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RCSI Bahrain Research Ethics Committee

Guidelines on how to complete each question in the standard application form
 December 2019 
By Dr Sally Doherty, based on Dublin adapted version (August 2018)

This document is not an REC application form.

This document provides guidelines, to be read in parallel with the REC application form. 
There is a different REC application form for students joining overseas research projects.

                               
                                            RCSI Bahrain    

                                         RESEARCH ETHICS COMMITTEE (REC):

                                         APPLICATION FORM


	This box for REC use only
	Number:
	
	Date received
	

	
	Outcome:
	Approved:
	
	Not approved:
	
	Revision req'd
	

	
	Applicant informed (Date):
	


	Section 1 – Administrative

	

	Applicant's Name:
	

	Short Title of Project:
	


INSTRUCTIONS:  
· Please complete this document on computer, enlarging boxes as needed.
· Please see the REC website for guidance: http://www.rcsi-mub.com/index.jsp?p=824&n=827
· Please fill in all appropriate boxes – an incomplete application will be returned and will delay your application. If a particular question does not apply then cross it through & state “N/A”.
· We require 1 hard copy of the application form and one electronic copy of the main documentation. One hard copy must have all relevant signatures.

· Please refer to the accompanying guidance on the website
· Complete the Checklist below.
· Ensure that all supporting documents are attached to the application form and secured together. 

· Applications which are not collated in sets will be returned to the author.
Send application and all relevant documentation listed below to: Ms Abeer Abdel Aal, Research Officer, RCSI Bahrain, PO Box 15503, Adliya, Bahrain aabdelaal@rcsi-mub.com 
Please indicate if the following have been enclosed by selecting Yes/No/Not applicable options below. 
	Checklist
	YES
	NO
	N/A

	Application form (double-sided if possible), with all relevant signatures
	
	
	

	Electronic copy sent to aabdelaal@rcsi-mub.com 
	
	
	

	Hard copy of protocol (no more than 4 A4 : pages double-sided if possible)
	
	
	

	Supervisor’s letter of support (if external)
	
	
	

	Participant consent form(s)
	
	
	

	Participant information sheet(s) (PIL)
	
	
	

	Doctor’s / Nurse’s / Therapist’s information sheet(s)
	
	
	

	Copy of Questionnaire (s)

	
	
	

	Lead applicant’s CV summary (Approx 1 side A4)
	
	
	

	Copy of letter of permission to do this research if work is to be carried out in another institution / body.
	
	
	

	I have approval to proceed from my Head of School 
	
	
	

	Copy of manufacturer’s indemnity
	
	
	

	Annex A  -If the study involves the use of a new medicinal product or medical device, or the use of an existing product outside the terms of its product license.
- and / or if the study includes the use of ionizing or non-ionizing radiation, radioactive substances or X rays.
	
	
	

	Please send completed application collated with all attachments to:

Abeer Abdel Aal, Research Officer, P.O. Box 15503, Adliya, Bahrain
aabdelaal@rcsi-mub.com


	Section 2 – Details of Applicant(s)


1: Title 
	Short Title of Project:
	

	Full Title of Project:
	


(The Principal Investigator is the Principal Researcher on the research team who is responsible for the conduct, and in many instances also the design, of this research study
2: Contact Details of Applicant (All correspondence will be sent to this address unless indicated otherwise.)
	Surname: 
	

	Forename:
	

	Title (Prof, Dr., Mr. Ms):
	

	Present Appt of Applicant:
	

	Qualifications:
	

	Address: 
	

	Tel (& fax if relevant):
	

	Email:
	


3: Other Investigators / workers (including for data entry) / Departments involved (Name, Department, and Appointment):

	1.
	

	2.
	


(Continue as needed)
4: Signature of Relevant Personnel

Explanatory notes:

· All applications require the applicant’s signature & name. Please note that by signing this form you are confirming your agreement to adhere to the requirements of the Declaration of Helsinki. (See link on REC website.)

· For student projects the applicant must be an RCSI Faculty member, RCSI Alumnus or RCSI Clinical Tutor who will also act as the academic supervisor. The supervisor must have read and approved the completed application form before signing it off.

· Applicants who are RCSI academics are not required to have a supervisor, however if they do have a supervisor who is an RCSI academic then the supervisor must have read and approved the completed application form before signing it off.
· The RCSI Heads of School control access to RCSI staff and students. If RCSI staff or students are study participants (previously referred to as research subjects) then the fully completed REC form must also be signed off by the relevant Head(s) of School of the RCSI study participants. A Head of School sign off is not required where no RCSI staff or students are being accessed as study participants. 
· The Quality Enhancement Office must be consulted re scheduling of access to students and staff as research participants. Please contact the Quality Officer at agallaf@rcsi-mub.com
	i. Applicant

· I undertake to carry out the work outlined here in accordance with the principles of the Declaration of Helsinki (Current Guidelines) and RCSI Guidelines on Good Research Practice - (copies available on website or from the REC Administrator) and its amendments. The details contained in this document are, to the best of my knowledge, correct. I confirm that any training necessary for the execution of this project will be undertaken by current and by future researchers / supervisors on the project.
Also, if the application is for undergraduate student projects: 

· I am fully aware of the details of this project and agreeable for it to continue as outlined in this application. 

· I confirm that I have read this application and supporting documentation and believe it to be worked up to a suitable standard for submission to the REC.

· I can confirm that the necessary facilities and resources are available to the researcher.

· I can confirm that I will actively supervise all students’ work on this research project.




	Signature:  
	
	Date: 
	

	Print Name: 
	


	ii. For staff applications where there is a supervisor with overall responsibility for the project.
· I am fully aware of the details of this project and agreeable for it to continue as outlined in this application. 
· I confirm that I have read this application and supporting documentation and believe it to be worked up to a suitable standard for submission to the REC.

· I can confirm that the necessary facilities and resources are available to the researcher.

· I can confirm that I will actively supervise the applicant’s work on this research project.




	Signature:  
	
	Date: 
	

	Print Name: 
	


	iii. For applications  if RCSI students or staff are research participants (formerly “research subjects”): 
Head of School approval for project

NB: All research with RCSI students or staff as participants must have Head of School approval.
· I am fully aware of the details of this project and agree for it to continue as outlined in this application. 

· I can confirm that I have given my consent for RCSI staff and / or students to be approached as possible participants as set out in this application.




	Signature:  
	
	Date: 
	

	Print Name: 
	


	Section 3 – Details of Project


This section must be completed. A copy of the protocol should be enclosed with the application form but it is not sufficient to complete questions by referring to the protocol. Please summarize below:
5: Aims and Objectives of the Project:

	Optional box: Please give proposed MESH terms or Keywords for your project: (This is to ensure that we can identify the most suitable person to review your application)

	1.
2.

3. etc.



	What are the goals of the project?
The lay summary of goals should be in simple language. Any study proposed which cannot answer the research question posed is unethical



	

	What are the study endpoints?
(A study endpoint is normally an event or outcome that can be measured objectively to determine whether the research question has been answered) 
For quantitative research, a study ‘endpoint’ is a measurable outcome that will demonstrate that you have answered the research question

	

	Summary of practical benefits/improvement in patient care which are envisaged


	


6: Scientific Background to Study (including relevant references)
Applicants may copy and paste from study protocols as a starting point when responding to the questions in section below please however avoid statements such as ‘see attached protocol for details’
	


7:  Brief Outline of Project - What do you intend to do?
 Committees are interested in knowing where the idea for this study came from, if a literature review has been carried out and what the rationale for the study is.
	.




8:  Study Design (e.g., cohort, case control etc.)
The study design chosen should be appropriate to achieving the aims and objectives stated in response to above.

“The different types/patterns and designs of research can sometimes be confusing. The purpose here is to provide definitions and explanations of the main terms.

Types/Patterns of Research

The terms used to describe the different types of social research are:

· Basic – to understand and describe social phenomena; 

· Applied (policy/action research) – to provide useful knowledge to apply to a problem or inform change;

· Evaluative (assessment/appraisal) – to establish the efficiency, effectiveness and/or success of a program/intervention.
The terms used to describe the different types of medical research are:

· Basic – investigation of human or animal samples (e.g. biochemical, genetic) carried out in a laboratory;

· Epidemiological – the study of disease occurrence (distribution and determinants);

· Clinical – the study of patients who have a particular condition. 

Other terms you may encounter are:

· Exploratory – referring to the fact that the subject area is being explored and little is currently understood about it; 

· Causal – referring to the fact that you are looking for ‘cause and effect’ in the subject area.

Research Design – the broad decisions

· Observational or Experimental

Observational research collects information on subjects with no intervention. It comprises descriptive studies (description only) and analytical studies (analysing relationships between variables; cross-sectional, case-control, cohort and ecological studies). 

Experimental research is where the researcher affects what happens to the subjects by varying some factor which the researcher can control and then investigates the effects of the intervention. It comprises clinical trials and field trials (individual level and aggregated - community trials) and is also known as intervention research/studies.

· Prospective or Retrospective

Prospective means that the events to be measured have not occurred when the study commences; hence data is collected about future events.

Retrospective means that the events to be measured have already occurred when the study commences; hence data is collected about past events (and may come from existing sources). 

Experimental research is prospective, whereas observational research may be either prospective or retrospective.

· Cross-sectional or Longitudinal

Cross-sectional study is where data is collected at one point in time.

Longitudinal study is where data is collected at more than one point in time – usually to investigate changes over time.

Research Design – study types

· Descriptive study

A simple description, based on routinely available data or on data from a dedicated survey. This is often the first step in an epidemiological study. May examine patterns but does not analyse the relationship between exposure and outcome. Includes case-study/report and case-series where the characteristics of one or more patients, respectively, are described.

· Cross-sectional study

Also known as a prevalence study. Individuals are the unit of observation. Data on both exposure(s) and outcome(s) is collected at the same single point in time. Relatively easy and economical to conduct with a short timeframe as no subject follow-up involved. May be based on a random sample from a defined population or a presenting sample of patients with a particular condition. Suitable for studying prevalence, behaviour and attitudes and estimating health needs. It is not easy to assess the reasons for the associations observed or to ascertain whether the outcome or exposure occurred first - not an issue for exposures that do not change over time; questions about past and current exposures could be asked. 

· Case-control study

May (less often) be called a case-reference study. Individuals are the unit of observation. It involves comparing people with a specific outcome of interest (e.g. a particular disease) with a group of people who do not have this outcome; hence subjects are recruited based on the presence of absence of this outcome. Exposure among cases is compared to exposure among non-cases. Suited to rare/long induction diseases. Not suitable to measure incidence or the effectiveness of an intervention. Used to identify causes of disease or rare effects of treatment. Relatively easy and economical to conduct (usually smaller sample size compared to a cohort study). Retrospective in the sense that data is collected on past exposure. Prone to selection bias (must ensure that the controls are from the same study population as the cases) and information/recall bias (due to cases recalling exposures more accurately than controls or more detailed interviewing of cases). Most efficient design is an equal number of cases and controls although two or more controls (no more than four) can be taken if the number of cases is limited. Matching ensures an equal distribution of confounders among cases and controls. You can match for variables known to be associated with the exposure and the outcome, or to the outcome only but not variables associated with the exposure only or factors intermediate in the casual pathway between exposure and outcome. Matching can be paired (individual) or frequency (distribution). Over-matching can cause difficulties and cannot be adjusted at the analysis stage. 

· Cohort study

Also known as a follow-up or incidence study. Individuals are the unit of observation. People (free of the outcome variable) are classified according to their exposure (either exposed/not exposed or various degrees of exposure) and followed over a period of time to determine outcome. Usually classification is done at the start of the study and is not an explicit part of the design although occasionally exposure status is identified in advance and a sample taken from each group separately. It is possible to examine multiple outcomes. It is the observational study that most closely resembles experimental studies, except that allocation of exposure is not controlled by the researcher. Expensive and time-consuming and may require long periods of follow-up (a historical cohort may be available to reduce both). Useful to investigate late or chronic effects. Can also be used to investigate different approaches to service delivery and management. Not suited to rare diseases (due to sample size problems) or to measure the effectiveness of an intervention. Follow-up time may be fixed (all subjects followed for the same, defined period) or variable (analysed using person years of follow-up or clinical life tables). 

· Ecological study

Also known as a correlational study. A population or a group of people is the unit of observation. Compares different countries at the same time or the same country at different times. Usually relies on data collected for other purposes therefore full exposure data may not be available. The individual link between exposure and outcome is not possible. An association observed at the group level does not necessarily represent that which exists at the individual level. Used for estimating the frequency of disease. May lead to more detailed epidemiological work. 

· Clinical Trial

More often referred to as a randomised controlled trial (RCT). Also known as a therapeutic trial or a secondary prevention trial. It is an experiment to evaluate the effectiveness of an intervention or therapy; hence individual patients are usually the unit of observation. The researcher has direct control over many aspects of the investigation, and in particular over the allocation of individuals to different treatment groups. Subjects on a treatment/therapy (called the treatment or intervention group) are followed up and their outcome compared with subjects who have the same condition who are not so treated (the control group). The control group either receives no treatment or an established treatment. The outcome may be the recovery from existing disease or the development of new disease. Defined selection criteria are required for patient enrolment into the trial. Patients are randomly allocated to the groups. Confounding and bias can be eliminated through the design of the trial and the implementation of that design using randomisation, single-blinding and double-blinding. Single-blinding refers to the patient not knowing which group s/he is allocated to and is often achieved through the use of a ‘placebo’. Double-blinding is where neither the patient nor the doctor/researcher who is managing the patient or evaluating response knows which group the patient is allocated to. All patients in the trial must be managed similarly in terms of the number of check-ups etc. A full list of criteria for withdrawing the patient from the trial (regardless of group) should be compiled before commencement. Some measure of patient compliance should be included. Should only be conducted if there is a doubt as to which treatment is better. Analysis ideally conducted on the basis of intention to treat. Many trials undertaken are too small to detect treatment effects and result in non-significant differences. The smaller the effect, the larger the trial required; the larger the trial, the greater the power to detect differences. Even if non-significant, the effect may be of clinical/medical importance. 

· Field Trial

Also known as a primary prevention trial. It involves people who are disease-free but presumed to be at risk. It evaluates if the intervention reduces the risk of developing an outcome/disease among those free from it. Usually huge logistic and financial considerations. Can be used to evaluate interventions aimed at reducing exposure without measuring the occurrence of an outcome – and therefore carried out on a small scale at lower cost. In community trials (also known as community intervention studies), the treatment groups are communities rather than individuals. Particularly appropriate for outcomes that have their origins in social conditions that can be influenced by intervention directed at group behaviour as well as at individuals. Random allocation of communities is not possible and usually only a small number of communities can be included. It is also difficult to avoid contamination, that is, to isolate the intervention communities from general social changes.

The ethical issues associated with all research should be considered. However, they are paramount in the design of experimental research and will be dealt with in a future article.
”C. Collins (2008) Irish College of General Practitioners ‘Guide to Conducting Research’ 

Please provide a comprehensive answer to this question. Please ensure that you provide copies of any instruments / questionnaires etc. referred to in your response.
	


9(a): How was the size of the study determined? (If relevant)
It is advisable to obtain the advice of a statistician in relation to all research studies. Specific advice on determination of sample size is also available via various publications in your area of interest. There are also online sample size calculators available.
 Also if using a group study how many research participants are to be recruited in each study group where applicable.
	


9(b): Is there formal statistical input into the study design?

	
	Yes
	
	No


9(c):  What method(s) of Analysis will be used? (NB: please tell us about the statistical tests planned, where appropriate, not merely citing the software package.)
It is important to get the advice of a statistician in relation to most quantitative research studies. The statistician will advise if a statistical approach is relevant to this particular research study.
	


10(a):  Does the study fall into any of the following categories?

	Pilot
	
	Yes
	
	No

	Multi-centre study
	
	Yes
	
	No

	If Multi Centre Study: 
	Name(s) of Centre(s)
	

	Undergraduate Student Project
	
	Yes
	
	No

	If student project
	Related to Course?
	

	
	Name of Institution – RCSI / other?:
	


10(b): Have any other Ethics Committees been approached, and what is the outcome to date?

	Name of Ethics Committee(s):
	

	Outcome (please attach letter(s):
	


10(c): Who will have overall responsibility for the study?

	


11:  Where will the study take place and in what setting? (e.g., Bahrain / elsewhere, Health Centre / Hospital / Home etc.)

	


12:  Has funding been obtained, or is it being sought by the investigator in respect of this study?

	Funding applied for:
	
	Yes
	
	No

	Funding secured:
	
	Yes
	
	No

	Does the investigator(s) have any direct personal involvement (e.g. financial, share-holding, etc.) in the sponsoring organization?
	
	Yes
	
	No

	
	

	· If Yes, please give details:
	


13.  Schedule

	Proposed Starting Date:
	

	Proposed Duration:
	
	months


	Section 4 – Recruitment of Participants and Control Groups


14(a): How will the participants in the study be selected, approached, and recruited?
Please outline how you will identify the participants for the study e.g. referral list to hospital clinic, random selection of patients from GP Register etc. 

Please indicate how and who will identify the participants for the study e.g. letter of invitation, verbal approach when attending the clinic, poster advertisement, web advertisement etc. Please ensure that you provide copies of all letters and advertisements referred to in your response for review.
	


14(b): What inclusion and exclusion criteria will be used?
Please be careful when responding to this question especially if there is more than one grouping of research participants. Please state the inclusion criteria for each group of research participants.
	


15:  How many participants will be recruited and of what age?

	


16: How will the control group (if used) be selected, approached, and recruited?

	


16(b): If there is a control group, what are the inclusion / exclusion criteria?

	


16(c):  How many controls will be recruited and of what age?

	


17:
Are the participants included in this study involved in any other research investigation at the present time?

	
	Yes
	
	No
	
	Not Known

	If yes, please provide details:
	


18: Will participants receive any payment or other incentive to participate?
There may be instances where research participants will be paid for any inconvenience and time given to the study. Payments may be financial or non-financial, e.g. entry into prize draws, gifts vouchers, book tokens. Payment that is disproportionate to the time involved or is likely to encourage participants to take risks, is ethically unacceptable. The timing of payments must be such that they do not constitute under inducement. 

Where researchers wish to offer payment to prospective research participants, they must justify to a REC their reasons as well as the amount/reward being offered. Payments or rewards that undermine reward being offered. Payments or rewards that undermine a person's ability to exercise free choice would be deemed to invalidate his/her consent 

Research participants may be reimbursed for lost earnings, travel costs and other expenses incurred. Another acceptable form of reimbursement might be the provision of free medicines services. Compensation for the time and inconvenience involved in research participation (e.g. payment at minimum wage level) might also be permissible as research participants should not be expected to bear the costs that relate to taking part in a study. However, it is important to note that compensation is understood to mean a recompense for losses sustained e.g. time away from work. 

Any reimbursements or compensation that might be offered to prospective participants should first be approved by a REC in order to ensure that they are measurable and do not reflect any undue inducement by encouraging people to act against their better judgment or take unnecessary risks.

	    
	Yes
	
	No

	If Yes:

· Please give details of incentive per participant:

	

	· Please indicate the source / financing of the incentive:

	


	19: Liaison with participants’ own healthcare workers.

In cases where the research involves an intervention that may interact with concurrent medical treatment, applicants should undertake to explain to participants that the researcher will contact their doctor / healthcare worker to ask about any medical treatment and to check whether there is any contraindication to the research. The health and interests of the research participant must always take priority in such cases. 
Will you be contacting participants’ healthcare workers?
Yes

No

Please describe your procedure for this, if relevant:

	


	Section 5 – Consent


Please note when consenting research participants, a researcher is obtaining 2 consents: - 

1. Consent to participation in the research;

2. Consent to processing of the participants data.

"For the consent to be valid, the service user / patient / data subject must: 

· have received sufficient information in a comprehensible manner about the nature, purpose, benefits and risks of an intervention/service or research project;

· not be acting under duress; and have the capacity to make the particular decision.

“26 In medical research involving human subjects capable of giving informed consent, each potential subject must be adequately informed of the aims, methods, sources of funding, any possible conflicts of interest, institutional affiliations of the researcher, the anticipated benefits and potential risks of the study and the discomfort it may entail, post-study provisions and any other relevant aspects of the study………….Special attention should be given to the specific information needs of individual potential subjects as well as to the methods used to deliver the information. After ensuring that the potential subject has understood the information, the physician or another appropriately qualified individual must then seek the potential subject’s freely-given informed consent, preferably in writing. If the consent cannot be expressed in writing, the non-written consent must be formally documented and witnessed.”
World Medical Association Declaration of Helsinki, 2013
“25. Participation by individuals capable of giving informed consent as subjects in medical research must be voluntary. Although it may be appropriate to consult family members or community leaders, no individual capable of giving informed consent may be enrolled in a research study unless he or she freely agrees.”

World Medical Association Declaration of Helsinki, 2013

Research participants should be given a reasonable period of time and support in order to make a decision about whether or not they wish to participate in a research study. Ideally, there should be adequate time for the participant to consult with family, friends and general practitioners before making a decision. 

“It is particularly important to ensure this is the case for those with limited literacy skills and those who may have difficulty making decisions including those with communication difficulties, intellectual disability or cognitive impairment.”
 

It is recognised however that some studies are low-risk and participants may be asked to make a decision with regard to participation there and then. In other cases, it may be impossible due to the nature of the study for participants to be given an extended period of time to make a decision. 

It should be noted that “prospective research participants should be given enough time to fully consider their participation and to ask questions” 
 which suggests that best practice is to allow a reasonable time interval between the giving of information and seeking of consent. Therefore, if a study is low-risk you will need to consider whether it is reasonable for participants to be asked to make a decision there and then or whether a longer time-period should be provided.
An adult is defined as a person aged 18 years or over. 

Capacity is defined as the ability to understand the nature and consequences of a decision in the context of available choices at the time the decision is to be made. 

A person lacks the capacity to make a decision if he or she is unable -

(a) to understand the information relevant to the decision,

OR

(b) to believe the information,

OR

(c) to retain that information long enough to make the decision,

OR

(d) to use or weigh that information as part of the process of making the decision, 

OR

(e) to communicate his or her decision (whether by talking, using sign language or any other means 

If there is “sufficient reason to question the presumption of capacity,” the following should be assessed: 

· The service user understands in broad terms and believes the reasons for and nature of the decision to be made.

· The service user has sufficient understanding of the principal benefits and risks of an intervention and relevant alternative options after these have been explained to them in a manner and in a language appropriate to their individual level of cognitive functioning.

The service user understands the relevance of the decision, appreciates the advantages and disadvantages in relation to the choices open to them and is able to retain this knowledge long enough to make a voluntary choice.
 If no, please elaborate. (Please state clearly how capacity to participate in this research study will be determined. Please also state clearly how the issue of consent and assent will be managed for those research participants who lack capacity.

“In accordance with the functional approach to capacity there may be instances where a person might have limited capacity and may require assistance in deciding whether or not to participate in research. In such cases, researchers must ensure efforts are made to assist people in reaching their decision and that they are provided with the appropriate tools to maximise their decisions-making ability. 

 The objectives, risks and benefits should be explained fully to prospective participants given their level of understanding. The information should be provided using easily comprehensible language and the prospective participant should be informed of their right to withdraw from the study at any time without there being any repercussions.”

Where capacity to consent is lacking, best practice suggests that the following principles should be adhered to:

· The research should only be undertaken if the required knowledge cannot be obtained by conducting research involving adults with decision making capacity. 

· The research is expected to provide a direct benefit to the participants or to provide knowledge about the cause or treatment of the impairing or similar condition. Where there is no prospect of direct benefit for participants, the risks involved should be no more than minimal.

· Consent for participation must be sought from the person's legal representative.

· A REC must approve the participation of adults lacking decision making capacity in research taking all of the above factors into consideration.

· The explicit wish of the participant to refuse participation in or to be withdrawn from the study should be respected.

· Where a prospective research participant lacks decision-making capacity but has some ability to understand the significance of the research, the researcher should ascertain the wishes of that individual with respect to his/her participation.

· Under the EC (Clinical Trials of Medicinal Products for Human Use) Regulations 2004, consent for research participation on behalf of an adult lacking decision-making capacity must be obtained from the person's legal representative. A legal representative has been defined as a person not connected with the conduct of the trial who by virtue of his/her family relationship with that adult is suitable to act as the legal representative and is willing and able to do so. If there is no such person, a person who is not connected with the trial, who is a solicitor nominated by the relevant healthcare provider. However, outside of clinical trials there is currently no legal framework for a person who lacks decision-making capacity to participate in research. The HSE National Consent Policy recommends that, in the absence of legislation, as a matter of best practice the same principles as those which apply to clinical trials should be applied. This means that consent for participation in any form of research on behalf of an adult lacking decision-making capacity must be obtained from the person's legal representative. However, this approach does not have a legislative/legal basis.

· Refusal to participate should be respected.
20: Is written consent to be obtained?

	
	Yes
	
	No

	If yes, please attach a copy of the Consent Form to be used
Only appropriately qualified and competent persons should take informed consent. Please ensure you provide copies of any Information Leaflets, Consent Forms and Assent Forms referred to in response to this question.

	If No, please justify: (e.g. “As part of the introduction about the Phone Survey I advise that all information is confidential and if they are happy to give verbal consent for the survey that we can proceed. Copy of introduction attached.”)
Please note explicit consent to process personal data for research purpose is mandatory under the Data Protection Act 2018 (Section 36(2)) (Health Research) Regulations 2018 unless the data is anonymous, or a consent declaration has been obtained.
Your response to this question may in some cases have considerable links to further sections of these instructions e.g. research in emergency settings; data protection; research using archival material and genetic research. Where this occurs, please revisit your response to this question to ensure the consistency of your responses
“The following principles should be adhered to when conducting research involving children:

· The research should only include children where the relevant knowledge cannot be obtained by conducting research involving adults

· The purpose of the research is to generate knowledge about the health or social care needs of children

· The research does not pose more than minimal risk unless there is a prospect of direct benefit for the participants 

· The research has been designed to minimise pain, discomfort, fear and any other foreseeable risk to the child or his/her stage of development

· Consent to the child's participation must be obtained from a parent/legal guardian

· Whenever s/he has sufficient competence to provide it, the child's assent must be sought in a child-appropriate manner; 

· A child's refusal to participate or continue in research should be respected”
· Consent from one parent/legal guardian for a child's participation in research unless the REC has found that the risks involved in participation in research require the consent of both.

Neonates: Research involving full term or pre-term neonates is in principle similar to research involving children as decision making power rests with their parents/legal guardians. Additional issues relating to consent may arise, e.g. if there was a difficult/distressing/ premature birth.

Persons < 16 (Persons under the age of 16
 cannot give consent to take part in most research studies, and (if consent is being sought) it should be sought from one parent or one legal guardian. It is recommended however that persons under the age of 16 be assented to participate in a manner appropriate to their age and level of understanding. It is strongly recommended that expert advice be sought where the research study involves persons under 16.)
Persons aged 16 – 18 (Persons between the ages of 16 and 18 form a special category of persons under the age of 18 who can legally give consent for medical, surgical and dental treatment. It can be argued that this entitlement does not extend to participation in medical research.
 This has not been tested in the Irish courts. However the HSE National Consent Policy takes the following approach: - “For the purposes of participation in clinical trials, anyone over the age of 16 years can consent on his/her own behalf. For all other research, the person must be over the age of 18 years in order to provide consent.”

Hence the best practice approach would be (if consent is being sought) to approach one parent or one legal guardian to give consent on their behalf and for the persons between 16-18 to read an Information Leaflet appropriate for young persons and to sign an Assent Form. This matter however will need to be dealt with on a case by case basis, as some research studies involve the collection of data only.

 It is strongly recommended that expert advice be sought where the research study involves persons between 16 – 18
Children in Care The recruitment of children who are in care (as participants in research) is legally complex and problematic. It involves establishing the precise care arrangement that is in place (voluntary care, emergency care order, interim care order or full care order) and who has the legal authority to make decisions in relation to participation in research and to undergo study interventions. 

Notwithstanding this statement, having regard to the complexity outlined above, it is strongly recommended that expert advice be sought where the research study involves children in care. 



	


21: 
Does the study include vulnerable groups or participants for whom English is not a first language?
	Minors under 18 years of age
	
	Yes
	
	No
	
	Not Known

	People with learning difficulties
	
	Yes
	
	No
	
	Not Known

	Other vulnerable groups (e.g. psychological disorders, dementia etc.)
	
	Yes
	
	No
	
	Not Known

	Participants for whom English is not a first language?
	
	Yes
	
	No
	
	Not Known

	Students? (NB: Students may perceive peer or academic pressure to participate.)
	
	Yes
	
	No
	
	Not Known

	
	

	If you have answered “Yes” to any of these questions, please complete the questions below

- Otherwise proceed to Question 22.

1. What special arrangements have been made to deal with the issues of consent and assent, e.g. is parental or guardian agreement to be obtained, and if so what form?

	

	2. In what way, if any can the proposed study be expected to benefit the individual / groups who participate?

	


	3. For research involving students as participants: what arrangements have been made to avoid the perception of pressure to participate?

	


Please answer Question 22 only where invasive or other interventions are planned which could be a risk to the pregnancy, otherwise proceed to Q23.
22: Are women of childbearing age included?

	
	Yes
	
	No
	
	Not Known

	If YES, Does the protocol/patient information sheet address the 8 points in the committee’s check list for studies involving women of childbearing potential 

1. Scientific justification, 

2. Negative teratogenic studies, 

3. Warning participant that fetus may be damaged, 

4. Initial negative pregnancy test, 

5. Forms of contraception defined, 

6. Duration of use to exceed drug metabolism, 

7. Exclude those unlikely to follow contraceptive advice, 

8. Notify investigator if pregnancy suspected?
Please explain:

	


23:  Will the participant be given a written participant information sheet (PIL) or letter?
We suggest normally using the template provided

	
	Yes
	
	No

	· If “Yes”, please attach copy to this application form

· If “No”, please justify (e.g. phone surveys, anonymized data etc.):

	


	Section 6 – Details of Interventions


24:
Does the study involve the use of a new medicinal product or medical device or the use of an existing product outside the terms of its product license?

	
	Yes
	
	No

	· If yes, please complete Annex A (available from the Research Officer).


25:  Will any ionizing or non-ionizing radiation, or radioactive substances or X-rays be administered to a participant?

	
	Yes
	
	No

	· Please ensure information in Q14 includes exclusion criteria with regard to ionizing
radiation if appropriate.

· If yes, please complete this page and then Annex A (available from the Research Officer.)


26:   What investigations and/or interventions will participants and/or controls have over and above routine care?

	(Please complete the table below by selecting YES/NO options as appropriate. If YES, details should be available in protocol.)  

	Investigation:

	Self completion questionnaires
	
	Yes
	
	No

	Interviews/interview administered questionnaires
	
	Yes
	
	No

	Video/audio tape recording
	
	Yes
	
	No

	Physical examination
	
	Yes
	
	No

	Internal physical examination
	
	Yes
	
	No

	Venepuncture
	
	Yes
	
	No

	Arterial puncture
	
	Yes
	
	No

	Biopsy material
	
	Yes
	
	No

	Other tissue/body sample
	
	Yes
	
	No

	Imaging investigations (not radiation)
	
	Yes
	
	No

	Other investigations not part of normal care
	
	Yes
	
	No

	Additional outpatients attendances
	
	Yes
	
	No

	Longer inpatient stays
	
	Yes
	
	No

	Local anesthesia
	
	Yes
	
	No

	General anesthesia
	
	Yes
	
	No

	Other
	
	Yes
	
	No

	Details:

	


	Section 7 – Risks and Ethical Problems


27 (a): Are there any ethical problems that the investigators consider to be relevant with the proposed study?
Think carefully before automatically replying ‘no’. The most straightforward study may have ethical implications that need to be considered, e.g. simple surveys may cause distress to participants if they touch on unforeseen sensitive personal circumstances.
You will need to describe the steps you have taken to minimise potential harms.
	
	Yes
	
	No

	· If yes, please give details:
· (NB – for animal studies the ethical issues raised and their management will always need to be described.)
If your project involves animals then helpful guidelines can be found via the RCSI Dublin website: https://www.rcsi.com/dublin/research-and-innovation/research/resources-and-facilities/research-ethics
 

	 


27(b):
Will treatments provided during the study be available if needed at the end of the study?

	
	Yes
	
	No
	
	Not Applicable
	
	Not known


27(c): If not is this made clear in the patient information sheet?
	
	Yes
	
	No

	· If "no", please give reasons:

	


  28:  
Are there any potential risks or hazards to participants or patients?

	
	Yes
	
	No

	· If Yes, please give details, and give the likelihood and details of precautions taken to minimize them, and arrangements to deal with adverse events, including reporting to the relevant authorities:

	


29:
Could this study cause discomfort or distress to participants / patients (including psychological distress)? (e.g. remember that questionnaires may cue memories of trauma or family difficulties etc.)  

	
	Yes
	
	No

	· If Yes; estimate the degree and likelihood of discomfort or distress entailed, the precautions to be taken to minimize them and any pathways for support or counselling where relevant.

	


	Section 8 – Indemnity and Confidentiality


Product liability and consumer protection legislation make the supplier and producer (manufacturer) or any person changing the nature of a substance, e.g. by dilution, strictly liable for any harm resulting from a consumer's use of a product.

Please discuss any issues with the School of Postgraduate Studies and Research. 

30(a):
What arrangements have been made to provide indemnification and/or compensation in the event of a claim by, or on behalf of, a participant for negligent harm?

	

	
	N/A


30(b):
What arrangements been made to provide indemnification and/or compensation in the event of a claim by, or on behalf of, a participant for non-negligent harm?
	

	
	N/A


30(c):
Will an undergraduate student be involved directly in conducting the project?

	
	Yes
	
	No


31:
In cases of equipment or medical devices, have appropriate arrangements been made with the manufacturer?
(Please indicate NA if not applicable.)
	
	Yes
	
	No
	
	N/A

	· If Yes, please give details.

	


	Section 9 – Data Protection


RCSI complies with European GDPR Legislation, as well as all relevant regulation and Data Protection legislation in Bahrain.
“The Health Research Regulations 2018, Regulation 3(1)(e) states that explicit consent is one of the mandatory "suitable and specific measures" that must be in place for the processing of data for health research purposes unless the researcher has been granted a consent declaration under Regulation 5 or under the transitional arrangements (Regulation 6).” Health research board gdpr guidance for researchers 2018

GDPR compliant consent must be:

· freely given, 
· specific, 
· informed & 
· an unambiguous indication of the data subject's wishes by which he or she, by a statement or by a clear affirmative action, signifies agreement to the processing of personal data relating to him or her.  see GDPR Article 4(11), Article 7 and Recital 32

“the term 'explicit' means that the data subject must give an express statement of consent.

an explicit consent statement in addition to the above consent requirements should specifically refer to:

1. the particular data set that is to be processed,

2. the precise purpose of processing (including any automated decision-making),

3. should identify any risks and/or implications that might arise for the data subject as a result of the data processing, and

4. should provide any other relevant and specific information that might influence the decision of a data subject to give or not give their consent.” Health research board gdpr guidance for researchers 2018
Consent may be provided by the data subject in written, electronic or oral format. Data controllers must be able to demonstrate that the data subject has consented to processing of his/her data. Therefore, records will need to be kept so that a data subject's consent can be verified.Requests for consent must be in intelligible and easily accessible formats, using clear and plain language 
Researchers are reminded that the data protection legislation applies in respect of the processing of ‘personal data’ of living persons. 

during study design stage researchers are advised to ask themselves these questions:

1. Does this study involve the processing
 of personal data of living persons? 

2.   Is it possible for this study to be undertaken using anonymised data? 

IDENTIFIABLE DATA- is data which identifies the subject or in which the data subject is identifiable.

PSEUDONYMISED DATA- data that can no longer be attributed to the data subject without additional information which is kept separately.

ANONYMOUS- data which can no longer be attributed to the data subject.

Identifiable & pseudonymised data fall under GDPR.

Anonymised data fall outside the scope of the GDPR.

32
 Data processing – consent
(Consent is a mandatory requirement of the Health Research Regulation for the processing of ‘personal data’ and “special categories of personal data” for health research.) 

· ‘Personal data’ is defined in GDPR as follows: "….. any information relating to an identified or identifiable natural person (“data subject”); an identifiable natural person is one who can be identified, directly or indirectly, in particular by reference to an identifier such as a name, an identification number, location data, an online identifier or to one or more factors specific to the physical, physiological, genetic, mental, economic, cultural or social identity of that natural person.”

· “Special categories of personal data” is defined in GDPR as follows: “……. personal data revealing racial or ethnic origin, political opinions, religious or philosophical beliefs, or trade union membership, and the processing of genetic data, biometric data for the purpose of uniquely identifying a natural person, data concerning health or data concerning a natural person’s sex life or sexual orientation…..” General Data Protection Regulation 2016
32(a)  Will explicit consent be sought for the processing of data? Yes / No
32 (b) If no, please give details.  Please note explicit consent is mandatory under the GDPR Regulations 2018 unless the data is anonymous or a ‘consent declaration has been obtained’  
If no, please elaborate. Please note explicit consent is mandatory under the Data Protection Act 2018 (Section 36 (2)) (Health Research) Regulations 2018 unless the data is anonymous or a ‘consent declaration’ has been obtained. (If consent is not being sought anonymised data may be processed ONLY or the researcher must seek a consent declaration. This is a declaration made by the Health Research Consent Declaration Committee that the explicit consent of the data subject is not required. Health Research Regulations 2018, Regulations 5(2) and 6(5).
If you believe a consent declaration may be possible in your case then please discuss this first with the RCSI Bahrain REC Convener.
33
Data processing – governance and procedure
You must answer all questions in this section as their fulfillment is a mandatory requirement under the DATA PROTECTION ACT 2018 (SECTION 36(2)) (HEALTH RESEARCH) REGULATIONS 2018 

E2.1 Please specify which arrangements are in place to ensure that personal data will be processed as is necessary; a) to achieve the objective of the health research and; b) and shall not be processed in such a way that damage or distress to the data subject? 

33(a) Please specify which arrangements are in place to ensure that personal data will be processed as is necessary; a)  to achieve the objective of the health research and; b) to ensure that shall not be processed in such a way that damage or distress to the data subject? 

33(b) Please specify the data controller; joint data controllers (if applicable) and any data processors involved in the research.
“DATA CONTROLLER

· Data controllers can be either individuals or "legal persons" such as companies, government departments and voluntary organisations.
· Data controllers also include sections or units of the organisation (e.g. academic departments, research centre etc.) and employees (including research students) that control and are responsible for the data processing. 
 The Data Controller determines the purpose and the means of processing. To find out who the data controller is you should ask who determines the following:

· Why are we processing this data?( e.g. To investigate inhaler compliance)
· How will we process the data in order to conduct this research?
· You are a data controller if you are the person or organization who determines the “why” and the “how” of the data processing. 
· The data controller exercises overall control over the ‘why’ and the ‘how’ of a data processing activity

DATA PROCESSOR

· A data processor processes personal data on behalf of the data controller.
· Examples of data processors include:
· payroll companies or accountants or similar who hold and process personal information on behalf of 
someone else; 
· "cloud" providers are also generally data processors;
· if you hire a 3rd party to process data for your research (e.g. a transcription service to transcribe audio tapes of interviews) - the third party will be a data processor.
· A data processor does not include the employees of a Data Controller (e.g. researchers employed on research projects in which personal data is collected, processed and stored)
· If you are a researcher, you might be a data processor if you are employed on a service contract that collects, stores or processes personal data.
· Data processing includes for example: collection, recording, organising, structuring, storage, retrieval, alteration, erasure, destruction.” Health research board gdpr guidance for researchers 2018
33(c) Please specify any person or organisation who provides funding for, or otherwise supports, the project.

33(d) Please specify any person other than the named data controller, joint controllers or processors with whom it is intended to share any of the personal data collected (including where it has been pseudonymised or anonymised) and the purpose of such sharing. 
e.g. will personal data be shared with the data subject’s doctor?

33(e) The provision of training in data protection law and practice to anyone involved in carrying out the health research is a mandatory legal requirement. Please specify the provision of training. 

33(f) Has a “risk assessment” and/or “data protection impact assessment” been carried out, taking in to account local policy and/or legal requirements?
A risk assessment must be carried out for all health research. If the risk assessment indicates a high risk you must conduct a data protection impact assessment (DPIA). 

DATA PROTECTION ACT 2018 (SECTION 36(2)) (HEALTH

RESEARCH) REGULATIONS 2018 

“Regulation 3 (c)(i) the carrying out of an assessment of the data protection implications of the health research;

(ii) where the assessment carried out under clause (i) indicates a high

risk to the rights and freedoms of individuals, the carrying out of

a data protection impact assessment;”

Please note completion of a DPIA may be a mandatory requirement under local policy regardless of the outcome of the risk assessment. Please check local policy requirements.

33(g) Please specify the measures in place that demonstrate compliance with the data minimisation principle (Is it adequate, relevant and limited to what is necessary?)
Data minimisation means you must ensure the personal data you are processing is:

· adequate – sufficient to properly fulfil your stated purpose;

· relevant – has a rational link to that purpose; and

· limited to what is necessary – you do not hold more than you need for that purpose.

33(h) Please specify the controls in place to limit access to the personal data undergoing processing in order to prevent unauthorised consultation, alteration, disclosure or erasure of personal data. 

(For example, access logs…)
33(i) Please specify the controls in place to log whether and by whom personal data has been consulted, altered, disclosed or erased. 
(For example, review access logs at regular intervals…)
33(j) Please give details of personal data security measures. Please specify where / on what computer(s) the data will be stored, and details of password access and encryption, access to locked cabinets etc.
What security measures will be in place during processing? e.g. double encryption, password protection, encryption of desktop computers and portable devices and encryption of individual files. It is strongly advised that ‘personal’ data is not stored on portable devices or home-based desktops. However, where this is absolutely necessary, encryption software should be installed. Researchers should be aware of their responsibilities under the data protection legislation to keep electronic and hard copy ‘personal data’ safe and secure.

33(k) Please specify the arrangements to anonymise, archive or destroy personal data once the health research has been completed. Please include details re secure data destruction relating to all relevant media used.
Please specify who will anonymise, archive or destroy the personal data once the research is completed and how they will do it. 

33(l) Please specify other technical and organisational measures designed to ensure that processing is carried out in accordance with the Data Protection Regulation, together with processes for testing and evaluating the effectiveness of such measures.
Please specify any other measures in place to ensure the protection of data subject’s personal data.

33(m) Please specify which arrangements are in place to ensure that personal data is processed in a transparent manner.
Transparency is about better informing patients, public and participants about research; it is not about getting permission. Making transparency information understandable and drawing people's attention to it is key:

· Individuals have the right to be informed about the collection and use of their personal data. This is a key transparency requirement under the GDPR.

· You must provide individuals with information including: your purposes for processing their personal data, your retention periods for that personal data, and who it will be shared with. This is ‘privacy information’.

· You must provide privacy information to individuals at the time you collect their personal data. 

· The information you provide must be concise, transparent, intelligible, easily accessible, and it must use clear and plain language.

· It is often most effective to provide privacy information to people using a combination of different techniques including layering, dashboards, and just-in-time notices.

· User testing is a good way to get feedback on how effective the delivery of your privacy information is.

· You must regularly review, and where necessary, update your privacy information. You must bring any new uses of an individual’s personal data to their attention before you start the processing.

34
Data processing - general
34(a)  Via what media will data be collected? (e.g. written, video, audio, photographs, imaging etc)
34(b)  Would you class the data collected in this study as anonymous, pseudonymised, coded or identifiable data?

Please note that different media may be classed differently. Questionnaires for example may be completely anonymous rendering it impossible to ascertain which research participant completed an individual questionnaire. In a research study involving an anonymous questionnaire it would be impossible for a research participant to withdraw from the study once data collection has occurred. Images may be identifiable in particular where images are clearly marked with a patient’s name or medical record number. Photographs of the face and video-recordings, for example, are identifiable. Anonymous data is also data which was originally identifiable has been rendered ‘anonymous’ e.g. to delete the patient name, medical record number from an ‘x-ray’ would irrevocably anonymise the X-Ray. It should be noted that it can be more difficult to successfully de-identify photographs of the face and video-recordings. The term ‘pseudonymised’ is a form of anonymisation wherein data that can no longer be attributed to the data subject without additional information which is kept separately.

34(c)  How will anonymization / de-identification of data be achieved? E.g. details of gatekeeper arrangements and name & post of gatekeeper, how the gatekeeper will protect the key linking patient / participant details with identified data etc.
It is recommended that the key to re-identify data remain at the site of origin of the data. It is further recommended that the person who holds the ‘key’ to re-identify be the lead investigator at the site.
34(d) Where will data collected be stored?
Please note that different media may be stored in different fashions
34(e) How will data be shared between different instigators within the project? 

(NB sharing personally identifiable data via IT is particularly problematic and should normally be avoided. If essential then full details of data security must be given.)
Please state what data, what medium of data, what class of data etc. will be sent and state where and to whom this data will be sent? Please ensure to inform research participants in all relevant Information Leaflets of the details which you supply in response to this question.  It is particularly important to inform research participants if data is leaving the country, and especially if the data is leaving the European Economic Area. EEA Transfers of personal data to non-EEA countries must take place in compliance with the Data Protection Acts, e.g. where the individual has consented to that transfer. It is recommended that only non-identifiable data leave the EEA where at all possible.)
	


34(f)  Will data collected leave the site(s) of origin at any point?   

Yes / No
34 (g) If yes, please give details, including where data may be taken.
Please state what data, what medium of data, what class of data etc. will be sent and state where and to whom this data will be sent? Please ensure to inform research participants in all relevant Information Leaflets of the details which you supply in response to this question.  It is particularly important to inform research participants if data is leaving the country, and especially if the data is leaving the European Economic Area. EEA Transfers of personal data to non-EEA countries must take place in compliance with the Data Protection Acts, e.g. where the individual has consented to that transfer. It is recommended that only non-identifiable data leave the EEA where at all possible.
34(h)   Where will data analysis take place and who will perform data analysis (if known)?
While is advisable to obtain the advice of a statistician while designing any research study, it may not be known at the point of submitting an ethics application where the data analysis will take place at the end of the study or throughout the study and/or it may not be known who will be performing the data analysis. However, if there is a possibility that data will be leaving the site of origin for the purposes of data analysis, it is important to inform the research participant.

34(i) After data analysis has taken place, will data be retained?

Yes / No
34(j) If yes, for how long, for what purpose, and where will it be retained?  (NB: 5 years is normally the minimum required standard time)
Please inform research participants in all relevant Information Leaflets of the details which you supply in response to this question. Researchers should be aware of their responsibilities under the data protection legislation not to retain ‘personal data’ for longer than is necessary to fulfil the purpose for which the data was originally collected. There are no such time restrictions in place regarding the retention of anonymous data. Please note that although a number of committees may specify timelines that research data must be retained for e.g. 5 years / 7 years, the only legal requirement is that data should not be held for longer than necessary to fulfil the purpose for which it was originally collected.
35
Access to healthcare records
35 (a) Does the study involve access to healthcare records (hard copy / electronic)?  Yes / No
Please state what healthcare records will be accessed (e.g. hard copy charts, computer systems etc.), for what purpose healthcare records will be accessed and what data it is proposed to collect from these records.

If answer is No, please delete remaining questions in Section 35
35 (b) If yes, please elaborate. 

35 (c) Who will access these healthcare records?
Research participants should be informed in any information leaflets or consent forms who will have access to their healthcare records.

35 (d) Will consent be sought from patients for research team members to access their healthcare records?  Yes / No  

Consent is required from the patient in order to access healthcare records for research purposes unless a “consent declaration” has been granted, or the records are anonymous.


Consent to access health care records for research purposes is a mandatory requirement
35 (e) Who or what legal entity is the data controller in respect of the healthcare records?
“DATA CONTROLLER

· Data controllers can be either individuals or "legal persons" such as companies, government departments and voluntary organisations.
· Data controllers also include sections or units of the organisation (e.g. academic departments, research centre etc.) and employees (including research students) that control and are responsible for the data processing. 
 The Data Controller determines the purpose and the means of processing. To find out who the data controller is you should ask who determines the following:

· Why are we processing this data?( e.g. To investigate inhaler compliance)
· How will we process the data in order to conduct this research?
· You are a data controller if you are the person or organization who determines the “why” and the “how” of the data processing. 
· The data controller exercises overall control over the ‘why’ and the ‘how’ of a data processing activity

35 (f) If no patient consent is to be obtained, what measures have been put in place by the data controller which may make access to healthcare records permissible without consent? A ‘consent declaration’ or anonymised records are the only acceptable options here. 
Is a consent declaration in place or have the records been anonymized? (See previous note re consent declarations.)
*Please ensure that you complete the checklist on the front cover of the application form and include all relevant enclosures. 
You will normally hear from us within 10 days of the next REC meeting so long as the form reaches us by the meeting deadline which is normally 2 weeks prior to the meeting.
RCSI Bahrain REC approval does not constitute permission to access any RCSI resources, or gain access to RCSI students as research subjects.





Financial, Laboratory and other resources should be sought via the normal channels. Advice can be sought from the RCSI Bahrain Research Committee.





Access to any RCSI students as research participants, whether for questionnaire surveys or any other form of research, must be separately approved by your School. The point of contact for such permission is your Head of School.





If research is to be carried out in another institution (e.g. a hospital or any external body) then evidence of permission from that institution will be required with this application.














� Processing means any operation or set of operations which is performed on personal data or on sets of personal data, whether or not by automated means, such as collection recording, organisation, structuring, storage, adaption or alteration, retrieval, consultation, use, disclosure by transmission, dissemination or otherwise making available, alignment or combination, restriction, erasure or destruction. 
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