPD):
Which of the following data categories are collected, if any? i. race and ethnic origin; ii. Political opinions; iii. Religious and philosophical beliefs; iv. Trade union memberships; v. health status; vi. Sex life or sexual orientation;
vii. Genetic information; viii. Biometric data that may uniquely identify a natural person. Please describe. Please
submit a Data Management Plan.
	

	6.	Human tissue/samples:
i. the nature of materials and/or biological tissue/samples, their storage, security, traceability, identifiability, and who has access to them; ii. Plans for retention and destruction.
	

	7.	Withheld info assent/consent:
i.the nature of the information withheld; ii. Why withholding information is necessary; iii. Whether and how participants may be given the information at any point during the research.
	

	8.	‘opt-out’ recruitment:
Please explain: i. the nature of the consent; ii. Why opt-out is necessary; iii. How you will ensure that participants are able to make an informed choice concerning whether to participate or opt out.
	

	9.	Deception in data generation:
i. the nature of the deception; ii. Why this is unavoidable and why you have rejected alternative methods of conducting research; iii. Whether the information is likely to be significant to subjects; iv. What explanation for deception and debriefing you give to participants following their participation.
	

	10. Incidental findings:
Could the research generate incidental findings that may need to be communicated to participants or others?
i. the nature of potential incidental findings; ii. How such findings will be managed (participant consent to be
informed, communication of information, etc.)
	

	
	

	Unpublished secondary data
	

	11. Human:
Please indicate the nature of the data collected. In the case of data that has not been anonymised/coded and that could lead to the identification of persons, provide evidence that the research project from which the data has been generated was covered by data protection and ethics review (including participant consent for secondary use), or (if administrative data) evidence that the data controller had permission from subjects for secondary use of data and
conformed to the requirements of the Data Protection Act and GDPR.
	

	12. Animal:
Please indicate the nature of the data collected. If the source was a research project, provide evidence that the project was covered by ethics review.
	

	13. No written permission:
Is written permission from the data controller of the original data still to be obtained? Please elaborate.
	



	
	

	Animals
	

	14. Live animals, lasting harm:
Does the research involve taking live animals out of their natural habitat for use in procedures or where such removal may cause the animals lasting harm?
	

	15. Live animals, harm:
Is there a risk that the research causes harm to live animals?
	

	16. Source of dead animals, illegal:
Does the research involve the use of dead animals (or their tissue/samples) that have not been acquired legally or from a legal source?
	

	
	

	General Considerations - These questions are to be considered for all projects.
	

	
	

	17. Cooperating Institution:
Only to be marked as yes if FREC approval is first needed before a cooperating institution gives permission.
i. how the cooperating institution will be contacted; ii. whether the approval of another Research Ethics Committee
or Data Protection Office is required.
	

	18. Risk to researcher/s:
i. the nature of the risk; ii. why it is unavoidable; iii. the mitigating and/or compensating measures you plan to implement.
	

	19. Risk to environment:
i. the nature of the risk of harm to the environment; ii. why it is unavoidable; iii. the mitigating and/or compensating measures you plan to implement.
	

	20. Commercial sensitivity:
i. the nature of the data; ii. how you plan to safeguard sensitive data.
	

	
	

	21. Other potential risks:
a. Dual use and/or misuse:
i. the nature of the risk of dual and/or misuse; ii. why this is unavoidable; iii. the mitigating and/or compensating measures you plan to implement.
b. Conflict of Interest:
i. the nature of the conflict of interest; ii. how you plan to guarantee the impartiality of the research process given such conflict.
c. Dual role:
i. the nature of the dual role; ii. how you plan to address issues that may arise, such as power imbalance, unwarranted surveillance, coercion of participants, exclusion of participants from other services, etc.
d. Permission/license to use research tools:
i. how you satisfy such criteria; ii. how you will obtain permissions/licenses when required.
e. Collaboration/data/material collection in low/lower-middle income country:
i. the countries (of the researcher/s and the institution/s involved) and partners involved; ii. the resources, participants and materials involved; iii. whether and how you plan to implement capacity building measures, and if not, why not; iv. whether and how you plan to implement benefit sharing measures, and if not, why not.
f. Import/export of records/data/materials/specimens:
i. the nature of the records, data and/or materials involved; ii. the countries involved; iii. legal and regulatory considerations; iv. licenses, permissions and/or safeguards necessary.
g. Harvest of data from social media
	



	h. Criminal issues & incarcerated persons: Does your research involve dealing with personal data about criminal allegations, proceedings or convictions, or incarcerated persons?

i. Other considerations:
	

	22. Official statement: Do you require an official statement from the FREC that this submission has abided by
the UM’s REDP procedures?*

*This question is automatically checked as “YES / unsure” for external applicants.
	

	
	

	Attachments checklist
	

	· Information and/or recruitment letter*
	

	· Consent forms (adult participants)*
	

	· Consent forms for legally responsible parents/guardians, in case of minors and/or adults unable to give consent*
	

	· Assent forms in case of minors and/or adults unable to give consent*
	

	· Data collection tools (interview questions, questionnaire etc.)*
	

	· Data management plan
	

	· Data controller permission in case of use of unpublished secondary data
	

	· Licence/permission to use research tools (e.g. constructs/tests) (including to translate)
	

	· Any permits required for import or export of materials or data
	

	· Requests and permissions granting institutional approval for access to participants e.g. CEO, DPO etc
	

	· Institutional approval for access to data
	

	· Letter granting institutional approval from the person directly responsible for participants
	

	· Requests and permissions from intermediaries to fulfil their role
	




*Need to be in both Maltese and English if participants are not professionals
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