RECSAF 5.6 Sept 2014 – ADAPTED VERSION Aug 2018 (See Text in Green), Edited 318.8 (See Yellow) – © RCSI/Beaumont Hospital & Ms Mary Kirwan

STANDARD APPLICATION FORM
ADAPTED VERSION (AUGUST 2018)

EDITED (31 August 2018)
Includes Administrative Changes 8 March 2021, 16 April 2021
For the Ethical Review of

Health-Related Research Studies, which are not subject to National Research Ethics Committee Review
DO NOT COMPLETE THIS APPLICATION FORM

 IF YOUR STUDY IS A CLINICAL TRIAL OF A MEDICINAL PRODUCT OR 
A CLINICAL INVESTIGATION OF A MEDICAL DEVICE 
REQUIRING HPRA AUTHORISATION

Title of Study: ​​​​​​​​​​​​​​​​​​​​​​​​ ____________________________________________________
Application Version No:  ____________________________________

Application Date:  _________________________________________
For Official Use Only – Date Stamp of Receipt by REC:

TABLE OF CONTENTS
MANDATORY /OPTIONAL
SECTION A
GENERAL INFORMATION
MANDATORY*
SECTION B
STUDY DESCRIPTORS
MANDATORY*
SECTION C
STUDY PARTICIPANTS
MANDATORY*
SECTION D
RESEARCH PROCEDURES
MANDATORY*
SECTION E
DATA PROTECTION
MANDATORY*

SECTION F
HUMAN BIOLOGICAL MATERIAL
(OPTIONAL)
SECTION G
RADIATION
(OPTIONAL)
SECTION H
MEDICAL DEVICES
(OPTIONAL)
SECTION I
MEDICINAL PRODUCTS / COSMETICS / FOOD AND FOODSTUFFS
(OPTIONAL)
SECTION J
INDEMNITY AND INSURANCE
MANDATORY*
SECTION K
COST AND RESOURCE IMPLICATIONS, FUNDING AND PAYMENTS
MANDATORY*

SECTION L
ADDITIONAL ETHICAL ISSUES
(OPTIONAL)
APPENDIX I
CONSENT TEMPLATE
APPENDIX II
PIL TEMPLATE

This Application Form is divided into Sections.

*Sections A, B, C, D, E, J and K are Mandatory.
(Sections F, G, H, I and L are optional.  Please delete Sections F, G, H, I and L if these sections do not apply to the application being submitted for review.)
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WHEN COMPLETING THIS APPLICATION FORM.
SECTION A  GENERAL INFORMATION

SECTION A IS MANDATORY

A1 Title of the Research Study:
Answer

A2 (a) Is this a multi-site study?    Yes / No
If you chose ‘yes’ please delete questions A2 (e) and (f), If you chose ‘no’ please delete Questions A2 (b) (c) and (d)

A2 (b) If yes, please name the principal investigator with overall responsibility for the conduct of this multi-site study.
Title:  Dr. / Ms. / Mr. / Prof.
Name: Answer  
Qualifications: Answer



Position: Answer
Dept: Answer
Organisation: Answer
Address: Answer
Tel: Answer
E-mail: Answer 
A2 (c) For multi-site studies, please name each site where this study is proposed to take place, state the lead co-investigator for each of these sites and state if you have got an outcome from the relevant research ethics committee(s).
	Site:
	Lead Co-Investigator 

for each site:
	Research Ethics Committee Outcome

	
	
	

	
	
	


A2 (d) For multi-site studies, please provide details of the Lead Co-Investigators at each site.
Title: Dr. / Ms. / Mr. / Prof.
Name: Answer 
Qualifications: Answer
Position: Answer

Dept : Answer
Organisation: Answer
Address: Answer
Tel : Answer
E-mail: Answer 
A2 (e) If no, please name the principal investigator with overall responsibility for the conduct of this single-site study.

Title:  Dr. / Ms. / Mr. / Prof.
Name: Answer  
Qualifications: Answer



Position: Answer
Dept: Answer
Organisation: Answer
Address: Answer
Tel: Answer
E-mail: Answer 
A2 (f) For single-site studies, please name the only site where this study will take place.
Answer

A3.  Details of Co-investigators:

Name of site (if applicable): Answer

Title: Dr. / Ms. / Mr. / Prof.
Name: Answer 
Qualifications: Answer
Position: Answer

Dept : Answer
Organisation: Answer
Address: Answer
Tel: Answer
E-mail: Answer 
Role in Research e.g. statistical / data / laboratory analysis:  Answer
A4.  Lead contact person who is to receive correspondence in relation to this application or be contacted with queries about this application. 

Name: Answer  

Position: Answer

Organisation: Answer
Address for Correspondence: Answer
Tel (work): Answer
Tel (mob.): Answer  
E-mail: Answer
A5 (a) Is this study being undertaken as part of an academic qualification? Yes / No  
If answer is No, please delete remaining questions in Section A

A5 (b) If yes, please complete the following:

Student Name(s): Answer

Academic Course: Answer
Academic Institution: Answer


A5 (c) Academic Supervisor(s):
Title:  Dr. / Ms. / Mr. / Prof.
Name: Answer
Qualifications: Answer
Position: Answer
Dept: Answer
Organisation: Answer 
Address: Answer
Tel: Answer 
E-mail: Answer 

SECTION B
STUDY DESCRIPTORS

SECTION B IS MANDATORY

B1.   What is the anticipated start date of this study?

Answer

B2.   What is the anticipated duration of this study?

Answer

B3.  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.

Answer

B4.   Provide brief information on the study background. 

Answer

B5.    List the study aims and objectives.

Answer

B6.    List the study endpoints / measurable outcomes (if applicable). 

Answer

B7.   Provide information on the study design.

Answer

B8.   Provide information on the study methodology.

Answer

B9.  Provide information on the statistical approach to be used in the analysis of your results (if appropriate) / source of any statistical advice. 

Answer

B10 (a) Please justify the proposed sample size and provide details of its calculation (including minimum clinically important difference).  

Answer

B10 (b) Where sample size calculation is impossible (e.g. it is a pilot study and previous studies cannot be used to provide the required estimates) then please explain why the sample size to be used has been chosen.  

  Answer

B11. How many research participants are to be recruited in total?

Answer

B12 (a) How many research participants are to be recruited in each study group (where applicable)?  Please complete the following table (where applicable).

	Name of Study Group: 
	Name of Study Group: 
	Name of Study Group: 
	Name of Study Group: 
	Name of Study Group: 

	Answer
	Answer
	Answer
	Answer
	Answer

	Number of Participants in this Study Group: 
	Number of Participants in this Study Group: 
	Number of Participants in this Study Group: 
	Number of Participants in this Study Group: 
	Number of Participants in this Study Group: 

	Answer
	Answer
	Answer
	Answer
	Answer


B12 (b) Please provide details on the method of randomisation (where applicable).
Answer

B13. How many research participants are to be recruited at each study site (where applicable)?  Please complete the following table. 

	Site:
	Number of Research Participants at this site:

	
	

	
	


SECTION C
study PARTICIPANTS

SECTION C IS MANDATORY

C1
PARTICIPANTS – SELECTION AND RECRUITMENT

C1.1  How will the participants in the study be selected? 

Answer

C1.2  How will the participants in the study be recruited?  

Answer

C1.3 What are the inclusion criteria for research participants?  (Please justify, where necessary) 

Answer

C1.4 What are the exclusion criteria for research participants? (Please justify, where necessary) 

Answer

C1.5 Will any participants recruited to this research study be simultaneously involved in any other research project? Yes / No / Not to my knowledge
C2
PARTICIPANTS – INFORMED CONSENT

C2.1 (a) Will informed consent to take part in the research be obtained?  Yes / No
C2.1 (b) If no, please justify. You must provide a full and detailed explanation as to why informed consent will not be obtained. Please note explicit consent to process personal data for research purposes is mandatory under the Data Protection Act 2018 (Section 36 (2)) (Health Research) Regulations unless the data is anonymous or a ‘consent declaration’ has been obtained.
Answer
C2.1 (c) If yes, please outline the consent process in full.  (How will consent be obtained, when, by whom and from whom etc.)  

Answer

C2.2 (a) Will participants be informed of their right to refuse to participate and their right to withdraw from this research study? Yes / No
C2.2 (b) If no, please justify.  

Answer

C2.3 (a) Will there be a time interval between giving information and seeking consent? Yes / No

C2.3 (b) If yes, please elaborate.

Answer

C2.3 (c) If no, please justify and explain why an instantaneous decision is reasonable having regard to the rights of the prospective research participants and the risks of the study. 
Answer

C3
adult participants (AGED 18 or over) - CAPACITY

C3.1 (a) Will all adult research participants have the capacity to give informed consent?  Yes / No 
If answer is Yes, please delete remaining questions in Section C3

C3.1 (b) If no, please elaborate.

Answer

C3.2  Is this research of such a nature that it can only be carried out on adults without capacity?  Please elaborate.
Answer

C3.3  Is the research expected to provide direct benefit to the research participants (who lack capacity), or if there is no prospect of direct benefit, are the risks no more than minimal?  Please elaborate.  

Answer

C3.4 What arrangements are in place to ascertain the wishes of research participants, who although they lack decision-making capacity, have some ability to understand the significance of the research?

Answer

C3.5  Where conducting research with adults who lack capacity, for data processing purposes please state whether:

a) a consent declaration has been obtained in advance of commencing the research;

b) the individual’s “legal representative” consented; or

c) the data has been anonymised. 

Answer

c4
participants under the age of 18

C4.1 (a) Will any research participants be under the age of 18 i.e. Children? Yes / No
If answer is No, please delete remaining questions in Section C4

C4.1 (b) If yes, please specify:

Persons < 16 Yes / No
Persons aged 16 – 18 Yes / No
Children in care Yes / No
C4.1 (c) If yes to persons < 16, please specify:

Pre-term neonates Yes / No
Full-term neonates Yes / No
Infants and Toddlers 0 - 4 Yes / No

Children 5 - 8 Yes / No

Children 9 – 12 Yes / No

Adolescents 13 -15 Yes / No

C4.2   Is this research of such a nature that it can only be carried out on children?  Please elaborate.
Answer

C4.3 Is the purpose of the research to generate knowledge about the health or social care needs of children?

Answer

C4.4 Is the research expected to provide direct benefit to child participants, or if there is no prospect of direct benefit, are the risks no more than minimal?  Please elaborate.
Answer

C4.5 Will each child receive information about the risks and benefits of the study according to his/her capacity to understand?  Please elaborate and provide copies.
Answer

C4.6 Will the explicit wish of the child who is capable of forming an opinion and assessing information to refuse to participate or to be withdrawn from the study be considered by the investigators?   Please elaborate, outlining the assent process in full.  (How will assent be obtained, when and by whom etc.)
Answer

C4.7 Please comment on the involvement of parents / legal guardians of the child in the consent process. 

Answer

C4.8 Please explain your approach to consenting research subjects if they reach the age of 18 during the course of the study.

Answer

C4.9 Please comment on what will occur if the researcher discovers that a child is at risk during the course of this study?

Answer

C5
PARTICIPANTS -  CHECKLIST 

C5.1 Please confirm if persons from any of the following groups will participate in this study.  This is a quick checklist to assist research ethics committee members and to identify whether study participants include persons from vulnerable groups and to establish what special arrangements, if any, have been made to deal with issues of consent.  It is recognised that not all groups in this listing will automatically be vulnerable or lacking in capacity.  Please refer to the HSE’s National Consent Policy, particularly Part 3, Section 5.

Committees are particularly interested to know if persons in any of these groups are being targeted for inclusion, as per the inclusion criteria.
(a) Healthy Volunteers Yes / No
(b) Patients Yes / No

· Unconscious patients  Yes / No
· Current psychiatric in-patients Yes / No
· Patients in an emergency medical setting Yes / No
(c) Relatives / Carers of patients Yes / No
(d) Persons in dependent or unequal relationships Yes / No
· Students Yes / No
· Employees / staff members Yes / No
· Persons in residential care Yes / No
· Persons highly dependent on medical care Yes / No
 
(e) Intellectually impaired persons Yes / No
(f)  Persons with a life-limiting condition   Yes / No
(Please refer to guidance manual for definition)
(g) Persons with an acquired brain injury   Yes / No
C5.2 If yes to any of the above, please comment on the vulnerability of the research participants, and outline the special arrangements in recognition of this vulnerability (if any).
Answer

C5.3 Please comment on whether women of child-bearing potential, breastfeeding mothers, or pregnant women will be included or excluded in this research study.

Answer

SECTION D
research  PROCEDURES

SECTION D IS MANDATORY

D1 (a)
What activities, procedures or interventions (if any) are research participants asked to undergo or engage in for the purposes of this research study?
Answer

D1 (b) What other activities (if any) are taking place for the purposes of this research study e.g. chart review, sample analysis etc?

Answer

D2.  Please provide details below of any potential harm that may result from any of the activities, procedures, interventions or other activities listed above.
Answer

D3.  What is the potential benefit that may occur as a result of this study? 

Answer

D4 (a) Will the study involve the withholding of treatment? 

Yes / No / Non-applicable
D4 (b) Will there be any harms that could result from withholding treatment?  Yes / No
D4 (c) If yes, please elaborate.

Answer

D5 (a) How will the health of participants be monitored during the study, and who will be responsible for this?

Answer

D5 (b) How will the health of participants be monitored after the study, and who will be responsible for this?

Answer

D6 (a) Will the interventions provided during the study be available if needed after the termination of the study?  Yes / No / Non-applicable
D6 (b) If yes, please state the intervention you are referring to and state who will bear the cost of provision of this intervention?

Answer
D7.  Please comment on how individual results will be managed. 

Answer

D8.  Please comment on how aggregated study results will be made available.

Answer

D9.  Will the research participant's general practitioner be informed that the research participant is taking part in the study (if appropriate)?  Yes / No / Non-applicable
D10.  Will the research participant's hospital consultant be informed that the research participant is taking part in the study (if appropriate)?  Yes / No / Non-applicable
SECTION E
data protection
SECTION E IS MANDATORY

E1
 data processing - consent
E1.1 (a)  Will explicit consent be sought for the processing of data? Yes / No
E1.1 (b) 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’  
Answer
E2
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) to ensure that shall not be processed in such a way that damage or distress to the data subject? 

Answer

E2.2 Please specify the data controller; joint data controllers (if applicable) and any data processors involved in the research.

Answer

E2.3 Please specify any person or organisation who provides funding for, or otherwise supports, the project.

Answer

E2.4 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.

Answer

E2.5 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. 

Answer

E2.6 Has a “risk assessment” and/or “data protection impact assessment” been carried out, taking in to account local policy and/or legal requirements?

Answer

E2.7 Please specify the measures in place that demonstrate compliance with the data minimisation principle (Is it adequate, relevant and limited to what is necessary?)
Answer

E2.8 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.

Answer

E2.9 Please specify the controls in place to log whether and by whom personal data has been consulted, altered, disclosed or erased. 
Answer

E2.10 Please specify measures to protect the security of the personal data concerned.

Answer

E2.11 Please specify the arrangements to anonymise, archive or destroy personal data once the health research has been completed.

Answer

E.2.12 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.

Answer

E2.13 Please specify which arrangements are in place to ensure that personal data is processed in a transparent manner.

Answer

E3
data processing - general
E3.1  What media of data will be collected?

Answer

E3.2 (a) Would you class the data collected in this study as anonymous, pseudonymised, or identifiable data?

Answer

E3.2 (b) If ‘PSEUDONYMISED’, please confirm who will retain the ‘key’ to re-identify the data?

Answer

E3.3  Where will data which is collected be stored?

Answer

E3.4 (a) Will data collected be at any stage leaving the site(s) of origin?   

Yes / No
E3.4 (b) If yes, please elaborate.

Answer

E3.5   Where will data analysis take place and who will perform data analysis (if known)?

Answer

e3.6 (a) After data analysis has taken place, will data be retained?

Yes / No
E3.6 (b) If yes, for how long, for what purpose, and where will it be retained?  

Answer

E3.7   Please comment on the confidentiality of collected data.

Answer

E3.8 (a) Will any of the interview data collected consist of audio recordings / video recordings? Yes / No
E3.9 (a) Will any of the study data collected consist of photographs/ video recordings?  Yes / No
E3.9 (b) If yes, please elaborate.

Answer

e4
ACCESS TO HEALTHCARE RECORDS
E4.1 (a) Does the study involve access to healthcare records (hard copy / electronic)?  Yes / No
If answer is No, please delete remaining questions in Section E3

E4.1 (b) If yes, please elaborate. 

Answer

e4.1 (c) Who will access these healthcare records?

Answer

E4.1 (d) Will consent be sought from patients for research team members to access their healthcare records?  Yes / No  
Consent is required from the patient to access healthcare records for research purposes unless a ‘consent declaration’ has been granted or the records are anonymous 
If answer is Yes, please delete remaining questions in Section E3

E4.2 (a) Who or what legal entity is the data controller in respect of the healthcare records?

Answer

E4.2 (b) 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 options here. 
Answer

SECTION f
HUMAN BIOLOGICAL MATERIAL

f1
Bodily Tissue / Bodily Fluid Samples - general

F1 1 (a) Does this study involve human biological material?  Yes / No
If the answer is No, please delete Section F

f2
Bodily Tissue / Bodily Fluid Samples prospectively collected

F2.1 Does this study involve the prospective collection of human biological material? Yes / No
F2.2 Please state the type of human biological material which is being prospectively collected.

Answer

F2.3 Who or what institution will be the custodian of the prospectively collected human biological material?  

Answer

F2.4 (a) Will the human biological material be collected as part of routine clinical care?  Yes / No
F2.4 (b) Will the human biological material be collected specifically for the purposes of this research study?  Yes / No
F2.4 (c) With reference to your responses to question F2.4 (a), F2.4 (b), please provide more detail, in particular, in relation to whether participants will be consented to the taking of a sample or to the use of a sample (or part of a sample) which will be taken anyway for clinical reasons.

Answer

F2.5 (a) With respect to human biological material which it is proposed to prospectively collect for the purposes of this research study, after the laboratory analysis which this research study involves, will any human biological material remain?  Yes / No
F2.5 (b) If yes, will this remaining biological material be retained?  Yes / No
F2.5 (c) If yes, for how long and where will samples be retained?

Answer

F2.5 (d) If yes, for what purpose will samples be retained? 

Answer

F2.5 (e) If yes, please comment on consent for retention of biological material.  

Answer

F2.5 (f) If yes, will this human biological material and/or any data derived from it be used for any other purpose (including future research projects)?    Yes / No
F2.5 (g) If yes, please comment on consent for future use of human biological material.  

Answer

F2.6 (a) Will the human biological material be collected specifically for the purposes of depositing this human biological material in a biobank?  Yes / No
F2.6 (b) If yes, please provide specific information in relation to this proposed biobank. 

Answer

F2.6 (c) If yes, please confirm that the research participants will be informed in all information leaflets and consent forms that this is a biobank. 

Answer

F3
Bodily Tissue / Bodily Fluid Samples retrospectively collected

F3.1 Does this study involve accessing retrospectively collected human biological material? Yes / No
F3.2 Please state the type of human biological material which is being accessed.

Answer

F3.3 Who will access the material? 

Answer

F3.4 Who (or which institution) is the current custodian of the material?

Answer

F3.5 Please state for what purpose the human biological material was originally collected and please comment on the nature of consent for the collection of this material.

Answer

F3.6 (a) Do you intend to contact patients to seek their consent to use stored human biological material?  Yes / No
F3.6 (b) If no, please justify why existing consent is considered sufficient, or why a ‘consent declaration’ from the declaration committee is warranted.
Answer

F4
Bodily Tissue / Bodily Fluid Samples – sample movement

F4.1 (a) Will human biological material at any stage leave the institution(s) of origin? Yes / No
F4.1 (b) If yes, for what purpose?   

Answer

F4.1 (c) If yes, please state where samples will be sent?

Answer

F4.1 (d) If yes, please state if the samples leaving the institution(s) of origin will be anonymous, irreversibly anonymised, pseudonymised, identifiable etc?

Answer

F4.1 (e) If ‘pseudonymised’ please confirm who will retain the ‘key’ to re-identify the samples?  

Answer

F4.1 (f) Does a memorandum of understanding (or agreement / contract) exist between the institution(s) of origin and the institution(s) to which the samples will be sent?  Please elaborate. 

Answer

f5  Genetic testing

F5.1  (a) Does this research study involve ‘genetic testing’?  Yes / No
F5.1 (b) If yes, please specify the nature and purpose of the genetic testing.

Answer

F5.2 (a) Will consent be obtained? Yes / No Consent is mandatory 
F5.2 (b) If yes, please set out the steps that will be taken and the information that will be provided to study participants prior to genetic testing and processing of genetic data in relation to any potential implications for the health of the study participant which may become known as a result of the genetic testing and the processing of genetic data.

Answer

F5.3 (a) Please set out the strategy and arrangements that will be in place to address any significant results or information arising from the genetic testing or processing of genetic data with the study participant.

Answer

F5.3 (b) What strategy / arrangements will be in place regarding third party disclosure, in particular, to family members or others?

Answer

F5.4  Please set out what arrangements will be in place to ensure the privacy and confidentiality of study participants’ genetic data throughout the life cycle of the research. 
Answer

f6 commercial value

F6.1 (a) Will the human biological material in this research study or the data derived from the analysis of the human biological material be commercially valuable or is there the possibility that it will become commercially valuable? Yes / No
F6.1 (b) If yes, please elaborate. 

Answer

section G
radiation

G1   radiation – general 
“Note:  A National Research Ethics Committee to review research studies which involve exposure to medical ionising radiation is under negotiation”
G1.1  (a) Does this study/trial involve exposure to radiation?  Yes / No
If answer is No, please delete remaining questions in Section G
G1.1  (b) If yes, please specify: 

i)  Exposure to radioactive materials Yes / No
ii)  Therapeutic ionising radiation Yes / No
iii)  Diagnostic ionising radiation  Yes / No
iv)   Other Yes / No 
Details:  Answer
G1.2 (a) Does this study / trial involve ADDITIONAL radiation exposure other than normally received as part of standard care?  Yes / No
G1.2 (b) If yes, please elaborate.  

Answer
G1.3  Please specify if this study is due to take place at a: - 

i)   Radiation Oncology Unit Yes / No
ii)  Diagnostic Imaging Facility  Yes / No
iii) Clinical Laboratory  Yes / No
iv) Academic Research Centre  Yes / No
v)  Other Yes / No   Details: Answer
G1.4   Has each study site/institution in the Republic of Ireland been licensed by the Radiation Protection Society of Ireland?   Yes / No
SECTION H
 MEDICAL DEVICES
H1 (a) Is the focus of this study/trial to investigate/evaluate a medical device?  Yes / No
If answer is No, please delete remaining questions in Section H.

H1 (b) If yes, what is the name of the medical device or device nomenclature (system of naming the medical device)? 

Answer

H1 (c) If yes, please provide a general description of the medical device.  

Answer

	H2 (a) Does the device have a CE mark?  

Yes / No

	H2 (b) If the device has a CE mark, is it proposed to use the device within the terms of its CE mark or outside the terms of its CE mark?
	H2 (e) If the device does not have a CE mark, is this study being undertaken for the purposes of obtaining a CE mark? 
Yes / No

	Within / Outside
	

	H2 (c)  If outside, please elaborate: 

Answer

H2 (d) CE MARK NUMBER: 
	

	Answer
	


H3 (a)  Is this an application to conduct a clinical investigation of a medical device? Yes / No
H3 (b) If yes, will the Medical Devices section of the Health Products Regulatory Authority (HPRA) be reviewing this study? Yes / No
SECTION I
MEDICINAL PRODUCTS / COSMETICS / FOOD AND FOODSTUFFS
I.1
NON-INTERVENTIONAL TRIALS OF MEDICINAL PRODUCTS
I1.1 (a)  Does this study involve a medicinal product? Yes / No
If the answer is No, please delete remaining questions in subsection I1
I1.1 (b) If yes, please state:

I. The trade name of the medicinal product: 

Answer

II. The name of the active substance: 

Answer

III. The formulation:

Answer

IV. The authorisation / product number: 

Answer

I1.2 (a) Is this an application to conduct a non-interventional trial of a medicinal product?  Yes/No
I1.2 (b) Is this trial a post-authorisation safety study? Yes / No
I.2
COSMETICS
I2.1 (a)  Does this study involve a cosmetic? Yes / No
If the answer is No, please delete remaining questions in subsection I2

I2.1 (b) If yes, please state:  

I. 
The trade name of the cosmetic:  

Answer

II. The ingredients/composition: 

Answer

I.3
FOOD AND FOOD SUPPLEMENTS
I3.1 (a) Does this study involve food or food supplements?  Yes / No
If the answer is No, please delete remaining questions in subsection I3

I3.2 (b) If yes, please elaborate:  

Answer

SECTION j
INDEMNITY and insurance 

SECTION J IS MANDATORY

J1 Please confirm and provide evidence that appropriate insurance/indemnity is in place for this research study at each site.

Answer

J2 Please confirm and provide evidence that appropriate insurance/indemnity is in place for this research study for each investigator.

Answer

J3.1   Please give the name and address of the organisation / or individual legally responsible for this research study?  
Answer
J3.2  Where an organisation is legally responsible, please specify if this organisation is:

A pharmaceutical company  Yes / No
A medical device company  Yes / No
A university
Yes / No
A registered charity Yes / No
Other  Yes / No    If yes, please specify:  Answer
J3.3 Please confirm and provide evidence of any specific additional insurance / indemnity arrangements which have been put in place, if any, by this organisation / or individual for this research study?
Answer

SECTION k
COST AND RESOURCE IMPLICATIONS, funding and payments 
SECTION K IS MANDATORY

k1
COST AND RESOURCE IMPLICATIONS 
K1.1 Please provide details of all cost / resource implications related to this study (e.g. staff time, office use, telephone / printing costs etc.) 
Answer

k2
funding
K2.1 (a) Is funding in place to conduct this study? 

Yes / No
K2.1 (b) If no, has funding been sought to conduct this study?  From where? Please elaborate.

Answer




K2.1 (c) If yes, please state the source of funding (industry, grant or other), the name of the funder, the amount of funding and duration of funding.

	Source of funding

(industry, grant or other):

	Answer

	Name of Funder:

	Answer

	Amount of Funding:

	Answer

	Duration of Funding

	Answer


K2.1(d)  Please provide additional details in relation to management of funds.

Answer

K2.1(e)  Is the study funded by a ‘for profit’ organisation? Yes / No
K2.2 (a) Do any conflicts of interest exist in relation to funding or potential funding?  Yes / No
K2.2 (b) If yes, please elaborate.

Answer

k3
payments to investigators
K3.1 (a) Will any payments (monetary or otherwise) be made to investigators? Yes / No
K3.1 (b) If yes, please provide details of payments (including amount). 

Answer

k4
payments to PARTICIPANTS
K4.1 (a) Will any payments / reimbursements (monetary or otherwise) be made to participants?  Yes / No
K4.1 (b) If yes, please provide details of payments / reimbursements (including amount).

Answer

SECTION l
additional ethical  ISSUES
L1 (a)   Does this project raise any additional ethical issues?  Yes / No
If answer is No, please delete remaining questions in Section L.
L1 (b)  If yes, please identify any particular additional ethical issues that this project raises and discuss how you have addressed them. 

Answer

PLEASE ENSURE THIS APPLICATION FORM IS FULLY COMPLETED AS INCOMPLETE SUBMISSIONS WILL NOT BE REVIEWED.  
LOCAL DECLARATION AND SIGNATORY PAGE

Name of Committee: RCPI Research Ethics Committee

Title of the Study:

DECLARATION OF PRINCIPAL INVESTIGATOR

The information on this form is accurate to the best of my knowledge and I take full responsibility for it.

Name of the Principal Investigator:

Signature of Principal Investigator:

Date of Proposal Form Submitted:

List of appendices (please include or remove as applicable)
APPENDIX I Sample Consent Form

APPENDIX II Sample Information Leaflet
APPENDIX III Data Protection Impact Assessment

APPENDIX I

Sample Consent Form (updated 31 August 2018)
· This is a Sample Consent Form to help you create your own Consent Form.

· This Consent Form is not suitable for studies involving the collection of blood or tissue samples.

· This template has been created to assist healthcare professionals to design Patient Consent Forms for research studies involving patients.

· Not all bullet points and phrases in this template will apply to your particular study.  

· If your study does not involve patients, watch out for words like ‘patient,’ ‘future care,’  ‘medical care,’  ‘potential risks’ ‘medical records,’ and ‘storage and future use of information’ as they may not apply.

· Instructions for using this template:  Text in Red Font and Blue Font is for your guidance and instruction and should not appear in your final Consent Form.

· All green text was inserted on the 25th May 2018, with a view to bringing this template in line with GDPR 2016, the Data Protection Act 2018, and the HSE Consent Policy 2017.

· All purple text was inserted, and certain words and phrases were underlined or placed in bold font on the 31st August 2018, as a result of feedback from principal investigators.  

· This template was commissioned by the Royal College of Surgeons in Ireland and Beaumont Hospital.

CONSENT FORM

	Study title: 




	I have read and understood the Information Leaflet about this research project.  The information has been fully explained to me and I have been able to ask questions, all of which have been answered to my satisfaction.
	Yes (
	No (

	I understand that I don’t have to take part in this study and that I can opt out at any time.  I understand that I don’t have to give a reason for opting out and I understand that opting out won’t affect my future medical care.
	Yes (
	No (

	I am aware of the potential risks, benefits and alternatives of this research study.
	Yes (
	No (

	I give permission for researchers to look at my medical records to get information.  I have been assured that information about me will be kept private and confidential.
	Yes (
	No (

	I have been given a copy of the Information Leaflet and this completed consent form for my records.
	Yes (
	No (

	I consent to take part in this research study having been fully informed of the risks, benefits and alternatives.
	Yes (
	No (

	I give informed explicit consent to have my data processed as part of this research study. 
	Yes (
	No (

	I consent to be contacted by researchers as part of this research study.
	Yes (
	No (


Remove the table below if it does not apply to your study

	FUTURE CONTACT  [please choose one or more as you see fit]
	
	

	OPTION 1:  I consent to be re-contacted by researchers about possible future research related to the current study for which I may be eligible.
	Yes (
	No (

	OPTION 2:  I consent to be re-contacted by researchers about possible future research unrelated to the current study for which I may be eligible.
	Yes (
	No (


Remove the table below if it does not apply to your study – this table will only apply if you placed the paragraph entitled ‘Consent to Future Uses’ in your Patient Information Leaflet

	STORAGE AND FUTURE USE OF INFORMATION   

	RETENTION OF RESEARCH MATERIAL IN THE FUTURE [please choose one or more as you see fit]

	OPTION 1:  I give permission for material/data to be stored for possible future research related to the current study only if consent is obtained at the time of the future research but only if the research is approved by a Research Ethics Committee.
	Yes (
	No (

	OPTION 2: I give permission for material/data to be stored for possible future research related to the current study without further consent being required but only if the research is approved by a Research Ethics Committee.
	Yes (
	No (

	OPTION 3:  I give permission for material/data to be stored for possible future research unrelated to the current study only if consent is obtained at the time of the future research but only if the research is approved by a Research Ethics Committee.
	Yes (
	No (

	OPTION 4:  I give permission for material/data to be stored for possible future research unrelated to the current study without further consent being required but only if the research is approved by a Research Ethics Committee.
	Yes (
	No (

	OPTION 5:  I agree that some future research projects may be carried out by researchers working for commercial/pharmaceutical companies.
	Yes (
	No (

	OPTION 6:  I understand I will not be entitled to a share of any profits that may arise from the future use of my material/data or products derived from it.
	Yes (
	No (



|  
| 
Patient Name (Block Capitals)
| Patient Signature
| Date

--------------------------------------------                 ----------------------------                              --------

Translator Name (Block Capitals)                  Translator Signature                                Date

---------------------------------------------------         --------------------------------------------------------    --------

Legal Representative/Guardian Name  
Legal Representative/Guardian Signature
Date

APPENDIX II
Sample Information Leaflet (updated 31st August 2018)
· This is a Sample Information Leaflet to help you draft your own information leaflet.

· This template has been created to assist healthcare professionals to design Patient Information Leaflets for research studies involving patients.

· Not all paragraphs or sentences in this Sample will apply to your particular study.  All text in green is mandatory.

· You must include the Data Protection section in your information leaflet.  It is a legal requirement. Please keep Data Protection as a separate section in its own right.  This will make it easier to ensure all legal requirements have been complied with.
· Text in purple including a new paragraph entitled ‘Consent for Future Uses’ was added to this template on the 31st August 2018.

· If your study does not involve patients, watch out for words and phrases like ‘patient,’  ‘clinical research study,’  ‘future care,’  ‘care from medical staff’,  ‘future treatment’ and ‘consultant co-investigator’ as they may not apply.

· Font size should not be less than size 12 in this document, and may need to be larger for some participant groups.  Use a font that is easy on the eye, for example Arial or Calibri.  Do not use Times New Roman.

· Instructions for using this template:  Text in Red Font and Blue Font is for your guidance and instruction and should not appear in your final Information Leaflet.

· Should you wish a ‘Plain English Mark’ to be awarded to the final Information Leaflet you write for your research study, please contact the National Adult Literacy Agency (NALA).  Their website www.simplyput.ie may also help you in keeping your language simple and your Information Leaflet suitable for its target audience. 

· This template was commissioned by the Royal College of Surgeons in Ireland and Beaumont Hospital.

Data Protection – Definitions 

· Personal Data - means any information relating to an identified or identifiable living person.  Data Protection law does not apply to deceased persons; however you must still comply with the relevant codes of conduct and ethics when handling data of deceased persons. e.g. a name and surname; a home address; an email address; an identification number; a location number; an IP address.

· Sensitive or Special Categories of Personal Data is data revealing: racial or ethnic origin; religious or philosophical beliefs; trade union membership; genetic data; health data; biometric data; data concerning sex life; sexual orientation.

· Identifiable Data - the data subject is identified.

· Pseudonymised Data - data that can no longer be attributed to the data subject without additional information which is kept separately.

· Anonymous Data - data which can no longer be attributed to the data subject. 

· Processing - means any operation or set of operations performed on personal data such as collecting, recording, organising, storing, altering, retrieving, disseminating, consulting, deleting or destroying.

· Data Controller – Correctly identifying the data controller / joint controller is very important from a legal point of you.  Please seek advice from your Data Protection Officer if you are unsure who the Data Controller / Joint Data Controller is.

· Data Controllers can either be 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 centres etc.) and employees (including research students) that control and are responsible for the data processing.
The Data Controller determines the purpose and means of processing.  To find out who the data controller is, you should ask who determines the following: -

1. Why are we processing this data?  (e.g. to investigate inhaler compliance)

2. How will we process the data in order to conduct the research?

· You are a data controller if you are the person or organisation deciding on the “why” and the “how” of the data processing

· The data controller exercises overall control over the ‘why’ and the ‘how’ of the data processing activity.

· Joint Data Controllers - there may be more than one person or organisation deciding why and how to process the data.  In this case, there will be Joint Controllers.  They must all be named.

· 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 3rd party will be a data processor. 
· Data processing includes for example:   collection, recording, organising, structuring storage, retrieval, alteration, erasure, destruction
· Legal Basis - this is your legal reason for processing personal data.  You must pick your legal basis from Article 6 and Article 9 of the General Data Protection Regulation 2016. 

When processing sensitive personal data you must have TWO legal bases – one from Article 6 and one from Article 9.  

The most relevant legal basis for health research are: 

· for public authorities:  Article 6(1)(e) Public Interest; 

· for commercial and charitable organisations:  Article 6(1)(f) Legitimate Interests; 

&

· Article 9(2)(j) Scientific Research purposes.  

Please seek advice form the Data Protection Officer if you are unsure which legal basis applies to you. 

Patient/ Participant Information Leaflet 

	Study title: 




Principal investigator’s name:
______________________________

Principal investigator’s title:
______________________________

Telephone number of principal investigator: 
______________________________

Please do not use the main hospital switch number as your contact number.  

Use another hospital landline, for example a department number. 

Please also name the Beaumont Hospital consultant co-investigator in cases where the Principal Investigator is not a Beaumont Hospital employee:  -

Consultant co-investigator’s name:
______________________________

Consultant co-investigator’s title:
______________________________

Data Controller’s/joint Controller’s Identity:

Data Controller’s/joint Controller’s Contact Details:

Data Protection Officer’s Identity:

Data Protection Officer’s Contact Details:

You are being invited to take part in a research study to be carried out at {insert location} by {insert group/organisation/university of principal investigator or the PI’s name}
Before you decide whether or not you wish to take part, you should read the information provided below carefully and, if you wish, discuss it with your family, friends or GP (doctor).  Take time to ask questions – don’t feel rushed and don’t feel under pressure to make a quick decision.

You should clearly understand the risks and benefits of taking part in this study so that you can make a decision that is right for you. This process is known as ‘Informed Consent’. 

You don't have to take part in this study. If you decide not to take part it won’t affect your future medical care.

You can change your mind about taking part in the study any time you like.  Even if the study has started, you can still opt out.  You don't have to give us a reason.  If you do opt out, rest assured it won't affect the quality of treatment you get in the future.

	Why is this study being done?


Keep this Simple!  Make sure people with no medical training or background can understand the words you use!  Do not assume patients will understand words and terms such as ‘quantitative’, ‘qualitative’ and ‘randomised controlled trial’.  Refer to www.simplyput.ie 

Introduce the topic and state the purpose of the study.  Pay particular attention to aspects that are experimental e.g. new medicinal products or medical devices or drugs being used outside their existing product licence. 
Questions to consider answering in this paragraph:   

What is the research question you seek to answer by conducting this research study?  (For example:  ’This research study is taking place to find out if…’)

	Who is organising and funding this study?


Questions to consider answering in this paragraph:   

Who is conducting the research?  

Who is funding the research?  

Are you getting a grant to do this research?  

Are you conducting the research for the purposes of obtaining an academic qualification?  

Is a pharmaceutical company funding this study?  

Are you being paid to recruit patients to this study?

	Why am I being asked to take part?


Keep this Simple!  Make sure a people with no medical training or background understand the words you use!  Do not assume patients will understand words and terms such as ‘inclusion’, ‘exclusion criteria’ and ‘control’. 

A question to consider answering in this paragraph:   

Why have you decided to ask me (in particular) to take part in this study? (For example: ‘You are being asked to take part because you have high blood pressure and attend the Beaumont Hospital Warfarin Clinic.)

	How will the study be carried out?


Questions to consider answering in this paragraph:   

When will this study take place?  

Where will this study take place?  

How many people will be taking part in this study?  

What can people taking part expect to happen (in general terms), for example, giving blood samples and so on.

	What will happen to me if I agree to take part?


This is a very important paragraph.  Participants need to know exactly what they are consenting to. Keep the language simple. 

Clearly state what will be expected of the participant if s/he takes part with adequate detail regarding procedures, duration and location of testing/interviews etc.  Any procedures which are experimental should be identified and alternative procedures or courses of treatment disclosed.  Where involvement in the research involves a change to the ‘usual care’ this individual would receive, this should be specified.
Treatment or procedures additional to normal care?  Is it Invasive?   Might it cause discomfort and/or pain?  Is it a new drug, device, or treatment routine? (experimental/investigational).  Are the risks/side-effects known, specify the expected frequency or give a best estimate – if unknown this must be stated.  Blood sampling – total volume of blood to be taken and frequency etc.  Additional visits or additional time involved.  Psychological stress may need to be mentioned.  Questionnaire, diary to be kept etc.

Questions to consider answering in this paragraph:  

What will happen to me (in particular)?  

Do I need to attend the hospital for an extra visit?  

Do I need to give an extra blood sample?  

Do I need to fill in a questionnaire?  

How long will the study take?  

Where will I be going?  

Who will I be talking to?  

Will researchers be looking at my medical records? 

Will my medical records be private?

	Video/and or Audio recordings?


Participants have the right, should they wish, to review and edit any transcripts to which they have contributed. 
	What other treatments are available to me?


This paragraph may not apply to your study.

How appropriate/effective are alternative forms of treatment (if any)?  The option not to treat is an option.  If concerned, he/she could discuss with their GP or other independent body.  

A question to consider answering in this paragraph:  

If I don’t take part, what treatment will I get?

	What are the benefits?


This paragraph always applies.
No guarantees - could even be harmful - may benefit others – experimental/investigative?  Risks involved in withholding therapy?  If there is no benefit to the participant themselves, tell them this!

Questions to consider answering in this paragraph:   

Will I benefit myself from taking part?  How will I benefit?  Will others benefit if I take part?

	What are the risks?


This paragraph always applies.
Risks, including any discomforts.  All medications have the potential to cause side-effects.   Precautions taken to minimise risks.  The patient might be advised that he/she is entitled to seek a second opinion.  Potential breach of patient confidentiality is often a risk. 

Remember if you mentioned a risk to the research ethics committee, the participants also need to know about it.

Questions to consider answering in this paragraph:   

What are the risks to me?  Will it hurt?  Will it make demands on my time?

	What if something goes wrong when I’m taking part in this study?


This paragraph may not apply to your study.
If your study involves a risk and you have measures in place if the risk does materialise, let the participant know e.g. counselling in case of psychological distress, genetic counselling in case of certain genetic results, referral to a specialist if something is discovered etc. 

If your study is sponsored by a company, and they have signed an indemnity agreement, let the participant know.

Questions to consider answering in this paragraph:  

What happens if I get upset?   What happens if you find out I have something wrong with me?  What happens if I need help when I’m at home?  What if I want to make a complaint?  What happens if I start to feel unwell?

	Will it cost me anything to take part?


This paragraph may not apply to your study.

Additional expenses incurred reimbursed or not.  In the case of payments being made by a pharmaceutical company, care should be taken to ensure that withdrawal from the trial does not have adverse implications for the patient - that the decision to withdraw is a free decision. This might mean a larger proportion of any payment being made should be in the first quarter of the trial.

A question to consider answering in this paragraph:   

Will I receive travel expenses, for example, bus fare or taxi fare?

	Is the study confidential?


This is a very important paragraph.  Be careful with the use of the word ‘anonymous’ or ‘anonymised’ as these terms are often used incorrectly.

Questions to consider answering in this paragraph:   

Records

Will you be contacting my GP or any other healthcare provider?  

Will you be looking at my medical records?  

Who else will be looking at my medical records?  

Will the information about me be kept private and confidential?  

Will information kept about me identify me?  

How long will you be keep the information about me?  

Where will you be sending information about me?  

Who will be able to see the information about me? 

What will happen to any voice recordings, video recordings or photographs you take?  Where will you be sending the voice recordings, video recordings or photographs?  Who will have access to them?  How long will you be keeping them?  

Samples 

What will happen to any samples you collect from me?  

Where will you be sending the samples?  

Who will have access to the samples?  

Will there be information sent with the samples that will identify me?  

Will any genetic or DNA research be done on the samples?

Results

Will I get any results from this research study?  

Will my GP/consultant/other healthcare provider get the results?

Will you be publishing the results of this study in medical journals?  

Will you be presenting the results of this study at medical conferences?  

Will any information capable of identifying me appear in any publications or presentations?

Future Research Studies

Will you be keeping any information or samples for use in future research studies?

	Data Protection


You must provide the data subjects (research subjects) with the following information.  It is a legal requirement under data protection law.  Please apply these points to your own research project.  Use clear, accessible and plain language e.g. “You have the right to withdraw consent to your personal data being used in this research project.  You will be able to do this by contacting [name] at [contact details]

1. The purpose or reason for processing their personal data.  e.g. We will be using your personal information in our research to help us study medication compliance.
2. The legal basis under which you are processing their data. e.g. legitimate interests interest and for scientific research purposes – see Article 6 and 9 of the General Data Protection Regulation 2016.  If uncertain contact the Data Protection Officer.
3. Who are the recipients of the data e.g. who will have access to the research participants’ information?

4. How long will the data be stored for and, if it is not possible to say, please give the criteria which will be used to determine that period.

5. You should inform the data subject of any risks and/or implications that might arise for the data subject as a result of the data processing  e.g. a data breach that could cause them harm.

6. That the data subjects have a right to withdraw consent.  Please explain how they can go about doing this or what the withdrawal mechanism is.
7. That the data subjects have a right to lodge a complaint with the Data Protection Commissioner.

8. That the data subjects have a right to request access to their data and a copy of it, unless their request would make it impossible or make it very difficult to conduct the research.

9. That data subjects have a right to restrict or object to processing, unless their request would make it impossible or make it very difficult to conduct the research  e.g. the data subject doesn’t want their data shared but doesn’t mind having it collected and stored. 

10. That the data subjects have a right to have any inaccurate information about them corrected or deleted, unless their request would make it impossible or make it very difficult to conduct the research.

11. That the data subjects have a right to have their personal data deleted, unless their request would make it impossible or make it very difficult to conduct the research. e.g. they wanted to delete their data at the end of a research project just before it is due to be published.

12. That the data subjects have a right to data portability, meaning they have a right to move their data from one controller to another in a readable format.   

13. Will there be automated decision making, including profiling?  Profiling is any form of automated processing of personal data consisting of the use of personal data to evaluate certain personal aspects relating to the person, in particular to analyse or predict aspects of their performance at work, health or behaviour. 

14. That the data subjects have a right to object to automated processing including profiling if they wish.

15. You must inform the data subject if you intend to further process their personal data and provide the data subject with information on that other purpose. 
16. You must inform the data subject if you wish to transfer their data to a country outside of the EU or an international organisation and advise them of the safeguards you have in place to protect their data.

	Consent to Future Uses


This paragraph may not apply to your study.
It is important to inform the research participant as much as possible when obtaining consent for future uses of their data/biological material.  If it is not possible to fully specify all of the research purposes for which the data may be processed by the person carrying out the research, an individual may give his or her consent to:

· certain areas of health research; or
· only to certain areas of research; or
· parts of a particular research project.

Sufficiently clear information must be provided so that the individual is:

· fully informed; and
· that the consent given is an unambiguous indication of his or her wishes.

Explain to the research participant they have only given permission for their data/biological material to be used for the current research and that you are seeking permission to store the data/biological material for possible future uses in research.  

Explain if this will be your research or of it could be someone else’s research. 

 

To the greatest extent possible describe in lay terms the intended future uses of the research participants’ data/biological material.

 

If they are consenting to future research related to the current study give an example e.g. consent to processing for a cancer research study and other future unnamed research studies in the same area of cancer research.  Such a consent could not go beyond cancer to other areas.

 

If they are consenting to future research unrelated to the current study give an example.  Tell them that any such research must remain in keeping with recognised ethical standards for scientific research e.g. consent to processing for cancer research study and to other future unrelated research studies such as studies within the field of healthcare.

 

Be transparent and provide as much information as possible so that the participant can make an informed consent.

 

Questions to consider answering in this paragraph:   

 

• Provide information on governance and objectives of the facility where their data/biological material will be stored

• Provide the purpose and aim of the facility storing their data/biological material

• Funding & any potential conflicts of interest

• Why the participant is being invited?

• Type of data to be stored for future use

• Statement the participation is voluntary

• Who will approve the research?

• Risks & benefits of taking part

• Type of data

• What the biospecimens/data will be used for (any controversial areas such as creation of cell lines, genetic testing, stem cell research?)

• Inform them they have a right to opt out of their data/biological material being used for research into areas they might not agree with such as reproductive technology

• Will there be secondary processing?

• Will the biospecimen/data be identifiable?

• Rights/ ownership of data/ biological samples?

• Will data/biological samples be shared?

• Will they be shared with commercial entities?

• Change of mind and how they can withdraw

• Dealing with deceased or incapacitated participants samples

	Where can I get further information?


If you have any further questions about the study or if you want to opt out of the study, you can rest assured it won't affect the quality of treatment you get in the future.  
If you need any further information now or at any time in the future, please contact: 

Name 

Address 


Phone No

Please do not use the main hospital switch number as your contact number.

Use another hospital landline, for example, a department number.

Please make it clear if this phone number is only answered during office hours.

· Remember to update the Footer on Page 1 to include a Version Number and Date.

· Remember to delete the Instructions and Definitions at the start of this template.

To be completed by the Principal Investigator or nominee. 

I, the undersigned, have taken the time to fully explain to the above patient the nature and purpose of this study in a way that they could understand. I have explained the risks involved as well as the possible benefits. I have invited them to ask questions on any aspect of the study that concerned them.


|  
| 
|
----------------------------------------------------------------------------------------------------------------------------Name  (Block Capitals)
|  Qualifications
| Signature
| Date
3 copies to be made: 1 for patient, 1 for PI and 1 for hospital records.

· Remember to update the Footer on Page 1 to include a Version Number and Date.

· Remember to delete the Instructions at the start of this template.

APPENDIX III

Data Protection Impact Assessment

A Data Protection Impact Assessment (DPIA) Policy was released by the Beaumont Hospital Data Protection Office on the 29th May 2018.

The Threshold Screening Questions were revised on the 14 September 2018

The formatting in the Template DPIA was adjusted on the 14 September 2018

Instructions for Submitting the DPIA were issued on the 14 September 2018

A DPIA is required if at least two of these 10 criteria are reached:

1. Evaluation or scoring - especially to do with someone's work performance or health e.g. a biotechnology firm offering genetic testing to customers in order to predict disease/health risks;

2. Automated-decision making with legal or similar effect - the processing may lead to discrimination or exclusion;

3. Systematic monitoring - e.g. cctv in a public space;

4. Sensitive Data- e.g. health data, genetic data and all article 9 special categories of data;

5. Data Processing on a large scale;

6. Datasets that have been matched or combined;

7. Data concerning vulnerable data subjects - power imbalance between data controller and data subject e.g. patients, children, the elderly, employees, persons with disabilities;

8. Innovative use or applying technological or organisational solutions - e.g. fingerprint or facial recognition;

9. Data transfer outside the EU;

10. Where the processing itself prevents a data subject from accessing a service- e.g. credit screening by banks to decide whether to give someone a loan.

In terms of health research, criteria 4 & 7 nearly always apply, and sometimes 1,5 & 9 also.

Template Data Protection Impact Assessment

	Section A: Background Information

	Project Name
	

	Organisation/Department
	

	Assessment Completed By
	 

	Job Title
	 

	Date completed
	 

	Phone/Mobile 
	 

	E-mail
	 

	
	

	A(1) Project/Change Outline: What is it that is being planned? If you have already produced this as part of the project's Project Initiation Document or Business Case or Research Application etc. you may make reference to this, however a brief description of the project/process being assessed is still required (in plain English).

	

	A(2) Purpose / Objectives: Why is DPIA it being undertaken?  This could be the objective of the process or the purpose of the system being implemented as part of the project.

	

	A(3) What is the purpose of collecting the information within the system?  For example patient treatment, patient administration, research, audit, reporting, staff administration etc.

	

	A(4) What are the potential privacy impacts of this proposal?: How will this change impact upon the patients, visitors and staff? Provide a brief summary of what you feel these could be, it could be that specific information is being held that hasn't previously or that the level of information about an individual is increasing.

	

	A(5) Provide details of any previous Privacy Impact Assessment or other form of personal data compliance assessment done on this initiative.   If this is a change to an existing system, a PIA may have been undertaken during the project implementation. 

	

	A(6) Stakeholders: Who is involved in this project/change? Please list stakeholders, including internal, external, organisations (public/private/third) and groups that may be affected by this system/change.

	


	Section B: The Data Involved

What data is being collected, shared or used?  

(If there is a chart or diagram to explain attach it as an appendix)  

	
	Data Type - Information that identifies the individual and their personal characteristics 
	Tick as appropriate
	Justifications – there must be justification for collecting the particular items and these must be specified here – consider which data items you could remove, without compromising the needs of the project?

	B(1)
	Name  
	☐
	

	
	Address 
	☐
	

	
	Postcode 
	☐
	

	
	Dob  
	☐
	

	
	Age  
	☐
	

	
	Gender  
	☐
	

	
	Sexual Orientation 
	☐
	

	
	Racial/ethnic origin  
	☐
	

	
	Tel no.  
	☐
	

	
	Physical description 
	☐
	

	
	IHI no. (or similar)  
	☐
	

	
	Mobile/home phone no.  
	☐
	

	
	Email address  
	☐
	

	B(2)
	Information relating to the individual’s physical or mental health or condition. Information relating to genetic information(biological samples such as chromosomal or DNA samples) and biometric information( such as fingerprints or facial recognition)
	☐

	

	B(3)
	Information relating to the individual’s sex life.
	☐

	

	B(4)
	Information relating to the individual’s sexual orientation
	☐

	

	B(5)
	Information relating to the family of the individual and the individuals lifestyle and social circumstances
	☐

	

	B(6)
	Information relating to any offences committed or alleged to be committed by the individual
	☐

	

	B(7)
	Information relating to criminal proceedings, outcomes and sentences regarding the individual
	☐

	

	B(8)
	Information which relates to the education and any professional training of the individual
	☐

	

	B(9)
	Employment and career history
	☐
	

	B(10)
	Information relating to the financial affairs of the individual
	☐

	

	B(11)
	Information relating to the individual’s religion or other beliefs
	☐

	

	B(12)
	Information relating to the individual’s membership of a trade union.
	☐

	

	B(13)
	Will the information be

Anonymised
	☐
	Select the appropriate choice. Please note that where possible information should be anonymised.
If the data will be pseudonymised or anonymised at what point after collection will this happen.

	
	Pseudonymised
	☐
	

	
	Identifiable
	☐
	


	Section C : Assessment


	Legal Compliance - is it fair and lawful?

	C(1) 
	What is the legal basis for processing the information? This is your valid legal reason for processing. These reasons are laid out in Article 6 & 9 of GDPR. Any processing of special categories of data such as health, genetic and biometric information will require TWO legal basis for processing- one from Article 6 and one from Article 9.

	Answer
	

	C(2) 
	i) - Is the processing of individual’s information likely to interfere with the ‘right to privacy’ under Article 8 of the Human Rights Act?  

ii) - Have you identified the social need and aims of the initiative and are the planned response actions proportionate in response to social need?

	Answer
	i)
	ii)

	C(3) 
	It is important that patients affected by the initiative are informed as to what is happening with their information.  Is this covered by fair processing information already provided to individuals or is a new or revised communication needed? 

	Answer
	

	C(4) 
	If you are relying on consent to process personal data, how will consent be obtained and recorded, what information will be provided to support the consent process and what will you do if permission is withheld or given but later withdrawn?

	Answer
	


	Purpose

	C(5) 
	Does the project involve the use of existing personal data for new purposes?

	Answer
	

	C(6) 
	Are potential new purposes likely to be identified as the scope of the project expands?

	Answer
	


	Adequacy

	C(7) 
	Is the information you are using likely to be of good enough quality for the purposes it is used for?

	Answer
	


	Accurate and up to date

	C(8) 
	Are you able to amend information when necessary to ensure currency and accuracy?

	Answer
	

	C(9) 
	How are you ensuring that personal data obtained from individuals or other organisations is accurate?

	Answer
	


	Retention

	C(10) 
	What are the retention periods for the personal data and how will this be implemented?

	Answer
	

	C(11) 
	Are there any exceptional circumstances for retaining certain personal data for longer than is necessary?

	Answer
	

	C(12) 
	How will personal data be fully anonymised or destroyed after it is no longer necessary or fit for purpose?

	Answer
	


	Rights of the individual

	C(13) 
	How will you action requests from individuals (or someone acting on their behalf) for access to their personal information once held?  Will the information be provided to the data subject on their right to rectification, erasure, portability etc?

	Answer
	


	Appropriate technical and organisational measures

	C(14) 
	What procedures are in place to ensure that all staff with access to the patient data have received adequate information governance training?

	Answer
	

	C(15) 
	If using an electronic system to process subject access requests, what security measures are in place?

	Answer
	

	C(16) 
	How will the information be provided, collated and used?  

	Answer
	

	C(17) 
	What security measures will be used to transfer the identifiable information?

Have you identified any potential risk?

The potential impact of any such risk on the data subject.

The likelihood and severity of any risk.

How you intend to deal with it.

	Answer
	


	Transfers both internal and external including outside of the EEA

	C(18) 
	Will individual’s personal information be disclosed internally/externally in identifiable form and if so to whom, how and why?

	Answer
	

	C(19) 
	Will personal data be transferred to a country outside of the European Economic Area? If yes, what arrangements will be in place to safeguard the personal data?


	Consultation – link back to the stakeholders (A6)

	C(20) 
	Who should be consulted to identify privacy related risks and how will this be achieved? Identify both internal and external stakeholders.

	Answer
	

	C(21) 
	Following the consultation – what privacy risks have been raised? E.g. Legal basis for collecting and using the information, security of the information in transit etc. 

You should also include consultation with the data subject – have their views been sought?

	Answer
	


	Guidance used

	C(22) 
	List any national guidance applicable to the initiative that is referred to.

	Answer
	


Section D: Privacy issues identified and risk analysis

Table 1 – Identify the privacy and related risks.  (See Appendix 1 for further information)

	Ref No.  


	Privacy issue – element of the initiative that gives rise to the risk
	a) Risk to individuals

(complete if appropriate to issue or put not applicable)
	b) Compliance risk

(complete if appropriate to issue or put not applicable)
	c) Associated organisation /corporate risk

 (complete if appropriate to issue or put not applicable)

	PR1

	Individuals are not aware of the initiative as no communication materials have been planned
	Individuals not aware that their data is being processed 
	Non-compliance with Article 5(1)  principle /Concept 1 – fairness, lawfulness and transparency
	1. May lead to public mistrust

2. May lead to sanction by the (ODPC)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Table 2 – Identify the privacy solutions
	Ref No.


	Risk – taken from column (a), (b) and/or (c) in table 1.
	Risk score – see tables at Appendix 2
	Proposed solution(s)

/mitigating action(s) 
	Result: is the risk accepted, eliminated, or reduced?
	Risk to individuals is now OK?

Signed off by?

	
	
	Likelihood
	Impact
	RAG status
	
	
	

	PR1


	Individuals not aware that their data is being processed

Non-compliance with DPA principle 1 – fair and lawful processing

1. May lead to public mistrust

2. May lead to sanction by the ODPC 
	5
	5
	25
	Communication plan to be developed to ensure compliance with fair and lawful processing

Assurance that there will be an active communication campaign 

All relevant staff informed of need to understand and disseminate communication material. 
	Reduced to an acceptable level (it is not possible to eliminate at this stage as the Comms plan will need to ensure it addresses all aspects to enable individuals to be fully informed.
	Yes

Sign-off tbc

	
	
	
	
	
	
	
	


Integrate the PIA outcomes back into the project plan 

NB. This must include any actions identified in Table 1 and Table 2.

	Who is responsible for integrating the PIA outcomes back in to the project plan and updating any project management paperwork?  Who is responsible for implementing the solutions that have been approved?  Who is the contact for any privacy concerns which may arise in the future?

	Ref No.


	Action to be taken
	Date for completion of actions
	Anticipated risk score following mitigation
	Responsibility for action – job title not names
	Current status/progress

	
	
	
	Likelihood
	Impact
	RAG status
	
	

	PR1


	Communications plan to be developed
	
	2
	2
	4
	Project Manager to liaise with Communication lead and embed into project plan
	Meeting arranged with Communication Lead

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Appendix 1: Types of privacy risk

1.1 Risks to individuals

i. Inadequate disclosure controls increase the likelihood of information being shared inappropriately.

ii. The context in which information is used or disclosed can change over time, leading to it being used for different purposes without people’s knowledge.

iii. New surveillance methods may be an unjustified intrusion on their privacy.

iv. Measures taken against individuals as a result of collecting information about them might be seen as intrusive.

v. The sharing and merging of datasets can allow organisations to collect a much wider set of information than individuals might expect.

vi. Identifiers might be collected and linked which prevent people from using a service anonymously.

vii. Vulnerable people may be particularly concerned about the risks of identification or the disclosure of information.

viii. Collecting information and linking identifiers might mean that an organisation is no longer using information which is safely anonymised.

ix. Information which is collected and stored unnecessarily, or is not properly managed so that duplicate records are created, presents a greater security risk.

x. If a retention period is not established information might be used for longer than necessary.

1.2 Examples of Compliance Risk

i. Non-compliance with the common law duty of confidentiality

ii. Non-compliance with the Data Protection Acts 1988 & 2003/ General Data Protection Regulation (GDPR).

iii. Non-compliance with the Privacy and Electronic Communications Regulations (PECR)/e-Privacy Regulation.

iv. Non-compliance with sector specific legislation or standards e.g. Health Information and Quality Authority (HIQA), Health and Safety Authority (HSA).

v. Non-compliance with human rights legislation United Nations Declaration on human Rights (UNDHR).
1.3 Associated organisation/corporate risk

i. Non-compliance with the IDPA or other legislation can lead to sanctions, fines and reputational damage.

ii. Problems which are only identified after the project has launched are more likely to require expensive fixes.

iii. The use of biometric information or potentially intrusive tracking technologies may cause increased concern and cause people to avoid engaging with the organisation.

iv. Information which is collected and stored unnecessarily, or is not properly managed so that duplicate records are created, is less useful to the business.

v. Public distrust about how information is used can damage an organisation’s reputation and lead to loss of business.

vi. Data losses which damage individuals could lead to claims for compensation.
2 Appendix 2: Guidance for completing a risk register

· What is the actual risk?  Make sure the risk is clear and concise, well understood and articulated with appropriate use of language, suitable for the public domain.
· Be careful and sensitive about the wording of the risk as risk registers are subject to the Freedom of Information (FOI) requests. This is relevant is your organization is subject to the FOI Act. 

· Don’t reference blame to other organisations in the risk register 

· Does the risk belong to a business area within your organisation or another body? 

It is common to use a RAG matrix rating system for assessing risk. RAG stands for red, amber, green. To achieve a RAG rating, each risk first needs a likelihood and impact score. Each risk will be RAG rated by taking the likelihood and impact scores, and using the matrix below:

 SHAPE  \* MERGEFORMAT 



	DPO Feedback

	

	

	


Likelihood





Impact





1 - Rare





2 - Unlikely





3 - Possible





4 - Likely





5 – Highly Likely





1 - Negligible





2 - Minor





3 - Moderate





4 - Major





5 - Critical





5





4





9





20





15





12





10





16





8





4





2





1





4





3





2





5





6





8





3





10





6





15





20





12





25
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